MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
23.04.2020 Ne 945
Kuis

[Ipo mepkaBHY peecTpaLlito
(mepepeecTpaLliito) JiKapCbKUX
3ac00iB (MeAMUYHUX iIMYHOJIOTiUHHX
TriperaparTiB) Ta BHECEHHS 3MiH /0
peecTpaLiiiHiX MaTepiaiB

BignoBigHo no0 crarti 9 3akoHy Ykpainu «IIpo sikapcbki 3acobu»,
nyHKTiB 5, 7, 9, 10 Tlopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/keHoro nocraHoBoto KabiHety MiHicTpiB YKpainu Bif 26 TpaBHs
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsaky pep»kaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX ZepkaBHY peecTpailito
(mepepeecTpailito)», ab3aily ABaAISATbL CbOMOTO IMAMYHKTY 12 MyHKTY 4 [TomoxeHHs
rnpo MIiHICTEPCTBO OXOPOHM 3[0pOB’S YKpalHW, 3aTBepKeHOro TI0CTaHOBOK)
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiii
noctaHoBu KabGinety MiHicTpiB Ykpainu Bif 24 ciuns 2020 p. Ne 90), Ha migcTaBi
pe3y/IbTaTiB eKCIePTHU3U peeCcTpaljiiHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/TOTiUHMX TIperapariB) Ta KOHTPOJIO SKOCTi THX, III0 TIO/laHi Ha [ep>KaBHY
peecTpauitlo  (mepepeecTpanito), NpoBefeHMX [lep)kaBHUM  MiJATIPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHHM 3[0pOB’Sl  YKpaiHW»,
BHUCHOBKIB 10710 e(heKTUBHOCTI, 0e3MeuHoCTi Ta SKOCTi JIKapChKOTO 3aco0y
(MeauuHOrO iMyHOGiO/OTiYHOrO TIpernapary), peKoMmeHAallii Horo o Aep»kaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiiHuX MaTepiasiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH [0 [lep)kKaBHOTO DeeCTPy JIiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperiapaTv) 3rigHO 3
riepesikoM (gomaTok 1).

2. TlepepeectpyBaty Ta BHECTH 70 Jlep>KaBHOTO peECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifgHO 3
riepesikoM (JoAaToK 2).



3. Brectu 3MiHM [0 peecTpaliHUX MarepianiB Ta /lep>KaBHOTO peeCcTpy
MKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHOoOGiomoriusi
riperiapaTy) 3TiJ{HO 3 repesiikoM (JoAaTok 3).

KOHTpOJIb 3a BUKOHaHHSIM 1[bOI'0 HakKa3y MOK/ACTH Ha 3aCTyrnHUKa MiHicTpa
Mukuuax [.B.

MinicTp Makcum CTEITAHOB



NMEPENIK

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

23.04.2020 Ne 945

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), AKI BHOCATbLCA A0

AEPXXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Hassa

Popma sunycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby YNaKkoBKa) nocsi04YeHHs1
1. 6- 6invii abo maiixe ToBapucTBo YkpaiHa LnussauwxyaH KnTaii PeecTpaujis Ha 5 pokis - He nionsieae UA/18047/01/01
METUNMYPALMU GinuiA KpucTanivuHwi 3 BaHrBy bio-
n NOPOLLOK 06MexeHo PapmacbloTikas
(cy6ceTaHuis) y BignoBigasib CaileHc eHf
NoABINHMX HiCTIO TekHonopxi Ko.,
nosnieTuNeHoBmxX "BiTek- nra.
nakeTax gnsa Papm”
chapmaLeBTU4YHOro
3acTocyBaHHs
2. ABABIP PO34MNH OpasibHUI leTepo IHAiA [eTepo /1a63 IHAjs peecTpauif Ha 5 pokis 3a He nionsieae UA/14957/02/01
20 mr/mn no 240 mn Na63 Niviten MepioAnyHICTb NOAAHHSA perynsipHo peyenmom
y thnakoHi; no 1 Nimitep OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
h1akoHy pasom i3 BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
wnpuuom (10 mn) i thapmakoHarnagy, 3aTBepAKeHoro
ajanTepom y Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
KapTOHHI KopoobLi YkpaiHu Big 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUuii YkpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKamMu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.
3. ABIPATEPOH- Tabnetkn no 250 wr; TOB Ykpaina BUPOBHMLTBO, IcnaHisi/ peecTpauist Ha 5 pokiB 3a He niidnsieae UA/18043/01/01
BICTA no 120 TabneTtok y "®apmauesT nepBuHHe, Yecbka peyenmom
nnacTykoBoMy nyHa BTOPWHHE Pecny6nika
KOHTelHepi, no 1 KOMMaHis nakyBaHHs,
nNacTNKoBOMY Bicta" KOHTPO/1b SIKOCTI,
KOHTEliHepy B BUMYCK cepii:
KapTOHHI KOpooLyi CiHTOH XicnaHis,
C. /1., IcnaHis;
KOHTPONb SIKOCTI
(dizmKO-XiMiuHW):
KBiHTa-AHaniTika
C.p.0., Yecbka
Pecny6nika
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mr Ne 10 (10x1): no
10 TabneTok y
6nictepi, mo 1

BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
hapmakoHarnsgy, 3arsepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
4, ABIPATEPOH- TabneTku, BKpUTI TOB YkpaiHa BVMPOGHMLTBO, Icnanis/ peecTpauist Ha 5 pokis 3a He nionsieae UA/18043/02/01
BICTA nNiBKOBOIO "®apmaueBT nepBuHHe, Yecbka MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom
o060n0Hkoto, no 500 nyHa BTOPUHHE Pecny6bnika OHOB/IIOBAHOrO 3BITY 3 6e3neku,
mr, no 60 TabneTok KOMNaHis nakyBaHHs, BiANOBIAHO A0 MopsAaKy 34iACHEHHS
y NNacTUKoBOMY Bicta" KOHTPO/b AKOCTI, chapmakoHarnsgy, 3aTBepKeHoro
KOHTEliHepi B BMNYCK cepil: Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
KapTOHHI Kopoo6Li CiHTOH XicnaHis, Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
C. 1., IcnaHis; 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
KOHTPO/b AKOCTI YkpaiHu 29 ciyHs 2007 poky 3a Ne
(diznKO-XiMiUHWIA): 73/13340 (y pegaxuii Hakaly MiHicTepcTBa
KBiHTa-AHaniTika OXOPOHY 340p0B's YKpaiHu Bif 26 BepecHs
c.p.o., Yecbka 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
Pecny6nika CTpoKamu, 3a3Ha4eHUMHY Y NepiogNYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
5. AHrINoP pO34nH A1 poTOBOT MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa peecTpauisf Ha 5 pokis 6e3 nionsizae UA/18048/01/01
NOPOXHUHY no 200 akuioHepHe akuioHepHe MepioAnYHICTb NOAAHHS pPerynsapHO peyenma
My oNaKoHi TOBapuCTBO TOBapUCTBO OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
CKMISHOMY B nmauuj 3 thapmauesT hapmaLeBTMyHa BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
MipHUM N4Ha habpuika «Biona» hapmakoHarnsgy, 3aTtBepKeHoro
CTakaH4MKOM; Mo thabpuka Haka3zom MiHicTepcTBa OXOPOHU 340POB’A
200 mn'y prnakoHi «Biona» Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
nosiMepHoMy B 3apeecTpoBaHoro B MiHiCTepcTBi tocTuLii
nadui 3 MipHUM Ykpainum 29 ciuns 2007 poky 3a Ne
CcTakaH4MKoMm 73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHW 34,0pP0B'A YKpaiHW Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpoKamu, 3a3Ha4YeHUMY Y NepiogNYHOCTI
nofJaHHA perynsapHuX 3BiTiB 3 6e3neku.
6. AHrIIoP cnpeit Ans poToBof MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa peecTpaujisft Ha 5 pokis 6e3 nionsizae UA/18048/02/01
MOPOXHWHW Mo 50 aKLioHepHe aKLioHepHe MepiognyHICTb NOAAHHS PerynspHo peyenma
My oNaKoHi TOBapuCTBO TOBapUCTBO OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
cKknsHomy, o 1 thapmavesT hapmaLeBTMyHa BiiNOBIAHO A0 MopsAKY 34iACHEHHS
donakoHy pasom 3 N4Ha thabpuka «Biona» hapmakoHarnsigy, 3aTtBepaKeHoro
nyNbBEPN3ATOPOM Y thabpuka Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
nauuj «Biona» Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuuil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTsa
OXOPOHW 340P0B'st YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
noJaHHsA peryasipHuX 3BiTiB 3 6e3NeKn.
7. ATOBAKC® TabneTku, BKpUTI TOB Ykpaina TOB "KYCYM YkpaiHa peecTpauis Ha 5 pokiB 3a He nidnsieae UA/18049/01/01
NAiBKOBOO "KYCYM PAPM" MepioAnYHICTb NOAAHHSA perynsipHo peyenmom
o60n0Hkoto, no 400 PAPM" OHOBJ/THOBAHOTO 3BITY 3 6e3nekwu,
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BIOCIAYC C.A.,

thapmakoHarnsgy, 3aTBepAXXeHoro

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nictepy y Ykpainu Big 27 rpygHa 2006 poky Ne 898,
KapTOHHIA ynakoBLi; 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ne 100 (10x10): no YkpaiHu 29 ciyHs 2007 poky 3a Ne
10 TabneTok y 73/13340 (y pegaxuii Hakaly MiHicTepcTBa
6nictepi, no 10 OXOPOHY 340p0B's YKpaiHu Bif 26 BepecHs
6nictepiB y 2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
KapTOHHI ynakoBsL,i CTpoKamu, 3a3Ha4YeHUMHY Y NepiogNYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
8. BIAEIH Kancynu m'siki no 25 AT YkpaiHa AT "KUIBCbKUI YkpaiHa peecTpaujs Ha 5 pokis 3a He nidnsizae UA/18050/01/02
MKr (1000 MO); no "KNIBCbKW BITAMIHHAIA MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom
10 kancyny i 3ABOA" OHOB/IOBAHOrO 3BiTY 3 6e3neKu,
6nicTepi; no 3 abo 6 BITAMIHHW BiANOBIAHO A0 MopsAaKy 34iCHEHHS
6nicTepiB y navui 1 3ABOA" hapmakoHarnsgy, 3aTBepakeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakady MiHicTepcTea
OXOPOHW 34,0PO0B'A YKpaiHW Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpokKamu, 3a3Ha4YeHUMU Y NepiogNYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3nekun
9. BIAEIH Kancynu m'siki no AT YkpaiHa AT "KUIBCbKWW YkpaiHa peecTpauis Ha 5 pokiB 3a He nidnsizae UA/18050/01/01
12,5 mkr (500 MO); "KNIBCbKN BITAMIHHUIA MepioAnYHICTb MOAAHHS PEryIApPHO peyenmom
no 10 kancyny i 3ABOA" OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku,
6nicTepi; no 3 abo 6 BITAMIHHW BiNOBIAHO A0 MopsAKY 34iACHEHHS
6nicTepiB y nauui 1 3ABOA" hapmakoHarnsgy, 3aTBepakeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTsa
OXOPOHW 340P0B'st YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiognyHoCTI
NnoJaHHsA peryasipHuX 3BiTiB 3 6e3neku
10. FEMAKC niocpinisat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpauisa Ha 5 pokis 3a He nidnsieae UA/18051/01/02
pO34YMHy Ans C.A. a Hepo3cacoBaHoro | ApreHTuHa/ i3 30608B'A3aHHAM NPOTAroM 5 PokiB nicns peyenmom
iH ekuiid, 2 000 MO y ApreHTuHa NpoayKTY, NntBa OTPUMAaHHS pPeecTpaviiiHoro NocBigYeHHS
dhnakoHax Ne 1 nepBrHHe Ta HaAaTn NOPIBHANMbHI AOCMIIKEHHS 3
BTOPUHHE SIKOCTi, 6e3nekn Ta e(peKTUBHOCTI, Lo
nakyBaHHs: niATBEPAXYHOTb M0ro NoAiGHICTL f0
BIOCIAYC C.A., pethepeHTHOro 6ioTEXHO/OTIYHOro
Pecny6nika NiKkapcbKoro 3acoby
ApreHTuHa; MepiognyHICTb NOAAHHS PerynspHo
KoHTponb skocTi, OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BUNYCK cepil: BiZiNOBIAHO A0 MOPsAKY 34iACHEHHS
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OXOPOHW 3[40p0B'st YKpaiHu Big 26 BepecHsi

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Pecny6nika Haka3om MiHicTepcTBa OXOPOHW 30POB’S
ApreHTuHa; Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHicTepcTsi toCTULii
nakyBaHHs: YkpaiHu 29 ciuHs 2007 poky 3a Ne
Hopdpauem, NutBa 73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHs peryaspHuxX 3BiTiB 3 6e3neKu.
11. FEMAKC niodpinizat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpaujsa Ha 5 pokis 3a He nidnsieae UA/18051/01/01
pO34nHy oNns C.A. a Hepo3ghacoBaHOro | ApreHTuHa/ i3 3060B'sA3aHHAM NPOTAroM 5 pokis nicns peyenmom
iH eKuiid, 1 000 MO y ApreHTuHa NPOAYKTY, NutBa OTPUMaHHS peecTpavyiiiHoro NocBigYeHHs
onakoHax Ne 1 nepBrHHe Ta HaAaTun NOpPIBHAMbHI AOCMIIKEHHS 3
BTOPVHHE SAKOCTI, 6e3nekun Ta etpeKTUBHOCTI, L0
nakyBaHHs: niATBEPAXYIOTb MOro NoAi6HICTL A0
BIOCIAYC C.A., pethepeHTHOro 6ioTEXHOOTIYHOro
Pecny6nika niKkapcbKoro 3acoby
ApreHTuHa,; MepioAnyHICTb NOAAHHSA perynsipHo
KoHTponb skocTi, OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
BUMYCK cepii: BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
BIOCIAYC C.A., hapmakoHarnsay, 3aTtBepaKeHoro
Pecny6nika Haka3om MiHiCTepcTBa OXOPOHU 340P0B’A
ApreHTuHa; Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
nakyBaHHs: Ykpainu 29 ciuHs 2007 poky 3a Ne
Hopdpauem, Nlntea 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHsA peryasipHuxX 3BiTiB 3 6e3NeKu.
12. FEMAKC niodpinisat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpauisa Ha 5 pokis 3a He nidnsieae UA/18051/01/03
pO34MHy Ans C.A. a Hepo3acoBaHoro | ApreHTuHa/ i3 3060B'A3aHHAM NPOTAroM 5 pokis nicns peyenmom
iH ekyii, 3 000 MO y ApreHTuHa NpoAayKTy, NntBa OTPVIMaHHSA pPeecTpauiiHoOro NoCBiAYEHHS
hnakoHax Ne 1 nepBrHHE Ta HaAaTun NOPIBHAMbHI AOCNIIKEHHS 3
BTOPUHHE SAKOCTIi, 6e3nekun Ta etpeKTUBHOCTI, Lo
nakyBaHHs: NigTBEPAXKYOTb MOro Nogi6HICcTL A0
BIOCIAYC C.A., pethepeHTHOro 6ioTEXHO/OTIYHOro
Pecny6nika NiKapcbKoro 3acoby
ApreHTuHa; MepiognyHICTb NOAAHHS PerynspHo
KoHTponb skocTi, OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BUNYCK cepil: BiiNOBIAHO A0 MopsAKY 34iACHEHHS
BIOCIAYC C.A., hapmakoHarnsigy, 3aTtBepaKeHoro
Pecny6nika Haka3om MiHicTepcTBa OXOPOHU 340POB’A
ApreHTuHa, Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHiCTepcTBi tocTuuil
nakyBaHHs: Ykpainu 29 ciuHs 2007 poky 3a Ne
Hopdpauem, Nutea 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHs peryaspHux 3BiTiB 3 6e3neKu.
13. FEMAKC niodpiniszat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpaujsa Ha 5 pokis 3a He nidnsieae UA/18051/01/04
pO34nHy ons C.A. a Hepo3ghacoBaHOro | ApreHTuHa/ i3 3060B'A3aHHAM NPOTAroM 5 pokis nicns peyenmom
iH eKuiii, 4 000 MO y ApreHtuHa NPOAYKTY, NutBa OTPUMAaHHS peecTpavLiiiHoro NocBigYeHHs
hnakoHax Ne 1 nepBrHHe Ta HaAaTun NOPIBHAMbHI AOCMIIKEHHS 3
BTOPVHHE SAKOCTI, 6e3nekn Ta etpeKTUBHOCTI, Lo
nakyBaHHs: niATBEPAXYIOTb MOro NoAi6HICTL A0
BIOCIAYC C.A., pethepeHTHOro 6ioTEXHOOTIYHOro
Pecny6nika niKkapcbKoro 3acoby
ApreHTuHa,; MepioAnyHICTb NOAAHHSA perynsipHo
KoHTponb skocTi, OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BUMYCK cepii: BiANOBIAHO A0 MopsAKy 34iACHEHHS
BIOCIAYC C.A., hapmakoHarnsgy, 3aTBepmAkKeHoro
Pecny6nika Haka3om MiHiCTepcTBa OXOPOHU 340P0B'A
ApreHTuHa; Ykpaiuu Big, 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
nakyBaHHs: Ykpainu 29 ciuHs 2007 poky 3a Ne
Hopdpauem, NlntBa 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHsA peryasipHuxX 3BiTiB 3 6e3NeKu.
14. FEMAKC niodpinisat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpauisa Ha 5 pokis 3a He nidnsieae UA/18051/01/05
pO34MHy Ans C.A. a Hepo3chacoBaHoro | ApreHTuHa/ i3 3060B'A3aHHSAM NPOTAroM 5 pokis nicns peyenmom
iH ek, 10 000 MO ApreHTuHa npoAayKTy, NntBa OTPVIMaHHS peecTpauiiHOro NOCBiAYEHHS
y thnakoHax Ne 1 nepBrHHE Ta HaAaTn NOPIBHAMBHI AOCNIIKEHHS 3
BTOPUHHE SAKOCTIi, 6e3nekun Ta etpeKTUBHOCTI, Lo
nakyBaHHs: NiATBEPAXKYOTb MOro Nogi6HICcTL A0
BIOCIAYC C.A., pethepeHTHOro 6ioTEXHOOTIYHOro
Pecny6nika NiKapcbKoro 3acoby
ApreHTuHa; MepiognyHICTb NOAAHHS perynspHo
KoHTponb skocTi, OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BUNYCK cepil: BiiNOBIAHO A0 MopsAKY 34iACHEHHS
BIOCIAYC C.A., hapmakoHarnsgy, 3aTBepakeHoro
Pecny6nika Haka3om MiHicTepcTBa OXOPOHU 340POB’A
ApreHTuHa, Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHiCTepcTBi tocTuLil
nakyBaHHs: Ykpainu 29 ciuHs 2007 poky 3a Ne
Hopdpauewm, Nlntea 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340PO0B'st YKpaiHu Big 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiognyHoCTI
noJaHHsA peryasipHuX 3BiTiB 3 6e3NeKu.
15. FEMAKC niocpinisat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpauisa Ha 5 pokis 3a He nidnsieae UA/18051/01/06
pO34YMHy Ans C.A. a Hepo3cacoBaHoro | ApreHTuHa/ i3 30608B'A3aHHSAM NPOTAroM 5 PokiB nicns peyenmom
iH ekuiri, 20 000 MO ApreHTuHa NpoAayKTY, NlntBa OTPVIMaHHS peecTpauiiHoro NoCBigYEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
y donakoHax Ne 1 nepBUHHe Ta HafaTu MOpiBHAMbHI AOCNIMKEHHS 3
BTOPVHHE AKOCTI, 6e3nekun Ta etpeKTUBHOCTI, L0
nakyBaHHs: niATBEPAXYIOTb MOro NoAi6HICTL A0
BIOCIOYC C.A., pedhepeHTHOro 6ioTEXHOOTIYHOro
Pecny6nika niKapcbKoro 3acoby
ApreHTuHa,; MepioAnyHICTb NOAAHHSA PerynsipHo
KoHTponb skocTi, OHOBJ/IHOBAHOrO 3BITY 3 6e3nekwu,
BUMYCK cepil: BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
BIOCIAYC C.A., hapmakoHarnsay, 3aTBepaKeHoro
Pecny6nika Haka3om MiHicTepcTBa OXOPOHW 340POB’S
ApreHTuHa; Ykpainuu Big 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHicTepcTsi toCTULiT
nakyBaHHs: YkpaiHu 29 ciuHs 2007 poky 3a Ne
Hopdpauem, NlutBa 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHs peryaspHux 3BiTiB 3 6e3neKu.
16. FEMAKC niodpinizat ana BIOCIAYC Pecny6nik Brpo6HMLTBO Pecny6nika PeecTtpaujsa Ha 5 pokis 3a He nidnsieae UA/18051/01/07
pO34nHy ons C.A. a Hepo3ghacoBaHOro | ApreHTuHa/ i3 3060B'A3aHHAM NPOTAroM 5 pokis nicns peyenmom
iH eKuiii, 40 000 MO ApreHtuHa NPOAYKTY, NutBa OTPUMaHHS peecTpaLiiiHOro NocBigYeHHs
y thnakoHax Ne 1 nepBrHHE Ta HaAaTu NoPIBHAMbHI AOCMIIKEHHSA 3
BTOPVHHE SAKOCTI, 6e3nekn Ta etpeKTUBHOCTI, Lo
nakyBaHHs: niATBEPAXYIOTb MOro NoAi6HICTb A0
BIOCIAYC C.A., pethepeHTHOro 6ioTEXHOOTIYHOro
Pecny6nika niKkapcbKoro 3acoby
ApreHTuHa,; MepioAnyHICTb NOAAHHSA perynsipHo
KoHTponb skocTi, OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BUMYCK cepii: BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
BIOCIAYC C.A., hapmakoHarnsay, 3aTtBepaKeHoro
Pecny6nika Haka3om MiHiCTepcTBa OXOPOHU 340P0B’A
ApreHTuHa; Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
BTopuHHe 3apeecTpoBaHoro B MiHicTepcTBsi tocTuLii
nakyBaHHs: Ykpainu 29 ciuHs 2007 poky 3a Ne
Hopdpauem, NlntBa 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHsA peryasipHuxX 3BiTiB 3 6e3NeKu.
17. rAPOKOPTU3 | tabnetku no 10 mr Mi6e Mm6X HimeuuunH Mi6e MTM6X HimeuunHa peecTpayist Ha 5 pokis 3a He nionsiecae UA/18052/01/01
OH 10 MI' no 10 TabneTok y ApLHaiMITT a ApuHaiimiTTeNb MepioAnYHICTL NOAAHHSA perynsipHo peyenmom
6nictepi, no 6 abo enb OHOB/IIOBAHOrO 3BIiTY 3 6Ge3NeKu,

no 18 6nictepis y
nauuj

BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTsepakeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULiT
YKpainu 29 ciuHa 2007 poky 3a Ne
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHY 34,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4YeHNMU Y NepiogUYHOCTI
noflaHHA perynspHuX 3BiTiB 3 6e3neKu.
18. ETOBA-400 TabneTkn, BKPUTI Inka IHais Inka Nabopartopi3 IHais peecTpauis Ha 5 pokiB 3a He niidnsieae UA/18038/01/01
NNiBKOBOIO Nab6opaTtopis nra. peyenmom
060/10HKO10, Mo 400 Nimitep
mr, Ne 30 (10x3) y
6nicTepax
19. ETOBA-500 TabneTkn, BKPUTI Inka IHais Inka Na6opatopi3 IHais peecTpauis Ha 5 pokis 3a He nidnsieae UA/18038/01/02
NNiBKOBOIO JNlabopaTtopi3 nra. peyenmom
060n0Hkoto, no 500 Nimitep
mr, Ne 30 (10x3) y
6aicTepax
20. E€BPO®EB TabneTku, BKpUTI €Bpo Benvka FeHechapm CA Ipeuis peecTpauis Ha 5 pokiB 3a UA/18053/01/02
nNiBKOBOIO Naiicokep BputaHis MepioAnYHICTb NOAAHHS PErysApHO peyenmom
o060510HKot0, Mo 120 nrp, OHOBJ/THOBAHOTO 3BITY 3 6e3neku,
Mr, no 14 tabnetok BiANOBIAHO A0 MopsAAKy 3AiNCHEHHS
B 6icTepi, no 1, abo hapmakoHarnagy, 3aTBepmakKeHoro
no 2, abo no 4, abo Haka3om MiHicTepcTBa OXOPOHM 340POB’s
no 6, abo no 7 Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
6nicTepis y 3apeecTpoBaHoro B MiHicTepcTsi toCTULiT
KapTOHHI/ KopoobLi YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHMU Y NepioguUYHOCTI
noJaHHsA peryaspHuxX 3BiTiB 3 6e3neku.
21. EBPO®EB TabneTku, BKpUTI €Bpo Benuka eHedpapm CA Ipeuis peecTpauist Ha 5 pokis 3a UA/18053/01/01
nNiBKOBOIO Naiidokep BputaHis MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom
o6onoHkoto, no 80 nrp OHOB/IIOBAHOrO 3BITY 3 6e3neku,
Mmr, no 14 TabneTok BiANOBIAHO A0 MopsAaKy 34iACHEHHS
B 6nicTepi, no 1, abo thapmakoHarnagy, 3aTsepakeHoro
no 2, abo no 4, abo Haka3om MiHicTepcTBa OXOPOHMW 3[40POB’S
no 6, abo no 7 Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
6nictepiB y 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
KapTOHHI/ KopoobLi YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHY 34,0p0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4YeHNMU Y NepiogUYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
22. 3naoByavH PO34MH OpasibHUIA leTepo IHAis leTepo /1a63 IHAjs peecTpaujisf Ha 5 pokis 3a He nionsieae UA/17965/01/01
no 50 mr/ 5 mn no Na63 NimiTen MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom
240 MmNy hNakoHi, Nimitep OHOB/IOBAHOrO 3BiTY 3 6e3neku,

no 1 dpnakoHy
pasom i3 10 mn

BiANOBIAHO A0 MopsAaKy 34iCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
LUNPULIOM 4715 Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
nepopasnbHoro Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
[o3yBaHHsA i 1,5 mn 3apeecTpoBaHoro B MiHicTepcTsi toCTULii
[03YBa/TbHUM YkpaiHu 29 ciuHs 2007 poky 3a Ne
LINPULOM Y 73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
KapTOHHI KOpooLi OXOPOHW 34,0p0B's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
noJaHHs peryaspHuxX 3BiTiB 3 6e3neKu.
23. KBETUPOH® Tabnetku TOB Ykpaina BVMPOGHMLTBO, Ipeuis PeecTtpaujsa Ha 5 pokis 3a He nidnsieae UA/18040/01/01
XR ACIHO NPOIOHIOBaHOI Aji, "ACIHO nakyBaHHs, MepioAnYHICTb NOAAHHS pPerynsapHO peyenmom
no 50 mr, no 10 YKPAIHA" KOHTPO/Ib SIKOCTI OHOBJIOBAHOTO 3BiTY 3 6E3neKu,
Tabnetok y 6nictepi; Ta BUNycK cepii: BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
no 3 abo no 6 ®APMATEH thapmakoHarnsay, 3aTBepaKeHoro
6nicTepis B IHTEPHELUHN Haka3om MiHicTepcTBa OXOPOHMW 340pPOB’S
KapTOHHI navwi C.A., I'peuis; Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
nakyBaHHs, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
KOHTPO/b SKOCTI Ykpainu 29 ciuHa 2007 poky 3a Ne
Ta BUNycK cepii 73/13340 (y pepaxkuii Hakady MiHicTepcTBa
®APMATEH C.A., OXOPOHY 340p0B's YKpaiHu Bif 26 BepecHs
Ipeuis 2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMU y NepiognyHoCTi
noflaHHA perynsipHuxX 3BiTiB 3 6e3neku.
24, KBETUPOH® Tabnetku TOB YkpaiHa BUPOOHMLTBO, Ipeuis PeecTpaujst Ha 5 pokis 3a He niidnsiecae UA/18040/01/02
XR ACIHO NPOJIOHIOBaHOI Aji, "ACIHO nakyBaHHs, MepioAnYHICTb NOAAHHS perynsapHO peyenmom
no 150 wmr, no 10 YKPAIHA" KOHTPO/b AKOCTI OHOB/IIOBAHOrO 3BITY 3 6e3neku,
TabneTtok y 6nictepi; Ta BMNycK cepi: BiANOBIAHO A0 MNopaaKy 34iNCHEHHs
no 3 a6o no 6 ®APMATEH hapmakoHarnsgy, 3aTBepKeHoro
6nicTepis B IHTEPHELUHN Haka3om MiHicTepcTBa OXOPOHU 3[10POB’A
KapTOHHIM nauuj C.A., I'peuis; YKpainu Big 27 rpygHsa 2006 poky Ne 898,
nakyBaHHs, 3apeecTpoBaHoro B MiHiCTepcTBi tocTuLil
KOHTPO/b AKOCTI YkpaiHu 29 ciyHs 2007 poky 3a Ne
Ta BMNycK cepii 73/13340 (y peaaxuii Hakady MiHicTepcTBa
OAPMATEH C.A., OXOPOHW 3,0p0B'A YKpaiHu Bif 26 BepecHs
Ipeuis 2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4YeHNMN Y NepiogUYHOCTI
nofJaHHA perynsapHvX 3BiTiB 3 6e3neku.
25. KBETUPOH® Tabnetku TOB Ykpaina BUPOBHMLTBO, Ipeuis PeecTpauis Ha 5 pokis 3a He nidnsiecae UA/18040/01/03
XR ACIHO MPOJIOHrOBaHOI A, "ACIHO nakyBaHHs, MepioanyHICTb NOAAHHSA perynsipHo peyenmom
no 300 wmr, no 10 YKPAIHA" KOHTPO/b AKOCTI OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku,

TabneTtok y 6nictepi;
no 3 abo no 6
6nictepis B
KapTOHHIA navui

Ta BUMyCK cepii:
SAPMATEH
IHTEPHELUHN
C.A., Tpeuis;
nakyBaHHs,
KOHTPONb SKOCTI
Ta BuUnyck cepii
SAPMATEH C.A.,

BiZiNOBIAHO A0 MOPsAKY 34iACHEHHS
dhapmakoHarnsgy, 3aTsepkeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTsa
OXOPOHW 340p0B'st YKpaiHu Big 26 BepecHsi
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
pevjis 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHs peryaspHux 3BiTiB 3 6e3neKu.
26. KOH®YHAYC® | TabneTkn no 25 KYCYM IHAjA KYCYM IHAjia peecTpauis Ha 5 pokis 3a He nionsicae UA/18054/01/01
mr/250 mr no 10 XENTXKEP XENNTTXKEP MNMBT MepioAnYHICTb NOAAHHS PErynsipHO peyenmom
TabneTtok y 6nictepi, NBT NT4 nTa OHOB/IIOBAHOrO 3BITY 3 6e3MeKMn,
no 10 6nictepiB y BiANoBigHO Ao Mopsaaky 34iicHeHHA
KapTOHHIiA ynakoBL,i thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHnMn y
nepioguYHOCTI NOAAHHSA PerynspHuX 3BiTiB
3 Gesneku.
27. KOH®YHAYC® | Tabnetku no 25 KYCYM IHais KYCYM IHais peecTpauis Ha 5 pokis - He nidnsieae UA/18055/01/01
Mr/250 wr, in bulk: XENTXKEP XENTXKEP MNBT MepioAnYHICTL NOAAHHA PerynsipHo
no 10 TabneTtok y NBT NTL4 nTa OHOB/IIOBAHOrO 3BIiTY 3 6E3MeKMn,
6nicTepi, no 90 BianoBigHo Ao Mopsaaky 34iicHeHHA
6nicTepis y hapmakoHarnsgy, 3atsepaxeHoro
KapTOHHI KOpooLyi Hakazom MiHiCTepcTBa OXOPOHM 3[40P0B’s
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi loCTuLji
YKpainu 29 ciuns 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHoO 3i CTpOKamu, 3a3Ha4YeHMn y
nepiogMYHOCTI NOAAHHSA PErynspHUX 3BiTiB
3 Gesneku.
28. KCO®DJ/TY3A TabneTku, BKpUTI ®.XocpcpmaH | Leiiuapi BUNYyCK cepil LLBeiuapis/ peecTpauis Ha 5 pokiB 3a He nidnsieae UA/18056/01/02
nNiBKOBOIO H-/1a Powwu a roToBOro cuwA/ MepioAnYHICTb NOAAHHS PErysApHO peyenmom
o6onoHkoto, no 40 nrp, nikapcbKoro AnoHis OHOBJ/THOBAHOTO 3BITY 3 6e3nekwu,
mr, no 1 a6o no 2 3acoby: BiANOBIAHO A0 MopsAAKy 3AiNCHEHHS
Tabnetkn y 6nictepi, ®.XothpmaHH-/15 hapmakoHarnsgy, 3aTBepakeHoro
no 1 6nictepy y Pow Nrg, Haka3om MiHicTepcTBa OXOPOHW 340POB’S
KapTOHHI navwi LLiBeiiuapis; Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
nepBuHHe Ta 3apeecTpoBaHoro B MiHicTepcTsi toCTULiT
BTOPVHHE YkpaiHu 29 ciyHs 2007 poky 3a Ne
nakyBaHHs, 73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
BK/ItOYaoumn OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
BMNPOGYBaHHSA 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
KOHTPOJIIO AKOCTi B CTpoKamu, 3a3Ha4yeHMU Y NepioguyYHOCTI
npoueci NOAAaHHA PerynsapHuX 3BiTiB 3 6e3neku.

BUPOGHMLUTBA:
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayiliHo2o
nocsio4yeHHs

Wapn
KopnopefiH,
CLUA;
BMPOGHMLTBO
nikapcbKoro
3acoby,
BK/THOHAI0UM
KOHTPO/b B
npoveci
BMPOGHMLTBA,
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
npv BUNYCKy Ta
cTabifibHOCTI:
LLiioHori ®apma
Ko., NiTp. Cetcy
MnaHT, AnoHis

29.

KCO®NY3A

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, Mo 20
mr, no 2 abo no 4
Tabnetku y 6nictepi,
no 1 6nictepy y
KapTOHHIM nayu,i

®.XochbdpmaH
H-/19 Poww
nTg

LLiseiiuapi
b

BWMYCK cepii
roToBOro
nikapcbKoro
3acoby:
® . XohpmaHH-/15
Pow NlTa,
LLBeiuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BK/THOHAI0UM
BUNPOGYBaHHSA
KOHTPO/IO SIKOCTi B
npoueci
BUPOGHMLTBA:
LWapn
KopnopeiwH,
CLUA;
BMPOGHMLTBO
nikapcbKoro
3acoby,
BK/IOYa0UN
KOHTPO/b B
npoueci
BMPOGHMLTBA,
BMNPO6YBaHHSA
KOHTPO/IO AKOCTI
npu BANYyCKy Ta
cTabinbHOCTI:
LLioHori ®apma
Ko., /l1a. CeTcy

Lsenuapis/
cuwA/
AnoHia

peecTpauist Ha 5 pokiB
MepiognyHICTbL NOAAHHS perynspHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big, 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLil
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTea
OXOPOHY 34,0p0B'A YKpaiHW Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMU Y NepiogNYHOCTI
nofaHHA PerynsapHuX 3BiTiB 3 6e3neku.

3a
peyermom

He nionsizae

UA/18056/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
MnaHT, AnoHis
30. NAHTICEH B Kpanni opasibHi, BPYCUYETTI ITanisa BPYCYETTIHI ITanis peecTpaujist Ha 5 pokis 3a He niidnsiecae UA/18057/01/01
cycnexsis; no 18 mn HI C.P.J1. C.P.N. MepioAnyHICTb NOAAHHSA perynsipHo peyenmom
y thnakoHi 3 OHOBJ/IHOBAHOIO 3BITYy 3 6e3nekwu,
KPULLIKOLO- BiANOBIAHO A0 MopsAKY 34iACHEHHS
KpanenbHuueto; no 1 hapmakoHarnsgy, 3aTBepakeHoro
donakoHy y Haka3om MiHiCTepcTBa OXOPOHU 340P0B’A
KapTOHHI nayw,i Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHsA peryaspHuxX 3BiTiB 3 6e3neKu.
31. MENCI PO34UH A5 iH'EKLLNA, ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa peecTpauis Ha 5 pokiB 3a He nidnsieae UA/18058/01/01
10 mr/ mn; no 1,5 mn 3 obmexeHoto MepioAnYHICTL NOAAHHSA perynsipHo peyenmom
y thnakoHi; no 5 06MEXEHO BigNoBiAa/IbHICTIO OHOB/IIOBAHOrO 3BIiTY 3 6GE3NEKU,
hnakoHiB y Bignosigans hipma BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
KOHTYpHilA HicTio thipma "Hosodhapm- hapmakoHarnsgy, 3aTsepakeHoro
YapyHKOBIN "HoBohapm- BiocuHTes" Haka3om MiHiCTepcTBa OXOPOHU 340POB’s
ynakosLi; no 1 BiocuHTes" Ykpaiuu Big 27 rpyaHa 2006 poky Ne 898,
KOHTYpHiIlA 3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
YapyHKOBI yrMakoBL,i Ykpainu 29 ciuHa 2007 poky 3a Ne
y nayui 3 kKapToHy 73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHMU Y NepioguyYHOCTI
noflaHHA perynspHuX 3BiTiB 3 6e3neKu.
32. METAKAPTUH pO34nH opasibHuiA 1 YOPNA TypeuumnH YOPNA TypeuunHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18059/01/01
r/ 10 mn, no 10 mn y MEAVLUWVH a MEOVUWVH INAY MepioAnyYHICTb NOAAHHA PerynspHo peyenma
thnakoHax Nel0y INAY CAH. CAH. BE TIOX. OHOB/IIOBAHOrO 3BITY 3 6e3neku,
KapTOHHI/ Kopoo6Li BE TIK. A.LL. BiANoBigHO Ao Mopaaky 34iicHeHHA
ALl thapmakoHarnsgy, 3atBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHY 3[40POB’A
YkpaiHu Bif 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
33. METOHAT MOPOLLIOK TOB YkpaiHa NAT "®dapmak” YkpaiHa peecTpauist Ha 5 pokis - He nionsieae UA/18060/01/01
(cybeTaHuis) y "®apmaueBT
noABINHNX nyHa
nonieTMIeHOBUX KOMNaHis
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nakeTtax gnsa "Cantotapic”
chapmaLeBTUYHOro
3acTOCyBaHHs
34. MIHTEIPA Tabnetku, Wo MpAT Ykpaina PoHTic Xennac Ipeuis peecTpauis Ha 5 pokis 3a He nidnsieae UA/18061/01/01
AncnepryoTbes B "®apmaLeBT Megikan eHg, MepioanyHICTbL NOAAHHS PerynsipHo peyenmom
POTOBIi NOPOXXHUHI, nyHa dhipma dapmacboTikau OHOB/IIOBAHOrO 3BITY 3 6e3MeKMn,
no 10 mr, no 10 "OapHuus” Mpogaktc C.A. BiANoBigHO Ao Mopsaaky 34iicHeHHA
Tabnetok y 6nictepi, hapmakoHarnagy, 3aTsepakeHoro
no 3 6nictepu B Haka3oM MiHicTepcTBa OXOPOHY 340POB’A
nauui Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHnMn y
nepioguYHOCTI NOAAHHSA PerynspHuX 3BiTiB
3 Gesneku.
35. MIHTEIPA Tabnetku, Wo MpAT Ykpaina PoHTiCc Xennac Ipeuis peecTpauis Ha 5 pokis 3a He nidnsieae UA/18061/01/02
AVcnepryloTbes B "®apmavesT Megikan eHg, MepioAnYHICTL NOAAHHA PerynsipHo peyernmom
POTOBIA NOPOXHWHI, nyHa hipma dapmacboTikas OHOB/IIOBAHOrO 3BIiTY 3 6E3MeKMn,
no 15 wmr, no 10 "fapHuus"” Mpopaxtc C.A. BianoBigHo Ao Mopsaaky 34iicHeHHA
Tabnetok y 6nictepi, hapmakoHarnsgy, 3atsepaxeHoro
no 3 6nictepu B Hakazom MiHiCTepcTBa OXOPOHM 3[40P0B’s
nauui Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi loCTuLji
YKpainu 29 ciuns 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHoO 3i CTpOKamu, 3a3Ha4YeHMn y
nepiogMYHOCTI NOAAHHSA PErynspHUX 3BiTiB
3 Gesneku.
36. MIHTEIPA Tabnetku, Wo MpAT Ykpaina PoHTic Xennac Ipeuis peecTpauis Ha 5 pokis 3a He nidnsieae UA/18061/01/03
AucnepryloTees B "®apmauesT Megikan eHg, MepioAnYHICTb NOAAHHA PErynsipHo peyenmom
POTOBI NOPOXHWHI, n4yHa thipma dapmacbloTikan OHOBJ/IKOBAHOrO 3BITYy 3 6e3neku,
no 30 mr, no 10 "fapHuus"” Mpopaxtc C.A. BiAnNoBigHO Ao Mopsaaky 34iicHeHHA

TabneTtok y 6nictepi,
no 3 6nictepu B
nauui

hapmakoHarnsgy, 3aTtBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[J0POB’SA
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 340POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKamW, 3a3Ha4YeHUMU Yy
nepiogMYHOCTI NOAAHHS PerynspHuX 3BiTiB
3 Gesnekw.
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
37. HE®OMAMY MOPOLLIOK AT YkpaiHa MwepceH6b0pCTB Monbwa peecTpauisi Ha 5 poky - He nionsieae UA/18062/01/01
riAPOXNOPUL | (cybeTaHuis) y "papmak” 0 IHHOBaUWIHO -
MiLLKax noABiAHNX BapoxeHboBe
nonieTnIeHoBuUxX INOXEM Cn. 3
ans 0.0.
hapMaLeBTUYHOTO
3acToCyBaHHSA
38. MPAKCIC PO34MH ANA iH'eKLil ToBapucTso YkpaiHa ToBapucTso 3 YkpaiHa peecTpaujist Ha 5 pokis 3a He niidnsiecae UA/18063/01/01
500 mr/4 mn no 4 mn 3 obmexeHor MepioAnyHICTb NOAAHHSA perynsipHo peyenmom
B amnyni, no 5 obmexeHo BiNoBiAa/IbHICTIO OHOBJ/IHOBAHOIO 3BITYy 3 6e3neku,
amnyn y 6nictepi; no | Bignosiganb "papmaLeBTuYHa BiANOBIAHO A0 MopsAKY 34iACHEHHS
1 6nictepy y HiCTIO KOMMaHis hapmakoHarnsgy, 3aTBepaKeHoro
Kopoo6Li "®PapmaueBT "3p0pos'a” Haka3om MiHiCTepcTBa OXOPOHU 340P0B'A
nyHa Ykpaiuu Big 27 rpyaHa 2006 poky Ne 898,
KOMMaHis 3apeecTpoBaHoro B MiHicTepcTBsi tocTuLii
"3popos'a” Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
noJaHHsA peryasipHuxX 3BiTiB 3 6e3NeKu.
39. MPAKCIC PO34UH A5 iH'EKLLIA ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa peecTpauis Ha 5 pokiB 3a He nidnsieae UA/18063/01/02
1000 mr/4 mn no 4 3 obmexeHoto MepioAnYHICTL NOAAHHA perynsipHo peyenmom
M/ B amnyni, no 5 06MEXEHO BigNoBiAa/IbHICTIO OHOB/IIOBAHOrO 3BIiTY 3 6GE3NeKu,
amnyn y 6nictepi; no | Bignosiganib "papmaLeBTU4Ha BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
1 6nictepy y HiCTtO KOMNaHis hapmakoHarnagy, 3aTBepakeHoro
Kopobui "®hapmaueBT "3po0pos'a” Haka3om MiHiCTepcTBa OXOPOHU 340POB’s
nyHa Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
KOMMaHis 3apeecTposaHoro B MiHicTepcTsi tocTuLil
"3popos's" YKpainu 29 ciuna 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), CTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHMU Y NepioguYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
40. PONIEBA Tabnetku no 5 wmr, MAT YkpaiHa MAT "BITAMIHA" YkpaiHa peecTpauis Ha 5 pokis 3a He nionsieae UA/18041/01/01
KUCNOTA no 10 tTabneTtok y "BITAMIH" MepioAnYHICTb NOAAHHS perynsapHO peyenmom

6nictepi, no 3 abo 5
6nicTepiB y navui

OHOB/OBAHOrO 3BiTY 3 6e3neKu,
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaKeHoro

Haka3om MiHicTepcTBa OXOPOHMW 30POB’S
Ykpainu Big 27 rpygHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 34,0p0B'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4eHVMU Y NepiogNYHOCTI
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Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamysa Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NnoJilaHHA peryasipHUX 3BiTiB 3 6e3NeKn.
41. LE®PMA NopoLUOK ANs TOB Ykpaina BTOPVHHE Himeuunna/ peecTpauis Ha 5 poki 3a He niidnsiecae UA/18064/01/01
ANTAYA opasibHOT cycneHsii, "CaHpo3 nakyBaHHs: ABcTpis MepioAnyHICTb NOAAHHSA perynsipHo peyenmom
CYCNEH3IA 40 mr/5 mn, no 50 YkpaiHa" Cantotac Papma OHOB/IHOBAHOrO 3BITY 3 6€3MeKM BigNoBiAHO

a60 100 mny
donakoHi; no 1
dhnakoHy Ta wnpuuy
Y KapTOHHiIli kopobLi

'M6X, HimeyunHa;
BMPOBHULITBO "in
bulk”, nepBuHHe

Ta BTOPWHHE
nakyBaHHs,
TecTyBaHHS,
BUMYCK cepii:
CaHpos 'mM6X -
Brpo6Huya
OinbHUUSA
AHTWIHDEKLAHI
N3 ta XimiyHi
Onepauii KyHanb
(AIXO N3
KyHanb), ABCTpis

[0 MopsAaky 3aiicHEHHA
hapmakoHarnagy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[10POB’A
YKpaiuu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[0pOB’A
Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMMu,
3a3Ha4YeHUMN y NepioguyHOCTi NogaHHA
perynspHux 3BiTiB 3 6e3neku.

HauanbHUK Bigaginy 3 nutaHb papmayeBTUYHOI
AisnbHOCTI lenapTaMeHTy peasii3auii NONiTUK

T.M. NacKOBCbKUu




NMEPENIK

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

23.04.2020 Ne 945

NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOTTYHUX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Hassa

dopma surnycky

3asBHuk

BiANOBIgabHUI 3a
NOKPUTTS Kancyn:
[OpareHocapm
AnoTekep Mo
'm6X, HimeuunHa

"Mo6iuHI peakuii”.
MepiognyHICTb NOAAHHSA PerynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
hapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULjT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHM 340pPOB'A YKpaiHu Bif 26 BepecHs

KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n NliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo2o
3acoby c¢hopma, nocsio4yeHHs
YMakKkoBKa)
1. L-APTIHIHY NOpPOLLOK TOB YkpaiHa KioBa Xakko Bio AnoHis nepepeecTpaLisi Ha HEOBMEXeHWt TePMIH - He UA/10698/01/01
MOHOTIAPOXN | (cy6cTaHuis) y «MynbTidap Ko., NiTg,. nionsizae
oPUL, noABiliHMX Ma»
nonieTnIeHoBmX
nakeTtax gns
BUpOGHULTBA
CTePUNIbHUX
NiKapcbknx doopm
2. ATPUKAH 250 Kancynm Na6opatopi PpaHuis Bupo6bHuk dpaHuia/ MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/10131/01/01
KMLLKOBOPO3UMHHI A [HHOTeK BignosiganbHuii 3a | LUsenuapis/ peyenmom nionsizae
M'ski mo 250 mr, Mo | IHTepHacbiio yMaKoBKy, HimeuunHa 3MiHM Woao 6e3nekn/edpeKTNBHOCTI Ta
8 kancyny Haslb KOHTPO/b | BUNYCK thapmakoHarnsgy. 3MiHu y KopoTkili
6nictepi, mo 1 cepii: XapaKTepuCTULi Nikapcbkoro 3acooby,
6nictepy B IHHOTepa LLys3i, TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
KapTOHHIA KOpooLi PdpaHuis; MeANYHOro 3aCToCyBaHHSA Yy 3B'A3KY i3
Brpo6HuK HOBUMW JAHUMU 3 SKOCTi, AOKAIHIYHUMM,
BignoBiganbHWi 3a KNHIYHUMW JaHMK Ta JaHuMK 3
BUPOBHULTBO thapmMakoHarnagy - 3MmiH1 BHECEHO 0
HEMNoKPUTUX IHCTPYKUIiT AN MEAWNYHOTO 3aCTOCYBaHHS
Kancyn: nikapcbKkoro 3acoby A0 po3ginis
CBICC KENC AI, "Oco61MBOCTI 3aCTOCyBaHHA",
LLIBeliLapisi; "3acTocyBaHHS y nepiog BariTHOCTi abo
Brpo6HuK roflyBaHHs rpyaar” (pefaryBaHHs TEKCTY),
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BUPOGHMLTBO in
bulk, KoHTpOsb
cepii:

OM ®apma CA,
LBeliuapis

3MiHV BHECEHO [0 IHCTPYKLUIT Ansa
MeJMNYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao po3giny "lMNokasaHHa" Ta iHWmX
po3zinis "Oco6/MBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” (yTO4UHeHHS
iHhopmawii), "Cnocib 3acTocyBaHHS Ta
[031" (YTOUYHEeHHSs iHdopmalLii), BignosigHo
[0 maTepiasniB peecTpauiiHoro foCbe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
BiAnoBiaHO A0 MNopsaaKy 34iNCHEHHs

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiogNYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.
3. BETAMETA30 NMOpPOLLOK AT YkpaiHa Kpictan ®apma Icnanis nepepeecTpavjis Ha He0bMeXeHUl TepMiH - He UA/14623/01/01
HY (cybeTaHuis) y "®dapmak” C.AY. nidnsieae
ANNPONIOHAT | miwkax noABiiHNX
. nonieTnneHoBuUx
MIKPOHI3OBA | ans
HUN hapmaueBTUYHOT
0 3aCTOCYBaHHS
4, BPOMOKPUMNT | Tabnetkn no 2,5 BAT YropwmHa BAT "leneoH YropwuHa MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/3209/01/01
NH-PIXTEP mr no 30 TabneTok "l'epeoH PixTep" TEPMIH. peyenmom niosnsieae
y donakoHi, no 1 Pixtep" MepioAnYHICTL NOAAHHA PerynsipHo
donakoHy B OHOB/IIOBAHOrO 3BIiTY 3 6E3MeKu,
KapTOHHIiA BiANOBIAHO A0 MopsAaKy 34iCHEHHS
ynakoBLi hapmakoHarnsgy, 3atsepakeHoro
Haka3oM MiHicTepcTBa OXOPOHW 3[J0POB’sA
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBsi loCTuLji
Ykpainun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NOAAHHSA PerynspHuX 3BiTiB
3 Gesneku.
5. BPOHXO- Kancynu Teepai no CaHpo3 CnoseHis nepBrHHe Ta CnoseHis/ MepepeecTpaLisi Ha HEOBMEXEHWIA TEPMIH 6e3 niosnsieae UA/14268/01/01
MYHAN® N 3,5 mr, no 10 dapmachboTi BTOPUHHE LLBeiuapis 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
kancyn y 6nicrepi; Kans g.a. nakyBaHHs1, hapmakoHarnsgy. 3mMiHM y KOpoTkili
no1a6o 3 KOHTPO/b Ccepil, XapakTepucTuLi nikapcbkoro 3acooby,
6nictepu y BMNYCK cepil: TEKCTi MapKyBaHHS Ta IHCTPYKLi A1
KapTOHHI/ Kopoo6Li Nexk MeZMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3
dapmMaueBTuyHa HOBMMU AaHUMW 3 AKOCTi, AOKIHIYHUMMK,
KomnaHia g.4., KNIHIYHUMW A@HMKU Ta JaHumy 3
CnoBeHis; thapmakoHarnagy -
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hnakoHax; no 25
My hnakoHi; no
1 cbnakoHy B nauu,i

"apmakonoriyHi BnactnsocTi”
(yTOuHeHHs), "B3aemogis 3 iHWmMMK
NiKkapcbkumu 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3u1"
(iHchbopmavuisa wonao 6esnekn), "MobivHi
peaxui™ BignosigHo A0 iHhopmauii 3
6e3nekun Ajtyvoi pevyoBMHN NiKapCbKoro
3acoby.

MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopaaKy 34iNCHEHHs
thapmakoHarnsgy, 3aTBepAKeHoro
Haka3om MiHicTepcTBa OXOPOHU 3[10POB’S
YKpainu Big 27 rpygHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakaly MiHicTepcTBa

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
6. BPOHXO®IT 36ip no 50 r abo TOB YkpaiHa TOB "HaykoBo- YkpaiHa MepepeecTpayis Ha HeobMeXeHul 6e3 nidnsieae UA/3546/01/01
100 r y nakeri, "HaykoBo- BMpPOGHMYA TEPMIH. peyenma
BK/1afieHoMy B BUPOGHMYA thapmaueBTUYHa MepioguyHICTb NOAAHHS PerynsipHo
nayky; no1,5ry thapmauesT KomnaHis "EAM" OHOB/IHOBAHOrO 3BITY 3 6e3neku,
inbTP-NakeTi; No nyHa BiANOBIAHO A0 MopsAaKy 34iACHEHHS
20 hinbTp-nakeTiB KOMnNaHis hapmakoHarnagy, 3aTsepakeHoro
y nauui "ENM" Haka3om MiHiCTepcTBa OXOPOHU 340pOB's
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
7. BAJNNIEPIAHU HacToika gns TOB "AKNM YkpaiHa TOB "OKnM YkpaiHa MepepeecTpauis Ha HeobMexXeHul 6e3 nidnsieae UA/3505/01/01
HACTOWKA nepopanbHoro "®apmaueBT "PapmaueBTuyHa TEPMIH. peyenma
3acTocyBaHHs, no nyHa habpuka" OHoB/EeHO iHdopMaLito B IHCTPYKUIT Ans
25mny habpuka" MeAUYHOro 3aCTOCyBaHHS B po3Aisiax
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KpanesbHULi y
KOpo6Li 3 KapTOHY

MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby B po3gini "MNMokasaHHA", a TakoX B
po3ginax "Ocob6anBoCTi 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaa” (YTOYHEHHS
iHchopmauii 3 6e3nekun), "Cnocid
3acTocyBaHHSA Ta A03n" (YTOUYHEHHS
CTOCOBHO 6e3neku), BiAnoBiAHO J0
OHOBJIEHOI iHhopMaLlii 3 6e3neku,
3a3HayveHoi B MaTepiasiax peecTpauinHoro
[OCbE.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJ/IKOBAHOrO 3BITYy 3 6e3nekw,

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
8. BIPOJIEKC MOPOLLIOK ANt KPKA, a.4., CnoBeHis Brpo6HMuTBO "in ITanis/ MepepeecTpauis Ha HebMeXeHnli TepMiH 3a He UA/2526/03/01
pO34MHy oNns HoBo mecTO bulk”, nepBuHHe CnoseHis OHOB/EHO iHGhopMaLito B IHCTPYKUIT 41 peyenmom niossieae
iHcpys3iii no 250 wmr, Ta BTOPUHHE MeAUYHOro 3acToCyBaHHs BiAMNOBIAHO A0
no 5 chnakoHis 3 nakyBaHHS: pedyepPEHTHOro NikapcbKoro 3acoby
NOPOLLKOM Y FNAKCOCMITKNA (BOBIPAKC™, nioghinisar ans po3vnHy
KapTOHHIA KopooLi VIH Ans iHdy3ili no 250 mr) y po3ginax
MAHY ®AKYYPUH "MokasaHHA" (YTOUYHEHHS
I C.N.A., ITanis; hopMytoBaHHs), "B3aemogis 3 iHWMK
BignosigansHuii nikapcbkvMun 3aco6amu abo iHWi Buan
3a KOHTPO/Ib cepili B3aemMogiin", "OcobaMBOCTi 3acToCyBaHHA",
Ta BUMYCK Cepili: "3acTocyBaHHs y nepiof BariTHOCTi abo
KPKA, a.4a., Hoso rogysaHHa rpyaar”, "MepenosysaHHs" Ta
mecTo, CnoBeHis "Mob6iuHi peaxuii”.
MepiognyHICTbL NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iACHEHHS
dhapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 310POB’st
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi locTuuii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHNMM y
nepiogNYHOCTI NOAAHHSA PEryNApHUX 3BITiB
3 6e3neku.
FANMIYM-XEE/Ib | kpanni opasibHi no Bionoriwe HimeyunHa Bionoriwe HimeuunHa MepepeecTpauis Ha HeobMexXeHul 6e3 nidnsieae UA/3283/01/01
30 mn 'y chnakoHi- Xalinbmitre XaiinbmiTTens TEPMIH. peyenma
KpanesnbHuui; no 1 nb Xeesb Xeenb M'm6X OHoB/EeHO iHdopMaLito B IHCTPYKUIT Ans
oNnakoHy- 6X
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,
yrnakoskKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

BiANOBIAHO A0 MopsAKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMY y nNepiognyHocCTi
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

10.

ENEYTEPOKOK
Y EKCTPAKT
PIOKUIA

eKcTpakT
opasibHuii, no 50
MY chrakoHax

TOB "[OKrM
"®apmaueBT
nyHa
thabpuka"

YKpaiHa

TOB "OKnM
"PapmaueBTuyHa
habpuka”

YKpaiHa

MepepeecTpallisi Ha HeOOMEeXeHW TePMIH
OHoBneHa iHhopmalis BHeceHa A0
IHCTPYKUiT AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3ginis:
"MpoTmnokasaHHsa", "OcobanBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHsS Ta
003" (YyTOUYHEeHHs iHthopmad,ii),
"OiTn"(yTOouHEeHHs iHchopmai),
"Mepeno3yBaHHA", "M06IYHI peakui™
BiANOBIAHO 0 OHOB/IEHOT iH(hopmaLlii 3
6e3nekn 3aCTocyBaHHs [il04ol PEYOBUHMU.
MepiognyHICTb NOAAHHSA PerynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
hapmakoHarnsgy, 3aTBepakeHoro
Haka3oMm MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTmLii
YkpaiHnun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/3544/01/01

11.

KANbLUIO
KAPBOHAT

NOPOLUOK
(cybeTaHuis) y
MiLLIKaxX
nonieTNIeHOBUX
ans
chapmaueBTNUHOr
0 3aCTOCYBaHHsI

AT
"KNIBCbKW
"
BITAMIHHM
" 3ABOA"

YKpaiHa

ona O-p Nayns
JNoxmaH Mv6X KT,
HimeuunHa
BMPO6GEHO
Minepapis
Caunnese, ITanis

Himeuunna/
ITanisa

nepepeecTpalis Ha HEOOMEXEeHWIi TepPMIH

He
nionsieae

UA/11067/01/01

12.

KAPI3OH

Kpem, 0,5 mr/1 r no
15r,a6omo 30,
ab6o no 50 r y Ty6i;
no 1 Ty6i B
KapPTOHHI KOpooLyi

[Jepwmadcapm
Al

HimeuyunHa

Mi6e MTmM6X
ApuHaiimiTTens

HimeyunHa

MepepeecTpavis Ha HEoOMeXeHU
TEpPMiH.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiAnoBiaHO A0 MNopsaaKy 34iNCHEHHs

3a
peyerimom

He
nidnsieae

UA/10950/02/01
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KOHTeliHepi, no 1
KOHTelHepy Yy

nadui 3 KApPTOHY

thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi A1

MeZMYHOTO 3aCTOCYBaHHs Ha nigcTasi

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
13. KAPI3OH masb, 0,5 mr/r no [Jepwmadcapm HimeuunHa Mi6e MmM6X HimeuunHa MepepeecTpavis Ha HeobMeXxeHui 3a He UA/10950/03/01
15ra6o 30T, abo Al ApuHaiimiTTens TEpPMiH. peyenmom nionsizae
50 ry Ty6i, no 1 MepioAnYHICTb NOAAHHS PErynsapHoO
Ty6i B KQPTOHHIl OHOB/IIOBAHOrO 3BIiTY 3 6e3neKu,
nauui BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaAXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
14. KMIOH-4, 100 Tabnetku BAT YropwmHa BAT "leneoH YropwuHa MepepeecTpauis Ha HeobMexXeHul 3a He UA/3319/01/01
BariHasibHi no 10 "l'epeoH PixTep" TEPMIH. peyenmom niossieae
TabneTok y cTpuni; Pixtep" MepiognyHIiCTb NOAAHHA PerynsipHo
no 1 ctpuny B OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
KapTOHHIiA BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
ynakosLi hapmakoHarnsgy, 3aTsepakeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
15. NAMIBY AVH TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpavis Ha HeobMeXxeHui 3a He UA/14446/01/01
060/10HKOI0, MO "TexHonor" TEepMiH. 3MiHu | TUny - 3MiHK Woa0 peyenmom niosnsieae
150 wr, no 60 6e3nekn/edpeKTUBHOCTI Ta
Tabnetoky
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,
yrnakoskKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nNikapcbKkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acToCyBaHHs /liKapCbKOro
3acoby B nicnsipeecTpaviliHuii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTYy 3 AOCNIAKEHb,
npoBefeHnX BiANoBIAHO A0 NnaHy
negiatpuyHux gocnimxkeHnb (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OpraHoM) 3MiHN BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acToCyBaHHSA NikapCcbKoro 3acoby y
po3ainuv: "B3aemMogis 3 iHWNMK
nikapcbknmu 3acobamu Ta iHLWi BUAW
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"MobiuHi peakuyii" BignoBigHO A0
OHOBNEHOT iHhopMaLii 3 6e3neku Aitodol
peyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTsepKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTmuji
YkpaiHu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakady MiHicTepcTsa
OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4eHUMN Y NepiogNYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.

16.

NAMIKTAI™

Tabnetku no 25
mr; no 10
Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

nakcoCmit
KnsaiH
ExcnopTt
Nimiten

Benvka
BputaHis

FnakcoCmiTKNnsiiH
dapmMacbioTVKan3
C.A.

MonbLa

MepepeecTpauis Ha HeobMeXeHU
TEPMiH.

MepioAnyHICTL NOAAHHA perynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarniagy, 3aTsepaKeHoro
Haka3om MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCcTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTea
OXOPOHW 3[40pPOB'A YKpaiHW Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4YeHUMY Y NepiogNYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/0452/02/01

17.

NAMIKTAI™

Tabnetku no 50
mr; no 10

nakcoCmit
Knsiin

Benuka
BpuTaHis

nakcoCMmiTKnsiAH
dapmMacbloTUKaN3

MonbLya

MepepeecTpavis Ha HEOOMeXeHUI
TEPMiH.

3a
peyenmom

He
nidnsieae

UA/0452/02/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
Tabnetok y ExcnopTt C.A. MepioAnYHICTb NOAAHHS PErynsapHO
6nictepi; no 3 Nimiteq OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
6nictepy B BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KapTOHHIA KOpooLi hapmakoHarnagy, 3aTBepakeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
18. NAMIKTAO™ Tabnetkn no 100 nakcoCwmit Benvka "nakcoCmiTKnsiiH MonbLia MepepeecTpayis Ha HeobMeXeHU 3a He UA/0452/02/03
Mmr; no 10 KnsaiiH BpuTaHis PapmacboTukan3 TEPMIH. peyenmom niossieae
Tabnetok y ExcnopTt C.A. MepioAnYHICTb NOAAHHS PErynsapHoO
6nictepi; no 3 Nimiteq OHOB/IIOBAHOrO 3BIiTY 3 6e3neKu,
6nictepu B BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KapTOHHIA KopooLi hapmakoHarnagy, 3aTsepakeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMN Y NepiogUUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
19. NIBEN® kancynu no 200 mr TOB YkpaiHa BUPOGHMLTBO, YkpaiHa MepepeecTpauis Ha HeobMexXeHul 3a He UA/10583/01/01
no 10 kancyny "BAJTIAPTIH nepBuHHE Ta TEPMIH. peyenmom niossieae
6nicTepi; no 5 abo PAPMA" BTOPUHHE MepiognyHIiCTb NOAAHHA perynsipHo
10 6nictepiB y nakyBaHHs1, OHOB/IIOBAHOrO 3BIiTY 3 6E3MeKn,
KapTOHHI navi KOHTPO/1b SIKOCTI: BiANOBIAHO A0 MopsAaKy 3A4iNCHEHHS
TOB hapmakoHarnagy, 3aTsepakeHoro
"ACTPA®APM", Haka3om MiHiCTepcTBa OXOPOHU 340POB’s
YKpaiHa,; Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
BUNYCK cepil: 3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
TOB "BAJTAPTIH YkpaiHun 29 ciuHs 2007 poky 3a Ne
PAPMA", 73/13340 (y pepaxkuii Hakady MiHicTepcTBa
Ykpaina OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
20. NINIH-BIONIK® | niodinizat gns NAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha HEOOGMEXEHUIA TEPMIH 3a He UA/3528/01/01
emy/bceii no 500 "PAPMCTA "®APMCTAHOAP MepioAnYHICTb NOAAHHS PerynsapHo peyenmom niosnsieae
mr, 1 donakoH abo HOAPT- T-BIOANIK" OHOB/IIOBAHOIO 3BITY 3 6e3neku,
nasika 3 BIOJIIK" BiAnoBiaHO A0 MNopsaaKy 34iNCHEHHs
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
niocpinizatom B thapmakoHarnagy, 3aTsepakeHoro
nauuyj; Komnaekr: 3 Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
chnakoHu 3 Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
niocpinizatom Ta 1 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
iHransTop Ykpainu 29 ciuHs 2007 poky 3a Ne
Nebuliser B nauui 73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
21. MATHIHO NMOpPOLLOK AT Ykpaina [-p. Naynb HimeuunHa nepepeecTpalist Ha HeoBbMeXeHWin TepMiH - He UA/11212/01/01
KAPBOHAT (cy6eTaHuis) y "KNIBCbKU NoxmaH M6X KIr nidnsiea
BAXKWIA MiLLIKax "
nonieTnIeHoBmX BITAMIHHW
ans " 3ABOL"
chapmaveBTUYHOT
0 3acTOCyBaHHSA
22. MEPOIMNEHEM NOpPOLUOK ANs MpusatHe YKpaiHa MpuBatHe YKpaiHa MepepeecTpavis Ha HeobMeXeHUI 3a He UA/11213/01/01
pO34YMHy Ans akujoHepHe aKujioHepHe TepMiH. [HCTpyKLilo A48 MeAnyYHOro peyenmom nionsizae
iH'ekuinno 0,5r; 1 TOBapuCTBO TOBapuCTBO 3acToCyBaHHS NikapCbKoro 3acoby
a6o 50 dhnakoHiB 3 «J1ekxim- «J1ekxiMm-XapkiB» OHOBJIEHO Yy po3ginax "®apmMakosnorivHi
MOPOLLKOM Yy nayLli XapkiB» (nakyBaHHs i3 BracTmsocTi", "B3aemogia 3 iHWNMK
3 KapTOHY dhopmu in bulk NiKkapcbkumu 3acobamu Ta iHLWi BUAN
hipMmn-BMPOGHMKA B3aemogijin”, "OcobmBOoCTi 3acToCcyBaHHA"
LLieHbYXeHb (y T. 4. "3paTHicTb BIAMBATK Ha LLUBUAKICTb
XanbuHb peakuii Mpy KepyBaHHi aBTOTPAHCMNOPTOM
PapmacboTuken abo iHWKYMK MexaHi3amamu®), "Cnocib
Ko., iTa., Kntai) 3acTocyBaHHs Ta Ao3n", "MobiuHi peakwi
BiAMNOBIAHO A0 iHGopMaLii pedhepeHTHOro
nikapcbkoro 3aco6y Meronem |V Powder
for solution for injection or infusion.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi tocTuLil
YkpaiHnun 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTsa
OXOPOHW 340POB'st YKpaiHu Bif 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.
23. MEPOIMNEHEM NopoLUOK ANs MpuBatHe YKpaiHa MpusartHe YKpaiHa MepepeecTpavis Ha HeoOMeXeHU 3a He UA/11213/01/02
pO34YMHy Ans akujioHepHe aKuioHepHe TepMiH. [HCTpyKLilo 418 MeAnyHOro peyenmom nionsizae
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
iH'ekuiino 1,0r; 1 TOBapUCTBO TOBapUCTBO 3aCTOCYyBaHHSA Nikapcbkoro 3acoby
abo 50 dpnakoHis 3 «Jlekxim- «Jlekxim-Xapkis» OHOBJ/IEHO Y po3ginax "®dapmMakonoriyHi
MOPOLLKOM Yy mayi XapkiB» (nakyBaHHs i3 B/1acTMBoCTi", "B3aemogia 3 iHWnMKn
3 KapTOHY chopmu in bulk nikapcbknumu 3acobamu Ta iHLWi BUAK
hipMmn-BMPOGHMKa B3aemogiin", "OcobmBOCTi 3acTOCyBaHHA"
LLleHbYWkeHb (y T. 4. "3paTHicTb BIAMBATK Ha LIBMAKICTb
XaiibuHb peakuii Npy KepyBaHHi aBTOTPaAHCNOPTOM
PapmacboTuken abo iHWKrMK mexaHiamamn”), "Cnocié
Ko., NiTg., Kutaid) 3acTocyBaHHs Ta ao3n", "MobiuHi peakwi
BiANOBIAHO A0 iHGhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby Meronem |V Powder
for solution for injection or infusion.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHMW 3[40POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
24. MINAPANEKC- pO34nH Ans ToBapucTBO YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpavis Ha HeobMeXxeHui 3a He UA/11215/01/01
340POB'A iH’exuiii, 100 mr/ 3 obMexeHo TepmiH. OHOBJIEHO iHdhopMmaLito B peyenmom niossieae
M/, Mo 5 Mn B 06MEeXEHO Bi4NoBiAa/IbHICTIO IHCTPYKLIT 418 MeAUYHOro 3aCTOCYBaHHS
amnyni; no 10 Bignosigaib "®hapmaneBTuyHa nikapcbKoro 3acoby y posginax
amnyn y kopo6ui 3 HiCTIO KOMnaHis "Moka3aHHs"
KapToHY; N0 5 Mn "PapmaueBT "3popos'a” (peparyBaHHs1),"3acTocyBaHHs y nepios
B amnyni; no 5 nyHa BariTHOCTi ab0 rogyBaHHs rpyaar”
amnyn y énictepi; KOMnaHis (peparyBaHHs), "Crocib 3acTocyBaHHs Ta
no 2 6nictepu B "3p0poB'a” nosun", "MepenosyBaHHA" (pefaryBaHHs),

KOpo6L,i 3 KapTOHY

"Mo6iuHi peakuii" BigNoBigHO A0
iHhopMaLii pedepeHTHOro NikapcbKoro
3acoby (MINOPOHAT®, po3unH s
iH'ekuin, 0,5 r/5 mn).
MepiognyHICTL NOAaHHA perynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnagy, 3atsepaKeHoro
Haka3om MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCcTuLil
YKpaiHu 29 ciyHg 2007 poky 3a Ne




27

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,
yrnakoskKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHNMU Y NePIOSUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

25.

HASAJIOHI®

cnpeii HasasIbHUiA,
[o30BaHuit 0,05%,
no 10 r y dpnakoHi;
no 1 cpnakoHy y
nauui

TOB
"BAJTAPTIH
DAPMA"

YKpaiHa

TOB "Mikpochapm”

YKpaiHa

MepepeecTpavis Ha HeobMeXeHUi
TEPMiH.

OHoB/EHO iHGhopMaLito B IHCTPYKUIT Ans
Me/[IMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby y posginax "MpoTunokasaHHa",

"B3aemogis 3 iHWMMK fliKkapCbKUMu
3aco6amu Ta iHLWi BUAy B3aEMOAii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiof BariTHoOcTi abo
rofyBaHHA rpyaar”, "3aatHicTb BnavBaTtu
Ha LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMNOPTOM a60 iHLWMMK

MexaHiamamu", "Cnocib 3acTocyBaHHsA Ta

[031n" (yTOUHeHHs iHchopmauii),
"Mepeno3yBaHHA", "M06IYHI peakui™
BiANOBIAHO 0 OHOB/IEHOT iH(hopmaLlii 3
6e3nekun 4jtyoi Ta AONOMDKHUX PEYOBUH.
MepiognyHICTb NOAAHHSA PerynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
hapmakoHarnsgy, 3aTBepakeHoro

Haka3oMm MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainu Big 27 rpyaHa 2006 poky Ne 898,

3apeecTpoBaHoro B MiHicTepcTsi toCcTmLii

YkpaiHnun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riHO 3i

CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/10620/01/01

26.

HAN3®

Tabnetkn no 100
Mr no 10 TabneTok
y 6nicTepi; no 2
6nictepu B
KapTOHHilA KOpO6L

O-p Peppi'c
Na6opatopi
ciIta

IHais

[-p Peppi'c
Na6opaTopic NTg,
Bupo6bHnua
LinbHUUA - 11,
IHAis;

[-p Peggi'c
Na6opaTopic
Nimitea, IHaia

IHais

MepepeecTpavis Ha HeobMeXeHUI
TEPMiH.

OHOB/IEHO iHhopMaLito y posginax
"®apMakoorivyHi BNacTUBOCTI"(YTOYHEHHS
iHdbopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMMN NiKapCbKNMun
3aco6amu Ta iHWi BUamn B3aeMogiii",
"3aaTHICTb BNANBATY Ha LUBUAKICTb
peakujii Npn KepyBaHHiI aBTOTPaHCMOPTOM
a60 iHWKYMK MexaHi3MaMmn” IHCTPYKLi ans
MEJUYHOIO 3aCTOCYBaHHS NikapCbKoro
3acoby BignoBigHO [0 6e3neku

3a
peyenmom

He
nionsieae

UA/3458/02/01
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Ymosu

Peknavys

Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayjiliHo2o
nocsioYeHHs

yrnakoskKa)

3acToCyBaHHSA Ail040l PEYOBUHN.
MepiognyHICTb NOAAHHSA PErynspHo

OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3A4iACHEHHS
hapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCTULT

Ykpainu 29 ciuHs 2007 poky 3a Ne

73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMY y NepiognyHocCTi

nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a

He

UA/10733/01/01

27.

HE®POTEKT

PO34MH ANns
iHcpy3iii no 250 mn
a6o no 500 mny
donakoHi, no 10
hnakoHiB y
KapTOHHI/ KopoobLi

PpeseHiyc
Kabi
[onunang
mM6X

HimeyunHa

®peseHiyc Kabi
ABcTpis TM6X

ABCTpIA

MepepeecTpavis Ha HeobMeXeHUi
TEPMiH.
OHoB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ginax "Cknag" (pefaryBaHHs
TekcTy 6e3 3miHu iHdopmaLii),
"apmakonoriyHi BrnactnsocTi”
(peparyBaHHs TekcTy), "TokasaHHA"
(yTouHeHHs iHchopmauii),
"MpoTunokasaHHs", "Ocobnmei 3axoan
6e3nekn”, "Cnocib 3acTocyBaHHA Ta fo3un"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHchbopmawii), "YmMoBwu 36epiraHHs"
(peparyBaHHs TeKCTy 6€3 3MiHU
iHchopmawii) BignoBsigHO Ao MaTepianis
peecTpaLjiiHoro A0CbE.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaAXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakady MiHicTepcTBa
OXOPOHW 340pPOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

peyenmom

nionsieae

He

UA/14562/01/01

28.

HIMECYNI4

MOPOLLOK
(cybcTaHuis) B
MiLLIKax NoABIAHMX

nonieTMIeHOBMX

AT
«Papmak»

YkpaiHa

MaHranam [parc
eH OpraHikc /114,

IHais

nepepeecTpavisi Ha HEOOMEXEHWUI TepPMiH

nionsieae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,
yrnakoskKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

ans
hapmaLeBTUUHOT
0 3aCTOCYyBaHHs

29.

HOPMATEHC

TabneTtkn, BKPUTI
060/10HKOI0, M0 20
Tabnetok y
6nictepi; no 1
6nictepy y
KOpOOGLIi 3 KAPTOHY

MEJA
Papma
'M6X eHp
Ko. KI

HimeyunHa

Ali-Ci-EH Monbcha
XKewys AT

MonbLa

MepepeecTpaLisi Ha HEOOMEXEHMNIA TEPMIH
3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiH1 y KopoTkili
XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeZMNYHOro 3aCTOCYBaHHA y 3B’A3KY i3
HOBUMU A @aHWMK 3 AKOCTI, AOKNiIHIYHUMU,
KNIHIYHUMW A@HMKU Ta JaHumn 3
hapmakoHarnsgy - 3MiHum BHeCEHO [0
IHCTPYKLi 415 MeAUYHOTro 3acTOCyBaHHS
NiKapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHA", "B3aemogia 3 iHWMu
nikapcbknumu 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHSA",
" 3acTocyBaHHS y nepiog, BariTHoCTi abo
rofyBaHHs rpyaat” (YTOYHEHHS
iHchopmawii), "3aaTHicTb BNAMBaTV Ha
LWIBUAKICTb peakuii npy KkepyBaHHi
aBTOTPaHCNOPTOM a60 iHWKMMK
MexaHismamu', "To6iuHi peakwi"
BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro
focbe
MepioanyHICTb NOAAHHSA PErynspHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
hapmakoHarnsgy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
Ykpainun 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKam, 3a3Ha4yeHUMU Y NepiognyHoCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/2922/01/01

30.

O®DPTAKBIKC®

Kpansi o4Hi, 5
Mmr/mn; no 5 mny

CaHTeH AT

PiHNAHaia

Brpo6HuK
BiNOBigaNbHWIA 3a

PiHnanpin/
KnTaii

MepepeecTpavis Ha HeobMeXeHUi
TEPMiH.

onakoHi 3 BUPOBHMLTBO in MepioAnYHICTb MOAAHHST PErYNISAPHO
KpanesibHULEl, bulk, nepBuHHe Ta OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku,
no 1 donakoHy B BTOPUHHE BiiNOBIAHO A0 MopsAKY 34iACHEHHS
KapTOHHI KOpooLyi nakyBaHHs1, hapmakoHarnsgy, 3aTBepakeHoro
KOHTPO/b AKOCTI: Haka3om MiHicTepcTBa OXOPOHW 310POB’s
Hekct®apma AT, Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
PiHnAHAIS; 3apeecTpoBaHoro B MiHiCTepcTBi tocTuuil

3a
peyenmom

He
nionsieae

UA/3755/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
Bupo6HMK, YkpaiHu 29 ciyHs 2007 poky 3a Ne
BignoBigasbHWiA 3a 73/13340 (y pepakuii Hakaly MiHicTepcTBa
BMPOGHMLTBO in- OXOPOHU 340POB'A YKpaiHu Bifg, 26 BepecHs
bulk, nepsuHHe 2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
nakyBaHHs: CTpoKamu, 3a3Ha4yeHUMY Y NepiogNYHOCTI
CaHTeH NoAaHHs PerynsipHMX 3BiTiB 3 6e3neku.
PapmacbloTikas
(Kutait) Ko. N4,
Kutaii;
Bupo6Huk
BiANOBIAaIbHMI 3a
BUMYCK Cepii:
CaHTeH AT,
PiHnaAHAIA
31. NAATUDINIH- pO34uH Ans MpAT Ykpaina MpAT YkpaiHa MepepeecTpavis Ha HeobMeXeHUi 3a He UA/4042/01/01
AAPHULUSA iH'ekuii, 2 mr/imn, "papmaueBT "papmaLeBTuYHa TepMmiH. OHOBJ/IEHO iHhopMaLlito B peyenmom nionsieae
no 1 mn B amnyni; nyHa chipma dipma "fapHuua” IHCTPYKUiT AN MEAWNYHOrO 3aCTOCYBaHHS
no5amnyny "fapHuua” nikapcbKoro 3acoby y posginax
KOHTYPHIl "®apmakoTepaneBTnyHa rpyna”
YapyHKOBIl (yTouHeHHs iHdpopmauii), "MobiuHi peakwii"
ynakosLi; no 2 LioA0 6e3nekn 3acToCyBaHHS AjitoyOoi
KOHTYPHI peyoBuHM - nNatudiniHy rigpotapTparty.
YapyHKOBI MepiognyHICTb NOAAHHSA PerynspHo
yNakoBKM B navLli OHOBJ/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 3A4iACHEHHS
hapmakoHarnsgy, 3aTBepakeHoro
Haka3oMm MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTmLii
YkpaiHnun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
32. NMPECAPTAH® TabneTku, BKpUTI Inka IHais Inka Jlabopatopi3 IHais nepepeecTpaLisi Ha He0B6MeXeHWi TepMiH 3a He UA/14414/01/01
H-50 NNiBKOBOIO Nab6opaTopi3 NimiTen 3MiHK | TUny - 3MiHK Woa0 peyenmom nionsieae
060/10HKOH, MO 50 Nimiteq 6e3nekn/epeKTNBHOCTI Ta

mr/12,5 wr; no 14
TabneToky
6nictepi; no 2
6nictepu y
KapTOHHI nauui;
no 10 TabneTtok y
6nicTepi; no 3
6nictepu y
KapPTOHHIM nauuj

hapmakoHarnsgy. 3mMiHu y KopoTkili
XapaKTepucTuLLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHs
reHepuyHuX/ribpuaHNx/6ionofibHmNx
NiKapcbknx 3acobiB MNicn1si BHECEHHS Tiel
camoi 3MiHU Ha pedhepeHTHWIA npenapar
(3MiHa He noTpebye HafaHHA XOAHNX
HOBUX A0AATKOBMX AAHWX) - 3MiHW BHECEHI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)

[0 IHCTPYKLii Ana MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby B
po3ginu: “rNokasaHHs", a TaKoX y po3a4isu:
"®apmMakonoriyHi BnacTnsocTi”,
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MW 3acobamu Ta iHWi BUuam
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHoOCTi abo
roflyBaHHs rpyaar”, "3aatHicTe BnvBaTtu
Ha LWBUAKICTb peakLil npu kepyBaHHi
aBTOTPaAHCMNOPTOM a60 iHLWKMK
MexaHiamamu'", "Cnocib 3acTocyBaHHsA Ta
no3n" (iHopmauis woao 6esneku),
"[iTn"(iHchopmavis wono 6esnekn),
"MobiuHi peakuyii" BignoBigHO A0
iHbopmawii woao MegnyHoro
3acTOCyBaHHA pethepeHTHOro NikapCbKoro
3acoby (Cozaar Comp® 50 mg/12.5 mg
film-coated tablets, He 3apeecTpoBaHuii B
YKpaiHi); 3MiHu | Tuny - 3MiHn WoAao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLji 4ns
MeAMYHOro 3acTOCyBaHHSA Ha niacTasi
perynsipHo OHOB/IOBAHOIO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo AociAXeHb 3
6e3nekn 3acToCyBaHHA NikapCbKoro
3acoby B nicnspeecTpavuiiiHnii nepios, abo
AK pe3ynbTaTt OUiHKM 3BiTy 3 AOC/igKEHb,
npoBeAeHVX BigNoBigHO A0 niaHy
negjiarpnuHux gocnigxenns (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpPraHoM)- 3MiHU BHECEHI
00 IHCTPYKLiT 4na MegnyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby y
po3ainu: "dapmakonoriyHi BnacTmeocTi",
"Oco6mBocCTi 3acTocyBaHHSA", "MoGIYHI
peakuji" BignoBigHO 4O OHOBEHOI
iHbopMmawii 3 6e3neku Aityoi pevHoBUHN.
MepiognyHICTb NOAAHHSA PerynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCcTULjT
YKpainun 29 ciuHs 2007 poky 3a Ne
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,
yrnakoskKa)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs

73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHNMU Y NePIOSUYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku

33.

PEMICU,

renb, 10 mr/r no
30ryTy6i,no 1
Ty6i B nayuj

MpAT
"PapmaueBT
nyHa chipma

"fapHuua”

YKpaiHa

MpAT
"PapmaueBTuyHa
dipma "fapHuusa”

YKpaiHa

nepepeecTpavjisi Ha He0bMeXeHNi TepMiH
OHOB/EHO iHGhopMmaLito B IHCTpyKLii ans
MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro
3acoby y po3gini: "OcobnmsocTi
3acTocyBaHHA" LWoA0 6e3neku
3aCTOCYBaHHS AOMNOMDKHOT PEYOBUHM.
MepioAnyHICTL NOAaHHA perynsipHo
OHOB/IIOBAHOIO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
hapmakoHarniagy, 3atsepKeHoro
Haka3om MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big, 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCcTuLil
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakady MiHicTepcTea
OXOPOHW 340pPOB'A YKpaiHW Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4eHUMU Y NepiogNYHOCTI
nofaHHA perynspHuX 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/3980/01/01

34.

CMNIPUBA®
PECNIMAT®

pO34MH ANns
iHranauin, 2,5
MKr/iHransujto, no
4 MN'y KapTpuaxi
(60 iHransAuin); no
1 KapTpuaxy B
KomMekTi 3 1
iHranaTopom
Pecnimat® y
KapTOHHilA KOpO6L

Bepinrep
IHrenbxanm
IHTEpHeLLHN

M6X

HimeuyunHa

Bepixrep
IHrenbxanmv
dapma M'mbX i Ko.
K

HimeyunHa

MepepeecTpauis Ha HEOOMeXeHU
TEepMiH. 3MiHK | TUny - 3MiHK WOoA0
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
Me[UYHOro 3acTocyBaHHs Ha niacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo AoCiAXeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepios, abo
K pe3ynbTar OUiHKW 3BIiTY 3 LOC/NILKEHb,
npoBefeHnx BigNoBiAHO [0 NnaHy
negiatpnyHnx gocnigmkeHns (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YMNOBHOBaXeHUM opraHoM) 3MiH1 BHECEHO
L0 IHCTPYKUiT gNsi MeguyHoro
3acTocyBaHHS NiKapcbKoro 3acoby Ao
po3ainy "Ocob6anBoCTi 3acTOCyBaHHA"
BiAMNOBIAHO 40 OHOB/EHOT iHChopmaLii 3
6e3nekn AONOMIXHOT PEHOBUHN
(6eH3anKOoHiI xNnopua) Nikapcbkoro
3acoby.

3a
peyenmom

He
nidnsieae

UA/6495/02/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHMW 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
35. CTOMTYCWUH- cupon no 100 mny TeBa I13painb TeBa Yex Yecbka MepepeecTpayis Ha HeobMeXeHU 6e3 nidnsieae UA/10779/01/01
TEBA donakoHi; no 1 dapmaLeBTi IHoacTpi3 c.p.o. Pecny6nika TEPMiH. 3MiHu Il TUnYy - 3MiHK WoAa0 peyenma
onakoHy pasom 3 Kan 6e3nekun/edekTBHOCTI Ta
MipHOIO MINETKO IHpacTpi3 thapmakoHarnsgy. 3mMiH1 y KOpoTKili
y Kopo6uji nra. XapaKkTepucTuLi Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta iHCTPYKUiT AN
MeZMYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBMMU A@HUMU 3 AKOCTI, AOKNIHIYHUMN,
KNIHIYHUMW JaHMK Ta JaHuMuy 3
hapmakoHarnsgy - 3miHM BHECEHO A0
IHCTPYKLUiT A58 MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby A0 po3gainis:
"MpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
nikapcbkMu 3acobamu abo iHLWi BUan
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BariTHoOcTi abo
rofyBaHHs rpyaaro” (yToYHeHHs
iHdhopmawii), "3aaTHicTb BNAnBaTK Ha
LBMAKICTb peakLii Npu KkepyBaHHi
aBTOTpaHCNOpPTOM abo iHWMMK
MexaHizmammn", "Cnoci6 3acTocyBaHHs Ta
[031"(YToUHeHHs iHdhopmadi), "Mo6iyHi
peaxuii” BignosigHO A0 matepianis
peecTpaLiiHoro Aocbe.
MepioanyHICTb NOAAHHSA PErynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji
YkpaiHnun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big 26 BepecHs
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Ne

Hassa

®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamvys Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby ¢hopma, NnocBi0YeHHs1
yrnakoskKa)
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMY Y NepiogNYHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3neku.
36. CYINb®ALETA NMOpPOLLOK MAT YkpaiHa KaTBeiik Xemi BB Higepnangn | nepepeecTpauis Ha HeOOMeXeHNi TepMiH - He UA/11076/01/01
Mig HATPIHO (cybeTaHuis) y "dapmak” nionsizae
MiLLIKaxX
nonieTnneHoBuUx
noAgiliHNX ans
BMPOGHMLITBA
CTEPUNIbHUX
nikapcbknx dopm
37. TIAMIHY KpucTanivyHmi MpAT Ykpaina [xiaHrkci TiaHKCIH Kutaii nepepeecTpaLisi Ha He0O6MeXeHWi TepMiH - He UA/14650/01/01
rIAPOXNOPUA | nopoLiok abo "®apmauesT dapmacbloTikan nionsizae
KpucTanm nyHa goipma Ko., N1A4,.
(cybcTaHuis) y "OapHuus”
naketax
nonieTnIeHoBuUxX
ans
hapmaL,eBTUUHOT
0 3aCTOCYyBaHHSA
38. LE®AHENPO Tabnetku no 20 Lledhak KI HimeyunHa npecyBaHHs HimeuunHa MepepeecTpauis Ha HeobMeXeHUl 6e3 niosnsieae UA/14251/01/01
TabneTtoky TabneTok, TepMiH. 3MiHu | TUny - 3MiHK Woao peyenma
6nicTepi; no 1 abo yrnakoBka: 6e3nekn/edeKTMBHOCTI Ta
no 3 6nictepu y ApTtesaH dapma hapmakoHarnsgy. BeegeHHs abo 3miHu
KapTOHHilA KOpo6Li v6X i Ko. KT, [0 y3araslbHeHuX JaHux Npo cuctemy
HimeuyuunHa; thapmakoHarnsgy (BBefeHHs
MOBHWIA LKA y3arasibHeHUX AaHvx Npo cuctemy
BMPOGHMLTBA: thapmakoHarnsgy, 3miHa yrnoBHOBaXeHo|
Llechak KT, 0cobw, BignoBigaibHOI 3a 34jiACHEHHS
HimeyunHa hapMakoHarnaay; KOHTakTHoi ocobu 3

hapMakoHarnagy 3asBHUka ans
3[jiCHEeHHSs1 hapmakoHarsay B YKpaiHi,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXKEHOI
0co6wu, BiAnNoBifabHOI 3a 3AiACHEHHS
thapmakoHarnagy (BKIoyaum KOHTaKTHi
[aHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0c0o6bu, BignoBigabHOT 3a
3[iiCHEHHS chapMakoHarnaay:
MponoHoBaHa pepakuis — Dr. Andreas
Barnsteiner.
3MiHa KOHTaKTHUX faHuUX YNOBHOBaXEHOT
0co6wu, BiAnNoBifabHOI 3a 3AiACHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHOT
ocobu, BignoBifanbHOI 3a 3AiACHEHHS
thapmakoHarnagy B Ykpaini: fitoua
pegakuisi: KondiHa IpuHa. MponoHoBaHa
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Ymosu

Peknavys

Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka
¢gopma,

3asiBHUK

Kpaina
3asiBHUKa

Kpaina

Bupo6Huk
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

aHHsA

peecmpayjiliHo2o

noceio4YeHHs

yrnakoskKa)

YKpaiHa

pepakuis: ®artaniesa AniHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy B YkpaiHi. 3miHa
MiCLie3HaxoMKeHHs macTep-hainna
cucteMun chapmakoHarnsgy.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepkeHoro
Haka3om MiHicTepcTBa OXOPOHW 3[40POB’S
Ykpainu Big 27 rpygHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHW 30POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHNMU Y NepiogUYHOCTI
noJaHHs perynsipHuX 3BiTiB 3 6e3neku.
MepepeecTpayis Ha HeobMeXeHul

3a

He

UA/3918/01/01

39.

LVHATPOMNWN
®-3[10POB'Sl

Kancynv Teepai,
400 mr/25 mr no
10 kancyny
6nictepi; no 3 abo
no 6 6nicTtepiB y
Kopobui

ToBapucTeo
3
06MEeXEHO
Bignosigaib
HiCTIO
"PapmaueBT
NyHa
KOMnaHis

"3popos'a”

YKpaiHa

ToBapucTBO 3
obMexeHo
Bi4NoBiAa/IbHICTIO
"papmaLeBTUYHa
KOMnaHis
"3popos'a”

TepmiH. OHOB/IEHO iHGhopmaLito y
po3ginax "Cknag'"(yTo4yHeHHs iHdopmaui),
"MapMaKooriyHi BM1acTUBOCTI»
(yTouHeHHs1 iHchopmauii), "OcobnmBocTi
3acTocyBaHHA" , "lNo6ivHi peakuii”
IHCTPYKLi 415 MeAUYHOTrO 3acTOCyBaHHSA
nikapcbKoro 3acoby BignoBigHoO A0
6e3nekn 3acTocyBaHHs fjit040i PeHOBUHN
MepioanyHICTb NOAAHHSA PErynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAKY 34iACHEHHS
dhapmakoHarnagy, 3aTBepaKeHoro
Haka3oMm MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big, 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLji

Ykpainun 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHoCTI

nofaHHs perynsipHuX 3BiTiB 3 6e3neku.

peyernmom

nionsieae

HauvanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOT
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AisnbHoCTI lenapTaMeHTy peasisauii NONiTUK T.M. IACKOBCbKUM



NMEPENIK
NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
23.04.2020 Ne 945

Ne Hassa ®dopma BuUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. L-APTIHIHY NopoLLOoK (cybcTaHuis) y TOB YkpaiHa KioBa Xakko bio Ko., AnoHis BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: - UA/10698/01/01
MOHoOrigpro noAgiliHMx «MynbTihapma» nra. 3MiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
xXnoeunpg nonieTuIeHoBmX HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
naketax gns (BnacHviKa peecTpauiiiHoro NocBigYeHHs). 3MiHM
BUPOGHMLTBA BHOCATbCSA Y 3B’A3KY 3i 3MiHOKO hopMu
CTepUIbHUX NiKapPCbKNX B/1ACHOCTI, 6€3 3MiHU PUANYHOT 0Co6U
dopm 3asiBHMKA.
2. L- nopoLuok (cybcraHuis) y TOB Ykpaina Kiosa Xakko Bio Ko., AnoHis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: - UA/10700/01/01
TPUNTO®PAH | noggiHnx «MynbTichapma» nra. 3MiHM | TUNY - AAMiIHICTPaTVBHI 3MiHW. 3MiHa
nonieTNeHoBUx HalimeHyBaHHs Ta/abo agpecu 3asBHUKa
naketax gns (BnacHvika peecTpauiiiHoro NocBigYeHHs). 3MiHM
BMPOGHMLTBA BHOCATbCS Y 3B'A3KY 3i 3MiHOO chopmu
CTePUNbHUX NiKapCbKUX B/1ACHOCTI, 6€3 3MiHW IopPUANYHOT 0CO6K
dopm 3as1BHYKA.
3. A3UTPOMIL, kancysm no 250 mr, no 6 TOB YkpaiHa TOB "AcTpadhapm” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiasiis 3a UA/2390/01/01
NH- Kancyn y 6nictepi; no 1 "Actpadapm” 3MiHU | TUMY - OHOBJ/IEHHS 3aTBEPKEHOro TEKCTY | peyenmom
ACTPA®APM | 6nicTepy B kopobui MapKyBaHHA ynakosok /13
4, A3NTPOMIL, kancynu no 500 mr, no 3 TOB Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis 3a UA/2390/01/02
NH- Kancynum y énictepi; no 1 "AcTpadapm" 3MiHU | TUMY - OHOB/IEHHA 3aTBEPKEHOrO TEKCTY | peyenmom
ACTPADAPM | 6riictepy B Kopobui MapKyBaHHS ynakoBokK /13
5. AKBAOETPU PO34UH BOAHWIA Ansi MepaHa ®apma Monbua MepaHa ®apma Monbla BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9205/01/01
M® BITAMIH nepopasibHoro AKLUjiOHepHe AKLjioHepHe 3MiHK | TUNY - Y3roJpKeHHsi Ha3BY PO34iNiB B peyenmom
D3 3acTocyBaHHs, 15000 ToBapucTBO ToBapucTBO MKS$ N13: 3anponoHoBaHo: MapkyBaHHS: 3rigHO
MO/mn; no 10 mny 3aTBEP)KEHOrO TEKCTY MapKyBaHHS.
hNakoHi 3 KpanenbHUM BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
fposatopom; no 1 3aTBEPAKEHHS
(pN1aKOHY B KApPTOHHIl
navui
6. AKKOPAWVH PO34uH ANs iH'ekuiid, 100 MpuBatHe Ykpaina MpuaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/17492/01/01
Mmr/mn no 5 mn B amnyni, akuioHepHe akuioHepHe 3MiHK |l TUNY - BBEAEHO A,0AATKOBOro BUPOGHMKA |  peyenmom
no 5 amnyn y 6nictepi, TOBapUCTBO TOBapUCTBO Ai4oi peyoBrHY 3-(2,2,2-TpUMETUATIAPAa3NHIi)

no 1 6nictepy B nau;
no 5 mn B amnyni, no 5
amnyn y 6nictepi, no 2
6nicTepu B nayuj; no 5
M/ B amnyni, no 100

"JlekxiM-Xapkis"

"JlekxiM-Xapkis"

nponioHaty gurigpaty (MenbgoHito) TOB
«®apmxim», YkpaiHa




38

(koxxeH 06°emom 1 mn) y
KapTOHHI KOPOOLi

BUNPOGYBaHHA Ha
CTePUSILHICTb Ta
bakTepianbHi
©HA0TOKCUHM:
Bettep ®apma-
®epTuryHr MrmoX i
Ko KT, Himeuunna
Bunpo6yBaHHs Ha
CTePUSIbHICTb Ta
H6akTepianbHi
€HA0TOKCUHN:
BetTep ®apma-
®epTuryHr Mrmox i
Ko KT, HimeuuunHa
BetTep ®apma-
®epTuryHr Mrmox i
Ko KT, Himeuunna
BrnpobyBaHHs
KOHTPO/IIO AKOCTI
(kpim BMNPO6GYBaHHSA

roTOBOrO JliKapCbKOro 3acoby, BKYaum
OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHWK/IMNOPTEpP, BKOYAKOUN BUMYCK Cepild) -
3MiHa agpecu BUpobHrka ®.XodcpmaHH-/1s1 Pow
NTta, Wseiiuapis (BTOPMHHE NakyBaHHS,
BUNPOBYBaHHA KOHTPOSIIO SKOCTI (KpiM
BMNPOOYBaHHS Ha CTEPW/IbHICTb Ta bakTepianbHi
€H/ZI0TOKCUHM), BUMYCK cepil), 63 3MiHM Micus
BUPOGHMLTBA. 3MiHV BHECEHO B IHCTPYKLiO A1A
MeAMYHOro 3acTOoCyBaHHA LWOA0
MiCLie3Hax0AKeHHS1 BUPOGHMKA 3 BiANOBIAHUMY
3MiHaMW y TEKCTi MapKyBaHHS yrNakoBKM
nikapcbKoro 3acoby (BeBefeHHs 3MiH NPOTSArom
6-TN MicALUiB NicNsA 3aTBEPKEHHS)

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
amMnyn y naduj
7. AK/IACTA PO34nH aNs iHdysii, 5 HoBaprTic ®apma | Lseiiyapi BMPOGHMLTBO 3a LLeiiuapis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/4099/01/01
Mr/100 ma no 100 mny Al a NOBHUM LMK/IOM: AscTpist 3MiHM | TUMY - OHOBNEHHSA BXe 3aTBEepPAKEHOro peyenmom
chnakoHi; no 1 dpnakoHy Hosaprtic ®apma TEKCTY MapKyBaHHA NEePBUHHOI Ta BTOPUHHOT
B KOPOO6Li 3 KAPTOHY LLTeliH AT, ynakoBoK /13 (fofasBaHHSA MKHAPOAHNX
LLiBefuapis; OAVHULb BMMIpOBaHHSA cucTemu Sl) BHeceHHs
BMPOGHMLITBO, 3MiH 40 po3giny «MapkyBaHHs» MKA /13:
nepBuHHe 3anponoHoBaHo: MapkyBaHHS. 3rigHo
nakyBaHHs: 3aTBEPXEHOr0 TEKCTY MapkyBaHHs. BBeaeHHs
®dpeseHiyc Kabi 3MiH NPOTAroMm 6-Tu MicALiB nicns
ABcTpist TMOX, 3aTBEPAKEHHS
ABCTPIfl; KOHTPONb
SKOCTi 3a
NoKa3HUKOM
"BakTepianbHi
EHOO0TOKCUHN™:
Ppe3seHiyc Kabi
ABCTpIfs TM6X,
ABCTDIfl; KOHTPO/Ib
SAKOCTI 3a
NoKa3HUKOM
"CTepubHICTb":
ArEC 'm6X IMEZA,
ABCTpist
8. AKTEMPA® PO34UH NS iH'eKUii, 162 ®.XodhpmaHH- LLiBeiiuapi Brpo6HMUTBO HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13909/02/01
mr/0,9 mn, 4 Na Pow NTg a Hepo3cacosaHol LBeliuapis 3MiHV | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
nonepegHL0 NPOAYKLii, NepBNHHE HaliMeHyBaHHS Ta/abo agpecu micus
HamnoBHEHUX LNpuLa naxkyBaHHs1, NpoBaXEHHA AiANbHOCTI BUPOOHMKa/imnopTepa
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ha CTepubHICTb Ta
bakTepiasibHi
€HL0TOKCUHMW):
Pow ®apma AT,
HimeuunHa
BTopuHHe
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJIIO SKOCTI
(kpim BMNpo6YBaHHSA
Ha CTepWUnbHICTb Ta
H6akTepianbHi
€HI0TOKCUHM),
BUNYyCK cepil:
®.XothpmaHH-/15
Pow 14,
Lseiiuapis
9. ANEP3NH Kpanni opasibHi, PO34unH 3AT YropmHa 3AT YropmHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/9862/02/01
5 mr/mn no 20 mny dapmaueBTUYHN dapmMaLeBTUYHUIA 3MiHU | TUNY - 3MiHa Ha3BW Ta agpecu peyenma
nakoHi 3 i 3aBog ElIC 3aBop, ElC BUpo6HMKa A®I (JleBoLeTUPU3nNHY
KpanesibHuLeto, no 1 gurigpoxnopugy), 6e3 3MiHu micua BUPO6HMLTBA
hnakoHy 3
KpanenbHuULEe B
KapTOHHI Kopoo6Lli
10. ANEP3VH TabneTku, BKPUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/9862/01/01
NAiBKOBOK 060/1I0HKOIO, dapmaLleBTUYHN PapmMaLeBTUYHUIA 3MiHY | TUny - 3MiHa Ha3BuW Ta agpecu peyenma
no 5 mr, no 7 Tabnetok y i 3aBog ElC 3aBog, ElC BNpo6HMKa A®DI (JleBoLEeTUPU3NHY
6nicTepi; no 1 a6o no 2 avrigpoxnopuay), 6e3 3MiHu MicLs BUpO6GHMLTBA
6nicTepy B KAPTOHHIl
KopobLi;
no 10 TabneTok y
6nictepi; no 1, a6o no 2,
abo no 3 6rictepn B
KapPTOHHI KOpo6Lj
11. ANNMATE/NIb® | cycneHsis gns TOB "TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/7938/01/01
HEO nepopasibHOro YkpaiHa" TposiH AT 3MiHM | Tuny - 3mMiHa napameTpiB cneuudikawii peyenma
3acTocyBaHHs, no 170 Ta/abo fonycTUMMUX MEeX NepPBUHHOT YNakoBKu
M1 abo no 200 mny roTOBOrO NliKapCbKOro 3acoby -
cKnsiHoMy abo BU/TYYEHHS NokasHuka «OpraHonenTuyHi
nonieTuneHgTanaTtHomy NOKa3HWKW» i3 cneumdikavii nepBMHHOTO
hnakoHi; no 1 chnakoHy nakyBasIbHOro MaTepiasty «MnacTUKOBi TBUHTOBI
pasoMm 3 MipHOH JI0XXKOI0 KPWLLKL ON151 CKASAHUX Ta NNacTUKOBUX
B KapTOHHI nayui; no 10 pNaKoHiIB»
M/1Y nakeTuky; no 10
ab6o 20 nakeTukiB y
KapTOHHIN nayui
12. ANb®OPT pO3unH ANs iH ekuin, 50 Jenbta Megiken | LWseliyapi K.O. Pomcbapm PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15741/01/01
AEKCA MI/2 M1 N0 2 MN B [MpomoywH3 Al A Komnani C.P.J1. 3MiHM | TMNY - 3MiHK LWoA0 peyenmom
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

amnyni; no 5 a6o no 10
amnyn y KapTOHHil
Kopoo6Li

6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMmiHa ynoBHOBaXeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ, yNMOBHOBaXXEHOI 0co6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT
0cobu 3asiBHUKA, BIANOBIAA/IbHOI 3a 34iiICHEHHS
dhapmakoHarnsgy. MponoHoBaHa pefakuis:
BeHrep /llogmuna AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHWX yNMOBHOBaXeHOi ocobw,
Bi4NoBiAa/IbHOI 32 3AjICHEHHsT hapmakoHarasay

13.

ANb®OPT
JEKCA

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 25 wr, no 10
Tabnetok y 6nictepi, no
1, 2 abo 3 6nicTepu B
KapTOHHIA KOpoo6Li

Jenbta Megiken
MpomoyLH3 Al

LLBeiiuapi
a

AB/AI IBPAXIM Inau
CaHai Be TigxapeT

AL

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3arasibHeHVX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHeHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNOBHOBa)KEHOI 0CO6Y,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A dapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHO|T
0cob6u 3asiBHUKA, BiANOBIAAIbHOI 3a 34iiCHEHHS
thapmakoHarnagy. MNponoHoBaHa pefakLis:
BeHrep Jllogmuna AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHuX yNMOoBHOBaXKeHOi ocobw,
BiANoBiAa/IbHOI 3a 3AjICHEHHs1 hapmakoHarasay

3a
peyenmom

UA/13805/01/01

14.

ANb®OPT
[IEKCA 1.B.

PO34MH ANs iH ekuii, 50
Mr/2 m1; No 2 Mn B
amnyni; no 3 a6o no 6
amnyn y kaceti Tay
KapTOHHI KOPOOL

Jenbta Megiken
MpomoyLwH3 Al

Lseliuapi
P

lgon lnay Jonym

CaH. Be Tigx. A.LL.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis:
3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHuX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3ara/lbHeHUX AaHvx npo cucTemy
thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
BiANOBIAA/IbHOI 32 3AiCHEHHS

3a
peyenmom

UA/17527/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ, yNOBHOBaXKEHOI 0c0o6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-chaiina cuctemm
thapmakoHarnagy) (B.1.8. (a) IAHN) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 3a 3AiICHEHHS
hapmakoHarnsagy. ditoya pefakuis: PormHcbka
Onena MasniBHa. MNponoHoBaHa pefakLis:
Benrep /llogmMuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXKEHOI 0cobMu,
Bi4NOBiAA/IbHOI 32 34iICHEHHS hapmakoHarasay

15.

AMI3OH®
MAKC

kancynu no 0,5 r, no 10
Kancyn y 6nictepi; no 1
6nicTepy B nauui 3
KapToHY

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHOro NoCBigYEHHS) - 3MiHa
chopMM BNaCHOCTI 3asiBHMKa Ta afpecu
BMNPOBaKEHHS AisIbHOCTI 3asBHMKa (BBeAeHHSA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS); 3MiHV | TUNYy - AgMIHICTpaTUBHI
3MiHK. 3MiHa HallMeHyBaHHs Ta/abo agpecu
Micus NPOBaKEHHS AifNIbHOCTI
BMpO6HUKa/iMnopTepa roToBoro ikapcbkoro
3aco0y, BK/IKYaoun AiNbHULI BUMYCKy cepii abo
MicLie NpoBeAEeHHS KOHTPO/IIO AKOCTI.
(AisnbHICTb, 3a Ky BigNoBifae
BMPOGHMK/IMNOpTEpP, BKOYAOUM BUMYCK Cepiid) -
3MiHa hopMM Bf1aCHOCTi BUPOGHMKA Ta agpecu
BMPOBaMKEHHS AisANIbHOCTI BUPOOHMKA. 3MiHN
BHECEHO B iHCTPYKLtO0 AN MEeANYHOrO
3aCTOCYBaHHS LLOAO HaliMeHyBaHHA Ta
MiCLLe3HaxopKeHHS BUPO6HMKA 3 BiANOBIAHUMM
3MiHaMW y TEKCTi MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby (BBefeHHS 3MiH MPOTArom
6-TW MiCALIB NicNa 3aTBEPLAXKEHHS); 3MiHM | TUny
- 3MiHu 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NPOAYKT/pearexT, Wwo
BMKOPVCTOBYIOTLCSA Y npoueci BupobHuutea Ad|
(AONOBHEHHS cnevmdikayii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM METO40M BUNPOOYBaHHS)
- Ha BMPOGHWMUIli niowaayi y m. LWocTtka, ans
BMPOGHMLTBA Ait0H0I pEYOBUHM ami30HY®
(eHicamiym iogmnay), B cneymdikauii BUXigHoro

6e3
peyenma

UA/12415/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

Marepiany BoAW OYuLLEeHOT Bigbynack 3aMiHa
nokasHuka «Pe4yoBUHW, L0 OKMC/IIOITHLCS» Ha
MOKasHWK «3aranbHuii OpraHiuyHnin ByrieLb»;
3MiHY | Tuny - 3MiHK 3 akocTi. A®I. KoHTposb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[OMNyCTUMMX MEX, BU3HAUeHMX y cnevudikaisx
Ha A®|, abo BYXigHWA/MPOMIKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6HuUTBa A®I (BUTyUYEHHSA
HEe3HaYyHOro NokasHuka SKoCTi (Hanpukniag,
BWJ/TyYEHHS 3aCTapiforo nokasHrka)) - Ha
BMPOGHUUIN nnowaaui y M. LocTtka, ans
BMPOGHMLITBA Ajil040T PeYOBUHU ami3oHY®
(enicamiym iogunay), B cneyudikauii BUXigHoro
marepiany cnnpTy eTU/10BOro pereHepoBaHoro
BiA6Gynach 3amiHa nokasHuka «BigHocHa
ryCcTUHa» Ha NoKasHUK «Boga» 3 onycTuMoro
Mexeto, He binbie 11,0%; 3miHu | Tuny - 3MiHn
3 aKkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax crneuudikauii Ta/abo gonycTuMmx
MeX, BU3HaUYeHNX y cneumdikauiax Ha A®l, abo
BUXIiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTBa AdI
(3BY)KEHHS JOMYCTUMMX MEX, BUSHAYEHUX Y
cneumdikauii) - Ha BUPOOHMYIN nnowaaui y M.
LllocTka, 4ns BUpoOHULTBA Ait0H0I peHOBUHU
ami3oHy® (eHicamiym oauay), B cneuudikauii
BUXIJHOTO mMaTepiasly BOAN OUULLLEHOT 3BYXXEHO
[OMyCTUMI MeXi 3a NnokasHuKoM «luToma
€/1eKTPONPOBIAHICTb» (3aTBEPAXKEHO: HE BinbLue
4,3 uS cm-1 npu Temnepartypi 20 °C;
3anpornoHoBaHo: He Ginble 1,1 uS cm-1 npu
Temnepartypi 20 °C); 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NpoLieci BUpo6HMLTBa ADI
(iHWi 3mMiHK y MeTogax BUNPO6yBaHHA
(BKIrOYa0UM 3aMiHy ab0 AONOBHEHHS) Ad| abo
BVXifHOro/MPOMIKHOro NPOAYKTY)- Ha
BMPOGHMUIN nnowaaui y M. LocTka, ans
BMPOGHMLTBA Ajil0H0I PEYOBNHUN ami30HY®
(eHicamiym ioguay), B MeTogax KOHTPOsIo
SAKOCTi BUXIQHOro mMarepiasly BoAu OUULLEHOT
BifAbOyacb 3amiHa MeToAy nokasHuka
«PeyoBUHU, LLIO OKUC/IIOIOTLCSA» HA METOA
nokasHuka «3arasibHuin OpraHiuHuii ByrieLb»;
3MiHW | Tuny - 3MiHK 3 akocTi. AdI.
Bypo6HMUTBO. 3MiHM B NMpoLeci BUPOGHMLTBA
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
A®| (He3HauHa 3MiHa y npoueci BUpobHULTBa

A®I) - Ha BUpO6HMYIN nnowaaui y M. LWocTka
Bigbynacb 3MiHa Ha 3 cTagii «OgepxaHHs
aMi30HYy TEXHIYHOro», a came, 3a3Ha4aETbCA
MOX/IMBICTb NPOBEAEHHS NOBTOPHOT
nepekpuctanizaujii, Npn HeobXigHOCTI; 3MiHu |
TRy - 3miHK 3 skocTi. A®I. KoHTponb AdI. 3miHa
y napameTpax cneuudikauii Ta/abo AonycTummx
MeX, BU3HaUYeHNX y cneumdikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AdI
(iHLWi 3MiHW) - Ha BUPOGHWUUIN Nowaauiy M.
LLlocTka, BigOynocb BUYyUYEHHS BUKIaLEHHN
NOBHOI METOANMKM 38 NOKa3HUKOM
«MikpobionoriyHa unctota» B MeTOAAX
KOHTPOJIO fjil0HO0T PEeYOBUHM aMi30HYy®
(eHicamiym oauay), fLoAaHO NOCUIAHHS Ha
3arasibHi cTatTi APY 10 3aTBEpAKEHOrO
nocunaHHsa Ha EP Ta 3MiHeHo yacToTty
BMNPOOYBaHHSA 3a NoKasHUKOM «MikpobiosioriyHa
yncToTa» B creumndikalii Ha gitodyy peyoBuHy
ami3oHy® (eHicamiym ioauay) i3 BUSHaUYEHOH
nepioAnYHICTIO — NepLua Ta KOXHa Jecata
HacTynHa cepis, ane He pigle O4HOro pasy Ha
PiK; MiHW | TURY - 3MiHK 3 skocTi. ADI.
Bupo6bHMLTBO. 3MiHM B NpoLeci BUpo6HULTBA
A®I (iHWi 3MiHM) - HA BUPOGHWYI Naowaali y m.
LLlocTka BHECEHO 3MiHM A0 ONUCY BUPOBHWNYOrO
npowecy, a came: - ctagia 3 OfepxaHHs
aMi30HY TEXHIYHOro (BUK/THOYEHI 3a3HaYeHHs
yacy asiKiflyBaHHs Ta yacy BUTPUMKMN); - CTadis
4. OfepxaHHA ami3oHy OUULLEHOrO (3MiHa
TPUBAOCTI CYLLKM 3 «NPOTArom 12-16 rogmH» Ha
«He MeHLUe 4 roinH»; BUK/IOYEHI BU3HAYEHHS
yacy BUTPUMKU Ta BU3HAYEHHS TemnepaTypu
CYLLKM, @ TakoX Buy4yeHi opasm cTocoBHO 90%
eTaHony); 3miHu | Tuny - 3MiHu 3 AKocTi. FoToBUIA
nikapcbkuii 3aci6. KOHTpob roToBoro
nNiKapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKoro 3acoby
(&na npuBefeHHsA y BignoBigHicTs 3 AdY abo
€Bponeiicbkor hapmakoneeto Ta BUNyYeHHs
NocunaHHA Ha 3acTapinuii BHYTPILLHIA MeToq,
BMNPOGYBaHHS i ioro HoMep) - BUlyYEHO TEKCT
METOAMKN BUNPOOYBaHHS 3a NOKa3HNKOM
«MikpobionoriyHa ynctota» B METOAAX
KoHTponto /13 Ta AofaHo nocunaHHA Ha AdY

[0 3aTBEpAKEHOro nocnnaHHa Ha EP
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
16. AMIHOKAMNP po3uunH ans iHdoysiii, 50 ToBapucTBO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2018/01/01
OHOBA mr/mn; no 100 mny 06MEXEHO 06MeXeHo 3MiHu Il TUny - 3MiHa BUPOGHKKa peuenmom
KUCNOTA naswui; no 1 naswuyi B BiANOBIAA/TbHICT BiANOBIAA/TbHICTIO BWXiAHOro/NPOMiXXHOTO NPOAYKTY/peareHTy, Lo
nauuj 3 kKapToHy; no 100 10 chipma thipma "HoBodhapm- BMKOPMCTOBYOTbCS Y BUPOOHNYOMY MPOLECI
M1 Y NAsLKax "HoBodhapm- BiocnHTes" A®l, ab0o 3miHa BUpo6HMKa (BKIKOYatoum, ae
BiocuHTes" HeobXxifHO, MiCLie NPOBEAEHHSA KOHTPO/IHO AKOCTI)
A®I - BBeeHHS HOBOro BUPOGHMKa AD| kucnoTtn
aMiHOKanpoHOBOI
17. AMIHOCO/N® | po3unH ans iHdysiii no "Xemochapm" ALl Cepbis KOHTPOb AKOCTI, Cepbis/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3a UA/3513/01/01
HEO 10% 500 mn 'y naswuj BUNYyCK cepil: YopHoropis 3MiHM | TUMY — y MeToAi BUNpobyBaHHs peyenmom
«Xemothapm» All, «KinbKicHe BU3HaueHHs1 L-TpuntohaHy» fofaHo
Cepbis; NpUMITKy a5 Toro, Wob6 aetaniyBaty onvc
BUPOGHMULITBO MeTOoAVKN BUNPOGYBaHHSA: «[MpuMiTka: Ans
Hepo3dacoBaHOl KOXHOr0 OKPeEMOro aHanizy HeobxigHo
npoAykKLuii, NnepBuHHa BMMIpIOBaTK NOM/IMHAHHSA pediepeHTHOro
Ta BTOPMHHA PO34MHY nepes, BUMIpIOBaHHAM NOTIMHAHHSA
ynakoBka, KOHTPO/b BUNPOBYBaHOro PO3UnHY>»
AKOCTi: XEMOMOHT
[.0.0., YopHoropis
18. AMITPUNTUN | Tabnetkn no 25 mr no 25 TOB Ykpaina TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5160/01/01
IHY Tabnetok y 6aictepi, no "XapkiBcbke hapMaueBTNyHE 3MiHK | TUNY - BUNyYeHHS NOoKa3HMKa peuyenmom
FAPOXNOPW | 1 6nicTepy y Kopo6uj; no | chapmaueBTUYHe nigNPUEMCTBO «CTUPaHICTb» 3 METO/AIB KOHTPOJIHO AKOCTI
A 10 Tabnetok y 6nictepi, nignpPUeEMCTBO "3p0poB's Hapoay" roToBOro fikapcbkoro 3acoby. KoHTponb
no 5 6nictepis y Kopoou,i "3p0p0oB's CTUPAHOCTI TabNETOK 3AiCHIOETLCS Y NPOLECI
Hapoay" BMPOGHULITBA Ta KPUTEPI NPUAHATHOCTI
HaniBnpoAykTy (TabneTkn Hepo3dacoBaHi) 3a
NOKasHUKOM «CTUpaHIiCTb» iAEHTUYHWI BUMOram
BCTaHOBMEHNM Y Cneuudikauii Ha rotoBuii
nikapcbkuii 3aci6
19. AMITPUNTWUA | po3unH ans iH'ekuiin, 10 ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/5160/02/01
IHY Mmr/mn, no 2 Mn B 06MeXeHo 06MeXeHo 3MiHKM | TUNY - 3MiHW A0 IHCTPYKLiT AnA peuenmom
FAPOXNOPW | avnyni; no 5 amnyny BiANOBIAALHICT BiANOBIAA/LHICTIO Me[MYHOro 3aCTOCYBaHHSA NiKapCbKoro 3acoby
A-3H 6nicTepi; no 2 6nictepn 10 "XapkiBCbke "XapkiBcbke [0 posginy "Mo6iyHi peakyii™ woao 6esnekn
y Kopo6Lj; no 2 mn B hapmaueBTUyHe hapmaueBTuyHe 3acTocyBaHHS BiANOBIAHO 40O pekoMeHAaLlii
amnyni; no 10 amnyn y nignpMeEMCTBO nignpueMcTBo PRAC
Kopoo6Li "340poB's "300poB's Hapoay"
Hapoay"
20. AMITPUNTUN | po3unH ans iH'ekuin, 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/4872/02/01
IHY Mr/M/1 10 2 M1 B amnyri; obmexeHo 0bMexeHoto 3MiHW | TUMY - 3MiHW A0 IHCTPYKUiT Ans peyenmom
rAPOXNOPU | no 10 amnyny nauwi 3 BiANOBIA&/IbHICT BiANOBIAA/ILHICTIO MeAMYHOro 3acTOCyBaHHSA NMikapcbKoro 3acoby
A-03 KapToHY 10 "[ocnigHnin "XapkiBCcbke [0 posginy "Mo6iyHi peakuii™ wopao 6esnekm
3aBog, "MHU/AC" hapmaneBTUUHe 3acTocyBaHHS BiANOBIAHO 4O pekoMeHAaLii
niANPUEMCTBO PRAC
"340p0oB'a Hapoay",
YkpaiHa (Bci ctagii
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUMYCK cepii);
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
"THUC", YkpaiHa
(kOHTpOSb AKOCTI,
BMNYyCK cepii)
21. AMNoOAuNIH | tabnetkn no 5 mr, no 10 NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/1586/01/01
TabneTok y 6nictepi; no "Kuismegnpenap "Kuismepgnpenapar" 3MiHM | TUNY - 3MiHa Ha3BY BMPO6HUKa API peyenmom
3 6nicTepu B nauui ar" AmnoauniHy 6ecunarty, 6e3 3miHu Micus
BMpO6GHULTBA. 3anponoHoBaHo: “Glochem
Industries Private Limited”, IHgis. BBegeHHS 3MiH
NPOTAroM 6-TW MICALB NiCNA 3aTBePKEHHSA
22. APFETT AYO | kancynu 3 [Jenbta Megiken | LUseiiuapi [Nparexnocapm Himeuunna/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/12811/01/01
MoguchikoBaHUM MpomoywH3 Al A AnoTekep Mowsb Ipnangis 3MiHM | TUNY - 3MiHW WoA0 peuyenmom
BUBI/IbHEHHAM TBEPAi NO vM6X, HimeuunHa 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
75 wr, no 10 kancyn y (nepBuHHe Ta BeefeHHs1 ab0 3MiHU [0 y3araslbHEHUX JaHnx
6nicTepi; no 1, abo no 2, BTOPVHHE npo cuctemy papMakoHarnsay (BBeAeHHs
abo 3 6nictepu y nakyBaHHs); Csicc y3arasibHeHUX JaHuX Npo cucTemy
KapTOHHI Kopoo6Li Kanc 'm6xX, hapmakoHarniagy, 3MiHa ynoBHOBaxeHoi ocobu,
HimeuunHa BiANOBIAa/IbHOT 32 3AiACHEHHSA
(nepBuHHE Ta dhapmakoHarnsgy; KOHTakTHoi ocobm 3
BTOPUHHE thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
nakyBaHHS, BUNYCK thapmakoHarnsgy B YkpaiHi, kL0 BoHa
cepii); Temmnep BiIMiHHA BifJ, YNOBHOBaXeHOI 0cobu,
IpnaHgia Nimites, BiiNOBIAANbHOI 3a 34iiCHEHHS dhapmakoHarnsgy
Ipnangis (BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN y
(BMpOGHMLTBO po3MilLleHHi MacTep-chaiina cuctemm
Hepo3dhacoBaHOl hapmakoHarnsgy) - 3MiHa yrnoBHOBaXEHOT
NPOAYKLUIiT, KOHTPO/Ib 0Cco6u 3as1BHMKA, BiNOBIAA/IbHOT 3a 34iACHEHHS
SAKOCTI) thapmakoHarnagy: lNponoHoBaHa pefakuis:
BeHrep /llogmuna AHatoniisHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBiAa/IbHOI 32 3AjICHEHHSI hapmakoHarnsay
23. ACKOPBIHO TabneTku XyBasbHi No AT Ykpaina AT "Ny6Hncpapm" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/0003/01/01
BA KMC/NOTA | 50 mr no 10 TabneTok y "Ny6Hnchapm” 3MiHM | TUMY - BUNYYEHHS NoKasHuKa «Tasbk Ta peyenma
6nictepi; no 10 aepocun» 3i CneyndikaLii Ta MeToAiB KOHTPONO
Tabnetok y 6nictepi; no AKOCTi 13, OCKifibkK 3 3aranibHoi cTaTTi
5 6nicTepis y nayyj 3 «Tabnetkn», AdY 2.0 BUIy4yeHa MeToauka
KapToHY KOHTPONO «TasibK i aepocus» i BMICT He
pernameHTyeTbCs
24, ADDPUNOA rpaHy/im Ans opanbHoi Jenbta Megiken | Lseliyapi daliiH Pyac eHa ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12718/01/01
DOPT- cycneHsii, 100 mr/2 r no MpomoyLH3 Al a $apmacbloTikasc 3MiHW | TUNY - 3MiHK WoA0 peuenmom
HIMECYNIA 2 ry cauwe; no 1 a6o no H.T.M. C.I.A. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

3, abo no 6, abo no 30
abo no 999 cawe,

BBe/ieHHs1 ab0 3MiHM [0 y3ara/lbHEHNX faHNX
npo cucTemy chapmakoHarnisay (eefeHHst
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3'e/HaHVX Mo Tpn 3
NiHieto nepchopadi, B
Kopoo6Li

y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ, yNMOBHOBaXXEHOI 0c0o6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-chaiina cuctemm
thapmMakoHarnsgy) - 3MiHa ynoBHOBaXEHO|
0cobu 3asiBHUKA, BIANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy. MponoHoBaHa pefakuis:
BeHrep /llogmuna AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHuX yNMOBHOBaXXeHOI 0cobwu,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapmakoHarnsagy

25.

BENOAEPM

Masb /15 30BHiLUHLOTO
3actocyBaHHs, 0,05 %;
no 15 r a6o 30 ry Ty6i;
no 1 Ty6i B KAPTOHHiIl
Kopoo6Li

Benyno, nikn Ta
KOoCcMeTuka a.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka 4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BNacHvKa peecTpauiiHoro NoCBigYEHHS) - 3MiHa
HanvcaHHs HalilMeHyBaHHSA Ta afpecu 3asiBHUKa
Benyno, niky Ta KOoCMeTUKa A.4.; 3MiHn | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn MicLa NPOBaMKEHHS AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3acoby, BK/IYaoun AinbHUL BUNYyCcKy cepii abo
MicL,e NpoBeAEHHSI KOHTPO/IHO SKOCTI.
(4isnbHICTb, 3a SAKy BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
3MiHa HanMCcaHHA HallMeHyBaHHS Ta agpecu
BMpOGHUWKa (Benyno, nikn Ta KocMeTuka a.4.)
roToBOro Nikapcbkoro 3acoby. BupobHuua
OiNbHWLUSA Ta BCi BUPOGHMWYI onepadii
3a/IMLATLCA HE3MIHHUMU; MPUBEAEHHS Y
BiANOBIAHICTb A0 BUCHOBKY L1040
niATBEPKEHHS BiANOBIAHOCTI BUPO6HMLITBA
nikapcbknx 3acobis Bumoram HBIM, BugaHoro
Jepxnikcnyx60t0 YkpaiHu

3a
peyenmom

UA/9695/02/01

26.

BIMIKAH®
EKO

Kpanni o4Hi, po3unH 0,3
Mr/mn, no 3 mn
npenapary y nakoHi-
KpanesibHuuj, no 1
bN1aKoHY B KapTOHHIl
Kopoo6Li

dapmaueBTUUHN
1 3aBog,
"MONIbGAPMA"
C.A.

Monbwa

BapLuaBcbkuii
thapmaueBTUYHWIA
3aBog Monbha AT

MonbLa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHK | TUNY - fofaBaHHA nocTavasibHMKa Sabic
nakysasibHoro matepiasly HDPE ans
KOMMOHEHTIB ynakoBku (cap - top - bottom) y
3B'A3KY 3 AoAaBaHHAM a/ibTEPHATUBHOT
NepBUHHOT YNakoBKK; foAaBaHHSA
noctavanbHuka Kronos (white colorant Kronos
2450 (Titanium Dioxide)) 415 KOMNOHEHTIB
ynakoBku (cap - top - bottom) y 38'A3Ky 3

3a
peyenmom

UA/16893/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[0[aBaHHAM albTepHaTUBHOI NepPBUHHOT
yNaKkoBKMu;
3MiHM Il TMNy - AoAaBaHHA anbTepPHATUBHUX
KOMMOHEHTIB NEePBUHHOI ynakoBku (nozzle (top
and bottom) and to the cap) Big HOBKX
nocTavanbHVKIB NakysanbHoOro marepiany HDPE
(Sabic) Ta white colorant Kronos 2450 (Kronos)
27. BIOBEH pO34nH ans iHgysiii 10 TOB Ykpaina TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14526/01/02
%; no 10 mn, 25 mn, 50 "BIO®PAPMA MNA3MA" 3MiHM |l Tuny - 3MiHK WoAao peyenmom
Mn a6o 100 mA y naswui NNA3MA" (BpOGHMLTBO, 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
abo chnakoHi; no 1 nepBuHHe 3MiHM Y TepaneBTUYHNX NOKa3aHHSAX
naawui abo diakoHy B nakyBaHHs,; (mogaBaHHSA HOBOrO TepaneBTUYHOIO NoKa3aHHs
nauui 3 KapToHy BMPOGHMLTBO, ab60 3miHa y 3aTBEepXEHOMY NoKasaHHi). 3MiHu
nepBuHHe Ta BHeCeHO A0 IHCTpyKLiT AnA MeauyHoro
BTOPVHHE 3acTOCyBaHHS MikapcbKoro 3acoby A0 po3ainy
naxkyBaHHs, "Moka3aHHA". Ta SK HacNi4oK 4ONOBHEHO
KOHTPO/b SIKOCTI, po3ainu:
BUNYCK Cepii) - "®apmakonoriyHi BiactusocTi", - "Cnoci6
3acTocyBaHHsa Ta gosu", "Aitn". "Mo6iyHi
peaxuii”. Ta BiANOBIAHO OHOB/EHa iHhopmaLlisi B
TekcTi KopoTKoi XxapaKTepucTukn NikapcbKoro
3acoby B posginax "4.1.TepaneBTu4Hi
nokasaHHs", "4.2.[103u Ta cnocié 3acTocyBaHHs",
"4.3.4itn", "4.9.Mob6iuHi peaxuii,
"5.1.®apmakogmHaMiyHi BlnacTnsocTi”,
"5.2.dapMakoKiHeTUYHI BNacTUBOCTI" Ha OCHOBI
pe3ynbTaTiB KIiHIYHOro gocnigpkeHHs 1601-BV-
BF 3 ouiHKM edheKTUBHOCTI Ta 6e3nekn
niKapcbKoro 3acoby y naujieHTiB 3 NEPBUHHUMMU
iMmyHogediuuTamu.
28. BICOMNPONO TabneTku, BKPUTI CaHpo3 CnoBeHis Nek C.A., Monbwa Monbwal BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3a UA/4401/01/01
N CAHAO03® NNiBKOBOIO 060/TI0HKOIO, dapmacbioTikan (anbTepHaTUMBHMI HimeuunHa 3MiHW | TUNY - BUTYYEHHSI OAHOTO i3 peyenmom
no 5 mr, no 10 Tabnetok 34.4. BMPOGHUK - 3aTBEPAKEHNX BUPOGHWMKIB AD| Giconponony
y 6nictepi; no 3 BMPOGHULITBO 3a ymapaTty Evonik Technochemie GmbH,
6nicTepy B KAPTOHHIl NMOBHUM LINKNOM; Germany;
Kopobui; no 15 Tabnetok nepBuHHE i 3MiHW | TUMNY - BHECEHHS 3MiH A0 po3ainy
y 6nicTepi; no 2, abo no BTOPUHHE «MapkyBaHHs» MKA J13: 3anponoHosaHo:
4 a6o no 6 6nictepiB y nakyBaHHs, MapkumpoBka. CornacHo yTBepXAeHHOMY TEKCTY
KapTOHHI KOPOOLi KOHTPO/Ib Ta BUMYCK MapKUPOBKWN. BBEAEHHS1 3MiH MPOTAroM 6-X
cepii); Cantotac MicALiB Nicna 3aTBepAKeHHs
®apma 'm6X,
HimeuunHa
(BUpPOGHMLTBO 3a
NMOBHWUM LMKIOM)
29. BICOMNPONO TabneTkn, BKpUTI CaHpo3 CnoBeHis Nek C.A., Monbwa Monbwa/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3a UA/4401/01/02
N CAHBO03® NNiBKOBOI 060/I0HKOIO, dapmacbioTikan (anbTepHaTuBHMI HimeyunHa 3MiHW | TUNY - BUTYYEHHSI O4HOTO i3 peuenmom
no 10 wr, no 10 34.0. BMPOOBHUK - 3aTBEPAKEHNX BUPOGHYMKIB AD| Biconponony

Tabnetok y 6aictepi; no

BMPOBHMUTBO 3a

dymapaTty Evonik Technochemie GmbH,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3 6nicTepun B KAPTOHHIl MOBHVM LVK/IOM; Germany;
Kopobui; no 15 Tabnetok nepBuHHE i 3MiHUM | TUMNY - BHECEHHS 3MiH A0 po3ainy
y 6nictepi; no 2, abo no BTOPUHHE «MapkyBaHHa» MKA 13: 3anponoHoBaHo:
4 abo no 6 6nictepis y nakyBaHHs, MapkupoBka. CornacHo yTBEPXAEHHOMY TeKCTY
KapTOHHiiA KOpo6Lli KOHTPO/b Ta BUMYCK MapK1poBKW. BBeeHHsA 3MiH NpoTArom 6-x
cepii); Cantotac MicSLiB NicNsA 3aTBEPAYKEHHS
dapma 'v6X,
HimeuunHa
(BMpPOGHMLTBO 3a
NOBHVM LMK/TOM)
30. BICOCTA/, TabneTkn, BKPUTI CTAOA HimeuunH Bunyck cepii: Himeuunna/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3987/01/01
NNiBKOBOIO 060/I0HKOIO, ApuHaiimiTTens a CTALA B’eTHam 3MiHK | TNy - AMiHICTpaTMBHI 3MiHU. 3MiHa peyenmom
no 5 mr; 10 Tabnetok y Al ApuHaiimitTTens Arl, HaliMeHyBaHHs Ta/abo agpecu micus
6nictepi; no 3 abo 6 HimeuuunHa; NPoBaPKEHHSA AiSIbHOCTI BUpobHUKa/imnopTepa
6icTepiB Y KAPTOHHIN BupobHMLTBO roTOBOro fiKapCbKoro 3acoby, BKAYaum
Kopo6Li; no 10 TabneTok Hepo3(acoBaHOro AinbHUUI BUNYyCKy cepii abo micLe NpoBeAeHHs
y 6nicTepi B NpoAyKTY, NepBUHHE KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBifae
antoMiHiEBOMY calleTi; Ta BTOPUHHE BVMPOGHMK/IMNOPTEP, HEe BK/IOYAoUM BUMYCK
no 3 abo 6 6nictepiB y nakyBaHHs1, cepiid) - 3MiHa Ha3BU BNPOBHNKA,
KapTOHHI KopooLi KOHTPO/b Ccepili: BiANoBigasIbHOro 3a BUPOGHULITBO
CTENNA®APM Hepo3chacoBaHOro NPoAyKTy, NEPBUHHE Ta
K.B. KO., NTA. — BTOPUHHE NaKyBaHHS, KOHTPO/Ib cepili, 6e3
narPo3ain 1, 3MiHM MicLA BUPO6HMLTBA
B'eTHam
31. BICOCTA/, TabneTku, BKPUTI CTALOA HimeuuunH Bunyck cepii: HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3987/01/02
NNiBKOBOIO 060/TI0HKOIO, ApuHaiimiTTens a CTALA B’eTHam 3MiHKM | TURNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 10 wr; 10 TabneTok y Al ApuHaiimitTens Al HaliMeHyBaHHS Ta/abo agpecu micus
6nicTepi; no 3 abo 6 HimeuunHa,; NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa
6nicTepiB y KAPTOHHIl BupobHuuTBO roToOBOro MikapcbKoro 3acoby, BKIYaum
Kopo6bui; no 10 TabneTok Hepo3g)acoBaHOro OiNbHULI BUNYCKY cepii abo MicLe NpoBeAeHHs
y 6nicTepi B NpoAyKTY, NEPBUHHE KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
atoMiHIEBOMY calleTi; Ta BTOPUHHE BMPOGHMK/IMNOPTEP, HE BK/IKOYAKOUN BUMYCK
no 3 abo 6 6nicTepiB y nakyBaHHs, cepiit) - 3MiHa Ha3BM BMPOOHUKA,
KapTOHHI Kopoo6Li KOHTpPO/b cepili: BiANOBIA&/IbHOrO 3a BUPOGHNLTBO
CTENNTA®APM Hepo3acosaHOro NPoAyKTy, NEPBUHHE Ta
K.B. KO., NTA. — BTOPVHHE NaKyBaHHS, KOHTPO/b Cepiii, 6e3
narPo3ain 1, 3MiHV MiCLit BAPOGHMLITBA
B'eTtHam
32. BOBOTUK Kpanni opaJsibHi, MepaHa ®apma Monbwa MepgaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/11716/01/01
eMy/ibCis, 66,66 mr/mn; AKUioHepHe AKUioHepHe 3MiHU | TUNY - OHOB/IEHHSA 3aTBEPKEHOIO TEKCTY peyenma
no 30 mn 'y dhakoHi 3 ToBapucTBO ToBapucTso MapKyBaHHS ynakoBok J13. BHeceHHs 3miH A0
Npo6KoK-KpanenbHULLEH po3giny “MapkyBaHHa" MKA 13
i KpuLKoto; no 1 3anponoHoBaHo: MapkyBaHHS “3rigHO
(h/1aKOHY B KapTOHHIi 3aTBepKeHOro TeKCTy MapKyBaHHA" BBefeHHs
Kopoo6Li 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
33. BPOHXOCWP | cupon; no 100 mn a6o ToBapuncTBo 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/17359/01/01
on 200 M1y do/1akoHi; no 1 06MEXEHO 06MEXEHO 3MiHu |l TMny - 3MiHa BUPOGHKKa peuyenma
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dhnakoHy pasom i3 BiANOBIAA/LHICT BiANOBIAA/LHICTIO BVIXiZHOro/MpOMKHOro NpoAyKTy/peareHTy, Lo
[,03YH04MM NPUCTPOEM Y 10 "XapkiBcbke "XapkiBcbke BMKOPUCTOBYIOTLCH Y BUPOBHMYOMY NpoLeci
KOpo6Li 3 KApTOHY hapmaueBTnyHe hapmavueBTuyHE A®l, ab60 3miHa BUpO6GHMKa (BKOUaoum, e
nignprMeMCTBO nignpyeMcTBo HeobXxiHO, MicLle NPoBEAEHHS KOHTPO/IHO SKOCTI)
"3p0poB's "3p0poB'a Hapoay" A®I (3a BigcyTHOCTI cepTudpikata BiANoBiAHOCTI
Hapogay" €Bponeiicbki hapmakonei y 3aTBepmkeHomy
[0cbe)(BBeAEHHS HOBOTO BUpobHUka AdI 3
HafaHHAM mMacTep-ghaiina Ha Adl); cynyTHSA
3MiHa: BBEEHHSA [0AATKOBOro BUpo6HMKa ANns
A®| EdbeppuHy rigpoxnopug EMBIO LIMITED,
India 3 HagaHHsAM DMF Ha A®l, 06ymMOBeHO
BMPOGHNYOK HEOOXIAHICTIO. AK HACMifOoK
npuBefeHHs cneundikauii A®| 3a nokasH1KOM
"3aNMNLLKOBI KiJIbKOCTI OpraHiyHuX pO34MHHKMKIB"
0,0 BUMOT BUPOBHWKIB CyOCTaHLi.
3anponoHoBaHo: M/S Malladi Drugs and
Pharmaceuticals Limited, India
EMBIO LIMITED, India
34. BYCTPUKC™ | cycneH3is ans iH'exuii "nakcoCmitKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/15071/01/01
nonio no 1 posi (0,5 mn/go3sy) H EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM | TUNY - 3a3HAYEHHST MiXXHAPOLHUX peuenmom
KOMBIHOBA no 1 gosi y nonepegHso Nimiteq Nno3Ha4YeHb OANHULb BUMIPIOBAHHS Y TEKCTI
HA HanoBHEHOMY LUNPUL; MapKyBaHHS YNakoBKW NiKapcbkoro 3acooy.
BAKLUVHA no 1 nonepeaHLo TepMiH BBEEHHSA 3MiH - TPOTAroM 6 micAuiB
ana HanoBHEHOMY LLMpULy Y nicns 3aTBEpAKEHHS
NMPO®INAKT KOMMNEKTi 3 ABOMa
KN rofikamu B
DUNOTEPII, N1acTUKOBOMY
NMPABLA, KOHTeliHepi; no 1
KALUMKOKY KOHTEHepY Yy KapTOHHiIl
(ALENONAP | kopobui
HUA
KOMMNOHEHT
)TA
noniomMien
TY
(IHAKTUBOB
AHA)
(AACOPBEOB
AHA, 3I
3MEHLLEHU
M BMICTOM
AHTUIEHIB)
35. BYTONAP® PO34UH ANS iH ek 2 My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15461/01/01
Mmr/mn no 1 mna B amnyni, akuioHepHe akuioHepHe TEeXHiYHa NOMUIIKA B IHCTPYKLT A8 MegU4HOro peyenmom
no 5 amnyn y kacerti, no TOBapuCTBO TOBapUCTBO 3aCTOCyBaHHS Nikapcbkoro 3acoby y posaini
1 kaceTi B nayui; 275 "HaykoBo- "HaykoBo- "Cnoci6 3acTocyBaHHs Ta f03m"
amnyn y kopobu BUPOGHNUNIA BUPOGHNUUIA LLEHTP

LeHTp

"BopLuariBcbkuii
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
"BopLyariBcbKuii Ximiko-
XiMiKo- thapmavueBTUYHWIA
hapmaueBTUYHN 3aBog", YkpaiHa
14 3aBog"
36. BANEBIT TabneTkn, BKPUTI dapmaueyrTile AscTpist PapmaveyTiwe AscTpist BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/15241/01/01
o60s0HKoto, no 100 habpik habpik MoHTaBIT 3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBMIA peyenma
Mr/90 mr no 10 TabneTtok | MoHTaBiT TM6X rmM6X

y 6nicTepi; no 2
6nicTepy B KapTOHHIi
ynakoBL;i

nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
MePBVHHI yNakoBLi rOTOBOrO J1ikapCbKoro
3aco06y (SKicHWIA Ta KinbkicHuiA cknag) - Teepai
nikapcbki hopmn. BHeceHHs 3miH go p. 3.2.P.7.
Cuctema KOHTelHep/3aKynoproBasibHWiA 3aci6:
3MiHa TOBLLVMHY honbrn 6rictepa
(3aTBEpMKEHO: 20 MKM; 3anNpornoHoBaHo: 25
MKM), 6€3 3MiHM SKICHOTO Ccknagy nakyBasibHOro
matepiany. 3MiHa 06yMOB/ieHa piLleHHSAM
BMPOOHUKA LLLOA0 36i/IbLUEHHS TOBLUMHN DOSbIN
6nicTepa gns onTMMi3aii BUpo6bHMLTBA
NepPBUHHOT yNakoBku. 3MiHu | Tuny - 3miHn 3
sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
BUMNPOOYBaHHA rOTOBOTO NiKaPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppkeHnX MeTofax
BMNPOOYBaHHS) - BHECEHHS 3MiH A0 n.
«KinbkKicHe BU3HaYEHHS», a caMe He3HavyHa
3MiHa NPUroTyBaHHSA PO34nHY 3pasky - eKCTPaKT
BasiepiaHu, BaslepeHoBa K1CoTa Ta eKCTpakT
Mesnicu, po3mapuHoBa kucnota gns KinbkicHoro
BU3HayeHHs (KinbkicTb M3, Wwo
BVIKOPVCTOBYETLCS A/151 NPUTOTYBaHHA PO3UNHY
3pasKy KOPUTyETLCA 3aU1EXHO Bif, KOHLEeHTpaLil
Mapkepa B eKCTPaKTi SIMCTSA Mesicu Ta Cyxoro
BOAHOCMMPTOBOrO eKCTPakTy BasiepiaHu, Lo
BUKOPWCTOBYETLCA [/ BUPOGHULTBA
BiANOBIAHOI cepii [/13); BHECEHHSA pefaKLiiHnX
3MiH O METOAUKN Ta YMOB XpomaTopadyBaHHS,
hopMys1 po3paxyHKy.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIYaym
AinbHULU BUNYCKy cepii abo micue npoBefeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
npuBefeHHs agpecy BupobHuka M3 3rigHo
BrCHOBKY 010 BifNOBIAHOCTI BUPO6HULITBA
BuMoram HBIM, BuagaHoro Jepxikcyx60to
YKpaiHu; BUNyYeHHA HallMeHyBaHHS Ta agpecy
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOGHMKA iIHO3EeMHOI0 MOBOI. BBeeHHS 3MiH
NPOTArom 6-Tv MicALIB NicAA 3aTBEPAKEHHS.
37. BANIgOnN- Tabnetkn no 60 mr; no 6 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/2993/01/01
AAPHULUA a6o no 10 TabneTok y "GapmaueBTUyH "@apmavueBTnyHa 3MiHW | TUMY - OHOBJ/IEHHSA BXe 3aTBEPKEHOro peyenma
KOHTYPHIli YapyHKOBIi a thipma hipma "OapHuus" TEKCTY MapKyBaHHS1 NEPBUHHOI YNakoBKM
ynakosLj; no 1 "fapHuus” nikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom
KOHTYPHIli YapyHKOBIl 6-Tn MicAUiB NicNsA 3aTBEPKEHHSA
ynakoBLi B naui; no 6
abo no 10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBkax
38. BANoAin TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3a UA/14358/01/01
N/1iBKOBOK 060/10HKO0 HoBo mecTo mecTo, CrnoBeHis XopsarTis 3MiHW | TUNY - NOAA@HHS OHOB/IEHOTO peyenmom
no 5 mr/160 mr no 7 (BPOGHMLTBO “in CepTudikaTy BifnoBigHOCTI €Bponelicbkili
Tabnetok y 6nictepi, no bulk”, nepBrHHe Ta thapmakonei R1-CEP 2011-148-Rev 00 Big BXe
2,no 4, no 8 abo no 14 BTOPUHHE 3aTBepaxeHoro BupobHuka KRKA D.D., Novo
6nicTepiB y KAPTOHHIl nakyBaHHs, Mesto, Slovenia gns A®l BancapTaHy; 3miHn |
KopobLyj; no 10 TabneTok KOHTPO/Ib Ta BUMYCK TUNY - BUYYEHHA OAHOrO i3 ABOX 3aTBEPAKEHUNX
y 6nicTepi, no 3, no 6, cepii); KPKA, a.4., BMPOGHMKIB A®| amnoguniHy 6ecunaTty; 3miHu |
no 9 a6o no 10 HoBso mecTo, TUNYy - NOAaHHA oHoB/ieHoro CepTudikaty
6/1icTepiB Y KAPTOHHIN CnoBeHisi Bi4MNOBIAHOCTI €Bponeiickkiin hapmakonei R1-
KOpooLi (BignoBifansHwWii 3a CEP 2011-148-Rev 01 Big BXe 3aTBEPKEHOr0
KOHTpPO/b cepii); supo6Huka KRKA D.D., Novo Mesto, Slovenia
KPKA-®apwma 4.0.0., onsa A®| BancapTaHy; 3miHu | Tuny - AoAaBaHHSA
Xopsaris napametpa y cneuudikadito 3 BiANOBIAHUM
(BignoBiganbHuii 3a METOZOM BUNPOBYBaHHSA /15 BUSHAYEHHS
BUPOBHMLTBO “in powmiwok NDMA 3 nimiTom He 6inble 0,03 ppm
bulk”, nepsuHHe Ta NDEA 3 nimiTom He 6inblie 0,03 ppm ans
nakyBaHHs Ta A®| BasicapTaH
BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii)
39. BANoAin TabneTkn, BKpUTI KPKA, a.4a., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3a UA/14357/01/01
N/1iBKOBOK 060/10HKOI0 HoBo mecTo mecTo, CnoBeHis XopsarTis 3MiHW | TUNY - NOAaHHSA OHOB/IEHOrO peyenmom

no 5 mr/80 mr no 10
TabneTok y 6nictepi, no
3,no 6, no 9 a6o no 10
6nicTepiB y KAPTOHHIi
Kopob6ui; no 14 TabneTok
y 6nicTepi, no 1, no 2,
no 4 a6o no 7 6nictepis
Y KapTOHHIli Kopobui

(BMPOGHMLTBO “in
bulk”, nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoseHis
(BignoBifanbHWii 3a
KOHTPO/b cepii);
KPKA-®apwma g.0.0.,
Xopsaris
(BignoBiganbHuit 3a
BUPOGHMUTBO “in

CepTudikaTy BifnoBigHOCTI €Bponelickkili
hapmakonei R1-CEP 2011-148-Rev 00 Big Bxe
3aTBepmkeHoro Bupo6Huka KRKA D.D., Novo
Mesto, Slovenia ana A®| BasicaptaHy; 3MiHu |
TUNYy - NogaHHs oHoBreHoro CepTudikaty
BiANoOBIgHOCTI EBponeiickkili hapmakonel R1-
CEP 2011-148-Rev 01 Big BXe 3aTBEPOKEHOrO
Bmpo6Huka KRKA D.D., Novo Mesto, Slovenia
onsa A®| BancapTaHy; 3MiHU | TNy - BUNy4YeHHSA
O[1HOTO i3 ABOX 3aTBEPA)KEHNX BUPOOHUKIB ADI
amnoauniHy 6ecunarty:
3anponoHosaHo: UNICHEM LABORATORIES
LIMITED, INDIA; 3miHu | TUny - gofaBaHHs
napameTpa y cneuudikadito 3 BiANOBIAHUM
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
bulk”, nepBuHHe MEeTOZOM BUMPOOYBaHHSA A1 BUSHAYEHHS
nakyBaHHs Ta nowmiwok NDMA 3 nimiTom He 6inblie 0,03 ppm
BTOPVHHE Ta NDEA 3 nimiTom He 6inblwe 0,03 ppm ans
naxkyBaHHs, A®I BasicapTaH
KOHTPO/b cepii)
40. BAnoain TabneTkn, BKpUTI KPKA, a.4., CnoseHis KPKA, 4.4., Hoso CnoseHis/ BHECEHHS 3MiH [0 peecTpavliiiHix maTtepianis: 3a UA/14357/01/02
N/1iBKOBOK 060/10HKOI0 HoBso mecTo mecTo, CroBeHis XopsarTis 3MiHW | TUNY - NOAA@HHS OHOB/IEHOTO peyenmom
no 10 mr/160 mr no 7 (BUPOBGHMLTBO “in CeprtudpikaTy BignoBigHoCTi €Bponeiichkiii
TabneTok y 6nictepi, no bulk”, nepBuHHe Ta hapmakonei R1-CEP 2011-148-Rev 00 Big Bxe
2,no 4, no 8 abo no 14 BTOPUHHE 3aTBepaxeHoro BupobHuka KRKA D.D., Novo
6nicTepiB y KAPTOHHIl nakyBaHHs, Mesto, Slovenia gns A®Il BancapTaHy; 3miHn |
Kopob6ui; no 10 TabneTok KOHTPO/Ib Ta BUMYCK TUNY - NOAaHHA OHoBAeHoro CepTtudikaty
y 6nicTepi, no 3, no 6, cepii); KPKA, a.4., BiANoBIgHOCTI E€Bponeiickkili hapmakonei R1-
no 9 a6o no 10 HoBso mecTo, CEP 2011-148-Rev 01 Big BXe 3aTBEPKEHOrO
6nicTepiB y KAPTOHHIN CnoBeHis Bmnpo6Huka KRKA D.D., Novo Mesto, Slovenia
KopooLi (BignoBigansHuii 3a onsa A®| BancapTaHy; 3MiHu | TNy - BUNy4YeHHs
KOHTPONb cepil); O/IHOrO i3 ABOX 3aTBEPIKEHUX BUPOOHUKIB ADI
KPKA-®apma g.0.0., amnoaunivy 6ecunarty:
Xopsaris 3anponoHosaHo: UNICHEM LABORATORIES
(BignoBifanbHWiA 3a LIMITED, INDIA; 3MiHu | TUnNy - gogaBaHHsA
BMPOGHMLTBO “in napameTpa y cneuudikauito 3 BignosigHUM
bulk”, nepsuHHe MeTOA0M BUNPOGYBaHHA A4/15 BU3HAYEHHS
nakyBaHHs Ta nowmiwok NDMA 3 nimiTom He 6inbLie 0,03 ppm
BTOPVHHE Ta NDEA 3 nimiTom He 6inblwe 0,03 ppm ans
naxkyBaHHs, A®I BasicapTaH
KOHTPO/b cepii)
41, BAJICAPTAH | nopowok (cybcTaHuis) y BE3 dapmaxem Xopearis Maiinax IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/7168/01/01
nonieTNeHoBOMY NakeTi 4.0.0. Nab6opaTtopis 3MiHU | TUNY - NOA@HHS OHOB/IEHOTO
Ansa apmaleBTUYHOro Nimiteq cepTudikaTa BignoBigHOCTI EBponeiichkiii
3acToCyBaHHSA papmakonei Ne R1-CEP 2009-396-Rev 05 ans
Aitoyoi pevoBuHM Valsartan Big, Bxe
3aTBepAXeHoro Bupo6Hrka MYLAN
LABORATORIES LIMITED, 3 BignosigH1Mu
3MiHamu B cneuudikauii Ta meTogax KOHTPOsI0
A®I, 30Kpema JOMILLKV HITpO3aMiHiB NpUBEAEHO
y BignosigHocTi go CEP
42, BAJNICAPTAH | TabneTku, BKpUTI CaHpo3 CnoBeHis BupobHuymso "in ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15619/01/01
CAHAO3® NAiBKOBOK 060/1I0HKOI, dapmacbioTikan bulk", nakysaHHs: CnoseHisa/ 3MiHK | TUNY - 3MiHK 3 AKoCTi. FoToBWMIA peyenmom
KOMMO3WUTY | no 160 mr/12,5 mr no 14 3 4.4, HoBapTic ®apma PymyHis nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa

M

Tabnetok y 6nictepi; no
1 abo 2 6nictepn y
KapTOHHI KOpoo6Li

C.n.A., ltanis;
Buniyck cepi,
mecmyBaHHs:
Nek
dapmaueBTNUYHa
KOMnaHis 4.4,
CnoBeHis;
BUYCK cepil,
mecmyBaHHs:

iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPOJIIO AKOCTi FOTOBOTO JliKapCbKOro
3aco6y (3amiHa abo JofaBaHHs AibHULI, Ha
AKil 3AiICHIOETLCSA KOHTPO/Tb/BUNPOOYBaHHS
cepii) - 3a3Ha4YeHHs YHKLT
KOHTPO/b/BUNPOBYBaHHSA cepil 4515 paHille
3aTBepXeHol AinbHUl Jlek dapmaueBTuyHa
KomnaHis a.4., Cnoseris. 3miHu | Tuny - 3miHn 3
SIKOCTi. [0TOBMIA NiKapcbknii 3aci6. 3MiHW y
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1 a6o 2 6nictepn y
KapTOHHI KOPOOL

Bunyck cepit,
mecmyBaHHs:
Nek
dapmavreBTNnYHa
KoMnaHis 4.4,
CnoBeHis;
BUYCK cepil,
mecmyBaHHs:
C.K. CaHpgos C.P.J1.,
PymyHis

Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, LLLO
BiANOBIAAaE 3a BBE3EHHS Ta/abo BuNyck cepi) -
Bkntoyaroun KOHTpPonb/BUNpobyBaHHS cepii.
BBefeHHs1 BUPOOHMYOT AiNbHUL, Ha 5Kl
3[iAiCHIOETLCA BUMYCK Cepil BKIKOYAKUM
KOHTpO/b/BUNpobyBaHHSA cepii C.K. CaHgo3
C.P.J1., PymyHisi. 3miHn | Tny - 3MiHM 3 SIKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCSA BUMNYCKY Cepii Ta KOHTPOJIIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA AinbHUL, Ha AKIA 34iliCHI0ETLCA
KOHTPO/1b/BUNPOGYBaHHS cepii) - BBEAEHHS

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
C.K. Canpgos C.P.1., BMPOGHMUTBI. 3MiHa iMnopTepa/3MiHu, Lo
PymyHis CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
[0faBaHHA BUPOOHUKa, LLIO BignoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkitoyatoun
KOHTPO/b/BUNPOGYBaHHSA cepii. BBEAEHHS
nogatkoBoi ginbHuui C.K. Cangos C.P.J1.,
PymyHis, Lo Bignosigae 3a Bunyck cepir,
BK/1H04AK0UM KOHTPO/b /BUNPOGYBaHHS cepii.
43. BANCAPTAH | TabneTku, BKpUTI CaHpo3 CnoBeHis BupobHuymso "in ITania/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/15620/01/01
CAHAO03® NNiBKOBOI 060/I0HKOIO, dapmacbioTikan bulk", nakysaHHs1: CnoseHis/ 3MiHN | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA peuenmom
KOMMO3UTY | no 80 mr/12,5 mr no 14 34.4. HosaprTic ®apma PymyHis nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI. 3MiHa
M TabneTok y 6nictepi; no C.n.A., ltanis; iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY cepii
1 abo 2 6nictepn y Bunyck cepid, Ta KOHTPO/IIO SIKOCTi FOTOBOTO JiKapCbKOro
KapTOHHI KOPOOL mecmyBaHHsi: 3acoby (3amiHa abo fofaBaHHs BUPOOHUKA, L0
Nex BiANOBIAae 3a BBE3€HHS Ta/abo Bunyck cepil) -
PapmaueBTMYHa Bkitouaroum KOHTPOIb/BUNPOBGYBaHHSA cepii.
KoMnaHis 4.4., BBefeHHs1 BUPOO6HUYOI AinbHUL, Ha SKi
CnoBeHis; 3[iICHIOETLCS BUMYCK Cepil BKIOYaun
BUMYCK cepil, KOHTpO/b/BUNPO6YBaHHSA cepii C.K. CaHao3
mecmyBaHHs: C.P.N1., PymyHisi. 3miHu | Tvny - 3MiHW 3 AKOCTI.
C.K. Cangos C.P.1., [OTOBWMIA NikapCbkuWii 3aci6. 3MiHK Y
PymyHis BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPO/IHO SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA AifbHULI, Ha SKI 34iCHI0ETbCS
KOHTPO/b/BMNPOGYBaHHSA cepii) - BBEAEHHS
BMPOBHUYOI AiNbHNL, HA SKil 34IACHIOETLCA
KOHTPONb/BUNPOGYBaHHS cepii Jlek
PapmaueBTUYHa KOMNaHis 4.4., CnoBeHis
44, BANICAPTAH | TabneTku, BKpUTI CaHpo3 CnoBeHis BupobHuymso "in ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15620/01/02
CAHAO3® NAiBKOBOK 060/1I0HKOIO, PapmacbioTikan bulk", nakysaHHs1: CnoseHisa/ 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom
KOMMOS3UTY | no 160 mr/25 mr; no 14 34.4. HoBapTic ®apma PymyHist nikapcbknii 3aci6. 3mMiHM y BUPOOGHMUTBI. 3MiHa
M TabneTok y 6nictepi; no C.n.A., ltanis; iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMPOBHUYOI AiNbHNL, HA SKil 34IACHIOETBCA
KOHTPONb/BUNPOBYBaHHS cepii Jlek
PapmaueBTUyHa KOMNaHis 4.4., CnoseHis
45, BANNIbCAKOP | TabneTku, BKpUTI KPKA, a.4a., CnoBseHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/9450/01/02
® H 80 NNiBKOBOIO 060/TI0HKOIO, HoBso mecTo mecTo, CrnoBeHis 3MiHK | TUNY - NOAAHHS OHOBJ/IEHOTO peyenmom
80 mr/12,5 mr no 14 (BUPOGHNK, CepTucpikaTy BignoBigHOCTI €EBponeicbkiii
TabneTok y 6nictepi; no BiANOBigabHUIA 3a hapmakonei R1-CEP 2011-148-Rev 00 Big, Bxe
2,10 4 abo no 6 BUPOGHMUTBO "in 3aTBepxeHoro Bupo6Hrka KRKA D.D., Novo
6nicTepis B KOPOO6L; NO bulk", nepBuHHe Ta Mesto, Slovenia ana A®| BanicapTtaHy; nogaHHs
15 Tabnetok y 6nicTepi; BTOPVHHE OoHoBneHoro CepTudikaty BiAnoBIAHOCTI
no 2 a6o 4 6nictepu B nakyBaHHs, €sponelicbkiin hapmakonei R1-CEP 2011-148-
Kopoo6Li KOHTPO/b Ta BUMYCK Rev 01 Big BXe 3aTBEPAXEHOr0 BUPOGHMKA
cepii; BAPOGHMUK, KRKA D.D., Novo Mesto, Slovenia ans A®l
BiANOBIgaNbHWIA 3a BasicapTaHy; 3MiHu | Tuny - goaaBaHHsA
KOHTpOsb cepii) napameTpa y cneumdikaito 3 BigNOBigHUM
MeTOA0M BUNPOOYBaHHA A4/151 BU3HAYEHHS
nowmiwok NDMA 3 nimiTom He 6inbLlue 0,03 ppm
Ta NDEA 3 nimiTom He 6inbwe 0,03 ppm gns
A®I| BasicapTaH
46. BAHATEKC TabneTkn, BKPUTI dapmaLleBTUYHN MonbLwa dapmMaLeBTUYHUIA Monbwa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/12839/01/02
KOMBI N/1iBKOBOK 060/10HKOIO,  3aBOA, 3aBof 3MiHW | TUMY - OHOB/IEHHSA TEKCTY MapKyBaHHS peyernmom
no 80 mr/12,5 mr; no 14 "MONTIbOAPMA" "MONb®APMA" ynakoBok J13. BBefieHHs 3MiH NpOTArom 6-1u
TabneTok y 6nictepi; no C.A. C.A. MicALiB NicNsA 3aTBEPAYKEHHS
2 6nicTepn y KapTOHHIl
Kopo6Li
47. BAHATEKC TabneTkn, BKPUTI dapmauleBTUYHN Monbwa dapmMaLeBTUYHUIA Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12839/01/03
KOMBI N/1iBKOBOK 060/10HKOIO,  3aBOA, 3aBof, 3MiHW | TUMY - OHOB/IEHHSA TEKCTY MapKyBaHHS peyenmom
no 160 mr/25 wmr; no 14 "MONTbOAPMA" "MONIb®APMA" ynakoBok J13. BBefieHHs 3MiH NpoTSArom 6-1u
TabneTok y 6nictepi; no C.A. C.A. MicALiB NicNsA 3aTBEPAYKEHHS
2 6nicTepn y KapTOHHIiA
Kopobui
48. BIATIb® Kpanni o4Hi, 0,5 mr/mn AT «dapmak» YkpaiHa AT «dapmak» YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/4228/01/01
no 10 mn y dsiakoHi; no 3MiHM | TUNY - AQMIHICTPaTVBHI 3MiHK. 3MiHa peyenma
1 chnakoHy B navui 3 HalilMeHyBaHHs Ta/abo aApecy 3asiBHMKa
KapTOHY (BnacHuKa peecTpauiiiHoro noceig4yeHHs). 3miHa
Ha3BuW Ta agpecu 3asBHuKa. BeefeHHsA 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIXEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKAYaum
AinbHUUI BUNYyCKy cepii abo micLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNIOPTEP, BK/IKOYAKOUM BUMYCK Cepiit).
3MiHa HalimeHyBaHHS Ta afpecu BUpobHuka 6e3
3MiHM MicLA BUPO6HMLTBA. BBEAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
49. FANTA30/IIH® | cnpeit Ha3a/bHWiA, BapluaBcbkuii Monbla BapluaBcbkuii Monbuwa BHECEeHHs1 3MiH 10 peecTpauiiHux maTepianis: 6e3 UA/16346/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOMBI po3uuH, (1,0 mr + 50,0 thapmaueBTUYHM dapmavleBTUYHNI 3MiHM | TUMY - BHECEHHS 3MiH 0 po34iny peyenma
mr)/mn; no 10 mny 1 3aBofg, 3aBoy, Monbha AT, «MapkyBaHHa» MKA J13: 3anponoHoBaHo:
dhnakoHi-KkpanesnbHuUL; Monbcha AT MonbLwa (KoHTposb MapkyBaHHS: 3rigHO 3aTBEPAKEHOIO TEKCTY
no 1 conakony 3 Ta BUMYyCK cepii); MapKyBaHHA. OHOBJIEHHA TEKCTY MapKyBaHHS
PO34YMHOM Y KOPO6L MepaHa ®apma ynakoBoK J13. BBefieHHs 3MiH NpOTSArom 6-1u
KapTOHHIi AKLioOHepHe MicSLiB NicNsA 3aTBEPAYKEHHS
ToBapucTBo,
MonbLa
(BMpOGHMLTBO,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b Ta BUMYCK
cepii)
50. FANA3O/IH® | cnpeit Ha3a/bHWA, BapLluaBcbkuii Monba BapLuaBcbkuii Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/16346/01/02
KOMBI po3uuH, (0,5 mr + 50,0 hapmMaueBTUYHU dapmayleBTUYHUI 3MiHW | TUNY - BHECEHHS 3MiH A0 po3Ainy peyenma
mr)/mn; no 10 mny 1 3aBofg, 3aBoy, Monbha AT, «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
dhnakoHi-KpanesbHUL; Monbcha AT MonbLa (KoHTposb MapkyBaHHS: 3rigHO 3aTBEPAKEHOIO TEKCTY
no 1 donaxoHy 3 Ta BUnyck cepii); MapKyBaHHSA. OHOBJIEHHS TEKCTY MapKyBaHHS
PO34YMHOM Yy KOPO6LL MepaHa ®apma ynakoBoK J13. BBefieHHs 3MiH NpOTSArom 6-1u
KapTOHHIi AKLioHepHe MicsLiB NicNsA 3aTBEpAKEHHS
ToBapucTso,
MonbLwa
(BMpPOGHMLTBO,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b Ta BUMYCK
cepii)
51. FEAEPUH cupon; no 90 mny TOB "OKnN YkpaiHa TOB "[OKM Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/7526/01/01
dhnakoHi abo 6aHuj; no 1 | "dapmaueBTUYH "papmMaueBTNYHa 3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa peyenma
hnakoHy abo 6aHLi 3 a habpuka" habpuka" Ha3BW NiKapCbKOro 3acoby - 3aTBepKeHO:
[,03YH04O0H0 CK/IAHOYKO FEAEPVH NAKOW, HEDERIN HEDERA HELIX
B nauuj 3anponoHosaHo: FTEAEPVIH HEDERIN
BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS.
52. FENACNAH PO34unH ANs iHgysii no B. BpayH HimeuuunH B.BpayH Megvkan LBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13871/01/01
4% 500 mn 'y donakoHax Menb3yHreH Al a CA 3MiHY | TUNY - He3HaYHa 3MiHa Y nNpoLeci peyenmom
nonieTnneHosux; no 10 BUPOGHMLTBA AD| XXenaTuHy CyKLMHINbOBaHOrO;
(pN1aKOHIB Yy KapTOHHiIl 3MiHM | TUNY - 3MiHa y MeToAax BUNpoGyBaHHS
Kopobui; no 500 mny roTOBOrO MiKapCbLKOro 3acoby 3a NoKasHMKOM
MilLKax naacTUKOBUX; Mo «KinbkicHe BU3HaueHHs. Xnopugmn» KoHTposb
20 MiLLKIB Y KAPTOHHIl matepianis TP 0306;
Kopoo6Ui 3MiHW | TUny - BuaanexHs ME-ceptudikary
BiANOBIAHOCTI EBponeiickbkii hapmakonei Ne R1-
CEP 2000-028-Rev 02 ans Gelatin Big,
3aTBEpAXEHOro BUpo6HKka ROUSSELOT; 3MiHK
| TMNy - NogaHHsA HoBoro E- cepTudiikata
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BiANOBIAHOCTI EBponeiickkilt hapmakonei Ne R1-
CEP 2000-029-Rev 05 ans Gelatin Big,
BMpo6HMka ROUSSELOT
53. FENABEHE Kancynu Teepgai; no 10 TOB «TeBa Ykpaina Mepkne M'm6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/2381/01/01
Kancyn y 6nictepi; no 3 YkpaiHa» (Brpo6bHuuTBO 3MiHKM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
6nictepun y Kopobui Hepo3ghacoBaHOro HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
npoAayKTy, 403BiN Ha (BNacHvKa peecTpauiiHoro NoCBigYEHHS) - 3MiHa
BUNYCK cepil; afipecu 3asiBHUKa
MepBuHHaA Ta
BTOPWHHA ynaKoBka,
KOHTPO/1b SIKOCTI)
54, FENAPUH- PO3UMH AN IH'EKLN, AT "BIONIK" YkpaiHa AT "BIONIK" Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/0822/01/01
BIONIK 5000 MO/mn, no 1 mn B 3MiHuM | TUNY - AgMiIHICTpaTUBHI 3MiHK. 3MiHa peuyenmom
amnyni; no 5 amnyn y HalimeHyBaHHs1 Ta/abo agpecy 3asBHUKa
nauui 3 KapToHy; no 4 (BnacHvKa peecTpauiiiHOro NocBiAYEHHS) - 3MiHa
My chnakoHi; no 5 HaliMeHyBaHHs Ta agpecu 3asaBHUKa (BnacHuka
hNakoHiB y naui 3 peecTpauiiHoro noceifyeHHs) TepMiH BBEAEHHS
KapTOHY; N0 5 MmNy 3MiH NPOTAroM 6 MiCALiB NiCNs 3aTBEPAKEHHS;
dnakoHi; no 5 a6o no 10 3MiHuM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
hnakoHiB y naui 3 HalimeHyBaHHs Ta/abo agpecu micus
KapTOHY NPOBaPKEHHS AiS/IbHOCTI BUpoOHMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
AinbHULI BUNYCKY cepii abo micLe npoBefeHHs
KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAMNOBigaE
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa HalilMeHyBaHHS Ta afpecy BUPOGHUKA
N3, 6e3 3MiHn Micus BUpobHMLTBa (TepMmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuis nicns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHKU WoL0
6e3nekn/edpeKTBHOCTI Ta hapMakoHarisay
(iHWi 3MiHW) - BHECEHHS 3MiH [0 po3giny
«MapkyBaHHsA» MKA /13. OHOB/IEHHA TEKCTY
MapKyBaHHS1 YNakoBKM NiKapCbKoro 3acoby i3
3a3HayYeHHAM MiXXHApPOHMX MO3HaYeHb OAVNHULIb
BUMiptoBaHHsA (TepMiH BBEAEHHSA 3MiH MPOTSAroM
6 MicALiB nic/ia 3aTBEPAKEHHS)
55. FENTPAN® Tabnetku A6GOTT HimeuuunH E668i C.p.n. ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6993/01/02
KULLKOBOPO34YMHHI MO NabopaTtopi3 a 3MiHu | TUNy - 3MiHa y napameTpax peyenmom
500 mr; no 10 TabneTok m6eX cneuudikaLin Ta/abo foNyCTUMNUX MEX,

y 6nicTepi; no 2
6nicTepPU Yy KapTOHHIl
Kopoo6Li

BM3HauYeHuX y crneyndikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BUKOPWCTOBYIOTBLCSA Y NpoLeci BUpobHuuTBa Ad|
- 3BY)XXEHHSA JONYCTUMUX MEX A/ NOKa3HUKa
"Mikpo6ionoriyHa yMcToTa'"; 3miHu | Tuny - 3amiHa
y napameTpax creumdikayiin Ta/abo gonycTummnx
MeX, BU3HaYeHux y cneumagikauisx Ha A®l, abo
BUXIZHWUA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTLCS Y Npoueci BUpo6HuuTea Ad|




57

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
- JONOBHEHHS cneuudikauii Ha A®I
[04aTKOBMMU TecTamy Ha crneungidHi
MiKpoopraHiaMu; 3miHu Il Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpoAyKT/pearexT, Wwo
BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
- PO3LLUMPEHHS JONYCTUMUX MEX NS MOKa3HUKa
"KifIbKiCHE BU3HAYEHHS, afeMeTiOHIH-iOH" Y
cneundikauii Ha A®| agemeTioHiHy 1,4-
6yTaHancynboHaTy

56. FEPLEENTUH PO34uH NS iH KL, ®.XothpmaHH- LLsenuapi Brpo6HMUTBO LLBeiuapis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/14303/01/01

® 600 mr/5 mn; 1 chnakoH 3 Na Pow Ntpg, a Hepo3dhacoBaHol 3MiHuM | TUNY - AOMiIHICTpaTBHI 3MiHW. 3MiHa peyenmom
PO3YMHOM Y KapTOHHIii NpoAYyKLUiT, HalilMeHyBaHHs Ta/abo agpecu micus
Kopoo6Li nakyBaHHs, NpoBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
BMNPOBYBaHHS roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
KOHTPOSO SIKOCTI, OinbHULL BUNYCKY cepii abo MicLe npoBeAeHHs
BMNYyCK cepil: KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
®.XohpmaHH-/15 BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid) -
Pow Ntp, 3MiHa agpecu BUpobHuKa ®.XoddpmaHH-/1s Pow
LLIseliLapis; Nt1a, Weeliyapis (BUPOGHNLTBO
BrnpobyBaHHs Hepo3dacoBaHOI NPOAYKLi, NakyBaHHS,
KOHTPOJO SIKOCTI: BMNPOBYBaHHA KOHTPOJIIO AKOCTI, BUNYCK cepi),
®.XothpmaHH-/15 6e3 3mMiHn Micusa BUPOGHMLTBA. 3MiHU BHECEHO B
Pow NTa, IHCTPYKLUiO 4151 MeANYHOrO 3aCTOCYBaHHSA LLOA0
LLseiiuapis MiCLLe3HaxopKeHHS BUPO6HMKA 3 BiANOBIAHUMM
3MiHaMW y TEKCTi MapKyBaHHS yMakoBKM
nikapcbkoro 3acoby (BBefeHHS 3MiH MPOTArom
6-TN MicsLIB Nicns 3aTBEPKEHHS)

57. FTNATUPAME | po3uvH ANns iH ekuii, 20 MicTtpan Kenitan AHrnis BiANOBIAa/IbHWI 32 HigepnaHamn BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/16792/01/01
PY ALUETAT- mr/mn no 1 mn MeHeKMeHT BUNYyCK cepil: / 3MiHuM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuyenmom
BICTA npenapary y Nimiten CiHTOH BB, Icnanis/ HalilMeHyBaHHA Ta/abo agpecu micus

nonepegHL0 HigepnaHgw; YUnni NPOBaPKEHHS Ais/IbHOCTI BUpOo6OHMKa/iMnopTepa
HanoBHEHOMY LUNPUL; BiANOBIfabHWIA 3a roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
no 1 nonepeaHLo BUMNYCK cepil: AinbHULUI BUNYCKY cepii abo micle npoBefeHHs
HaMoOBHEHOMY LLNPULY B CiHTOH XicnaHis, KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
6nicTepi; no 28, 30 Ta C.J1.,, IcnaHis; BMPOGHUK/IMNOPTEP, BK/IHOYAKUM BUMYCK CEpIit).
90 (3x30) 6nicTepis B BMPOGHMLITBO, 3miHa agpecy BupobHuka M3 CiHToH XicnaHis
KapTOHHI KOPOOLi nakyBaHHs, C.J1., IcnaHisi, 6€3 3MiHK MicUs BUPOOHMLTBA.
KOHTPO/b SIKOCTi: BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
Posi KoHTpakT 3aTBEPKEHHSA.
MaHyheKTypiHr,
C.J1., IcnaHis;
BMPOGHMLITBO,
nakyBaHHS:
CiHTOH Yuni NT1aa.,
Yuni;
KoHTpOsib sIKOCTI




Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(mikpobionorivHwmi):
Baktimm B.B.,
Higepnangu
58. rMIBOMET® TabneTku, BKpUTI Na6opaTtopi ITania A. MeHapiHi ITania/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/7166/01/01
NNiBKOBOIO 060/10HKOI FgotTi C.n.A. MaHydakTypiHr HimeuunHa 3MiHU | TUNY - 3MiHK 40 TEKCTY MapKyBaHHS peuenmom
no 20 TabneTok y NoricTikc eHp ynakoBKM fikapcbKoro 3acoby. BBeAeHHs 3MiH
6nicTepi; no 2 abo 5 Cepsicec C.p.J1., NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS;
6nicTepiB y KAPTOHHIl ITanis (BMpo6HMLTBO 3MiHu || TMRy - 3MiHK A0 IHCTPYKUT Ans
Kopoo6Ui "in bulk", nakyBaHHs MEeAMYHOro 3aCTOCyBaHHSA MikapCbKoro 3acoby
Ta BuUNyck cepiit); A. 0o posginis "MpoTunokasaHHa", "B3aemopgis 3
MeHapiHi IHLWMMK NiKapcbknmy 3acobamu Ta iHLWi B1uan
MaHydhakTypiHr B3aemMogiin", "Ocob/MBOCTi 3aCTOCYBaHHS",
NoricTikc eHp, "3acTocyBaHHs y nepiog BariTHocTi abo
Cepsicec C.p.J1., rofyBaHHs rpyaaro” (yTouHeHHs iHdhopmaui),
ITanis (KOHTpO/ib "Cnoci6 3acTocyBaHHA Ta [03M"(YTOUHEHHS
cepiii); BEP/IIH- iHcbopmawii), "Mo6iuHi peakuii™
XEMI AT,
HimeuunHa
(BUpOGHMLTBO "in
bulk"); BEPNIH-
XEMI AT,
HimeuunHa
(nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiii); Jomne
dapmayeyTidi
C.n.A,, ITanis
(kOHTpONb Ccepiid);
MeHapiHi-®oH
XengeH M'vbX,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
59. FTOHAN-®® PO34MH AN IH'EKL Mo Apec TpeigiHr Liseliyapi | Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/4113/02/01
300 MO (22 mkr)/0,5 mn C.A. a 3MiHW | TUMY - OHOBJ/IEHHS BXE 3aTBEPKEHOrO peuyenmom
no 0,5 Mny kapTpuaxi 3 TEeKCTY MapKyBaHHS NepBUHHOI Ta BTOPUHHOT
NPO6KOI-NOPLUHEM Ta ynakoBsku J13 3 BHECEHHAM [,0aTKOBOI
PUHNIEHOI0 KPULLEYKOHO, iHbopMmauii (BHECEHHSI NO3HAYEHb O4UHULb
BMIiLLLEHOMY Y PYYKy A1 BMMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep
BBEAEHHS; No 1 pyuui Ta NaTUHCLKOro andpasiTy). BHeceHHs 3MiH 4o
8 rofIoK y KapTOHHii po3giny «TekcT MapkyBaHHsa» MKA N13:
Kopoo6Li 3anponoHoBaHo: p. MapkyBaHHs «3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs». BBefeHHs
3MiH NPOTAroM 6 MicsiLiB NicNsa 3aTBepMKEHHS
60. FOHAN-®® PO34MH AN H'EKLi No Apec TpeigiHr Lseliuapi | Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH 10 peecTpavliiiHux maTepianis: 3a UA/4113/02/02
450 MO (33 mkr)/0,75 C.A. A

3MiHu | TNy - OHOBJIEHHA BXE 3aTBEepaAXXeHOoro

peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
M no 0,75 mny TEKCTY MapKyBaHHA NEepPBUHHOT Ta BTOPUHHOT
KapTpuaKi 3 Nnpobkoto- ynakoBKW J13 3 BHECEHHAM [04aTKOBOI
nopLHem Ta pudeHo iHchopmawii (BHECEHHA NO3HaYeHb OAMHNLb
KPULLIEYKOIO, BMILLEEHOMY BUMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep
Y PYUKYy AN BBELEHHS; NaTUHCLKOro andasiTy). BHeceHHs 3MiH 40
no 1 pyuui ta 12 ronok y po3giny «TekcT MmapkyBaHHs» MKA N13:
KapTOHHI KOpooLi 3anponoHoBaHo: p. MapkyBaHHS «3rigHO
3aTBEPXEHOr0 TEKCTY MapKyBaHHs». BBefeHHs
3MiH NPOTAroM 6 MiCALIB MiC/A 3aTBEPMAKEHHS
61. FOHAN-P® PO34UH ANS iH'EKLA No Apec TpeligiHr LBeuapi | Mepk CepoHo C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/4113/02/03
900 MO (66 mkr)/1,5 mn C.A. a 3MiHW | TUMY - OHOBJ/IEHHS BXE 3aTBEPKEHOr0 peuenmom
no 1,5 mny kaptpuaxi 3 TEKCTY MapKyBaHHA NEPBUHHOT Ta BTOPUHHOT
NPO6KOI-NOPLUHEM Ta ynakoBku J13 3 BHECEHHAM [,04aTKOBOI
pPUHNEHOIO0 KPULLEYKOHO, iHbopmawii (BHECEHHSI NO3HAYEHb OANHULb
BMIiLLLEHOMY Y pyuKy A5 BUMIPIOBaHHS, 3 BUKOPUCTaHHAM niTep
BBeJEHHS; No 1 pyuui Ta naTuHCbKOro andpasiTy). BHeceHHs 3MiH 40
20 ro/fIoK y KapTOHHil po3giny «TekcT MapkyBaHHs» MKA N13:
Kopoo6ui 3anponoHoBaHo: p. MapkyBaHHS «3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs». BBefeHHS
3MiH NPOTArom 6 MicAUiB Nicns 3aTBepAKEHHS
62. AANALVH L kancysm no 150 mr; no 8 MOANIEP IHK. CWA dapeBa Ambyas dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/1903/02/01
Kancyn y énictepi; no 2 3MiHW | TUMY - BUNYYEHHS 3aTBEpPI)KEHOro peyenmom
6nicTepy B KAPTOHHIl BMPOGHUKa AP KniHAaMiLMHY rigpoxnopuay
Kopoo6ui Zhejiang Hisoar Pharmaceutical Co., Ltd., China
(Waisha site)
63. AANALVH L, Kancynu no 300 mr; no 8 MPANIEP IHK CLIA dapesa Ambyas ®paHuisa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/1903/02/02
Kancyn y énictepi; no 2 3MiHW | TUMY - BUNYYEHHS 3aTBEPI)KEHOr0 peyenmom
6nicTepy B KapTOHHIlA BMpOOHUKa AD| KniHAaMiLWHY rigpoxiopuay
Kopoo6Ui Zhejiang Hisoar Pharmaceutical Co., Ltd., China
(Waisha site)
64. ANKNO®EHA | cyno3utopii pekTanbHi MpuBatHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7239/01/01
K no0,1r,no5 akuioHepHe akuioHepHe 3MiHK | TUNy - 3MiHa y KOPOTKIli XapakTepuctuui peyenmom
cyno3uTopiiB y 6nictepi, TOBapUCTBO TOBapUCTBO "“JlekxiMm nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
no 2 6nictepun B nauLi "JlekxiM-Xapkis" - XapkiB" IHCTPYKLT ANA MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi peryaspHO OHOB/IHOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo JocnimKeHb 3
6e3nekun 3acTocyBaHHA NiKapcbkoro 3acoby B
nicnspeecTpaviinnii nepiog, abo sk pesynbTat
OL|iHKM 3BITY 3 AOC/iIXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHNX AOCiAKeHb
(PIP) (3MiHY Y3rofxeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHNM OPraHoM); CynyTHA 3MiHa:
3MiHW [0 IHCTPYKUIT AN MeguuHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"Oco6nmBoCTi 3acTocyBaHHS" Ta "To6iuHi
peakuii* BignosigHo fo pekomeHaauii PRAC
EMA
65. ANKOP JIOHIT | Tabnetkn TOB HB® YKpaiHa TOB HB® YkpaiHa BHECEeHHs1 3MiH 10 peecTpauiiHux maTepianis: 3a UA/11012/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NpPO/IOHroBaHoi Aii no 20 "MIKPOXIM" "MIKPOXIM" 3MiHW | TUMY - BHECEHHS 3MiH A0 peyenmom
mr, no 50 TabneTok y Cneuvdikaujii/MeTogiB BunpobyBaHHsa Ad®I
6aHuj; no 1 6aHyi y I130copbigy AvHITpaT BOAHWUN, 30Kpema: - 3a
nauuj 3 kKapToHy; no 10 nokasHukamu "“lgeHTudpikauis”, "CynbcatHa
Tabnetok y 6nictepi; no 303" - BHECEHHS HE3HaYHUX 3MiH Y 3B'A3KY 3
5 6nicTepis y nauui 3 npuBeAeHH:AM Y BiANOBIAHICTb A0 AdY; - 3a
KapTOHY nokasHukom "KinbkicTe BU3Ha4YeHHS" - He3HauHi
3MiHM B METOAMLji BUNPOBYBaHHS; BHECEHHS
3MiH o MeTogis Bunpo6ysaHHs Ad| 13ocopbigy
[ONHITPaT BOAHWIA 38 NOKA3HMKOM "3annLiKosa
KiNbKICTb OpraHiyHUX pO3YMHHUKIB (eTaHonM)",
30Kkpema: 3mMiHa ymMoB XpomarorpadyBaHHs,
3MiHa Npo6OoNiArOTOBKM PO3YMHIB
66. ANKOP NOHI | Tabnetku TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11012/01/02
NPOSIOHroBaHoi Aii no 40 "MIKPOXIM" "MIKPOXIM" 3MiHW | TUMY - BHECEHHSA 3MiH A0 peyenmom
Mr, no 50 TabneTok y Cneuudikauii/MeTogis Bunpo6yBaHHs AdI
6aHLi; no 1 6aHLi y I130cop6igy AvHITpaT BOAHUIA, 30KpeMa: - 3a
nadui 3 kapToHy; no 10 nokasHukamu "lgeHtucpikauis”, "CynbscatHa
TabneTok y 6nicTepi; no 30/18" - BHECEHHSA HE3HAYHUX 3MIH Yy 3B'A3KY 3
5 6nicTepiB y nayui 3 NpVBeLEHHAM Yy BiANOBIAHICTb A0 AdDY; - 3a
KapTOHY NoKasHNKOM "KiflbKiCTe BU3HAUYEHHS" - HE3HAYHI
3MiHU B METOAYML BUNPOBYBaHHS; BHECEHHS
3MiH g0 MeTopis BunpobysaHHA Ad| 13ocopbigy
OVHITpaT BOAHUIA 3@ NOKa3HWMKOM "3annkoBa
KiNbKICTb OpraHiYHUX pO34MHHUKIB (eTaHomM)",
30KpemMa: 3MiHa yMOB xpoMatorpadyyBaHHs,
3MiHa NPo6oniArOTOBKM PO34MHIB
67. AWKOP NOHI | Ttabnetkn TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/11012/01/03
NpPOSIOHroBaHoI fii no 60 "MIKPOXIM" "MIKPOXIM" 3MiHM | TUMY - BHECEHHS 3MiH A0 peyenmom
Mmr no 50 TabneTok y Creundgikaujii/MeToaiB BunpobyBaHHs Ad|
6aHuj; no 1 6aHLi y 130copbigy AvHITpaT BOAHUIA, 30KpeMa: - 3a
nadui 3 kapToHy; no 10 nokasHukamu "lgeHtudpikauis”, "CynbcatHa
Tabnetok y 6aictepi; no 30/1a" - BHECEHHS HE3HAYHMX 3MiH Y 3B'sI3KY 3
5 6nicTepiB y nauui 3 NpvBeLEeHHAM Yy BiANOBIAHICTb A0 AdPY; - 3a
KapTOHY nokasHNKoM "KifibKicTe BU3HaUYEeHHS" - He3HauHI
3MiHM B METOAML BUNPOOYBaHHS; BHECEHHS
3MiH o MeTogiB BunpobyBaHHst AD| 13ocopbigy
[OVHITPaT BOAHWIA 32 NOKA3HWKOM "3annLuKoBa
KiNIbKICTb OpraHiuYHMX po3YnHHUKIB (eTaHoM)",
30KpemMa: 3MiHa yMoB xpomMatorpadyyBaHHs,
3MiHa Npo6oniAroTOBKM PO3UMHIB
68. ANNPOCANI Masb, no 30 r y Ty6i; no LWepinr-Mnay LLisefiuapi LepiHr-Mnay /1a6o Benebris BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/4114/02/01
K® 1 Ty6i B KAPTOHHIA CeHtpan lct Al A H.B. 3MiHUW | TUMNY - OHOBJ/IEHHA TEKCTY MapKyBaHHS peyenmom

Kopoobui

YNaKoBKM JIIKAPCLKOro 3aC06Y 3 BHECEHHSIM




Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
iHcbopmawii LLoAo 3a3HaYEHHS OAUHULB
BUMIpIOBaHHSA y cucteMi Sl. BHeceHHs 3MiH 10
po3giny “MapkyBaHHa” MKA N3;
3anpornoHoBaHo: BignosigHo [0 3aTBEpKEHOro
TEKCTY MapKyBaHHA. TepMiH BBELEHHS 3MiH -
npoTsArom 6 micsuiB nicns 3aTBepAKEHHS
69. AIMAPUN® Tabnetku no 2 mr no 10 NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14726/01/01
Tabnetok y 6nictepi, no "Kuismegnpenap "KuiBmegnpenapart" 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUPOGHMKa. peuenmom
3, 5, abo 6 6nicTepis y at" 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHepHe
nauui 3 KapToHy ToBapucTeo "Kuismegnpenapar”.
CkopoueHa HasBa NAT "Kvuismegnpenapar”;
3MiHM | TUMy - 3MiHa HaliMeHyBaHHS 3asBHVKA.
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHepHe
ToBapucTeo "Kuismeanpenapar”. CkopoyeHa
Ha3ga NAT "Kuismeanpenapat"
70. AIMAPUN® Tabnetku no 3 mr, no 10 NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14726/01/02
TabneTok y 6nictepi; no "KuiBmegnpenap "Kuismegnpenapar" 3MiHK | TUNY - 3MiHa HaliMeHyBaHHA BUPOOHWKA. peyenmom
3, 5, abo 6 6nicTepiB y at" 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHEpPHE
nauui 3 KapToHy ToBapucTeo "Kuismegnpenapar”.
CkopoyeHa Ha3Ba NAT "KuiBmeanpenapart”;
3MiHK | TNy - 3MiHa HaliMEHYBaHHS 3asiBHMKA.
3anponoHoBaHo: [NoBHa Ha3Ba AKLiOHEpHe
ToBapuncTeo "Kuismegnpenapar”. CkopoyeHa
HasBa AT "Kvismegnpenapar"
71. AIMAPUN® Tabnetku no 4 mr no 10 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14726/01/03
TabneTok y 6nictepi; no "KuiBmegnpenap "Kuismegnpenapar" 3MiHK | TUNY - 3MiHa HaliMeHyBaHHA BUPOOHNKA. peyenmom
3, 5, abo 6 6nicTepiB y at" 3anponoHoBaHo: [oBHa Ha3Ba AKLiOHepHe
nauui 3 KapToHy ToBapucTeo "Kuismegnpenapart”.
CkopoueHa HasBa NAT "Knismegnpenapar”;
3MiHM | TUMy - 3MiHa HaliMeHyBaHHS 3asBHVIKA.
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
ToBapuncTeo "Kuismegnpenapar”. CkopoyeHa
HasBa lNAT "Kvismegnpenapar"
72. AOP30OMTUK | kpanni o4Hi, po3unH 20 $PapmaleBTUYHN Monbua damap A.B.E., Ipeuis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/15656/01/01
KOMBI Mr/mn+5 mr/mn; no 5 mn 11 3aBOg [peuist (NoBHWIA Monbwa 3MiHW | TUMNY - BHECEHHS 3MiH A0 po34iny peyenmom
B NO/ieTUIEHOBY "MONb®APMA" LMK BUPOGHMLTBA); “MapkyBaHHs” MKS J13: 3anponoHoBaHo:
hnakoHi-kpanesbHULj C.A. ®apmarteH C.A., MapKyBaHHS: 3rifHO 3aTBEPKEHOIO TEKCTY

MicTkicTio 10 mn 3
KPULLKOIO 3 rapaHTiiHum
Kinbuem; no 1 a6o 3
h1aKoHW B KapTOHHIi
Kopoo6Li

pevis
(anbTepHaTMBHE
MicLLe KOHTPOIO
AKOCTI, BTOPUHHOI
yNakoBKN Ta BUMYCKy
cepii);
dapmavleBTUYHNI
3aBog, "MNonbgapma”
C.A., MonbLa
(anbTepHaTuBHE
MicLle BTOPVHHOI

MapKyBaHHs. BBeAeHHS 3MiH NpoTArom 6-x
MicALIB Nicns 3aTBEpA)KEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
yMNakoBKN Ta BUMYCKy
cepii)
73. AOLIETAKCE | koHUeHTpaT ans EBEBE ®apma AscTpist EBEBE ®apma AscTpist BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/11091/01/01
N "EBEBE" po3uuHy ans iHgoysiii, 10 lec.m.6.X. lec.m.6.X. Hoor. KI 3MiHW | TUNY - BUNYYEHHN 3aTBEepIXeHOro peyenmom
Mr/mn no 2 mn (20 mr) Hdor.KI BUpo6HuKa APl pouetakceny SICOR ITALY,
abo 8 mn (80 mr), abo ITanis. 3anponoHoBaHo: Sicor De Mexico, SA.
16 mn (160 mr) y DE CV, Mekcuka; Polymed Therapeutics, Inc.,
donakoHi; o 1 dpakoHy Kutaii
B KOpOoO6Li
74. AYNOKCUH® | kancynu TOB "®apma Ykpaina Na6opatopioc IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/17667/01/01
KMLLIKOBOPO3UMHHI TBEPSi Crapt” HopmoH C.A. 3MiHU | TUMY - 3MiHW A0 IHCTPYKLIT AnA peyenmom
no 30 Mr; no 7 kancyny MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro 3acoby y
6nicTepi; no 1 a6o 4 po3ginu "OcobaMBOCTi 3acTOCyBaHHS",
6nicTepy B KAPTOHHIl "3acTocyBaHHA y nepiog, BarirTHocTi abo
nauuj rogyBaHHs rpygar”, "MobivHi peakuyii” 3rigHo 3
iHbopMmaLieto Woa0 MeguyHOro 3acToCyBaHHs
pedhepeHTHOrO SikapcbKoro 3acoby. BeeaeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
75. AYNOKCUH® | kancynu TOB "®apma YkpaiHa Na6opatopioc Icnanis BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/17667/01/02
KMLLKOBOPO34MHHI TBEepai Crapt" HopmoH C.A. 3MiHM | TUMY - 3MiHW [0 IHCTPYKUiT Ans peyenmom
no 60 mr; no 7 kancyny MeAMYHOro 3acTOCYBaHHA MikapCbKoro 3acoby y
6nicTepi; no 4 6nictepn po3ginu "OcobaMBOCTI 3aCTOCyBaHHS",
B KQpPTOHHI nayui "3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaar”, "TobiuHi peakuii” 3rigHo 3
iHhopMmaLieto Woa0 MegnMYHOro 3aCToCyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby. BBeaeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPKEHHS
76. E3OHEKCA® | niodini3aT Ans po3unHy AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/16030/01/01
ONs iH ekt Ta iHdy3ii (BMPOGHMLITBO 3 3MiHuM | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peuenmom
no 40 mrno 10 mny nakyBaHHs in bulk HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
dnakoHi; no 1, 5 a6o 10 hipMu-BMpOGHMKa (BnacHvika peecTpauiiiHoro noceig4eHHs). 3miHa
hnakoHiB y nauui Na6opatopioc Ha3BW Ta aZpecy 3asiBHMKa. BBegeHHS 3MiH
Hopmon C.A,, NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIXKEHHS.
Icnanis) 3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aoum
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPO/IO AKOCTI. (AiANbHICTb, 3a 5Ky BifnoBigae
BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK Cepiid) -
3MiHa Ha3BW Ta agpecu BUPO6GHUKa, 6e3 3MiHu
MicLsl BUPO6HULTBA. BBEAEHHSA 3MiH MPOTAroM
6-TN MicALIB Nic/1a 3aTBEPKEHHS.
77. E30OHEKCA® | nioginizart gns po3yunHy AT "dapmak” Ykpaina Na6opatopioc IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/16029/01/01

A5 iH ek Ta iHdy3iin
no 40 wr in bulk: no 564

HopmoH C.A.

3MiHW | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HaViMeHyBaHHs1 Ta/abo agpecu 3asBHMKa
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
dhnakoHu y kopobu,i (BnacHvika peecTpauiiHoro noceigyeHHs). 3miHa
Ha3BW Ta agpecu 3asiBHUKa. BBeaeHHSA 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.
78. ENI®OP TabneTkun MOAN3EP CWA Mdpaiizep IpnaHgis Ipnangis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/14972/01/01
NPONOHIOBaHOI Aji No EVY.CLML. PapmacboTrKans, HimeuunHa 3MiHK | TUny - 3MiHa Ha3Bu BUPOOHUKa ADI peyenmom
100 mr, no 14 TabneTok KOPMOPEWLIH Ipnangis (aecseHnachakyMHy cykumHar), Wwo Bignosigae
y 6nicTepi; no 2 (BpOGHMLTBO, 3a TeCTYBaHHS Ha KpUCTaivHICTb
6nicTepy B KapPTOHHIl nepBuHHE Ta (peHTreHiBCbka AndipakLis), po3TalioBaHoOro Ha
Kopoo6Li BTOPVHHE AinbHuyj Little Island 3 Pfizer Ireland
nakyBaHHs, Pharmaceuticals, Ireland Ha Upjohn
KOHTPO/Ib SKOCTI); Manufacturing Ireland Unlimited Company,
Mdpaizep Ireland Ta BHECEHHA pefakLuiiiHOi NpaBKu LWoA0
MeHtohekyypuHr agpecyt BUpOGHMYOT AinbHULI, 6€3 3MiHM Micus
Hoiunena rméxX, BMpOBGHULTBA
HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii)
79. ENI®OP TabneTku MNOAN3EP CLIA Mdpaiizep IpnaHgis Ipnangis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/14972/01/02
NPOIOHroBaHoi Aii no 50 EMY.CLIL. dapmacbloTrKans, HimeuunHa 3MiHK | TMNy - 3MiHa Ha3BW BMPO6GHUKa ADI peyenmom
Mr, no 14 TabneTok y KOPMOPEWLUH Ipnangis (oecseHnaakumHy cyKumHar), Wwo Bignosigae
6nicTepi; no 2 6nictepu (BUPOGHULTBO, 3a TeCTyBaHHS Ha KpUCTaNivHiCTb
B KAPTOHHIli Kopobu,i nepBuHHE Ta (peHTreHiBCbka AngopakLis), po3TaloBaHoOro Ha
BTOPVHHE npinbHuui Little Island 3 Pfizer Ireland
nakyBaHHs, Pharmaceuticals, Ireland Ha Upjohn
KOHTPO/Ib SIKOCTI); Manufacturing Ireland Unlimited Company,
Mdpaiizep Ireland Ta BHECEHHS pefakLiiiHOT NpaBKu LWoA0
MeHtodekuypuHr ajipecyt BUPOGHMYOT AiNbHULI, 6€3 3MiHM Micus
[Loliuneng Mv6X, BMPOGHMLTBA
HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHS, BUNYyCK
cepii)
80. EON pO34unH opasibHuiA, 0,5 CTALA HimeuumnH BWNYCK CepiiA: Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/14555/01/01
mr/mn no 150 mny ApuHaiimiTTens a CTALA peuisi/ 3MiHK | TUNY - AOMIHICTPaTMBHI 3MiHW. peyenma
nakoHi; no 1 dpiakoHy Al ApuHalimitTens AT, Bonrapis/ BunyyeHHs1 BUPOGHMYOI AinbHULI (BKIOYAOUN
Y KOMMNJIEKTi 3 MipHOIO HimeuumnHa; ®paHuisa AinbHUUI Ans A®l, npoMiXHOro npoAykTy abo
JIOXKOK ab0 MipHUM KOHTpPO/b Ccepili: roToBOro fikapcbKoro 3acoby, AinbHUL Ans
NPUCTPOEM Y BUrAAI Cneuucpap C.A,, npoBefieHHA NaKyBaHHs, BUPOBHYKa,
Lnpuua y KapToHHii Ipeuis; BiANOBIAA/IbHOIO 3a BUNYCK Cepiii, MicLe
KopoobLi BMPOGHMLITBO NpoBefeHHSA KOHTPOsto cepii) abo
Hepo3g)acoBaHOro noctayasnibHUKa BMXiAHOrO MaTepiany, peareHty
NPOAYKTY, NEPBUHHE ab0 [0MNOMKHOT PEYOBUHM (AKLLO 3a3HAYEHO Y
Ta BTOPVHHE [0Cbe). 3MiHa BHOCUTLCA 3 METOK BUNYYEHHS
nakyBaHHs, ChYHKLi/A BUPOGHMLTBA HEPO3(hacoBaHOro
KOHTPO/1b CEpili: NPOAYKTY, NEPBUHHOIO Ta BTOPUHHOIO
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
"BAJIKAHPAPMA- nakyBaHHs NikapcbKoro 3acoby A1 BUPOOHMKa
TPOAH" AL, N3 Cneuudpap C.A., INpeuisi.
Bonrapisi;
BMPOGHMLITBO
Hepo3acoBaHoro
NpoAyKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b Ccepili:
®AMAP OPJIEAHC,
PpaHuis
81. ECMEPOH® pO3unH ANs iH'ekuiin, 10 LepiHr-Mnay LLsenuapi H. B. OpraHoH, HigepnaHgu BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7719/01/01
mr/mn no 5 mn (50 mr) y CeHTpan lcT Al a HigepnaHnan / HimeuunHa/ 3MiHUW | TUMNY - OHOBJ/IEHHA TEKCTY MapKyBaHHS peyenmom
dnakoHi; no 10 (BnMpo6HULTBO in CnosayumHa | ynakoBKu NikapCbKoro 3acoby. TepMiH BBEAEHHS
(hN1aKOHIB Yy KapPTOHHIl bulk, 3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPAXKEHHS
KopooLi nepBUHHE/BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTi Ta
BUNYCK cepii);
Cirdppig, XamenbH
'm6X, HimeuunHa
(Bupo6bHULTBO in
bulk, nepBuHHe
nakyBaHHs Ta
KOHTPO/1b SAKOCTI);
XawmerbH pac a.c.,
CnosayunHa
(AnbTepHaTUBHUIA
KOHTPO/1b SIKOCTI)
82. ETAUN3NH TabneTku, BKpUTI AT NatBis AT "OnaiHdapm" Narteis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/3771/01/01
060/10HKOH0, Mo 50 Mr Ne "OnaiiHdhapm" 3MiHUW | TUNY - OHOBJ/IEHHA cneuudikauii peuyenmom
50 (10x5) y 6nicTepax [0NOMDKHOT peyoBrHY MoBIfOH BIANOBIAHO A0
EP 3a nokasHukamu: ldentification,
Microbiological quality, pH. 3anponoHoBaHo:
SpecExcDP000031/3
83. XXUBOKOCT Masb, N0 251, Mo 40ry TOB "OKN YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 6e3 UA/6235/01/01
APTONIA Ty6i; no 1 Ty6i B navyj 3 "®apmaueBTUYH "papmMaueBTUYHa 3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA peyenma
KapToHy; no 25 r abo no a thabpuka" habpuka" nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y

50r,a60no90ry
6aHLi; no 1 6aHLi B
nauvj 3 KapToHy

TepMiHax npuaaTHocTi abo yMoBax 36epiraHHsA
roTOBOrO J1iKapCbKOro 3acoby (36ibLUeHHS
TepMiHy NpUAATHOCTI FOTOBOTO J1iKapCbKOro

3acoby) - 115 TOproBoi ynakoBku

(niaTBEPOKYETLCA AAHUMW PEasIbHOIO Yacy) —

36iNbLUEHHS TEPMIHY NPUAATHOCTI NiKapCbKoro

3aco6y 3 3 10 4 pokiB. 3MiHN BHECEHI B pO3/in
"TepMmiH npuaaTHocTi" B IHCTPYKLiO 415
MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acooby.
BBeggeHHs1 3MiH NPOTArom 6-Tu MicALB nics
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3aTBepKEHHS. 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MmiHa y ckiagi (0NoMKHMX pevyoBUHaXx)
rOTOBOrO Jlikapcbkoro 3acoby (iHLLi JOMOMiXKHi
peyoBuHK) - 3aMiHa OAHIel LONOMIKHOT
PEYOBUHM Ha iHLY 3 TUMW cCaMUMW
hYHKLIOHa/TBHUMU XapakTepucTKkamm Ta Ha
TOMY CaMOMy PiBHi — 3MiHa SKICHOro cknagy
[0NOMDKHMX PEYOBUH, a came Bigbynach 3aMiHa
onii KyKypyA3siHOT Ha 0/1it0 0/IMBKOBY 6€3 3MiHM
KinbKicHOro cknagy (3a macoto) onii, i3
36epexeHHsAIM (PYHKLOHaUTbHUX XapaKTepUCTUK.
3MiHN BHeceHi y po3gin "Cknag" (4onoMixHi
PEUYOBUHW) B iIHCTPYKLiO 4151 MEAUYHOIO
3acTOCyBaHHS MikapcbKoro 3acoby Ta sk
HacnifokK - y TeKCTi MapKyBaHHSA yNakoBKu
nikapcbKoro 3acoby. BeeieHHs 3MiH NpOTArom
6-TV MicALIIB NiCN1SA 3aTBEPKEHHS.
84. SIKALIA® Kancynu Teepgi, no 150 HoBaprTic ®apma | LBeliyapi Hosaprtic ®apma LLBeiuapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/16003/01/01
Mmr no 50 kancyny Ar, LLseliuapis A LiTeliH AT, 3MiHKM | TUNY - foAaBaHHA MiXXHaPOLHUX peyenmom
6nicTepi, no 3 6nictepn LLBeiuapis no3HayYeHb OAMHULL BUMIPIOBaHHS (3
B KapTOHHI kopobui (BUpOGHMLTBO 3a BVKOPUCTAHHSAM J1iTep NaTUHCLKOro andasiTy);
NOBHUM LMK/IOM); BHECEHHS 3MiH [0 po3ainy "MapkyBaHHA" MKA
dapmaHanituka CA , N3: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
Lseliuapis 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
(KOHTpOSIb AKOCTI (3a BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
BUHATKOM TecTy 3aTBEPMKEHHS
Mikpob6iosoriyHa
yucToTa))
85. 30KOP® TabneTkn BKPUTI Mepk LWapn i LLiseliyapi BunpobHuk Benvka BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/0645/01/01
POPTE NAiBKOBOK 060/I0HKO Ooym IOEA a Hepo3dhacoBaHol BpuTtaHisa/ 3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA peuyenmom
no 40 mr no 14 tTabneTok M6X npoaykuii, KoHTpons | HigepnaHau NiKapcbknii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
y 6nicTepi; no 2 SIKOCTI: iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii
6nicTepy B KapTOHHIiA Mepk Wapn i Joym Ta KOHTPOJIK0 AKOCTi FOTOBOTO J1iKapCbKOro
Kopoo6Li Nimitea, Benuka 3acoby (3amiHa abo fofasaHHA finbHUL, Ha
BpwuTaHis; SKI 34iAICHIOETLCSA KOHTPO/1b/BUNPOOYBAHHS
MakyBaHHS, cepii) - gopasaHHa Mepk LWapn i Joym B.B.,
KOHTPONb AKOCTI, HigepnaHay Sk AinbHULI, WO 34iACHIOE KOHTPONb
BMNYyCK cepil: SKOCTi. BBEAEHHA 3MiH NpOTArom 6-Tv MicsiLiB
Mepk LWapn i Joym nicnsa 3aTBepKEHHS.
B.B., Hinepnanan
86. 30/1EB-500 TabneTkn, BKpUTI €Bpo /aiidkep IHAjs ®AC Niviten IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: - UA/18065/01/01

NNiBKOBOK 060/10HKOIO,
no 500 wr, in bulk: no
1000 TabneTok B NakeTi

MpaiisiT NimiTen

3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3miHa
pO3Mipy yNakoBKM roTOBOrO JlikapCbkoro 3acoby
(iHLWi 3MiHW) - BBEAEHHS 4,0AATKOBOI YNakoBKM in
bulk: 1000 Tab1eToK B NakeTi 3 NoslieTUAeHy
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HM3bKOI LLiSIbHOCTI B KOHTEHEpI 3 MofieTUIeHy
BMCOKOT LLiNIbHOCTI 3 BiANOBIAHUMU 3MiHAMU B .
"YnakoBka" (BBefeHHs 3MiH NpoTArom 3-x
MicsILiB Micnsi 3aTBEPAKEHHS)
87. 30/1EB-500 TabneTku, BKpUTI €Bpo faiidkep IHais ®AC Nimiten, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8777/01/02
NNiBKOBOIO 060/I0HKOIO, MpavisiT MlimiTeq 3MiHK | TRy - 3MiHK 3 SIKOCTi. [O0TOBWIA peyenmom
no 500 mr, no 5 nikapcbkuii 3aci6. Cuctema
Tabnetok y 6nictepi; no KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
1 abo no 2 6nictepn y PO3Mipy yNakoBKM roTOBOrO JliKapCbKOro 3acoby
KapTOHHIA KOpoo6Li (3MiHa KiNbKOCTi 0AMHWLE (Hanpuknag TabneTok,
amnyn TOLLO) B ynakoBsLi:) - 3miHa nosa
AianasoHoM 3aTBep)KEHNX PO3MIpIB yNaKkoBKY -
BBE/IEHHS 40AATKOBOI ynakoBku: no 5 TabneTok
y 6nicTepi; no 1 a6o no 2 6nicTepn y KApTOHHIA
Kopo6Li 3 BigNOBIAHUMY 3MiHAMW Y p.
"Ynakoska" (BBefeHHs 3MiH NPOTArom 3-X
MiCSILiB MicNs 3aTBEPAKEHHS)
88. 30/1EB-500 TabneTku, BKpUTI €Bpo Jlaiichkep IHgis oAC NimiTepq, IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8777/01/02
NAiBKOBOK 000I0HKOH, MpaiisiT NimiTeq 3MiHKM | TUNy - 3MiHK WoA0 peuyenmom
no 500 mr, no 5

Tabnetok y 6aictepi; no
1 6nicTepy y KapTOHHii
KOpoo6Lii.

6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLi nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii ons
MeAMYHOro 3acTOCyBaHHA Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbTart
OL,iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIAANOBIAHO A0 NAaHy nefiaTpuyHUX fOCAifKeHb
(PIP) (3MiHy y3rofkeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM). 3MiHV BHeCeHi A0
iHCTPYKU|i ANA MeAUYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHA" BiAMNOBIAHO 4O OHOBNEHOT
iHchopmawii 3 6e3neku Aitoyoi pevyoBUHN.
BBegeHHs 3MiH NpoTAarom 3-x mMicsiuiB nicns
3aTBepXeHHS. 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
3MiHa y KOpOTKill XapakTepucTuLi nikapcbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLii ons
MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCTOCYBaHHSA NikapCbKoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbTart
OL,iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIAANOBIAHO A0 NAaHy nefjiaTpuyHUX JOCAifKeHb
(PIP) (3MiHY y3rokeHo 3 KOMNETEHTHUM
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

YMOBHOB&XEHVM OpraHoM). 3MiHV BHECEHI A0
IHCTPYKU|i 418 MeANYHOro 3acToCyBaHHA
NiKapcbKoro 3acoby y po3ainu: "MNokaszaHHa"
(iHdhopmauis wopao 6e3nekn), "OcobnBoCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 403K1"
(yTouHeHHs iHdopmauii), "Mepeao3ysaHHs",
"Mo6iuHi peakuii" BiAMNOBIAHO 4O OHOBNEHOI
iHbopmawii 3 6e3neku Aito4oi pevoBUHN.
BBefeHHst 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBep/MKeHHS. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
3MiHa y KOpOTKili XxapakTepucTuLi NikapCbkoro
3aco6y, TeKCTi MapKyBaHHS Ta iHCTpYKLi Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbkoro 3aco6y, abo gocnigxeHb 3 6e3nekn
3aCTOCyBaHHS fnikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbrtart
OL|iHKM 3BITY 3 AOC/iIXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy neaiaTpuyHNX AOCiAKeHb
(PIP) (3MiHY Y3rofxeHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHVM OpraHoM). 3MiHV BHECEHI A0
IHCTPYKU|i 418 MeANYHOro 3acToCyBaHHA
nNiKkapcbkoro 3acoby y po3ginun: "OcobamnBocTi
3acTocyBaHHs", "lNo6iyHI peakuii” BigNoBigHO A0
OHOBJIEHOT iH(hopmaLii 3 6e3nekn aitoyol
peyoBuHW. BBeAEHHSA 3MiH NPOTArom 3-x Micauis
nicnsa 3aTBepKEHHS.

89.

30/1EB-750

TabneTku, BKpUTI
NNiBKOBOIO 060/I0HKOIO,
no 750 wr, in bulk: no
1000 TabneTok B NakeTi

€Bpo flaiidkep
MpainsiT NimiTes

IHais

®AC Nimiten,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUnY - 3MiHK 3 AKoCTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa
PO3Mipy yNakoBKM roTOBOrO JliKapCbKOro 3acoby
(iHWi 3mMiHW) - BBEEHHA 00AAaTKOBOI YNakoBKM in
bulk: 1000 TabneTok B nakeTi 3 nosieTuneHy
HM3bKOI LLiNIbHOCTI B KOHTEMHEPI 3 MoNieTUIeHyY
BMCOKOT LLiNIbHOCTI 3 BiAMNOBIAHUMW 3MiHAMW B p.
"YnakoBka" (BBefeHHS 3MiH NpOTArom 3-X
MiCALIB MiC/1A 3aTBEPKEHHS)

UA/18065/01/02

90.

30/1EB-750

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 750 mr, no 5
TabneTok y 6nictepi; no
1 abo no 2 6nictepn y
KapTOHHI KOPOOL

€Bpo /aiidkep
MpavisiT NimiTeq

IHais

®AC Nimiten,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHK | TUNY - 3MiHK 3 AKoCTi. FoToBWMIA
nikapcbkuii 3acio. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy yNakoBKM roTOBOrO NikapCbKoro 3acoby
(3MiHa KinbKOCTi oAnHUUbL (Hanpuknag TabneTok,
amnyn TOLLO) B ynakosLi:) - 3miHa nosa
AianasoHoM 3aTBepPKEHNX PO3MIpIB yNaKoBKY -
BBE/JEHHS A0AATKOBOI YNakoBKM: N0 5 TabNeToK

3a
peyenmom

UA/8777/01/03




68

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
y 6nicTepi; no 1 abo no 2 6nictepn y KapTOHHIiA
Kopo6ui 3 BigNOBIAHMMM 3MiHAMU Y p.
"YnakoBka" (BBefeHHs 3MiH NpoTArom 3-x
MicsILiB Micnsi 3aTBEPAKEHHS)
91. 30/1EB-750 TabneTku, BKpUTI €Bpo faiidkep IHais ®AC Nimiten, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/8777/01/03
NNiBKOBOIO 060/I0HKOIO, MpavisiT MlimiTeq 3MiHKM | TRy - 3MiHK WoA0 peyenmom
no 750 mr, no 5

Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
KOpOoo6Li.

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi Nikapcbkoro
3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo focnigkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHNX OCNiAKeHb
(PIP) (3MiHY y3roXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoM). 3MiHV BHECEHI A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHA
nikapcbKoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHsA" BiANOBIAHO A0 OHOBNEHOI
iHchopmawii 3 6e3nekn AjtoHoi pevyoBUHN.
BBeneHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBepMKeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi Nikapcbkoro
3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3nekun
nikapcbkoro 3acoby, abo focnigkeHb 3 6e3neku
3aCTOCyBaHHSA fikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOC/IXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHNX 4OCNiAKeHb
(PIP) (3MiHY y3roXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHNM OpraHoM). 3MiHV BHECEHI A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHA
niKapcbKoro 3acoby y po3ainu: "MNokaszaHHA"
(iHdpopMmauist woao 6esnekn), "Ocob6MBOCTI
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta go3un"
(yTouHeHHs iHchopmali), "MepenosyBaHHA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBAEHOI
iHchopMmawii 3 6e3nekn Ajto4oi pevyoBUHN.
BBeneHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBepMKeHHs. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NikapcbKoro

3ac06y, TEKCTIi MapKyBaHHA Ta iHCTPYKLiT Ans
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo focnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiANOBIAHO [0 NMiaHy negiaTpuyHUX JoCAifKeHb
(PIP) (3MiHY y3rofiXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHVNM OpraHoM). 3MiHV BHECEHI A0
IHCTPYKUT 4719 MeANYHOro 3acTOCYBaHHS
nNiKkapcbKkoro 3acoby y po3ainu: "OcobnmnsBocTi
3actocyBaHHs", "lMob6iuHi peakuii” BigNoBIgHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3neku ailoyoi
peyoBunHW. BBeAEHHS 3MiH NpOTAroM 3-x MicsiLiB
nicns 3aTBepAKeHHS.

92.

30/TTOHAP

pO3uunH ANns iHdysii, 5
Mr/100 mn, no 100 mny
dnakoHi; no 1 chnakoHy
B KapTOHHI kopobui

YOPIA
MEANLIAH
INIAY CAH. BE
TIDK. A.LL.

TypeuunH
a

lgon lnay Jonym

CaH. Be Tigx. A.LL.,

TypeyuunHa;
Medap lnay CaH.
A.L., TypeyumHa

TypeyumnHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHN | TUNY - 3MiHK 3 IKOCTI. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3aMiHa
ab0 BBeJEHHA A0AATKOBOT AiNTbHNL
BMPOOHULITBA /15 YACTUHU ab0 BCbOro
BMPOGHMYOro MPOLEeCy roToBOro NMikapcbKoro
3acoby (finbHMLA, Ha Sk NpoBOAATLCA 6y ab-
SKi BAPOOGHUYI CcTagil, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJIH0 SIKOCTI Ta BTOPMHHOIO NakyBaHHA ANs
CTEPUIbHUX NiKapCbKMX 3aco6iB (BKIOYa0um
BMPOGIEHI acenTUYHNM METOAOM), KPiM
nNikapcbkunx 3acobiB 6i010rYHOro/iMyHONOrYHOrO
NMOXO[KEHHS) -

CynyTHSA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHAL BUPOBHULITBA /18 YACTUHN
a60 BCbOro BUPOGHMYOro npoLiecy rotoBoro
niKapcbKoro 3acoby (AinbHULA 4518 BTOPUHHOTO
nakyBaHHs) - BBELleHHS A04aTKOBOT BUPOBGHNYOIT
AinbHuui Medpap Inau Can. A.LL., TypeuuunHa;
3MiHM | TURY - 3MiHK 3 AKoCTi. FoTOBWMIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMUTBI. 3MiHa
iMnopTepa/3aMiHu, LLIO CTOCYITbCSA BUNYCKY cepil
Ta KOHTPOJII0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LU0
BiANOBIgae 3a BBE3EHHSA Ta/abo Bunyck cepil) -
Bktouatouy KOHTPOb/BUNPOGYBaHHS cepii -
nofaBaHHs BUpobHuKa - Medpap lnay CaH.
A.LL., TypeuunHa, 5K HacnigoK nosisa
[04aTKOBOT BTOPMHHOT YNakoBKW. TakoX 3MiHW
BHECEHI B iHCTPYKLi0 4151 MeANYHOro
3actocyBaHHs /13 y p. "BUpo6HUK",

3a
peyenmom

UA/14630/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
"Micue3HaxomkeHHs BUpo6HYKa Ta ioro agpeca
MiCLA MPOBaMKEHHS AiANbHOCTI", AK HACNIA0K
nosiBa NakyBaHHA A1 A0AATKOBOro BUPOOHMKa
93. 130-MIK® cnpeii cybniHrBasibHNI TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/2621/01/01
no3oBaHuii, 1,25 "MIKPOXIM" "MIKPOXIM" 3MiHW | TUNY - BHECEHHA 3MiH A0 peyenmom
mr/gosy, no 15 mn (300 Cneuudikauii/MeTogis BunpobysaHHs AdI
[03) Yy dhnakoHi 3 I130copbigy AvHITpaT BOAHUIA, 30KpeMa: - 3a
posnunoBayem; no 1 nokasHukamu "lgeHtudpikauis”, "CynbcatHa
hnakoHy y nauui 3 30/1a" - BHECEHHS He3HAYHUX 3MiH Y 3B'A3KY 3
KapToHY npvBeAeHHAM Yy BiANOBIAHICTb A0 AdPY; - 3a
nokasHukoM "Kinbkicte BU3Ha4YeHHS" - He3HauHi
3MiHV B METOAML BUNPOBYBaHHS; 3MiHN | Tuny -
BHECEHHS 3MiH 0 MeTogiB BUNpobyBaHHs AdI
130copbiay AvHITpaT BOAHUIA 32 NOKA3HUKOM
"3anmMLLKOBa KiNbKICTb OPraHiyHNX PO34YNHHUKIB
(eTaHon)", 30kpemMa: 3MiHa yMOB
XpomatorpadyyBaHHsi, 3MiHa Npo60oniAroToBKU
pO34MHIB
94. IHBEF'A® TabneTkmn TOB "[>XOHCOH i Ykpaina Anza KopnopeiiH, CWA/ Itanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7032/01/01
NPOJIOHroBaHoI fii, JXOHCOH CLA (B1po6HMLTBO 3MiHM | TUNY - 3MiHA SKICHOTO Ta KiflbKiCHOro peyenmom
BKPUTi 060/10HKOHD, MO 3 YkpaiHa" NiKapcbkoro cknagdy nNepBUHHOI ynakoBku 13, a came 3amiHa

Mr no 7 TabneTok y
6nicTepi; no 4 6nictepn
B KAPTOHHIli Kopobu,i

3acoby); AHcceH-
Cinar
MaHydhekuypuHr
Nnc, CWA
(BpO6HMLTBO
NiKapcbKoro
3acoby); AHcceH-
Cinar C.n.A., Itanis
(nepBuHHA i
BTOPMHHA ynaKkoBka,
BUMNYCK cepii)

opieHToBaHoro nosiamigHoro (OlA) - antoMmiHii
— MBX/antoMiHieBWii 61icTEp 3 PO3PUBHOLD
YNaKOBKOK 3MIHIOETLCS Ha OPiIEHTOBaHMI
noniamigHuii (OMMA) — antoMiHiini-
MBX/antoMiHieBWiA 61icTEP 3 PO3PMBHOD
YNaKoBKOI0 i3 3aXMCTOM Bif, BiAKPUBAHHS AITbMU
(nonaBaHHSA MembpaHu 3 a/lloMiHiEBOI honbrn 3
nanepoBO OCHOBOI A1 3a6e3neyeHHs
3aXUCTY Bif, BigKpUBaHHA 4iTbMU 61iCTEPHOT
ynakoBku), 3 BiANOBIAHUMY 3MiHAMU [0 p.
«YnakoBKa»; 3anponoHoBaHo: Mo 7 TabneTok B
opieHTOBaHOMy nosliamigHomy (OMA) —
antoMiHin-NMBX/ anomiHieBomy 6nictepi 3
PO3PUBHOIO YNAKOBKOHO i3 3aXUCTOM Bif
BigKPUBaHHSA AiTbMU; MO 4 6/iicTepa Y KapTOHHIN
Kopoo6Li. 3MiHM BHeceHi Ao po3ainy "YnakoBka"
IHCTPYKLT ANA MEAUYHOTO 3aCTOCYBaHHS
niKkapcbKoro 3acoby; 3miHu |l Tuny - 3mMiHn
BHECEHI A0 po3ainis "MobivHi peakuii” Ta
"Oco6nMBOCTI 3aCTOCYBaHHA" IHCTPYKLIT AnA
MeZMYHOro 3aCTOCYBaHHS flikapcbKoro 3acoby, a
came, AOJaHHS NOBIYHMX peakLiiii
(comHambyni3m Ta po3nagn xapuyBaHHs) Ta
6e3MeKkn JOMOMDKHUX PEYOBUWH; 3MiHK Il Tuny -
3MiHV BHECEHi A0 po3ziniB "OcobmBocTi
3acTocyBaHHsa" Ta "B3aemogis 3 iHWyMu
NiKapcbknmy 3acobamu Ta iHWi B1uau B3aemMogin”
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

IHCTPYKLUT AN19 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby, a came, iHhopmaduii 3
6e3nekn nNpy 04HOYACHOMY 3aCTOCYBaHHI 3

iHLWIXMK nikapcbkuMK 3acobamu (nastinepigoH Ta
NCUXOCTIMYNATOPK) BiAMNOBIAHO A0 MaTepianis
peecTpavuiiniHoro Aocbe; 3MiHu Il Tuny - 3miHn
BHeCeHi [0 po3ainy "MNo6iyHi peakuii” iHCTpyKLi
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby, a came, foAaBaHHs NOGIYHOI peakuil
(kaTaToHis) BigNOBIAHO A0 MaTepianis
peecTpauiiHoro Aocbe

95.

IHBEFA®

TabneTkun
NPONOHIroBaHoI Aji,
BKPWUTi 060/10HKOI0, MO 6
Mr M0 7 TabNeToK y
6nicTepi; no 4 6nictepn
B KapTOHHIi kopobuj

TOB "[KOHCOH i
JKOHCOH
YkpaiHa"

Ykpaina

Ansa KopnopeiuH,
CLIA (Bupo6HNLTBO
nNiKapcbkoro
3acoby); AHcceH-
Cinar
MaHydekuypuHr
NNc, CWA
(BMpOGHMLTBO
nNiKapcbkoro
3aco6by); AHcceH-
Cinar C.n.A., Itanisa
(nepBuHHa i
BTOPUHHA YNakoBKa,
BUNYCK cepii)

CLWA/ ITtanis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis:
3MiHuW | TUNY - 3MiHa AKICHOTO Ta KiJIbKiCHOro
Cknafy nepBUHHOI ynakosku 13, a came 3amiHa
opieHToBaHoro noniamigHoro (OrA) - antoMiHii
— MBX/antoMiHieBWin 6iicTep 3 pO3pMBHOLO
YNaKoBKO 3MIHIOETLCA Ha OpiEHTOBaHUI
noniamigHuii (OMMA) — antoMiHin-
MBX/antoMiHieBWiA 6iicTeEp 3 PO3PMBHOIO
yMaKkoBKOIO i3 3aX1CTOM Bif BiAKPUBaAHHA AiTbMU
(nogaBaHHA MembpaHu 3 a/TloMiHIEBOT dhoNbrn 3
nanepoBOl0 OCHOBOI 471 3abe3neyeHHs
3aXUCTY Bif BiKPUBaHHA AiTbMU 61icTepHOT
ynakoBkK), 3 BIAMOBIAHUMM 3MiHaMK [0 p.
«YnakoBka»; 3anponoHosaHo: Mo 7 TabneTok B
opieHToBaHOMY nosiamigHomy (OlMA) —
aTIOMIHIR-NBX/ antomiHieBoMy 6nicTepi 3
PO3PMBHOIO YNAKOBKOIO i3 3aXMCTOM Bif,
BiIKpVMBAHHS AiTbMU; N0 4 6icTepa y KapTOHHIl
Kopob6Li. 3MiHM BHeceHi Ao po3giny "Ynakoska"
IHCTPYKLUT AN19 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby; 3miHu Il Tuny - 3miHu
BHeCeHi A0 po3ginis "lMobivHi peakuii” Ta
"Oco6MBOCTI 3aCTOCYBaHHA" iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCcbkoro 3acoby, a
came, AofaHHS NOBIYHMX peakLiiii
(comHambynizm Ta po3nagn xapyyBaHHs) Ta
6e3nekn JOMNOMDKHUX PEYOBUH; 3MiHK Il Tuny -
3MiHM BHECEHI 40 po3ginis "Oco6nBOCTi
3acTocyBaHHA" Ta "B3aemogis 3 iHWnmu
nikapcbknMK 3acobamu Ta iHWi BuAW B3aeMogiin”
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby, a came, iHdhopmadii 3
6e3neku NpyM 0gHOYaCHOMY 3aCTOCYBaHHi 3
iHLWMMKM nikapcbkumm 3acobamu (nastinepigoH Ta
NCUXOCTIMYIATOPK) BiAMNOBIAHO A0 MaTepiasnis
peecTpauiiiHoro A0cke; 3MiHK Il TUNY - 3MiHK

3a
peyerimom

UA/7032/01/02
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BHeCeHi [0 po3ainy "MNo6iyHi peakuii” iHCTpyKLi
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro
3acoby, a came, foAaBaHHs NOGIYHOI peakuil
(kaTaToHis) BiZNOBIAHO A0 MaTepianis
peecTpauiiHoro Aockbe
96. IHBEF'A® TabneTku TOB "[KOHCOH i Ykpaina Ansa KopnopeiuH, CLWA/ Itanis BHECEHHS 3MiH 40 peecTpaLiiHnx maTtepiais: 3a UA/7032/01/03
NPONOHIroBaHoI Aji, JDKOHCOH CLLUA (Bupo6HNLTBO 3MiHuW | TUNY - 3MiHa AKICHOTO Ta KiJIbKiCHOro peyenmom
BKPWUTi 060/10HKOIO, MO 9 YkpaiHa" nNiKapcbkoro Cknafy nepBUHHOI ynakosku 13, a came 3amiHa

Mr M0 7 TabNeToK y
6nicTepi; no 4 6nictepn
B KapTOHHIi kopobui

3aco6by); AHcceH-
Cinar
ManydekuypuHr
NNc, CWA
(BMpOGHMLTBO
nNiKapcbkoro
3acoby); AHcceH-
Cinar C.n.A., Itanisa
(nepBuHHa i
BTOPUHHA YNakoBKa,
BUNYCK cepii)

opieHToBaHoro noniamigHoro (OlA) - antoMiHii
— MBX/antoMiHieBWin 6iicTep 3 pO3pMBHOLO
YNaKoBKOK 3MIHIOETLCA Ha OpiEHTOBaHMI
noniamigruii (OMMA) — antoMiHiin-
MBX/antoMiHieBWiA 6iicTep 3 PO3PMBHOIO
YMaKkoBKOIO i3 3aX1CTOM Bif, BiAKPUBAHHA AiTbMU
(nogaBaHHA MembpaHu 3 asTloMiHIEBOT dhoNbrn 3
nanepoBOl0 OCHOBOI 471 3abe3neyeHHs
3aXUCTY Bif BigKPUBaHHA AiTbMU 61icTepHOT
ynakoBkK), 3 BIAMOBIAHUMW 3MiHamMK [0 p.
«YnakoBka»; 3anponoHosaHo: Mo 7 TabneTok B
opieHTOoBaHOMY nosiamigHomy (OlMA) —
TIOMIHIR-TNBX/ antomiHieBoMy 6nicTepi 3
PO3PMBHOIO YNAKOBKOIO i3 3aX1CTOM Bif,
BiIKPVMBAHHS AiTbMU; N0 4 6nicTepa y KapTOHHIl
Kopob6Li. 3MiHM BHeceHi Ao po3giny "Ynakoska"
IHCTPYKLUT 419 MEeAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby; 3miHu Il Tuny - 3miHu
BHeCceHi A0 po3ginis "MobivHi peakuii” Ta
"Oco6MBOCTI 3aCTOCYBaHHA" iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCcbKoro 3acoby, a
came, AOfaHHS NOBIYHMX peakLiiii
(comHambynism Ta po3naau xapyyBaHHs) Ta
6e3nekn JOMNOMDKHUX PEYOBUH; 3MiHK Il Tuny -
3MiHM BHECEHI 80 po3ginis "Oco6nBOCTi
3acTocyBaHHA" Ta "B3aemogis 3 iHWnmu
nikapcbknMK 3acobamu Ta iHWi BuAW B3aeMogiin”
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby, a came, iHdhopmadii 3
6e3nekn Npu 0gHOYaCHOMY 3aCTOCYBaHHi 3
IHLWMMKM nikapcbkumm 3acobamu (nastinepigoH Ta
NCUXOCTIMYNIATOPK) BiAMNOBIAHO A0 MaTepiasnis
peecTpauiiiHoro AockE; 3MiHK || TUNY - 3MiHK
BHeCeHi [0 po3ainy "MNo6iyHi peakuii" iHCTpyKLi
AN MeAMYHOro 3aCTOCYBaHHA NikapCbKoro
3acoby, a came, flofaBaHHA NOGIYHOI peakuil
(kaTaToHis) BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro Aocbe
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n/n
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97.

IHFABIPUH

Kancynu no 90 mr, no 7
Kancyn y 6nictepi, no 1
6nicTepy B nauui 3
KapToHYy

O "CTALA-
YKPAIHA"

YkpaiHa

MpAT "TexHonor

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis:3aMinu Il Tuny - BBEAEHHA HOBOIO
BUpo6HMKa AdI ImigasoninetaHamigy
NeHTaHAioBOoI KACNOTU (BiTarnytam)
ERREGIERRE S.p.A., ITanis

6e3
peyenma

UA/10409/01/01

98.

IHAOMETAL,
WH Noc

Masb, no 40 ry Ty6i; no
1 Ty6i B nayuj 3 KApTOHY

NAT
"Ximdhapmsasog
"UepBoHa 3ipka"

Ykpaina

NAT
"Ximthapm3asop
"UepBoHa 3ipka"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHU | TUNY - AOMIHICTPaTMBHI 3MiHW.
Buny4yeHHs1 BUPOGHMYOI AinbHULI (BKIHOYAKOUN
AinbHUUi ans A®l, npomiXHOro npoAykTy abo
roTOBOrO JlikapcbKoro 3acoby, AinbHULi 4Nns
npoBefieHHs NaKyBaHHs, BUPOBHYKa,
Bi4NOBiAa/IbHOIO 3a BMMNYCK Cepiid, Micue
NpoBeLEHHSI KOHTPO/I0 cepii) abo
nocTavasnbHviKa BUXiAHOIO Martepiasy, peareHty
ab0 AONOMIKHOT pEYOBMHM (SKLLO 3a3HAYEHO Y
[0CbE). BunyyeHHs anbTepHaTUBHOIO
BUpo6HMKa TOB «®apmaleBTuyHa KOMNaHis
«300poB'A», YKpaiHa BiAnoBiAa/IbHOrO 3a
BMPOOHMLTBO Ta NEPBUHHE NaKyBaHHS.

6e3
peyenma

UA/8581/01/01

99.

IHAOMETAL,
WH
CO®DAPMA

cynosuTopii no 50 mr, no
6 cynosuTopiiB y cTpwni;
no 1 cTpuny B KapTOHHii
navui

AT "Cogpapma”

Bonrapis

AT "Codchapma”

Bonrapis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis:
3MiHK | TNy - akTyanisauia cneyndikayii Ha
aKTVBHY PEYOBUHY iHAOMETAUMH /19 NoKa3HUKa
«Mwukpobuonormyeckas ynctora» y
BIAMOBIAHICTb 4O MOHOrpadii €BponencbKol
thapmakonei; 3amiHu | Tuny - HagaeTbCs
akTyanizoBaHuii CEP Ne R1-CEP 2008-004-Rev
05 gns A®l Indometacin Big BfiacHuKa 3 micuem
BMpo6HMLUTBa CSPC OUY! PHARMACEUTICAL
CO., LTD., No. 88 Yangzi Road, Economic and
Technological Development Zone, China - 052
160 Shijiazhuang, Hebei Province; 3miHu | Tuny -
BU/TyYEHHS BUPOOHUYOI AinbHULi Taicang
Pharmaceutical Factory, Kutaii gns A®l
iHgomeTauuH (Indometacin)

3a
peyenmom

UA/10242/01/01

100.

IHPTAMA®DE
PTUH®

PO34MH ANA iH'EKLiA no 2
M B amnyni; no 10
amnyn B Kopobui 3
KapTOHY 3 NONIMEPHOI0
4apyHKOBOK BK1AAKO0

TOB "HIP"

Ykpaina

TOB "HIP"

Ykpaina

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUMY - 3MiHW B IHCTPYKL,itO ANs
Me[nYHOro 3actocyBaHHa /13 'y p.
"Micel3HaxomKeHHs BUPOGHYMKa Ta ioro agpeca
MiCLAl NPOBaXEHHS AiS/IbHOCTI" (BUyYEHHS
TeneoHHNX HOMepIB 3asiBHMKA/BUPOOHMKA);
3MiHY | TNy - 3MiHK WoAo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMmiHa ynoBHoOBaXeHoI ocobu,
BiNOBIAANbHOI 32 3MjACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3

3a
peyerimom

UA/0611/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHA BiJ, yNOBHOBa)XEHOI 0co6Y,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapmakoHarnsagy
(BK/IIOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEHHI MacTep-thaitna cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHoT
oco6u, BiANoOBIfabHOI 3a 3A4iACHEHHS
thapmakoHarnsgy: MNponoHosBaHa pefakuis —
Kantota Anina OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobMu,
Bi4NOBiAa/IbHOI 32 34iICHEHHS hapmakoHarasay
101. | INATOH® TabneTku, BKpUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/3965/01/01
060/10HKOH0, M0 250 Mmr, PapmaueBTUYHU dapmaLeBTUYHUI 3MiHW | TUNY - BUNYYEHHST HKHBOT MeXi peyenmom
no 10 TabneTok y  3aBog ElC 3aBog ElIC nokasHuka «BTpaTa B Maci npy BUCYLLYBaHHI»
6nicTepi; no 2 6nictepu [ON5 BHYTPILWHBOT dhasun rpaHynsaTy B po3gini
Y KapPTOHHiIli ynakoBLi 3.2.P.3.4. KOHTPO/Ib KPUTUYHUX CTagil i
MPOMiXHOI NPOAYKLi; 3anponoHoBaHo: Loss on
drying: NMT 2,8 %; Loss on drying: NMT 3.2 %;
3MiHK | TNy - 3MiHa y MeToAax BUNpobyBaHHS
rOTOBOrO /1iKapCbKOro 3acoby - BHECEHHS 3MiH
[0 nokasHuka «laeHTudikauis Tutany
fiokcualy», a came: YTOYHEHHS MeToay
BMMNPOBYBaHHS, BUNYYEHHS TECTY HA HEraTUBHWIA
KOHTPOSIO ifeHTUdiKaLiss TuTaHy giokcugy; 3mMiHu
| TNy - nogaHHs oHoBneHoro CepTudikarty
BiAnNoBigHOCTI €Bponeiicbkili hapmakonei R1-
CEP 2004-1019-Rev 02 Big, BXe 3aTBEpXeHOro
BUpo6HMKa Zhejiang Liaoyuan Pharmaceutical
Co.Ltd, Kutain gna A®| TuknoniguHy
rigpoxnopusa
102. | KABOMETUK | Tabnetku, BKpUTI INCEH ®APMA ®paHuis Brpo6HMLTBO, Kanaga/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/16766/01/01
C NNiBKOBOIO 060/I0HKOIO, nepBuHHE Ta dpaHuis 3MiHu Il TUny - 3MiHNM WoA0 peuyenmom
no 20 mr, no 7 TabneTok, BTOPWHHE 6e3nekn/ehekTMBHOCTI Ta thapmakoHarisay.
BKPUTUX MN/1IBKOBOIO nakyBaHHs, 3MiHM Y TepaneBTUYHMX NOKa3aHHSX
0060J10HKOI0 Y BAiCTEpI; BUNPOOGYBaHHS Npu (AopaBaHHA HOBOrO TepaneBTUYHOIO NOKa3aHHs
no 4 6nictepu B BMMNYyCKY Ta ab0o 3miHa y 3aTBEep)KEHOMY NOKa3aHHi) - 3MiHN
KapTOHHI Kopobuji abo cTabinbHoCTI: BHECEHO A0 IHCTPYKUii N8 MeguyuHoro
no 30 TabneTok, MareoH IHk., 3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainy
BKPUTUX NNIBKOBOIO KaHapa; "Moka3aHHs", Ta, AK HacnigokK, [0 po3ainis
06O0IOHKOKO Y MAALLILL; Bunyck cepii: "®apmakonoriyHi BnactnsocTi”, "OcobanMBoCTI
no 1 NAAWLi B KAPTOHHINM MaTeoH ®paHuig, 3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3un”,
KOpooLi PpaHuis "Mo6iuHi peakuyii" (BBeAeHHSI 3MiH NPOTSAroM 6-Tn

MicsLiB NicNs 3aTBEPAYKEHHS); 3MiHK Il Tuny -
3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta
dhapmakoHarnsgy. 3mMiHu y TepaneBTUYHUX
nokasaHHsx (4ofasaHHA HOBOro
TepaneBTUYHOTO NMokKasaHHs abo 3MiHa y
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3aTBEpAKEHOMY MOKa3aHHi) - 3MiHM BHECEHO [0
IHCTPYKLUIT 418 MeANYHOr0 3aCTOCYBaHHS
NiKkapcbKoro 3acoby A0 po3ainy "MNokaszaHHA"
(oofaHo HoBe nokasaHHA: enaTouentonapHa
kapumHoma (M'LIK). KABOMETUWKC nokasaHwuii sik
MOHOTepanis renatouentoNapHOI KapLuHOMU
(FUK) y gopocnux nauieHTiB, SKi paHiwe
OTpVMyBa NlikyBaHHs copadeHibom.), Ta, AK
Hacnifok, A0 po3ainis "®apmakonoriyHi
BnacTmBocTi", "Oco6/IMBOCTI 3acTOCyBaHHA",
"Cnoci6 3acTocyBaHHsA Ta fo3u", "Mo6iuHi
peakuii" (BBegeHHs 3MiH NpOTAroM 6-Tu micsLiB
nicns 3aTBepakKeHHs); 3MiHu Il Trny - 3MiHKn
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y KOpoTkii
XapaKkTepucTuLi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBYMM AaHUMU 3
SIKOCTi, AOKMIHIYHUMM, KTiHIYHMMKW AaHUMK Ta
JaHuMu 3 hapMakoHarnagy - 3MiHM BHeCeHo [0
IHCTPYKUiT NS MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"apmakonoriyHi BnactusocTi”, "Baaemogis 3
IHLIMMKM NikapcbkMK 3acobamu Ta iHLWi B1uam
B3a€EMOZji" BiANOBIAHO 3aTBEPAKEHHS 3MiH
EMA, a Takox pefaroBaHo LWpUgT B po3aini
«Cknag» (BBegeHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBeppKeHHs); 3MiHW | Tuny - 3MiHn
oo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
TEKCTY MapKyBaHHS NikapCbKoro 3acoby
(BBeAeHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS)

103.

KABOMETUK

C

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOIO,
no 40 mr, No 7 TabneTok,
BKPUTUX MN/1iIBKOBOO
060/10HKOI0 Y BAicTepi;
no 4 6nictepu B
KapTOHHI kopobui abo
no 30 TabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOI0 Y MAALLILL;
no 1 naswui B KAPTOHHIN
Kopoo6Li

INCEH ®APMA

PpaHuis

Brpo6HMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BUNPOBYBaHHA npu
BMMYCKY Ta
CTabiNbHOCTI:
MareoH IHK.,
KaHaga;
Bunyck cepii:
MaTeoH ®paHLig,
®paHuisa

KaHapa/
PpaHuin

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu Il Tuny - 3MiHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y TepaneBTUYHNX NMoKa3aHHAX
(nofaBaHHA HOBOrO TEPANEBTUYHOIO NOKa3aHHSA
a60 3MiHa y 3aTBEpAKEHOMY MOKa3aHHi) - 3MiHW
BHECEHO A0 IHCTPYKUii A1 MeguyHoro
3acTocyBaHHA NiKapcbkoro 3acoby Ao po3ainy
"MokasaHHsA", Ta, K HacigoK, A0 po3ainis
"®apmakonoriyHi BiactusocTi", "Ocob6nmnBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta 4o3mn",
"Mo6iuHi peakuyii" (BBefeHHs 3MiH NpoTArom 6-u
MicALiB Nicna 3aTBepKeHHs); 3MiHu Il Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
dhapmakoHarnagy. 3MiHn y TepaneBTU4H1X

3a
peyenmom

UA/16766/01/02
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Ne
n/n

Hassa

JNliKapCcbK0O20

3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

rokasaHHsX (fofaBaHHS HOBOTO
TepaneBTWYHOTrO NokasaHHs abo 3MiHa y
3aTBEPLKEHOMY NOKa3aHHi) - 3MiHN BHECEHO [0
IHCTPYKUiT ANA MEeAMYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3giny "MNokaszaHHA"
(mopaHo HoBe nokasaHHsA: 'enaTouenionspHa
kapumHoma (M'LIK). KABOMETWKC nokasaHuit sk
MOHOTepanis renaToLentoNapHoi kapLuHoOMU
(LK) y fopocnmx nauieHTis, ski paHile
oTpuMyBasn fikyBaHHS copadeHibom.), Ta, SK
Hacnigok, fo posainis "®apmakonoriyHi
BnacTmBocCTi", "OcobAnBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3actocyBaHHs Ta go3un", "IMobiuHi
peaxuii” (BBeAeHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3arBepmpkeHHs); 3miHu Il Trny - 3miHun
oAao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMN AaHMU Ta
AaHuMu 3 hapMakoHarnagy - 3MiHM BHECeHo [0
IHCTPYKLUIT 418 MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BactusocTi”, "B3aemogis 3
IHLWMMK NiKkapcbknMmy 3acobamu Ta iHLWi B1uam
B3a€EMOZjin" BiANOBIAHO 3aTBEPKEHHS 3MiH
EMA, a Takox pegaroBaHo WpudT B po3gini
«Cknag» (BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepApKeHHs); 3MiHW | Tuny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsaay (iHwi 3MiHK1) - OHOBMIEHHS
TEKCTY MapKyBaHHS NikapCbKOro 3acoby
(BBegeHHs 3MiH MPOTAroM 6-Tu MicsiB nicns
3aTBEPAKEHHS)

104.

KABOMETUK

C

TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 60 mr, No 7 TabneTok,
BKPUTUX M/1IBKOBOIO
060/10HKOI0 Y 6nicTepi;
no 4 6nictepu B
KapTOHHI KOpo6Li abo
no 30 TabneTok,
BKPUTUX N/iIBKOBOO
060/10HKOI0 Y NAALLILL;
no 1 naswui B KApTOHHIN
KopoobLi

INCEH ®APMA

®paHuis

Brpo6HMLTBO,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
BUMPOOYBaHHA Mpu
BUMYCKY Ta
cTabinbHOCTI:
MareoH IHK.,
KaHaga;
Bunyck cepii:
MaTteoH ®paHLig,
PpaHuin

KaHnapa/
PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:
3MiHu Il TUny - 3MiHK Wwoao
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
3MiHM Yy TepaneBTUYHNX NoKa3aHHAX
(momaBaHHA HOBOrO TEPaNEBTUYHOIO NoKa3aHHA
a60 3MiHa y 3aTBEpAKEHOMY MOKa3aHHi) - 3MiHW
BHECEHO A0 IHCTPYKUiT A4na MeanyHoro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao po3giny
"Moka3aHHs", Ta, K Hacnigok, A0 po3ainis
"®apmakonoriyHi BnactnsocTi”, "Ocob6mMBOCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n",
"Mo6ivHi peakui™ (BBeAeHHS 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS); 3MiHM |l Tuny -

3a
peyerimom

UA/16766/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

3acoby

3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3mMiHu y TepaneBTUYHUX
nokasaHHsx (4oAaBaHHA HOBOro
TepaneBTWYHOTO MokKa3aHHs abo 3MiHa y
3aTBEpPAKEHOMY MOKa3aHHI) - 3MiHWM BHECEHO [0
IHCTPYKUiT A4NA MEAWNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby Ao po3ainy "MokasaHHa"
(oofaHo HoBe nokasaHHA: MenaTouentonsapHa
kapuyuHoma (MUK). KABOMETUKC nokasaHuii sik
MOHOTepanis renatoLentoNapHoi kKapLuHOMK
(FUK) y aopocnux nauieHTiB, sk paHille
oTpuMyBasn flikyBaHHSA copacdeHibom.), Ta, SK
HacnifoK, A0 po3ainis "®apmakosnioriyHi
BnacTmBocTi", "Oco6anBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3n", "Mo6iyHi
peakuii" (BBegeHHs 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepaAXeHHs); 3miHu Il Tuny - 3MiHu
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT AN18 MegUYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMUW AaHUMK 3
AKOCTI, AOKMIHIYHUMU, KIHIYHUMU AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUiT ANA MEeAWNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"®apmakonoriyHi BactusocTi”, "Bsaemogis 3
IHLIMMKM NikapcbKMK 3acob6amMu Ta iHLWi BUuam
B3a€EMOfji" BiANOBIAHO 3aTBEPKEHHS 3MiH
EMA, a Takox pegarosaHo WwWpudT B po3gini
«Cknag» (BBegeHHs 3MiH MPOTAromM 6-Tu MicsuiB
nicnsa 3aTBepXeHHs); 3MiHW | Tuny - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS
TEKCTY MapKyBaHHA NikapCbKoro 3acoby
(BBegeHHs 3MiH MpoTAromM 6-Tu micsuis nicns
3aTBEepPAKEHHS)

105.

KAAYET 5/10

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOI0,
no 5 mr/10 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepun B KAPTOHHIl
KopooLi

MN®ANIEP IHK.

CWA

Mdpaiizep
MeHtohekuypuHr
[oiiuneng MrmeX

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM |l TRy - 3MiHW Ao IHCTpyKLii ans
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro 3acoby
[0 po3ginis "B3aemMogis 3 iHLWIMMU NiKapCbKMun
3acobamu Ta iHWi BUAY B3aemMogiii",
"Oco6nMBoCTI 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHSA Ta o3un”, "MobiyHi peakuii”.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB nicas
3aTBEPAKEHHS

3a
peyenmom

6e3

UA/5635/01/02

UA/4708/01/01

106.

KAHE®POH®
H

Kpanni opasibHi, no 100
MJ/1 Y dp/1aKoHi 3i ckna 3

BioHopuka CE

HimeuunH

a

BioHopuka CE

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis:

3MiHK | TMMY - BHECEHHSA 3MiH B pO34i/

peyenma




78

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
«MapkyBaHHs» MKA /13, TakoX OHOBJ/IEHHSA

[03y0UMM KpanenbHUM
npUCTPoEMm; no 1
hnakoHy B KOpobL,i 3

TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
YyNaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHAM
MDKHapOAHWX NO3HaYeHb OANHULb

KapToHYy
BMMIpIOBaHHS; 3anponoHoBaHo: MapkyBaHHS
3rigHO 3 3aTBEPAXXEHVNM TEKCTOM MapKyBaHHSI.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
107. | KAPOOHAT kancysnu, no 20 a6o 30 CninbHe Ykpaina CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/6386/01/01
Karcysn y KoHTeliHepi; no YKpaiHCbKO- icnaHcbke 3MiHM | TURY - 3MiHK 3 AKoCTi. FoTOBWMIA peyenma
1 KOHTelHepy B nauui 3 icnaHcbke nigNPUEMCTBO nikapcbkuii 3aci6. Cuctema
KapToHY nignpMeMcTBO "Cnepko Ykpaina" KOHTeliHep/3akynopoBasibHWii 3aci6. 3miHa
"Cnepko PO3Mipy YNakoBKW roTOBOrO NiKapcbKoro 3acoby
YkpaiHa" (BUNYy4YEHHA yNnakoBKX NEBHOTO Po3Mipy).
BunyuyeHHAM ynakoBok no 60 kancyn y
KOHTeliHepi Ta no 10 kancyn y 6nicTtepi; no 2 abo
3, abo 6 6nicTepiB y KAPTOHHI Nayyi. TepMiH
BBEAEHHSA 3MiH MPOTAroM 3-X micsuis nicns
3aTBEPAKEHHS.
108. | KA®GDETIH® TabneTku, BKpUTI A660TT HimeuwunH | Ankanoig A, Ckon'e MiBHiYHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/9605/01/01
NEA| NNiBKOBOIO 060/I0HKOIO, NabopaTtopi3 a MakefoHis 3MiHK | TRy - AOMiHICTpaTMBHI 3MiHK. 3MiHa peyenma
no 200 wmr; no 10 6X HaliMeHyBaHHs Ta/abo agpecu micus

NpoBaPKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JIiKapCbKOro 3acoby, BKIoHaoum
AinbHUUI BUNYycKy cepii abo micLe NpoBeaeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOPTEP, BK/IOUAKYN BUMYCK CEpii) -
3MmiHa agpecu BupobHuka 13 Ankanoig AL,
Ckon'e/ Alkaloid AD Skopje, 6e3 3MiHn Micus
BMPO6GHMLUTBA (BBEAEHHS 3MiH MPOTArOM 6-Tn
MiCAILiB MicNs 3aTBEPIKEHHS); 3MiHU | TUny -
3MiHu Wopao 6esnekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - OHOBJ/IEHHS
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby. BHeceHHs 3MiH 40 po3ainy
«MapkyBaHHs» MKHA /13 (BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS);
3MiHY | TUny - 3MiHY LWoAo
6e3nekn/edekTBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili XxapakTepucTuLi NikapcbKoro
3aco6y, TeKCTi MapKyBaHHs Ta IHCTPYKLi Ans
MeAMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NiaHy neaiaTpUdHNX AOCiIKEHb

Tabnetok y 6nictepi; no
1 a6o 2 6nictepn B
KOpooLi
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(PIP) (3MiHy y3rofxeHo 3 KOMNeTeHTHUM
YNOBHOBaXXEHUM OpPraHoMm) - 3MiHU BHECEHI 0
IHCTPYKLU|i 415 MEAUYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gim: "OcobnnBocCTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignosigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku ailyoi
peyoBMHW. BBEEHHSA 3MiH MPOTAroM 6-Tu
MicALiB nicna 3aTBepAKeHHs
109. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/16639/01/01
NAiBKOBOK 000I0HKOH, HoBo mecTo bulk”, nepsuHHe Ta Xopsaris 3MiHM | TURY - 3MiHK 3 AKoCTi. FoTOBWMIA peyenmom
no 25 wr, no 10 BTOPVIHHE nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3MiHa
TabneTok y 6nictepi, no nakyBaHHs, iMnopTepa/3aMiHu, LLIO CTOCYITbCSA BUNYCKY cepil
3 abo 9 6nicTepiB y KOHTPO/b cepii Ta Ta KOHTPOJIK0 AKOCTi FOTOBOTO J1iKapPCbKOro
KapTOHHI KopooLi BUNYCK cepil: 3acoby (3amiHa abo foaaBaHHS AiNbHUL, Ha
KPKA, 4.4., Hoso AKIV 3AIACHIOETBCS KOHTPO/b/BUNPOBYBaHHS
mMecTo, CrioBeHis; cepii) - BBE4EHHSA 1OAATKOBOI BUPOGHMNYOT
BUPOGHMLUTBO "in AinbHuui NlabeHa g.0.0., CnoseHis Tecnosa 30,
bulk", nepBuHHe Ta 1000 NobnsiHa, CnoseHisa / Labena d.o.o.,
BTOPVHHE Slovenia Teslova 30, 1000 Ljubljana, Slovenia
naxkyBaHHs, [OJ151 KOHTPONHO cepil
KOHTPOb cepii Ta
BUNYCK cepil:
KPKA-®APMA
0.0.0., XopBarisi;
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTPO/b Cepil:
NabeHa p.0.0.,
CnoBeHis
110. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/16639/01/02
NNiBKOBOIO 060/TI0HKOIO, HoBso mecTo bulk", nepsrHHe Ta Xopsaris 3MiHN | TUNY - 3MiHK 3 AIKOCTI. FOTOBWIA peyenmom
no 100 wmr, no 10 BTOPVIHHE nikapcbknii 3aci6. 3mMiHM y BUPOOGHMUTBI. 3MiHa
TabneTok y 6nictepi, no nakyBaHHs, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
3 abo 9 6nicTepiB y KOHTPONb cepii Ta Ta KOHTPO/II0 SAKOCTi FOTOBOTO JliKapCbKOro
KapTOHHI KOPOOL BMNYyCK cepil: 3acoby (3amiHa abo goAaBaHHS AifbHULi, HA

KPKA, a.4., Hoso
mecTo, CrioBeHis;
BMPOBHMUTBO "in
bulk”", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUMNYCK cepil:
KPKA-®APMA
[.0.0., XopBaris;
KOHTpO/b cepii:
KPKA, a.4., Hoso

AKil 3AIAICHIOETLCS KOHTPO/Tb/BUNPOOYBaHHS
cepii) - BBEiEHHA AOAATKOBOI BUPOBGHNYOT
AinbHuUui flabeHa g.0.0., CnoeHisi TecnioBa 30,
1000 /obnsiHa, CnoseHis / Labena d.o.o.,
Slovenia Teslova 30, 1000 Ljubljana, Slovenia
0151 KOHTPOO cepii
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
mecTo, CroBeHis;
KOHTPO/b Ccepil:
NabeHa g.0.0.,
CnoseHis
111. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BUPOBHMUTBO "in CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/16639/01/03
NNiBKOBOIO 060/I0HKOIO, Hoso mecTo bulk", nepBrHHe Ta Xopsaris 3MiHK | TRy - 3MiHK 3 SIKOCTi. [O0TOBWIA peyenmom
no 200 wmr, no 10 BTOPVHHE nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
Tabnetok y 6nictepi, no nakyBaHHs, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
3 abo 9 6nicTepiB y KOHTPO/b cepii Ta Ta KOHTPO/IO SIKOCTi FOTOBOTO JTiKapCbKOro
KapTOHHIA KOpoo6Li BUNYyCK cepil: 3aco6y (3amiHa abo JofaBaHHs AibHULI, Ha
KPKA, a.4., Hoso SKil 3AiICHIOETLCSA KOHTPO/1b/BUNPOBYBaHHS
mecTo, CrnoBeHis; cepii) - BBeAEHHA 4OAATKOBOI BUPOGHNYOT
BMPOGHMLTBO "in AOinbHuUui SlabeHa g.0.0., CnoeeHisi Tecnosa 30,
bulk", nepsrHHe Ta 1000 NMwobnsaHa, CnoseHis / Labena d.o.o.,
BTOPVHHE Slovenia Teslova 30, 1000 Ljubljana, Slovenia
naxkyBaHHs, 0151 KOHTPOHO cepii
KOHTPOb cepii Ta
BWMYCK Cepil:
KPKA-®APMA
0.0.0., XopBarisi;
KOHTpO/b cepii:
KPKA, a.4a., Hoso
mecTo, CrnoBseHis;
KOHTpO/b cepii:
NabeHa g.0.0.,
CnoseHis
112. | KBEHTIAKC® | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis BMPOBHMUTBO "in CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/16639/01/04
NAiBKOBOK 000JI0HKOH, HoBo mecTo bulk”", nepsuHHe Ta Xopsaris 3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA peuyenmom
no 300 wmr, no 10 BTOPVHHE Nikapcbknii 3aci6. 3MiHW y BUPOOHMLTBI. 3MiHa
Tabnetok y 6aictepi, no nakyBaHHs, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii
3 abo 9 6nicTepiB y KOHTPO/b cepii Ta Ta KOHTPOJIK0 AKOCTi FOTOBOTO J1iKapCbKOro
KapTOHHiiA KOpo6Ll BUMNYCK cepil: 3acoby (3amiHa abo fofasaHHA finbHUL, Ha

KPKA, a.4a., Hoso
mMecTo, CroBeHis;
BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYyCK cepil:
KPKA-®APMA
0.0.0., XopBarisi;
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
NabeHa p.0.0.,
CnoBeHis

SKI 34iAICHIOETLCSA KOHTPO/1b/BUNPOOGYBaHHS
cepil) - BBEAEHHS 10AATKOBOI BUPOGHMYOT
AinbHuui NlabeHa f.0.0., CnoeeHis Tecnosa 30,
1000 /obnsiHa, CnoseHis / Labena d.o.o.,
Slovenia Teslova 30, 1000 Ljubljana, Slovenia
AN KOHTpOAIo cepil
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
113. | KETOCTEPU TabneTku, BKpUTI ®peseHiyc Kabi HimeuuunH Nabecdanb MopTyranis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2403/01/01
n NNiBKOBOI 060/TI0HKOIO, Honunang MrmeX a Na6opatopioc 3MiHUW | TUNY - BHECEHHS 3MiH A0 po3Ainy peuenmom
no 20 TabneTok y Anwmipo, C.A. «MapkyBaHHsA» MKA J13: 3anponoHoBaHo:
6nicTepi; no 5 6nictepis MAPKYBAHHSA 3rigHO 3aTBEpA)KEHOrO TEKCTY
Y KapTOHHI kopobui MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
YMakoBKM NiKaPCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LLoAo 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cuctemi Sl
114. | KNO®APABI KOHUeHTpaT ans Mictpan Kenitan AHrnis BWMYCK Cepil: Icnanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/16862/01/01
H-BICTA pO3uuHy ANns iHdoysiid, 1 MeHeKMeHT CiHTOH XicnaHis, C. HimeyuunHa/ 3MiHuM | TUNY - AOMiIHICTpaTBHI 3MiHW. 3MiHa peyenmom
mr/mn, no 20 mn (20 mr) Nimitepq N., IcnaHis; Ipeuis HalilMeHyBaHHs Ta/abo agpecu micus
y chnakoHi; no 1 BTOPVHHE NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
h/1aKOHY B KapTOHHIi nakyBaHHs: roTOBOrO /liKapCbKOro 3acoby, BKIoHaum
KopoobLi Mep-X-Mpecc MM6X, OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
HimeuunHa; KOHTPOO SIKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
BMPOGHMLTBO, BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
nepBrHHE, BTOPVHHE 3MiHa agpecu Bupo6HuKa CiHTOH XicnaHis, C.J1.,
nakyBaHHs, Icnanis, 6e3 3miHn micus BUpobHuyTBa (TepMmiH
KOHTPO/b AKOCTi: BBEJEHHS 3MiH - NPOTATOM 6 MicAuiB nicns
[xeHedapm CA, 3aTBEPAKEHHS)
peuis
115. | KOHKOP® TabneTku, BKPUTI Mepk KlraA HimeuunH | Mepk Xenckea KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3322/01/02
NNiBKOBOIO 060/TI0HKOIO, a 3MiHKM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 5 wmr, no 30 TabneTok HaliMeHyBaHHS Ta/abo agpecu micus
y 6nictepi; no 1 NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/imnopTepa
6nicTepy y KapTOHHIl roToBOro fikapcbKoro 3acoby, BKIYaum
Kopobui; no 25 TabneTok OiNbHULI BUNYCKY cepii abo micLe NpoBeAeHHS
y 6nicTepi; no 2 KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnosigae
6nicTeEpPY Y KapPTOHHIl BMPOGHWK/IMNOPTEpP, BKOYAKOUN BUMYCK Cepild) -
Kopoo6ui 3MiHa Ha3BW BMPOGHWMKa /13, 6e3 3MiHW Micust
BMPOGHMLTBA (BBEAEHHA 3MiH NPOTArOM 6-TW
MiCALIB MiCNA 3aTBEPLKEHHS); 3MiHU | TURY -
AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU
nikapcbkoro 3acoby - SATBEP)KEHO:
KOHKOP (CONCOR®) 3ANPOMNOHOBAHO:
KOHKOP® (CONCOR®) BBegeHHs 3MiH
NpOTAroM 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
116. | KOHKOP® TabneTku, BKpUTI Mepk KlraA HimeuunH | Mepk Xenckea KlraA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/3322/01/03
NAiBKOBOI 000I0HKOH, a 3MiHW | TNy - AAMIHICTPaTMBHI 3MiHN. 3MiHa peyenmom
no 10 wr, no 30 HaliMeHyBaHHs Ta/abo agpecu micus
TabneTok y 6nictepi; no NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
1 6nicTepy y KapTOHHii roTOBOrO JliKapCbKOro 3acoby, BK/IYaum
Kopoo6Li; no 25 TabneTok OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
y 6nicTepi; no 2 KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky BiAnoBigae
6nicTepn y KapTOHHIl BVMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK CEpiid) -
KopoobLi 3MiHa Ha3BW BUPOGHMKa /13, 6e3 3MiHu Micus
BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTArOM 6-TW
MicsILiB Micnsi 3aTBEPAKEHHS); 3MiHM | Tuny -
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AZMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BU
nikapcbKoro 3acoby - BATBEPIDKEHO:
KOHKOP (CONCOR®) 3ANPOMNOHOBAHO:
KOHKOP® (CONCOR®) BBeaeHHSs 3MiH
NpOTAroM 6-TM MicALB Nic/a 3aTBePAKEHHS
117. | KOPCAP® H TabneTkn, BKpUTI AT "®apmak” YkpaiHa AT "dapmack”, YkpaiHa/ BHECEHHS 3MiH [0 peecTpavliiiHix maTtepianis: 3a UA/14295/01/01
NAiBKOBOK 000I0HKOH, YKpaiHa ManbTa/ 3MiHW | TUNY - BUTYYEHHSI O4HOTO i3 peyenmom
320 mr/12,5 mr, no 10 (thacyBaHHA Ta Bonrapis 3aTBEPAXKEHNX BUPOGHYKIB API
TabneTok y 6nictepi; no nakyBaHHs 3 in bulk (rippoxnopoTtia3ng) Teva Pharmaceutical
3 abo 6 6nicTepiB y ipM-BUPOBHUKIB Industries Ltd., Israel
nauui AkTasic /174,
ManbTta abo
BankaHgapma
AynHnua AT,
Bonrapis)
118. | KoconT Kpansni O4Hi, po34nH, No CaHTeH AT PiHNAHAIA Na6opaTtopii Mepk ®paHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12581/01/01
5 My nn1acTMkoBomy LWapn i floym Higepnangn 3MiHW | TUMY - BHECEHHSA 3MiH 0 MeToay peyenmom
dnakoHi Tuny OkymeTp LLIn6pe, PpaHuis; | diHnaxHgis/ KOHTPOJHO SIKOCTi «KonmyecTBeHHoe
Mntoc® abo Ginomy MaHydakTypiHr AnoHis onpegfeneHve» Ans 6eH3aKoHil0 xopuay
Hanisnpo3opomy MakariHr ®apmaka BHACNIA0K 3MiHV ONWCY BUTOTOB/EHHS
naacTMKOBOMY (0IaKOHiI (MNo) B.B., CTaHZapTHUX 3paskiB. KiHLeBa KOHLeHTpaw,is
Tuny 6 3 6inoto Higepnanan po604oro CTaHAAPTY 3a/IMLLAETHCA HE3MIHHA.
KpULLIKOIO; 1Mo 1 chnakoHy (anbTepHaTuBHUIA BHeceHHs He3HauyHUX 3MiH B xpoMatorpadiyHi
B KapPTOHIili kKopoobui BUPOBHMK, YMOBM Ta NPUAATHICTb XpomaTorpadpiuHoi
BiANOBigabHUIA 3a cucTemu; 3MiHu | Tuny - 3MiHa Ha3BU BUPOOHKKa
BTOPUHHE A®| fop3onamigy, BiANOBIAaIbLHOMO 3a
nakyBaHHs); CaHTeH TeCTyBaHHs1 MiKpOGiONOriYHOI UMCTOTH, 6e3
AT, ®iHnaHais 3MiHV MiCLit BAPOGHMLITBA
(anbTepHaTUMBHMI
BUPOBHMK,
BiANOBigabHUIA 3a
BTOPWHHE
nakyBaHHSA Ta
BUNYyCK cepil,
BK/IIOYa0Umn
KOHTPO/b cepi);
CaHTeH
PapmacbTukasic Ko.,
Nta Hoto lMNnaHT,
AnoHis
(anbTepHaTUBHMI
BUPOBHMK,
BiANOBigabHUIA 3a
BMPOGHULITBO in
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
119. | KCENOAA® TabneTkun, BKpUTI ®.XodhcpmaHH- | LLBeliyapis Bupo6bHMUTBO HimeyunHa/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/5142/01/01
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no 10 TabneTtok y
6nicTepi; no 6 6nictepis
Y KapTOHHiIli ynakoBLii

KOHTPO/O AKOCTI:
Ekcenna 'v6X eHg,
Ko. KT, HimeuuuHa;

MepBuHHE Ta
BTOPWHHE
nakyBaHHs1,
BMNpo6yBaHHs
KOHTPO/O AKOCTI,
BWMYCK Cepil:
®.XohcpmaHH-/15
Pow NTp4,
LLseiuapis
BrnpobyBaHHs
KOHTPO/IO SKOCTI:
Pow dapma AT,
HimeyunHa

3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4N1s
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHVIMK 3 SIKOCTi, JOKNIHIYHAMW, KATHIYHUMIN
AaHUMK Ta faHnMy 3 papmakoHarnsgy. 3MiHu
BHECeHI A0 IHCTPYKLii Ana MeanyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLNMK
nikapcbkrMu 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmBoCTi 3aCTOCyBaHHA":
OHOBJIEHHS iHChopMaL,ii BigNoBiAHO J0
pekomeHpauii PRAC. BBeieHHs1 3MiH NpoTAromM

6-Tv micsALiB nicnsa 3aTBepAKeHHs. 3MiHu |l Tuny

- 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili
XapaKTepucTuLi Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMN AaHMU Ta
JaHvMu 3 chapmakoHarnsgy. 3mMiHu BHeCeHi o
IHCTPYKU|i 418 MeANYHOro 3acToCyBaHHA
niKapcbKoro 3acoby fo posginis "OcobanBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iuHI peakuii”.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3arBepMKaeHHS. 3MiHn Il Tvny - 3miln Wwoao
6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
3MiHN Y KOPOTKIili XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4N1s
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU
OaHVMK 3 SKOCTi, JOKNIHIYHAMMU, KATHIYHUMIN
JaHuMun Ta gaHumu 3 hapmakoHarnsagy.
3MiHV BHECeHI [0 IHCTPYKUIi 418 MeguyHoro
3aCcTOCyBaHHSA MikapCcbKoro 3acoby A0 po3ainy
"Mo6iyHI peakwi": yTo4HeHHs iHchopmaii Wwoao
4YaCTOTW BUHUKHEHHS NOGIYHMX peakLii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHA. 3MiHu Il Tuny - 3miHK Wwoao
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
3MiHN Y KOPOTKili XapakTepucTuLi NikapCbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLi 4N1s
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHVIMK 3 SIKOCTi, JOKNIHIYHAMMW, KATHIYHUMIN
AaHUMK Ta faHnMy 3 papmakoHarnsgy. 3MiHu
BHECeHi A0 IHCTPYKLii Ana MeanyHoro
3aCcTOCyBaHHSA MikapCcbKoro 3acoby A0 po3ainy

"3acTocyBaHHs y nepiog BariTHOCTi abo

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
NAiBKOBOK 000I0HKOM, Na Pow N1a Hepo3dacoBaHoi LLiBeriuapis/ 3MiHn Il Tuny - 3miHK Woao peyenmom
no 150 wr, npoAayKLUiT, HimeyunHa 6e3nekn/edheKTVBHOCTI Ta papMakoHarnagy.
BMNpobyBaHHsA 3MiHN Y KOPOTKill XapakTepucTuLi NikapCbKoro
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

rogyBaHHs rpyaal0": yTOUHeHHs iHhopmauii.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aoum
OinbHUL BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a 5Ky BifnoBigae
BMPOGHUWK/iMNOpTEp, BK/IOYAKOUM BUMYCK Cepili)-
3MiHa agpecy BUPOOHWYOT AifTbHULL
®.Xothbdpmann-N15 Pow /Ta, LWseliuapisa (Bunyck
cepii) BHAcNifoK 3aMiHN IOPUANYHOT agpeck Ha
hakTUyHy, 6€3 3MiH1 Micust BUpoOHULTBA. 3MiHW
BHECEHO B iHCTPYKLitO 4518 MEANYHOrO
3aCTOCYyBaHHS Nikapcbkoro 3acoby Wwoao
MiCLLe3HaxopKeHHS BUPO6HMKA 3 BiANOBIAHUMM
3MiHamMu B TEKCTI MapKyBaHHS ynaKkoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTarom 6
MicAUiB nicna 3aTBepmKeHHs. 3MiHu | Tuny -
3MiHn Wwopao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). OHOB/IEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS YNakoBOK
N3 (3a3HaveHHs oAnHWLE BUMIpIOBaHHS Sl,
TOLLIO) T BHECEHHS 3MiH A0 p. «MapKyBaHHA»
MKSA N13. 3MiHW [0 TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby, a came BHECEHi
MO3HAYEHHS NaTUHWLE OANHULb BUMIPIOBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPMKEHHS. 3MiHKM | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro
3acoby, BKOYauM AinbHMLi BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEpP, He BK/THOYAKUM BUMYCK
cepiii) - 3MiHa agpecn BUPOGHNYOT AiNbHUL
®.XothcpmanH-/1a Pow fta, LLseliuapisa
(nepBrHHe Ta BTOPUHHE NaKyBaHHS,
BMNPOBYBaHHS KOHTPOIO SIKOCTI), 6e3 3MiHu
MicUs BUPO6HMLTBA. BBEAEHHS 3MiH MpoTsArom 6
MicsILiB Micnsi 3aTBepAKEHHS.

120.

KCENOJA®

TabneTku, BKpUTI
NAiBKOBOK 060/I0HKOI,
no 500 wr;

no 10 TabneTtok y
6nicTepi; no 12

& . XodhpmaHH-
Na Pow Ntpg

Leiiapis

Bupo6bHuuTBO
Hepo3dacoBaHol
NPOAYKLUT:
LLlaHxaii Pow
dapmacboTikani3

Kutaii/
Himeyuunna/
LLiBeuapis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM |l Tuny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi Nnikapcbkoro
3ac06y, TEKCTIi MapKyBaHHA Ta iHCTPYKLiT Ans

3a
peyenmom

UA/5142/01/02




Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIN Nra., Kntais; Me[MYHOr0o 3aCTOCYBaHHS y 3B’A3KY i3 HOBMMMU
ynakoBL;i Bupo6bHuuTBO OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
Hepo3cacosaHol OaHvMKU Ta JaHuMK 3 dhapmakoHarnsgy. 3miHm
NpoAyKLUii, BHECEHI [0 iHCTPYKLiT 4518 MeauyHOoro
BUNPOBYBaHHSA 3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"MpoTrnokasaHHs", "B3aeMogis 3 iHWNMK

KOHTPOJIO SKOCTI:
Ekcenna 'M6X eHg,
Ko. KI', HimeuuunHa;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNpobyBaHHSA
KOHTPO/O AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow 14,
LLseiiuapis
BunpobyBaHHs

Pow dapma AT,
HimeuunHa

KOHTPOJ110 AKOCTI:

nikapcbkrMmM 3acobamm Ta iHWi B1uam
B3aemogiit", "Ocob/IMBOCTi 3aCTOCYBaHHA":
OHOB/IEHHS iHhopMaL,i BifNoBIAHO JO
pekomeHgaujii PRAC. BBeeHHS 3MiH NPOTArOM
6-Tn MicAUiB NicNsA 3aTBEPKEHHA. 3MiHM Il TUny
- 3miHK Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKiii
XapakTepucTuL nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A4N18 MegUYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMUW AaHUMK 3
AKOCTI, AOKMIHIYHUMM, KTIHIYHUMU AaHUMK Ta
JaHvmu 3 chapmakoHarnsagy. 3mMiHu BHeCeHi 4o
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHS
niKkapcbKoro 3acoby Ao po3ainis "OcobanBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n",
"Mo6iuHi peakw,ii”.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3arBepoKaeHHs. 3MiHu |l Tuny - 3MiHN Woao
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco06y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMUW
JaHvMu Ta jaHumy 3 hapmakoHarnsgy.
3MiHU BHECEHI A0 iHCTPYKLii ANns MeanyHoro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Mo6iuHI peakwyi": yTouHeHHs iHchopmauii woao
4YacTOTV BUHMKHEHHS MOBIYHMX peakuii.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMAXeHHs. 3miHu Il Tuny - 3miHu Wwoao
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco06y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
OaHuMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMMW
OaHvMK Ta JaHuMK 3 dhapmakoHarnsgy. 3miHm
BHECEHI [0 iHCTPYKLiT 4518 MeauyHoro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"3acTocyBaHHA y nepiog, BarirTHocTi abo
rogyBaHHs rpyaal0": yTOUHeHHs iHhopmauii.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS

3MiHM | TMNYy - AgMIHICTPATUBHI 3MiHW. 3MiHa
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imMnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAKOYM BUMYCK Cepili)-
3MiHa agpecu BUPOOHNYOT AiNbHULL
®.XochbcpmaHH-/15 Poww /iTa, LWseliuapis (Bunyck
cepii) BHAcNifoK 3aMiHn IOPUANYHOT agpecy Ha
hakTnyHy, 6€3 3MiHV MicLsA BUPOOGHULITBA. 3MiHM
BHECEHO B iHCTPYKLt0 415 MELUYHOrO
3aCTOCYBaHHS Nikapcbkoro 3acoby Wwoao
MiCLe3HaxX0MKeHHS1 BUPOOHMKA 3 BiANOBIAHUMY
3MiHaMU B TEKCTi MapKyBaHHSA yNakoBKM
nikapcbkoro 3acoby. BeefeHHA 3MiH NpoTAarom 6
MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tvny -
3MiHM Woao 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsay (iHwi 3miHn). OHOB/IEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS yNakoBOK
N3 (3a3HavyeHHs oAnHULb BUMIpOBaHHSA Sl,
TOLLO) Ta BHECEHHS 3MiH A0 p. «MapKyBaHHs»
MKSA N3. 3MiHn [0 TEKCTYy MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby, a came BHeCeHi
NO3HAYEHHS NATUHWULE OANHULb BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPKEHHSA. 3MiHY | TUNYy - AgMiHICTpaTUBHI
3MiHK. 3MiHa HallMeHyBaHHs Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI
BMpOBHUKa/iMnopTepa roToBoro /ikapcbkoro
3aco0y, BK/IKYaoun AiNbHULI BUMYCKy cepii abo
MicLie NpoBeAeHHs KOHTPO/IIO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BVMPOGHMK/IMNOPTEP, HE BK/IHOYAKOUN BUMYCK
cepili) - 3MiHa agpecu BUPOOHNYOT AiNbHUL
®.XohchmaHH-/15 Pow fiTa, LLBeliuapis
(NepBrHHe Ta BTOPUHHE NaKyBaHHS,
BMNPOGYBaHHSA KOHTPOJIIO SIKOCTi), 63 3MiHM
Micus BUPOBGHULTBA. BBEeHHA 3MiH NpOTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS.

121.

KYBAH®

TabneTkn po3yMHHI No
100 wmr; no 30 a6o no
120 TabneTok y
nonieTneHoBoMy
dhnakoHi; no 1 dpakoHy
Y KapTOHHiIli KopoobLi

BioMapiH
IHTepHeLHN
Nimiten

IpnaHgis

BioMapiH
IHTEepHeLUHN
Nimiten, IpnaHgis
(BignoBigansHwii 3a
BUMYyCK cepii);
BioMapiH
IHTEepHeLHN
Nimitepn, lpnaHgis
(MapkyBaHHs

Ipnangis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
3MiHM | TUNY - 3MiHW BHECEHI [0 TEeKCTY
MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby;
3MiHu |l TNy - 3MiHW 0 IHCTPYKUIT ANns
MeJMYHOrO 3aCTOCyBaHHS Nikapcbkoro 3acoby
[0 po3gainis "OcobaMBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaaro”(yTouHeHHs iHchopmadii),
"MoGiyHi peakuii”, "®apmakoiorivHi

3a
peyenmom

UA/12202/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

hnakoHiB Ta
BTOPWHHE
nakyBaHHs);
Ekcenna 'm6X eHg,
Ko. KI', HimeyunHa
(BpO6HMLTBO
Hepo3dacoBaHoi
NpoAYyKLUii, NepBUHHE
nakyBaHHs y
chnakoHn Ta
KOHTPO/b SIKOCTI
nikapckoro 3acoby);
Na6op /1IC CE eHg
Ko. KI', HimeyunHa
(KOHTpONb AKOCTI
nikapcbKoro 3acoby
(mikpobHe
TecTyBaHHs));
MinnmayHT
Xenckeap /114,
Ipnangis
(MapkyBaHHs
hnakoHiB Ta
BTOPWHHE
nakyBaHHs); CI'C
IHCTUTYT dpeseHiyc
'm6X, HimeuunHa
(KOHTpONb AKOCTI
nikapcbKoro 3acoby
(mikpobHe
TECTyBaHHs))

BNnacTmBocCTi". BBefieHHS 3MiH NpoTsArom 6
MiCSILiB 3 faTv 3aTBEPKEHHS

122.

KYTEPH

TabneTku, BKpUTI

NNiBKOBOK 060/10HKOIO,

5 mr/10 mr; no 14
TabneTokK, BKPUTUX

NNiBKOBOK 060/10HKOIO,

y 6nicTepi, no 2
6nicTepn y KapTOHHiIl
Kopoo6Li

ACTPA3EHEKA

Ab

Llseuis

AcTpa3eHeka Ab,
LLseujs (nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMNYCK cepii);
AcTpa3eHeka 'M6X,
HimeuunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii); AcTpa3eHeka
PapmMacboTUKaC
NN, CLA (BMpO6HMK
"in bulk”, nepBnHHe
nakyBaHHs,
KOHTPO/Ib SIKOCTI);

Lseuis/
Himeyuunna/
CuwA/
Benvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TURY - 3MiHW [0 IHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro 3acoby
[0 po3ainis "Oco6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iuHi peakwyi" 3rigHO 3 pekomeHaauisMu
PRAC EMA wopao0 nobiyHoi peakuji Ta
BiZINOBIAHOrO 3aCTEPEXEHHS LLOAO0 raHrpeHu
®ypH'e. BBEAEHHS 3MiH NPOTAroM 6-T MicALIB
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/17484/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

AcTtpa3eHeka FHOK
NimiTen, Benvka
BpuTaHis (nepBuHHe
Ta BTOPVHHE
nakyBaHHS, BUNYyCK
cepii)

123.

NAMIKTAI™

Tabnetkn no 25 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepun B KAPTOHHIl
KopooLi

"nakcoCmitKns
H EkcnopT
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
PapmMacboTVKan3
C.A.

MonbLa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu || TMRy - 3MiHK A0 IHCTPYKUT Ans
MEeAMYHOro 3aCTOCyBaHHSA MikapCbKoro 3acoby
00 po3gainis "Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHS y nepiog, BariTHOCTi abo
rogyBaHHs rpyaar" (yTouHeHHs iHchopmadii),
"[iTn"(YTOYHEHHSs iHchopmaL,ii),
"Mepepo3yBaHHa", "Mo6iYHI peakuii”

3a
peyenmom

UA/0452/02/01

124.

NAMIKTA™

Tabnetku no 50 mr no 10
TabneTok y 6nictepi; no
3 6nicTepu B KAPTOHHIi
Kopoo6ui

nakcoCwmitKns
H Ekcnopt
Nimiten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
dapmMacboTVKan3
C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHu |l TUny - 3MiHK [0 IHCTPYKUIT ANs
MEeAMYHOro 3aCTOCyBaHHSA NMikapcbKoro 3acoby
[0 po3ginis "Ocob6MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaar" (yTouHeHHs iHchopmadii),
"[iTn"(yTOYHEHHS iHchopmal,ii),
"Mepeno3yBaHHsa", "Mo6iYHI peakuji”

3a
peyenmom

UA/0452/02/02

125.

NAMIKTAI™

Tabnetkn no 100 Mr no
10 Tabnetok y 6nicTtepi;
no 3 6nictepu B
KapTOHHiiA Kopo6Ll

nakcoCmiTKna
nH Ekcnopt
Nimitep

Benvka
BpuTtaHis

nakcoCmiTKnsinH
dPapmacboTukans3
C.A.

Monbwa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHuW || TMRy - 3MiHKM A0 IHCTPYKLUIi Ans
MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
00 po3gainis "Ocob6MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar”(yTouHeHHs iHdhopmadii),
"[iTn"(yTOYHEHHS iHchopmaLyii),
"Mepeno3yBaHHsa", "Mo6iyHI peakuji”

3a
peyerimom

UA/0452/02/03

126.

NAHBIC™

Tabnetku no 40 mr, no
25 TabneTtok y dh1aKkoHi;
no 1 conakoHy B
KapTOHHI KOpooLi

AcneH ®apma
TpewngiHr
Nimiteq

IpnaHgis

Exkcenna 'm6X i Ko.
KIr

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNOBHOBaXKEHOI 0c0o6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
PO3MiLLeHHI MacTep-chaiina cuctemm
hapmMakoHarnagy) - 3MiHa KOHTaKTHUX JaHnX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/IbHOI 32 hapmakoHarnsg. 3MiHa

3a
peyenmom

UA/9128/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

MicUs 34iICHEHHA OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnagy. 3MiHa MicLe3HaxoKeHHs
MacTep-thaiina cuctemy hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0C06M YNMOBHOBaXKEHOT 0C06U
3asBHVKa, BiANOBIAA/IbHOT 32 hapmakoHarnsz B
YkpaiHi. MponoHoBaHa pefakuis: Kyuma
Bonogumunp OnekcaHApoBMY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6M YNOBHOBaXEHOT 0cobun
3asBHWVKa, BiANOBIAaNbHOI 3a thapmakoHarnsag, B
YKpaiHi

127.

NADAKCUH®
XR

TabneTkun
NPOIOHroBaHoI Aii no 75
Mr, no 14 TabneTok y
6nicTepi 3 KaneHgapHo
LIKasIoto; no 2 6ictepu
Y KapTOHHIli KopoobLi

[Jekcenb ®apma

TexHonoaxms
nra.

I13painb

[Jekcenb NT4,.

13painb

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHY | TUny - 3MiHK LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi Nnikapcbkoro
3aco6y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA
reHepUUHNX/TiBpPUAHNX/6I0NOAIGHMX NiKaPCbKMUX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3miHa He NoTpebye
Ha/jaHHS XOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHW BHECEHO A0 IHCTPYKLT 415 MeAUYHOro
3aCTOCYBaHHSA MiKapCbKoro 3acoby y po3ginu:
"®apmakonoriyni BnactusocTi”, "MokasaHHs",
"B3aemogis 3 iHWMMK flikapcbkumn 3acobamm Ta
iHWi BUAM B3aemogijin”, "Ocob6mBocCTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHA Ta go3n.”, "Oitn" (yToOYHEHHS
iHdbopmawii), "Mepeno3syBaHHsa", "MoGIYHI
peakuii" 3rigHo 3 iHhopmaLji€elo Woa0 MegnyHoro
3acTocyBaHHA pehepeHTHOro Nikapcbkoro
3aco6y ( Efexor XL 75 mg, Efexor XL 150 mg,
prolonged-release capsules, hard He
3apeecTpoBaHi B YkpaiHi) (BBegeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS);
3MiHY | TRy - 3MiHK LWoAo
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NikapcbKoro
3ac06y, TEKCTI MapKyBaHHA Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo focnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbKkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHNX 4OCNiAKeHb
(PIP) (3MiHY y3roXeHo 3 KOMNEeTEeHTHUM
YNOBHOB&XEHWM OpraHoM) - 3MiHW BHECEHO A0

3a
peyenmom

UA/13444/01/01
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y 6nicTepi 3
KasleHAAPHOHO LLKasI0H0;
no 2 6nictepn y
KapTOHHIA KOpoo6Li

3MiHN Y KOPOTKIili XapakTepucTuLi Nikapcbkoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
Me[MNYHOro 3aCTOCyBaHHS
reHepuyYHUX/ribpuaHMX/6ionogibHNX NikapCbKMx
3aco6iB NicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
Ha/laHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) -
3MiHW BHECEHO A0 IHCTPYKLii ANS MeANYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu:
"apmMakonoriyHi BnactnsocTi”, "MokasaHHs",
"B3aemogisa 3 iHWMMKM NiKapcbkumm 3acobammn Ta
iHWi BMAW B3aemogiit", "Ocob6nmnBoCTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog,
BariTHOCTI abo rogysBaHHA rpyaat”, "Cnocio
3acTocyBaHHsa Ta go3n.", "[itn" (yTouHeHHs
iHchopmawii), "MepenosyBaHHsA", “IM06GIYHI
peaxuii” 3rigHo 3 iHhopMaLi€ero WoA0 MeANYHOr0
3acToCyBaHHA pethepeHTHOro NikapcbKoro
3acoby ( Efexor XL 75 mg, Efexor XL 150 mg,
prolonged-release capsules, hard He
3apeecTpoBaHi B YkpaiHi) (BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS);
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edeKTNBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XxapakTepucTuLi NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT 4ns
MEeAMYHOro 3acTOCyBaHHS Ha miacTaBi
perynsipHo OHOBJIOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OLLiHKM 3BITY 3 AOCAIAKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiaTpuyHnX JoCAifKeHb
(PIP) (3MiHY y3rofiXXeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHNM OPraHoM) - 3MiH1 BHECEHO A0
IHCTPYKL|i 415 MeAUYHOr0 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "OcobnmsocTi
3acTocyBaHHA" BIAMNOBIAHO A0 OHOBNEHOT

iHdhopmalii 3 6e3nekun Aikyoi pevyoBUHU

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHs" BiANOBIAHO A0 OHOBMEHOI
iHcbopmawii 3 6e3nekun Ajtoyoi pevyoBnHU
(BBeAeHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS)
128. | NAD®AKCUH® | Tabnetkn [Jexkcenb ®apma I3painb [ekcenb /1T4. 13painb BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13444/01/02
XR NPONOHIroBaHOI Aji No TexHonoaXun3 3MiHKM | TNy - 3MiHK WoA0 peyenmom
150 wr, no 14 TabneTok nrg. 6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnsgy.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BBegeHHs 3MiH MpOTAroM 6-Tv micsLiB nicns
3aTBEPAKEHHS)
129. | NEBOMAK TabneTku, BKpUTI Maxkneopc IHgis Makneogc IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8637/01/01
N/1iBKOBOK 060/10HKOI0, dapmMacbloTUKas dapmMacbloTUKasIC 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMIA peyenmom
no 250 mr, no 5 ¢ Nimitepn, Nimiten nikapcbkuii 3aci6. Cuctema
TabneTok y 6nictepi, no KOHTeliHep/3akynopoBasibHWii 3aci6. 3miHa
1 abo no 2 6nictepu B pO3Mipy ynakoBK/ rOTOBOrO JlikapCbKoro 3acoby
KapTOHHI ynakoBLi; No (3MiHa KinbKOCTI oanHULL (Hanpuknag TabneTok,
5 TabneTok y 6nicTepi, amnyn TOLLO) B ynakoBLi:) - 3MiHa nosa
no 4 6nictepw, [iana3oHOM 3aTBepXeHNX PO3MipiB yNakoBKy -
3'eIHAHNX MiX CO60I0, BBeJEHHS [04aTKOBOI ynakoBku Ne 100 (10x10)
no 5 6nictepis, y bnictepax, 6e3 3MiHVW NEePBUHHOTO
3'eHaHNX M CO6010 B nakyBa/lbHOro martepiasy Ta 3 BignosigH1Mu
ynakosLi; no 10 3MiHamMu [0 po3ainy «YnakoBka» (BBefeHHs
TabneTok y 6nictepi; no 3MiH NpoTArom 3-X MiCALB NicNs 3aTBEPAKEHHS)
10 6nicTepis B
KapTOHHI ynakoBLi
130. | IEBOMAK TabneTku, BKpUTI Makneopc IHgis Makneogc IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8637/01/02
N/1iBKOBOK 0600HKOI0, dapmacbloTuKas dapmMacbloTKasIC 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBwMIA peyenmom
no 500 mr, no 5 ¢ Nimiteq, Nimiteq nikapcbkuii 3aci6. Cuctema
Tabnetok y 6aictepi, no KOHTelHep/3aKynoptoBasibHMIA 3acib. 3miHa
1 abo no 2 6nictepu B PO3Mipy YNakoBKW roTOBOrO NiKapcbKoro 3acoby
KapTOHHIlA ynakoBLi; no (3MiHa KiflbKOCTi 0AMHWLE (Hanpuknag TabneTok,
5 Tabnetok y 6nictepi, amMnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
no 4 6nictepw, [iana3oHOM 3aTBepXeHNX PO3MIpiB YNakoBKY -
3'ejHaHNX M CO6010, BBEieHHA AoaaTkosoi ynakosku Ne 100 (10x10)
no 5 6nictepis, y bnictepax, 6e3 3MiHW NepPBUHHOTO
3'eHaHNX M CO60H0 B nakyBa/lbHOro martepiasy Ta 3 BignoBigH1MU
ynakosLi; no 10 3MiHamM¥ [0 po3ainy «YnakoBka» (BBefeHHs
Tabnetok y 6aictepi; no 3MiH NPOTAroM 3-x MicsUiB NicNs 3aTBEPAKEHHS)
10 6nicTepis B
KapTOHHI ynakoBLi
131. | NIEBO®JIOKC | TabneTtku, BKpUTI Makneoac IHgis Makneogc IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15003/01/01
ALIH 250 NNiBKOBOI 060/I0HKOIO, dapmacbloTuKan dapmMacboTUKaC 3MiHW | TUNY - BHECEHHS 3MiH A0 po3ainy peyenmom
no 250 wmr, no 20 ¢ Nimiteq, Nimiteq «MapkyBaHHs» MKA /13: 3anponoHoBaHo: p.
TabneTok y 6nictepi, no MapkyBaHHs “3rigHO 3aTBEPIKEHOT0 TEKCTY
5 6nicTepiB y KapTOHHii MapKyBaHHS". OHOBJ/IEHHSA TEKCTY MapKyBaHHS
ynakosLi; no 10 ynaxkoBok /13
TabneTok y 6nictepi, no
9 a6o 10 6nicTepiB y
KapTOHHIi ynakoBLi
132. | IEBO®JIOKC | Tabnetku, BKpUTI Makneoac IHgis Makneogc IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15003/01/02
ALIVH 500 NNiBKOBOI 060/I0HKOIO, dapmacbioTuKan dapmMacboTUKaC 3MiHUW | TUNY - BHECEHHS 3MiH A0 po3Ainy peyenmom
no 500 mr; no 20 ¢ Nimiteq, Nimiteq «MapkyBaHHs» MKA /13: 3anponoHoBaHo: p.

TabneTok y 6nictepi; no
5 6nicTepiB y KapTOHHii
ynakosLi; no 10

TabneTok y 6nictepi; no

MapkyBaHHs “3rigHO 3aTBEPIKEHOr0 TEKCTY
MapKyBaHHA". OHOBNEHHA TEKCTY MapKyBaHHS
ynaxkoBok /13
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
9 a6o 10 6nicTepiB y
KapTOHHI ynakoBLi
133. | NNEBO®JIOKC | Tabnetku, BKpPUTI Maxkneopc IHgis Makneogc IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/15003/01/03
ALUWH 750 NAiBKOBOK 000I0HKOH, dapmacboTuKan dapmMacboTUKaC 3MiHW | TUNY - BHECEHHS 3MiH A0 po3Ainy peyenmom
no 750 mr no 10 ¢ Nimitepn, Nimiten «MapkyBaHHs» MKSA J13: 3anponoHoBaHo: p.
TabneTok y 6nictepi; no MapkyBaHHs “3rigHO 3aTBEPAKEHOr0 TEKCTY
10 6nicTepiB y MapKyBaHHS". OHOBJ/IEHHA TEKCTY MapKyBaHHs
KapTOHHII ynakoBLi ynakoBok /13
134. | NOCMUPUH® | TabneTku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/9202/01/01
KMLLIKOBOPO34YMHHOIO OAPM" PAPM" 3MiHM | TUNYy - 3MiHa y MeToAax BUNpo6yBaHHS peyenma
060/10HKOI0, N0 75 Mr No rOTOBOrO /1iKapCbKOro 3acoby T. "PO34YMHeHHA" -
10 TabneTok y cTpuni; 3MiHEHO TVM Ta po3Mip iNbTpa, SAKUiA
no 3 a6o no 10 cTpunis 3aCTOCOBYETbCA Npu hinibTpawii BuNnpobysaHoro
Y KapTOHHIil ynakoBLi; PO3UUHY; 3MIHW | TUMY - 3MiHW Y 3B AI3KY 3
no 30 TabneTok y HeoOXigHicTio nepeknagy MKSA 3 pociicbkoi
cTpuvni; no 1 a6o 4 MOBM Ha YKpaTHCbKY; 3MiHU | Tuny - 3MiHa y
CTPUNW B KAPTOHHIl MeTofax BUNPO6yBaHHS rOTOBOrO JiKapCbKOro
ynakoBLj 3acoby - Ans Tecty «Kucnota caniyynosa»: 1.
3MeHLLeHa KiJTbKICTb iHXEKLii BUNpo6oByBaHOro
Ta CTaHAAPTHOro po3yunHy; Ans Tecty «KinbkicHe
BM3HAUYEHHS»: 1. 3MeHLIeHa KiTbKICTb iHXeKLi
BMNPO6OBYBAHOIO Ta CTAHAAPTHOIO PO3YMHY
135. | MACTOAUNHO | Tabnetku; no 20 BioHopvika CE HimeuumnH BioHopuka CE HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/6239/02/01
H® TabneTok y 6nictepi; no a 3MiHW | TUMY - BHECEHHS 3MiH B PO34iN peyenma
3 abo no 6 6nicTepiB y «MapkyBaHHs» MKS /13, 3MiHW BHECEHI B TEKCT
KapTOHHI Kopoo6Li MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby Lioao
3a3HaYeHHs MDXHapPOAHUX NMO3HAYeHb OAVHNLb
BMMIpIOBaHHS; 3anponoHoBaHo: MapkyBaHHS
3rigHo 3 3aTBEPLYKEHNM TEKCTOM MapKyBaHHS.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
136. | MEAIATOPH pO3unH ANs iH ekuin, 15 MAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15375/01/01
® Mr/ma no 1 mn B amnyni, "Tannudapm” 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS 3asBHIIKa, peyenmom
no 10 amnyny 6e3 3MiH y MK$, B iHCTpYKUiT 4151 MeANYHOro
KOHTYPHIli YapyHKOBIi 3aCTOCYBaHHSA Ta y TEKCTi MapkyBaHHs /13
ynakosui, no 1 (3atBepaxeHo: MAT "Tanuudapm").
KOHTYPHIli YapyHKOBIlA 3anponoHoBaHo: MoBHa Ha3Ba AKLioHEpHE
ynakoBLji B nauui TOBapucTBo " MNasimugpapm” CkopoyeHa Ha3Ba
MAT " Fanuucpbapm”; 3miHm | TMNy - 3MiHa
HallMeHyBaHHs BUpO6HUKa, 6e3 3MiH y MKH, B
IHCTPYKUii 418 MeAUYHOro 3aCTOCyBaHHA Ta 'y
TeKCTi MapkyBaHHs J13 (3aTBepgkeHo: MAT
"Manuucpapm"). 3anponoHoBaHo: MNoBHa Ha3Ba
AxkuioHepHe ToBapucTBo "Tannudapm"
CkopoyeHa HaszBa MNAT "lannydcapm”
137. | MEAOIPE/Nb | Tabnetku, BKpUTI Megpokemi T/, Kinp Axrtasic /ITA, ManbTta/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/12149/01/01
NNiBKOBO 060/10HKOK ManbTta; Megokemi Kinp 3MiHK | TMNY - 3MiHW 40 IHCTPYKUIT ans peyenmom




93

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o

3acoby yrnakoska) nocsi04YeHHs1

no 75 wr, no 10 NTA (3aBog AZ), MeJMYHOro 3aCTOCyBaHHS MikapCbKoro 3acoby y
Tabnetok y 6nictepi 3 Kinp (nepBuHHE Ta po3ain "B3aeMogis 3 iHWMMU NiKapCbKUMM
nonisiHinxnopungy Ta BTOPVHHE 3acobamu Ta iHWi B1uaM B3aeMogiii" BignosigHo
anoMiHieBOi chonbru, no nakyBaHHs); [10 OHOB/EHOT iHdhopMaLi 3 6e3nekun gjitoyol
3 6nicTepu B KOPOOLL; Megokemi T4 peyoBunHW. BBEAEHHS 3MiH NPOTAroM 3-x MicsiLiB
no 10 TabneTok y (LeHTpanbHuii nicns 3aTBepkKeHHs
antoMiHieBomy 6nicTtepi, 3asog), Kinp
no 3 6nictepu B KopobLi (BUPOGHULTBO

Hepo3dacoBaHoro

NPOAYKTY, KOHTPO/b

SAKOCTI, [03BiN Ha
BMMYCK cepii)

138. | ME/TIOKCUKA | po3uuH ans iH'ekuin, 15 TOB Ykpaina MpuaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/14486/01/01
M-BEPKAHA mr/1,5 mn no 1,5 mn «BEPKAHA +» akuioHepHe 3MiHW | TUNY - 3MiHK WoA0 peyenmom
po3uunHy B amnyni; no 5 TOBapuncTBo 6e3nekn/edeKTNBHOCTI Ta hapmakoHarnsgy.
amnyn y 6nictepi; no 1 "JlekxiM-Xapkis" BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX AaHKX
6nicTepy y KapTOHHIl npo cuctemy hapmakoHarnsay (BBefeHHs

navu,i y3arasibHeHVX AaHunx Npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocoou,
BiANOBiAANLHOI 32 34iliCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobm 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO0 BOHA
BiAMiHHA BiJ, yNTOBHOBa)KEHOI 0co6w,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemm
thapmMakoHarnagy) - 3MiHa ynoBHOBaXKeHO|
0co6u 3as1BHYKA, BiAnoBigasIbHOT 3a
hapmakoHarnsg. MNponoHoBaHa pefakuis:
3iHYeHKo Mapis BonogumupisHa. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHO! 0cobm
3asBHMKA, BiANOBIAaIbHOI 3a hapmakoHarnsg,

139. | MEHAKTPA® | po3uuH Ans iH'ekuiin no CaHodpi Nactep CWA CaHodpi Mactep IHkK., CLuA/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3a UA/17509/01/01
/ 0,5 mn (1 gosa). Mo 1 IHK. CLUA (Brpo6HMLTBO, Kanaga/ 3MiHM | TUMy - BUNYYeHHs iHdopmauii Wwoao peyenmom
MENACTRA® | gosi (0,5 M) y donakoHi. HaMoBHEHHS, YropumHa 3a3HaYeHHs OCTaHHbLOrO AHSA MiICAUS KiHLeM
BAKUVHA Mo 1 a6o no 5 dpnakoHiB KOHTPO/b SIKOCTI, TepMiHy NpUAAaTHOCTI 3 po3ainy «IHwWi ocobnmBi
MEHIHIFOKOK | y kapToHHili kopo6ui. Mo nepBuHHE 3acTepexeHHA» TEKCTY MapKyBaHHA BTOPUHHUX
OBA 1 a6o no 5 chnakoHiB y nakyBaHHs, yNakoBOK npenaparty, OCKifIbkn TepMiH
MONICAXAP KapTOHHI kopobuj 3 MapKyBaHHS, NpUAATHOCTI BKA3YETLCA Ha ynakoBLi y doopmarTi
NAHA MapKyBaHHAM BMNpobyBaHHA AeHb/Micsupb/piK. 3a3HauYeHHs MKHAPOAHUX
CEPOIrPyn iHO3eMHOK MOBOHO Ta cTabinbHoCTI, No3Ha4YeHb OANHULb BUMIPIOBAHHS Y TEKCTI
A,C,YTAW- | ykpaiHOMOBHUM BTOPUHHE MapKyBaHHS1 yMakoBKU NikapcbKoro 3acoby.

135 CTUKEPOM Ha KapTOHHIi nakyBaHHa Ta [opasaHHa 00 po3ainy "lHwe" TekcTy
KOH''OFOBA Kopobui (CTaHZapTHO- BUMYCK cepii); MapKyBaHHS1 BTOPVHHMX YNaKoBOK iHGhopMaLito
HA €eKCMopTHa YNakoBKa). CaHodvi Mactep NPO 3aXMCHI KOAW, LLIO HAHOCATHLCS BUPOOHUKOM.
OVUOTEPIVH Mo 1 a6o no 5 dpnakoHis Nimiten, KaHaga TepMiH BBELlEHHS 3MiH NpoTAroM 6 micauis nicns
M B CTaHAAPTHO- (KOHTPO/Ib SIKOCTI in 3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
AHATOKCWH | ekcnopTHiii ynakosLi, VivO Npu BUMYCKY);
OM AKa MiCTUTbCA B CaHochi-ABeHTiC
KapTOHHI KOpoo6Li Mpaisit Ko. 14,
YropuwmHa
(BTOpUHHE
nakyBaHHs)
140. | MEHOBA3WH | po3unH gns AT Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/8824/01/01
30BHILUHLOIO "ly6HUhapm" 3MiHN | TUNY - 3MiHK 3 IKOCTI. FOTOBWMIA peuyenma
3aCTOCyBaHHS, nikapcbkuii 3aci6. Cuctema
cnupToBMiA; No 40 mn KOHTeliHep/3akynopoBa/ibHWiA 3aci6. 3MiHa
ab6o 100 mn y donakoHax pO3Mipy ynakoBKM roTOBOrO NikapCbKoro 3acoby
(3miHa macu/o6'eMy BMICTY KOHTellHepa
6araTo,030B0ro /likapCbKoro 3acoby ans
HenapeHTepabHOro 3acTocyBaHHA (abo
0/HO030BOr0, YaCTKOBOTO BMKOPUCTaHHS))
- BBEfJeHHs1 ;0AATKOBOI YNakoBKku, a came
nakoHa 06’emom 100 mn, 6e3 3MiHn
NMepBMHHOTO NakyBaslbHOro Martepiany, 3
BiANOBIAHUMU 3MiHAMU Y p. «YNakoBka» Ta M.
«0O6’eM BMICTY hiakoHy». BBeeHHs 3MiH
NpoTArom 6-T1 MicALIB MiCNa 3aTBEPMAKEHHS.
141. | MEHOBA3WH | po3unH ans MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/8167/01/01
30BHILLHLOrO "®ITOPAPM" 3MiHM Il TUny - BBEAEHHA AOAATKOBOTO peyenma
3acTOCyBaHHs, BUpo6HuKa gna APl MenTton «Silverline
cnupToBMWiA No 40 mn'y Chemicals», IHais. 3anponoHoBaHo: hipma
hnakoHax cKIsHUX abo «Vaishali Pharmaceuticals», IHgjsa cipma «LOK-
noniMepHnx Beta», IHgja chipma «Kaizen Organics Pvt. Ltd»,
IHais dipma «Ind-Swift Laboratories Limited»,
IHAia dhipma «Bhagat Aromatics Limited», IHgis
oipma «Silverline Chemicals», IHgis
142. | MINYKAHT TabneTku XyBasbHi no 4 AT "Apamepn Monbua AT "Apamepn Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10397/01/01
Mr; No 7 TabneTok y dapma” dapma”, MNonbLuya BMNPAaB/IEHHS TEXHIYHOT MOMUNKKM Y p. «Cknag» peyenmom
6nicTepi; no 4 6nictepn (Bpo6HMK "in bulk", MK$#, a came B HaliMeHyBaHHi BUPOGHYKa AjitoHOoi
B KapTOHHI kopobui nepBuHHa Ta PEYOBUHU MOHTENYKaCT HaTpito
BTOPUHHA YNaKoBKa,
KOHTPO/Ib SKOCTi Ta
[103BiN Ha BUMNYCK
cepii)
143. | MINTYKAHT TabneTku XxyBasibHi No 5 AT "Apaveq Monbla AT "Agamepn Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10397/01/02
Mr; M0 7 TabneToK y ®apma” ®apma”, MonbLya BMNPAaB/IEHHS TEXHIYHOT NOMUNKKM Y p. «Cknag» peyenmom
6nicTepi; no 4 6nictepn (Bpo6HMK "in bulk", MK$#, a came B HalilMeHyBaHHI BUPOGHYKa Airo4oi
B KapTOHHI kopobuj nepBrHHA Ta PEUYOBMHM MOHTENYKACT HaTpilo
BTOPMHHA ynakoBka,
KOHTPO/b AKOCTi Ta
[103BiN Ha BUMNYCK
cepii)
144. | MINYKAHT TabneTkn, BKpUTI AT "Apgawvep, MonbLwa AT "Apawmeg, Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/10397/02/01
NNiBKOBO 060/1I0HKOO, Papma” Papma”, MonbLa BUMpPAaB/IEHHSA TEXHIYHOT NOMU/KKM Y p. «Cknag» peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 10 mr no 7 TabneTok (B1po6HYK "in bulk" MKS#, a came B HaliMeHyBaHHi BUPOGHYKa AjitoHOoi
y 6nicTepi; no 4 nepBuHHa Ta PEYOBUHU MOHTENYKACT HaTpito
6nicTepy B KapPTOHHIi BTOPVHHA ynakoBsKa,
Kopoo6Li KOHTPO/b AKOCTI,
[103BiN Ha BUMNYCK
cepii)
145. | MIPTACTAAI TabneTku, BKpUTI CTALOA HimeuuunH BUWMYCK Cepiii: HimeyuunHa/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/3907/01/01
H NNiBKOBOIO 060/TI0HKOIO, ApuHaiimiTTens a CTALA BocHis i 3MiHK | TUNY - AAMIHICTPaTMBHI 3MiHW. peuenmom
no 15 wr; no 10 Al ApuHarimitTens Arl, I'epuerosuH BunyyeHHs BUPOGHMYOT AinbHUL (BKIHOYAKOUM
TabneTok y 6nictepi; no HimeuunHa,; a/ AinbHUUI ana A®Il, npoMiXHOro NpoAykTy abo
2 abo 5 6nicTepiB y BMPOOHULITBO Cepbis roToOBOro Nikapcbkoro 3acoby, AinbHUL Ans
KapTOHHI KOpoo6Li Hepo3dacoBaHoro npoBefeHHsA NakyBaHHs, BUPOGHYKa,
NPOAYKTY, KOHTPO/Ib BiANOBI4a/IbHOIO 3a BUNYCK Cepiii, MicLe
cepiii: npoBeAeHHSA KOHTPOto cepii) abo
Xemochapm 4.0.0., nocTavyanbHviKa BUXigHOTO Martepiany, peareHty
BocHist i ab0 4ONOMIXHOT PEYOBMHN (SIKLLO 3a3HAYEHO Y
lepuerosuHa; [0Cbe). 3MiHa BHOCUTLCA 3 METOH BUMYYEHHS
nepBuHHE Ta hYHKL,i/i NEPBMHHOrO Ta BTOPMHHOTO MakyBaHHSA
BTOPWHHE nikapcbkoro 3acoby ans B1upobHuka M3
nakyBaHHS: Xemodhapm 4.0.0., BocHis i 'epuerosuHa.
"Xemochapm" Afl,
Cepbis
146. | MIPTACTAAI TabneTkn, BKPUTI CTAOA HimeuymnH BUMYyCK Cepili: Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/3907/01/02
H NNiBKOBOIO 060/I0HKOIO, ApuHaiimiTTens a CTALA BocHist i 3MiHK | TUNY - AOMIHICTPaTVBHI 3MiHW. peuyenmom
no 30 mr; no 10 Al ApuHaiimitTens Arl, 'epuerosuH BunyyeHHs1 BUpOGHMYOT AinbHULL (BKTHOYaK0UM
TabneTok y 6nictepi; no HimeuunHa, AinbHULU Ana A®Il, npoMixHOro npoaykTy abo
2 abo 5 6niicTepiB y BMPOGHULTBO Cepbis roTOBOrO MliKapCbKOro 3acoby, AiNbHWLi Ans
KapTOHHii Kopo6Lli Hepo3acoBaHoro npoBefeHHs NakyBaHHs, BUPOOHUKA,
NPOAYKTY, KOHTPO/Ib BiZiNOBIAaLHOTO 3a BMMYCK Cepild, MicLe
cepiit: NpoBeAEeHHS KOHTPO/ILO cepii) abo
Xemodhapm 4.0.0., noctayanbHuKa BUXIAHOTO MaTepiany, peareHty
BocHist i a60 [0NOMIKHOT pevyoBUHN (SIKLLLO 3a3HaYeHo y
lepuerosuHa; Z0Cbe). 3MiHa BHOCUTLCA 3 METOK BUYYEHHS
nepBuHHe Ta dOYHKLii NEPBUHHOMO Ta BTOPMHHOTO MakKyBaHHSA
BTOPUHHE niKapcbKoro 3acoby ans BupobHuka M3
nakyBaHHS: Xemodhapm 4.0.0., BocHist i FepuerosuHa.
"Xemodhapm" AL,
Cepbis
147. | MIPTACTAAl | Tabnetku, BKpUTI CTALA HimeuumnH BUWMYCK Cepiii: Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/3907/01/03
H NNiBKOBOI 060/I0HKOIO, ApuHaiimiTTens a CTALA BocHis i 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. peuenmom
no 45 wr; no 10 Al ApuHaiimitTens AT, I'epuerosuH BunyyeHHs BUPOBGHMYOT AinbHUL (BKIHOYAK0UM
TabneTok y 6nictepi; no HimeuumnHa; AinbHUUI ana A®Il, npomiXHOro npoAykTy abo
2 abo 5 6nicTepiB y BMPOGHMLITBO Cepbis roToBOro fikapcbkoro 3acoby, AinbHUL Ans
KapTOHHiiA KOpo6Ll Hepo3dacoBaHoro npoBefieHHA NaKyBaHHs, BUPOBHYKa,
NpPOAYKTY, KOHTPO/Ib BiANOBIAA/IbHOIO 3a BUNYCK Cepiii, MicLe
cepiii: NpoBefeHHSA KOHTPOsto cepii) abo
Xemodpapm 4.0.0., nocTavyanbHviKa BUXiAHOTO Martepiany, peareHty
BocHist i a60 [0MNOMiXXHOI Pe4yOBMHM (SIKLLIO 3a3HAYEHO y
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
lepuerosuHa; £0Cbe). 3MiHa BHOCUTLCA 3 METOK BUNYYEHHS
nepBuHHe Ta dOYHKLiA NEPBUHHOMO Ta BTOPMHHOTO NakyBaHHSA
BTOPVIHHE NiKapcbKoro 3acoby Ans BupobHuka M3
nakyBaHHs: Xemocpapm f.0.0., BocHis i MepuerosuHa.
"Xemodpapm" AL,
Cepbis
148. | MOBUMNPEN® | nopoLok ans HopxwH B.B. HigepnaH HOPXXWH Nimiteq Benuka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/12987/01/01
OpasIbHOro PO34unHy; No on BpuTaHis 3MiHK | TUNY - BHECEHHSA 3MiH A0 MaTepianis peuyenma
lcaweAilcaweBy peecTpauiiHoro AoCbE NOB'A3aHe 3 A04aBaHHAM
nakeTi; No 2 nakeTn B aNbTepHaTMBHOIO MeToAy iOHHOI Xpomarorpadii
KapTOHHI KopooLi 3 BUKOpUCTaHHAM cuctemu Metrohm TitrlC gns
BM3HAYEHHS OAHOPIAHOCTI [030BaHUX OAUHULIb
KauTito Ta X10puaiB, KilbKiICHOro BU3Ha4YeHHs
xnopugis, cynbartis, HATPIlO, kanito Ans calle
A Ta Ki/IbKICHOTO BU3HAUYEHHS HaTpilo 4Ns cawe
B 3 BignoBigHMMU NOCUNAHHAMM Y
crneungikaLisx
149. | MOOUTEH PO34MH NS iH'eKuin, 25 KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHisi BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/0893/01/01
AENO Mr/mn no 1 mn B amnyni; HoBo mecTo MecTo 3MiHN | TUNY - 3MiHK 3 AKOCTi. FoTOBWMIA peuyenmom
no 5 amnyn y 6nictepi; nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
no 1 6nictepy B TepMiHax NpUAaTHOCTI abo ymMmoBax 36epiraHHs
KapTOHHI Kopoo6Li roTOBOrO J1iKaPCbKOro 3aco6y (3MEHLLEHHSI
TEepMiHy NpUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco6y) - [11s TOpProBoi ynakoBk. 3MEHLUEHHS
TepmiHy npugarHocTi 13 BignosigHo 40 BUMOT
BMPOGHUKA: 3aTBEPKEHO: 2 POKM
3anponoHoBaHo: 18 micsuiB. 3MiHM BHECEHI B
IHCTPYKLiO 4151 MeANYHOrO 3acTocyBaHHA /13 y
p. "TepMmiH npuaaTHocTi".
150. | MONECKIH® Kpem 0,1 %, no 15ry AT "®apmak” YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/7002/01/01
Ty6i; no 1 Ty6i y nauuj 3 3MiHuM | TUNY - AgMiIHICTpaTVBHI 3MiHW. 3MiHa peuenmom

KapTOHY

HaliMeHyBaHHA Ta/abo afpecy 3asBHMKA
(BNacHvKa peecTpauiiHoro NoCBigYEHHS) - 3MiHa
Ha3BW Ta agpecu 3asBHUKa (BBefeHHS 3MiH
NpoOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS);
3MiHW | TNy - AAMIHICTPaTMBHI 3MiHN. 3MiHa
Ha3BM NikapCcbKoro 3acoby - 3aTBepapkeHa
pepakuisi: MoneckiH 3anponoHoBaHa peAakuis:
MoneckiH® (BBefeHHst 3MiH NpoTsArom 6-Tv
MicAILiB Micns 3aTBEPMKEHHS); 3MiHU | Tuny -
AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa (BK/TOUakouM, 3a HEOOXIAHOCTI, MicLe
NPOBeAEHHS KOHTPO/IO SKOCTI), abo BlacHuka
macTep-aiina Ha Adl, abo noctavanbHVKa
Adl/BnxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y BUPOOHULTBI
A (AKW0 3a3HAYEHO Y AOCHE Ha NiKapCbKuii




97

Ne
n/n

Hassa

JNliKapCcbK0O20

3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3acib) 3a BigCYTHOCTI cepTudikaTa BifgnoBiAHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHMKA HOBOI fOMOMIXHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA
Ha3BW Ta agpecu BUpobHuKa APl MoMeTasoHy
hypoaty, 6e3 3MiHM MicLa BUPOOGHNLTBA; 3MiHM |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
KOHTPOJIO AKOCTI. (AiANbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa Ha3BW i agpecu BUPOGHMKa, 6e3 3MiHn
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM
6-TV MicALIB MiC/1A 3aTBEPMXEHHS); 3MiHM | Tuny
- 3MiHK 3 siKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /liKapCbKOro 3acoby. 3mMiHa y
MeToAax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro
3acoby (419 NpuBeAEeHHS Y BIANOBIAHICTb 3 AdY
abo EBponencoLKoo hapmakonee Ta
BUJTYYEHHA NOCUIaHHA Ha 3acTapinui
BHYTPILLHIn MeToA, BUNPOGYBaHHS i MI0ro Homep)
- BHeceHHs 3miH go Cneyucpikauii/MeToais
KOHTPOJT0 SIKOCTI Nlikapcbkoro 3acoby 3a M.
«MikpobionoriyHa ymcTota», a came, f04ATKOBO
[0 nocunaHHa Ha EP, fopaHo nocunaHHA Ha
[AoY. MeToguka Ta Kputepii NPUAHATHOCTI
3a/MLIeHo 6e3 3MiH. BuiyyeHo noBHWi Buknag,
NPOBeAEHHS METOAMKM; 3MiHW | TUny - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHK1) - BHECEHHS 3MiH
00 p. MapkyBaHHs1 (BBeAeHHS1 3MiH NPOTArom 6-
TW MiCALB Nic/1a 3aTBepAXEHHS)

151.

MOJIECKIH®

C

Masb no 15 ry 1y6i, no 1
Ty6i y nayui 3 KapToHYy

AT "dapmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
(BNacHvKa peecTpauiiHoro NoCBigYEHHS) - 3MiHa
Ha3BW Ta agpecy 3asBHVKa. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiC/A 3aTBEPIXKEHHS.
3MiHY | TUNY - AgMiHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NPOBaKEHHA Ais/IbHOCTI BUPOOHMKA
(BKtOYarouK, 3a HeobXIAHOCTI, Micue
NPOBeAEHHS KOHTPO/IIO SKOCTI), ab0 BlacHuKa
macTep-gaiina Ha Adl, abo nocTavanbHMKa
Adl/BnxigHoro matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYHTHCSA Y BUPOGHULTBI

3a
peyenmom

UA/13153/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JNliKapCcbK0O20

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayjiliHo2o
nocsioYeHHs

3acoby

3acib) 3a BiACYTHOCTI cepTudikaTta BiANOBILHOCTI

A®| (KW 3a3HAYEHO Y [OChE Ha NikapCbKuii

€Bponeiicbki hapmakonei y 3aTBepmkeHomy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT
PEYOBUHM (SKLLO 3a3HAYEHO Y [10CbE) - 3MiHa
Ha3BM Ta agpecn BUPOOHMKA Ajto40i pevyoBrHA
MOMeTa30Hy doypoaTt, BUpobHMYa AiNbHULA Ta
yCi BUpoOHUYI onepauii 3anumwaTbes
HEe3MiHHUMKW. 3MiHK | TUny - AgMIHICTpaTUBHI
3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AiSSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro
3aco6y, BKOYauM AiNibHNLi BUNYCKY cepii abo
MicLie NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BVMPOGHMK/IMNOpPTEpP, BK/OYAUM BUMYCK Cepiid) -
3MiHa Ha3BW Ta agpecu BUPo6HuKa J13. BeaeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHKM 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikat BignoBsigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BIANOBIAHOCTI 260 BUNyYeHHs cepTudikara
BiANOBIgHOCTI E€Bponeiickbkili hapmakonei: gns
A®I; ons BUXigHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOobHUUTBI A®I; ans
[0NOMDKHOT peyoBrHU (cepTudikat
BiANOBIAHOCTI EBponeiickbkil hapmakonei) -
OHOB/eHWI cepTuddikaT Bif, yxe 3aTBepaAXeHOro
BMpO6HMKa. [ogaHHA OHOBNEHOTO cepTudikaTy
BiANoBigHOCTI €Bponeiicbkili hapmakonei R2-
CEP 1993-008-Rev 05 Bif 3aTBEpAXEHOrO
BMpo6HuKa «Novacyl SAS», dpaHuis gitoyoi
pPeyoBUHM caniuuioBa KucnoTa y 3B'a3ky 3i
3MiHOM0 opUANYHOT agpecu. 3MiHu | Tuny - 3MiHn
oo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHu) - 3MiH B p.
«MapkyBaHHsa» MKA N13. BBeageHHs 3MiH
NPOTArom 6-Tv MicALIB NicAA 3aTBEPAKEHHS.

UA/16906/01/01

152.

MOHA®OKC

Kpanni O4Hi, po34nH Mo 5

Mr/mnno 5 mny
donakoHi, No 1 dpakoHy
Y KapTOHHiIli KopoobLi

AT "Apawvep
Papma”

Monbwa

damap A.B.E.
Animoc MnaHrT,
[peuis (noBHUIA
LKA BUPOGHMLTBA);
dapmateH C.A,,
Ipeuis (BTOpuHHE

Ipeuis

nakyBaHHs1,

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHW | TUMY - OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM JiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LLoA0 3a3HaYEHHS OAUHUL
BMMIpIOBaHHA y cuctemi Sl. TepMiH BBeEHHSA
3MiH - NPOTArom 6 MicsLiB NicNsA 3aTBEPAKEHHS

3a
peyerimom
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

KOHTPO/b | BUNYCK
cepii)

153.

MYNbTUIPU
M HA3A/b

Kpanni HazasbHi, PO34uH
0,05% no 10 mny
hNakoHi 3 Ha3albHUM
annikatopom; no 1
hN1aKoHy B KapTOHHIl
ynakoBLj

Jenbta Megiken
MpomoyLiH3 Al

LLsenuapi
a

K.O. Biochapm C.A.

PymyHist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX
npo cuctemy thapmakoHarnsgy (sBefieHHs
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarnisgy 3asBHUKa AN 34iINCHEHH:
thapmakoHarnagy B YkpaiHi, KL BOHA
BiAMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
Bi4NOBiAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
PO3MiLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHoT
0co6u 3as1BHMKA, BiANOBiAa/IbHOT 3a 3AiCHEHHS
thapmakoHarnagy: MNponoHosBaHa pefakLis:
BeHrep /llogmMuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy

6e3
peyenma

UA/15882/01/01

154.

MYNbTUIPU
MHASA/b

Kpanni HasasibHi, PO34nH
0,1% no 10 mn y
hNakoHi 3 Ha3albHUM
annikatopom, no 1
bN1aKoHY B KapTOHHIl
ynakoBLi

Lenbta Megiken
MpomoyLiH3 Al

LLiseliyapi
a

K.O. Biochapm C.A.

PymyHist

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHyx Npo cucTemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0coou,
BiANOBIAANLHOI 32 34i/iCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmMakoHarnisgy 3asBHUKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, SKLO BOHA
BiIMiHHa Bif, yNOBHOBaXKeHOI 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarisay
(BKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-chaiina cucremm
thapmMakoHarnisgy) - 3MiHa ynoBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy: MponoHoBaHa pefakuis:
BeHrep /llogmuna AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHWX YMOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsgy

6e3
peyenma

UA/15882/01/02

155.

MYNbTUIPU
MHASA/b

cnpeii Ha3asTbHUIA,
po3umH 0,05 %; no 10
My dh1aKkoHi 3
posnuntosayem; no 1

Lenbta Megiken
MpomoyLiH3 Al

LLisefiuapi
A

K.O. Biochapm C.A.

PymyHis

BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEHNX faHnX

6e3
peyenma

UA/15756/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

hN1aKoHy B KapTOHHIl
KopoobLi

npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOT 3@ 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarniagy 3asaBHUKa AN 34iINCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHO|
0Cco6u 3as1BHMKA, BiANoBiAa/IbHOT 3a 3AiNCHEHHS
chapmakoHarnsgy: ponoHoBaHa pefakuis:
BeHrep /llogmMuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHH:A ddapmakoHarnsgy

156.

MYNbTUIPU
M HA3A/b

cnpeli HasaNbHWUIA,
po3uuH 0,1 %; no 10 mn
y thnakoHi 3
po3nuoBayem; no 1
hN1aKoHY B KapTOHHIl
KopoobLi

Jenbta Megiken
MpomoyLiH3 Al

LLsenuapi
a

K.O. Biochapm C.A.

PymyHist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy (sBefieHHs
y3arasibHeHVX faHunx npo cuctemy
hapmakoHarnsigy, aMiHa ynoBHOBaXeHOI 0cobu,
BiANOBiAA/IbHOI 32 3AiICHEHHS
hapmakoHarnsgy; KOHTakTHOi ocobu 3
hapMakoHarnisgy 3asBHUKa 415 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLLO0 BOHA
BiAMiHHa Bif, YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
pO3MiLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHOT
0co6y 3as1BHMKA, BiANoBiAa/IbHOT 3a 3AiCHEHHS
hapmakoHarnagy: pornoHosaHa pefakLis:
BeHrep /llogmMuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0cobMu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsgy

6e3
peyenma

UA/15756/01/02

157.

MYNbTUIPU
MHASA/b
®ITO

crpeii Ha3albHWUA,
po3umH 0,1 % no 10 mn
y thnakoHi 3
posnuntoBayem; no 1
bN1aKoHY B KapTOHHIl
Kopoo6Li

Lenbta Megiken
lMpomoyLiH3 Al

LLiseliyapi
a

K.O. Biochapm C.A.

PymyHist

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 ab0 3MiHN [0 y3araslbHEHUX AaHKX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHyx Npo cucTemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocoou 3
dhapMakoHarisgy 3asaBHUKa ANst 34iNCHEHHs

6e3
peyenma

UA/15720/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

hapmakoHarnsgy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/THOHAKOUM KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3miHa ynoBHOBaXeHOi
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a 34iCHEHHS
dhapmakoHarnsgy: NpornoHoBaHa peakList:
BeHrep /llogmMuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHH:A ddapmakoHarnsgy

158.

HA3UBIH®

Kpanni HaszanbHi 0,01 %
no 5 mn y conakoHi; no 1
(pN1aKOHY B KapPTOHHIl
Kopoo6Li

Mi enpg Oxi Xenc
[xepmani M'm6X

HimeyunH
a

Codpapimekc-
IHoycTpia Kimika e
dapmaueyTika, C.A.,
MopTtyranis;
Lenbthapm Bnagenb
B.B., HigepnaHan

Moptyranis/
HigepnaHnaun

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - AOMiIHICTpaTBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asBHMKaA
(BnacHuKa peecTpauiiiHoro Noceig4yeHHs). 3miHa
HaliMeHyBaHHs Ta afpecu 3asaBHuKa. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHuM | Tuny - AgMiHICTpaTUBHI
3MiHW. BrunyyeHHst BUPOGHMYOI AinbHUL
(Bkntovatoum ginbHuULi ons A®l, NnpoMixXHOro
npoaykTy abo rotToBOro NikapcbKoro 3acooy,
AiNbHULI AN NpOBEEHHsA NaKyBaHHS,
BMPOGHKKA, Bi4NOBiAaNIbLHOIO 3a BUMNYCK Cepild,
MicLie NpoBeAeHHs KOHTPOSIHO cepii) abo
rnoctayanibHuka BUXiAHOTO MaTepiany, peareHty
a60 [0NOMDKHOT pevyoBUHM (SIKLLLO 3a3Ha4YeHo y
focke). BunyyeHHs Bupo6Huka 13, Mepk KraA,
HimeyunHa. BBeeHHS 3MiH NpoTAroM 6-tn
MiCALiB nicna 3aTBepAKeHHs
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHvKa Ans 34iCHeHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNOBHOBa)KEHOI 0CO6Y,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dapmakoHarnsgy
(BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-chaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0CO6MU, BifgNoBiganNbHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MicLie3HaxX0oKEHHS MacTep-cdhainna.

6e3
peyenma

UA/7928/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3MiHu | TURY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapMakoHarnisgy
(iHWi 3miHW). OHOB/IEHHA 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS ynakoBok J/13. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEeHHSA AiSIbHOCTI BUpobHUKa/imMnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKAYaum
AinbHULUI BUNYyCKy cepii abo micLie NpoBeAeHHsS
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKOUM BUNYCK Cepiit).
3MiHa HalimeHyBaHHsi BUPO6HUKa dPamap
HepepnaHnpg B.B., HigepnaHau, 6e3 3miHu micusa
BMPOGHMLITBA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.

159.

HA3UBIH®

Kpanni HasanbHi 0,025
% no 10 mn 'y chnakoHi;
no 1 pnakoHy B
KapTOHHI KOPOOL

Mi enpg Oxi Xenc
[xepmani M'm6X

HimeyunH
a

Codpapimekc-
IHoycTpia Kimika e
dapmaueyTika, C.A.,
MopTyranis;
Lenbthapm Bnagenb
B.B., HigepnaHan

Moptyranis/
HigepnaHnaun

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - AQMiIHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHuKa peecTpauiiiHoro noceig4yeHHs). 3miHa
HaliMeHyBaHHs Ta afpecu 3asaBHuKa. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHuM | Tuny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHst BUPOGHMYOI AinbHNL
(Bkntovatoum ginbHuULi ons A®l, NnpoMixXHOro
npoaykTy abo rotToBOro nikapcbKoro 3acooy,
OiNbHULI AN NpOBefEeHHA NaKyBaHHS,
BMPOGHKKA, BiANOBiAaNILHOIO 3a BUMYCK CEpild,
MicLie NpoBeAeHHs KOHTPOSIHO cepii) abo
noctayanibHuka BUXiAHOTO MaTepiany, peareHty
a60 [0NOMKHOT pevyoBUHM (SIKLLLO 3a3Ha4YeHo y
focke). BunyyeHHs Bupo6Huka 13, Mepk KraA,
HimeyunHa. BBeeHHS 3MiH NpOTAroM 6-Tn
MiCALiB nicna 3aTBepaKeHHs
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa AN 34iACHeHHS
hapmakoHarnsagy B YkpaiHi, Ko BOHa
BiAMiHHA BiJ, yNOBHOBa)KEHOI 0CO6Y,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A dapmakoHarnsgy
(BK/IHOHAKOUM KOHTAKTHI faHi) Ta/abo 3miHn y

6e3
peyenma

UA/7928/01/02
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

PO3MiLLeHHI MacTep-chaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTakTHUX AaHnx
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxoKeHHs macTep-chainna.
3MmiHu | TURY - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta hapMakoHarnisgy
(iHWi 3miHW). OHOB/IEHHA 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS ynakoBok J/13. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPAXKEHHS.
3MmiHu | TUNY - AgMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/iMnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKAYaum
AinbHUUI BUNYyCKy cepii abo micLe NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnosigae
BMPOGHMK/IMNIOPTEP, BK/IHOYAKOUM BUMYCK Cepiit).
3MiHa HalimeHyBaHHsi BUPO6HUKa dPamap
HepepnaHnpg B.B., HigepnaHau, 6e3 3miHu micusa
BMPOGHMLITBA.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS.

160.

HA3UBIH®

Kpanni HazanbHi 0,05 %
no 10 mn y donakoHi; no
1 dpnakoHy B KAPTOHHIi
Kopoo6Li

Mi enpg Oxi Xenc
[xepmani M'm6X

HimeyunH
a

Codhapimekc-

IHoycTpia Kimika e
dapmaueyTika, C.A.,

MopTyranis;

Lenbthapm Bnagenb
B.B., HigepnaHan

Moptyranis/
HigepnaHnaun

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecy 3asBHMKa
(BnacHuKa peecTpauiiiHoro noceig4yeHHs). 3miHa
HaliMeHyBaHHs Ta afpecu 3asaBHuKa. BeegeHHs
3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHuM | Tuny - AgMiHICTpaTUBHI
3MiHW. BrunyyeHHst BUPOGHMYOI AinbHUL
(Bkntovatoum ginbHuULi ons A®l, NnpoMixXHOro
npoaykTy abo rotToBOro nikapcbKoro 3acooy,
AiNbHULI AN NpOBEEHHsA NaKyBaHHS,
BMPOGHKKA, BiANOBiAaNLHOIO 3a BUMYCK CEpild,
MicLie NpoBeeHHs KOHTPOSIHO cepii) abo
noctayanibHuKa BUXiAHOTO MaTepiany, peareHty
a60 [0NOMIKHOT pevyoBUHM (SIKLLLO 3a3Ha4YeHo y
[ocke). BunyyeHHs Bupo6Huka 13, Mepk KraA,
HimeyunHa. BBeeHHS 3MiH NPOTAroM 6-Tn
MiCALiB nicna 3aTBepAKeHHs
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOI ocobu,
BiANOBIA&/IbHOI 3@ 3iiCHEHHS

6e3
peyenma

UA/7928/01/03
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

dhapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiAMiHHA BiJ, yNOBHOBaXKEHOI 0c0o6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKIHOHAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLeHHI MacTep-chaiina cuctemm
hapmakoHarnagy). 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXXEHOT 0CO6MU, BigNOBigabHOI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MicLe3HaxoKeHHs macTep-chainna.
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapMakoHarnisgy
(iHWi 3miHW). OHOB/IEHHA 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS ynakoBok J/13. BeefieHHs1 3MiH
NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS.
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imMnopTepa
roTOBOro MiKapCcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micLie NpoBeAeHHs
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHUK/IMNIOPTEP, BK/IHOYAKOUM BUMYCK Cepiit).
3MiHa HalimeHyBaHHsi BUPO6HUKa dPamap
HepepnaHnpg B.B., HigepnaHau, 6e3 3miHu micusa
BMPOGHMLITBA.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuUiB nicns
3aTBEPKEHHS.

161.

HA3UBIH®
CEHCUTUMB

cnpei HasanbHuii 0,025
%, no 10 mn abo no 15
M npenapary y
dhnakoHi; no 1 dpakoHy
B KapTOHHI kopobui

Mi enpg Oxi Xenc
[xepmani M'm6X

HimeyunH
a

[03BiN Ha BUMYCK
cepit:
Mi eng Oxi Xenc
OcTpisa 'M6X eHg
Ko. O, ABcTpis;
BMPOBHMLTBO 3a
MOBHVM LK/IOM:
Codhapimekc -
IHaycTpia Kimika e

dapmaueyTika, C.A.,

MopTyranis;
BMPOGHMLTBO 3a
MOBHVM LK/IOM:

damap Xenc Keap
Cepsiciz Magpug,
C.AY., IcnaHis

AscTpisi/
Moptyrania/
Icnanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiitHOro NocBigYEHHS) - 3MiHa
Ha3ByW Ta agpecu 3asBHUKa (BBefeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPAXKEHHS);
3MiHW | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiSIbHOCTI BUpobHMKa/imnopTepa
roTOBOro fiKapCcbKoro 3acoby, BKAYaum
AinbHUUI BUNYyCKy cepii abo micle NpoBeAeHHsS
KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnoBifae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa Ha3Bu Ta agpecy BupobHuka 13 ( fo3Bin
Ha BUMycK cepii), 6e3 3MiHM MicLA BUPOGHULTBA
(BBegeHHs 3MiH MpoTAroM 6-Tu micsuis nicns
3aTBEPKEHHS); 3MiHW | TUnY - 3MiHW WoA0
6e3nekun/edhekTVBHOCTI Ta papMakoHarnagy.
BBefeHHst ab0 3MiHMN [0 y3arasibHEHMX AaHWX

6e3
peyenma

UA/11682/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHUX AaHyX Npo cucTemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAA/IbHOT 3@ 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoi ocobu 3
hapmakoHarniagy 3asaBHUKa AN 34iINCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3mMiHa KOHTakTHUX gaHuX
yMOBHOBaXeHOT 0cobw, BignoBiganbHoI 3a
thapmakoHarnag. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLie3HaxXoMKEHHS MacTep-gpainna; 3MiHu | Tuny
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS BTOPUHHOT
Ta NepBUHHOT yNakoBku /13 (BHECEHHS
no3HayYeHb OAMHWLbB BUMIPIOBAHHS, 3
BMKOPUCTaHHSAM JliTep NaTMHCbKOro andasiTy,
TOLL0) BBEAEHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepgkKeHHs; 3MiHn | Tuny - 3miHu 3
SKocTi. [oToBMIA Nnikapcbkuii 3aci6. KoHTponb
rOTOBOrO JIiKAPCbKOro 3acoby (iHLi 3MiHN) -
OHOBJ/IEHHS BXE 3aTBEPIKEHUX METO/IB
KOHTPOJI0 SIKOCTi Jlikapcbkoro 3acoby, a came
BUKNAAEHHS TEKCTY AePXKaBHOK MOBOHO 3riHO
CyYacHux Bumor

162.

HA3UBIH®
CEHCUTVB

cnpeii HazanbHuiA 0,05
%, no 10 mn a6o no 15
MA npenaparty y
chnakoHi; no 1 dpnakoHy
B KapTOHHIi kopobuj

Mi eng Oxi Xenc
xepmaHi Tm6X

HimeyvunH
a

[103BiN Ha BUMNYCK
cepil:
MNi enp Oxi Xenc
OcTpis T'M6X eHf
Ko. O, ABcTpis;
BMPOGHMLTBO 3@
MOBHUM LIIK/TOM:
Codhapimekc -
IHaycTpia Kivika e

PapmaueyTika, C.A.,

MopTyranis;
BMPOGHMLTBO 3@
MOBHWM LIVIK/IOM:

Pamap Xenc Keap
Cepsiciz Magpug,
C.AY., IcnaHis

ABcTpis/
Moptyranis/
Icnanis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHKM | TUNY - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHvKa peecTpauiiHoro NocBigYEHHS) - 3MiHa
Ha3BW Ta agpecu 3asBHUKa (BBeEHHS 3MiH
NpoOTArom 6-Tn MiCALIB NiCNA 3aTBEPMXKEHHS);
3MiHuM | TUNY - AOMiIHICTpaTBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJO AKOCTI. (AisANbHICTb, 3a Ky BifgnoBigae
BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa Ha3BK Ta agpecu Bupo6Huka M3 ( Lo3BiN
Ha BUMYCK cepii), 63 3MiHW Micus BUpO6HULTBA
(BBefeHHs 3MiH NpoTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS); 3MiHM | TMNY - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

6e3
peyenma

UA/11682/01/02
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX
npo cucTemy drapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX AaHunx Npo cuctemy
thapmakoHarnagy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBiAA/ILHOI 32 3fi/icCHEHHS
hapmakoHarnsgy; KOHTakTHoOi ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, KLU0 BOHA
BiAMiHHA BiJ, yNOBHOBa)KEHOI 0cOo6Y,
BiANOBIAA/IbHOI 32 34iiCHEHH:A ddapmakoHarnsagy
(BK/IKOYAIOYM KOHTAKTHI AaHi) Ta/abo 3MiHN y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0Co6M, BiANOBIigaNbHOI 3a
hapmakoHarnsg. 3miHa Micus 34ilCHEeHHS
OCHOBHOI Aisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-gpaiina; 3MiHu | Tuny
- 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - OHOBJ/IEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS BTOPUHHOT
Ta NepBMHHOI yNakosBku /13 (BHECEHHS
no3HaYeHb OAVHWLb BUMIPIOBAHHS, 3
BUKOPUCTaHHAM JliTep TaTUHCLKOro andasity,
TOLL0) BBEAEHHA 3MiH NPOTSArom 6-Tv MicsLiB
nicns 3aTBepgpKeHHs; 3MiHW | Tuny - 3MiHun 3
siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTpob
rOTOBOrO /1iKapCbKOro 3acoby (iHLLi 3MiHK) -
OHOBJIEHHA BXE 3aTBEPMAXEHNX MeTOAIB
KOHTPO/O SIKOCTI JliKapCbKOro 3acoby, a came
BVIK/TAAEHHS TEKCTY [epXXaBHO MOBOIO 3riHO
Cy4YacHux BUMOr

163.

HEWPOBIOH

PO34UH ANs iH'eKLA No 3
M B amnyni; no 3
amnynn B KapTOHHIi
KopoobLi

Mepk KlraA

HimeuunH
a

NOBHUIA LWKN
BMpOGHMLTBa: Mepk
KlraA, HimeuuunHa;
BiAnoBiganbHUii 3a
BUMYCK cepii: Mepk
KraA i Ko. Bepk
LWnitTanb, ABCTpis

Himeuuunna/
AscTpis

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis:
3MiHM | TUMY - OHOBMEHHS BXE 3aTBEPAKEHNX
MeTOZiB KOHTPOJII0 AKOCTI NliKapcbKoro 3acoby, a
came BUKIa[EeHHS TEKCTY fepXaBHO MOBO
3iHO Cy4acHUX BUMOT

3a
peyenmom

UA/5409/02/01

164.

HEWNPO-
HOPM

kancynu no 10 kancyn y
KOHTYPHIli YapyHKOBIl
ynakosLij; no 2 a6o 6
KOHTYPHUX YapyHKOBUX
YNakoBOK Yy mauj

MpAT
"®apmaueBTUyH
a thipma
"OapHuua™

YkpaiHa

MpAT
"@apmaueBTnyHa
ipma "AapHuua"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepMiHax NpUAaTHOCTI abo ymMoBax 36epiraHHs
rOTOBOrO JlikapCbKOro 3acoby (36iNbLUeHHs
TEepMiHy NpUAAaTHOCTI FOTOBOTO J1iKapCbKOro
3acoby) - /19 TOproBoi ynakoBku
(nigTBEPAXYETHCA AAHUMW PEASTbHOIO Yacy) -
36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
NikapcbKoro 3aco6y Ha OCHOBI MO3UTUBHMX

3a
peyenmom

UA/3685/01/01
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

pe3ynbTaTiB [JOBrOCTPOKOBKX AOCHIMHKEHD
CTabiNbHOCTI y peaslbHOMY Yaci:
3aTBepaKeHo: TepMiH NPUAATHOCTI 2 POKK.
3anponoHoBaHo: TepMiH NPUAATHOCTI 3 POKY.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. CTabinbHICTb. 3MiHa
y TEpMiHax npuaaTHOCTI a6o ymoBax 36epiraHHs
rOTOBOrO JliKapcbKoro 3acoby (3mMiHa y
3aTBEpAXEHOMY NPOTOKONI CTabiNbHOCTI) -
MEHLLUEHHS 4acToTW AOCNIMKEHHS CTabiNbHOCTI
N3 Helipo-Hopm, Ha OCHOBI aHani3zy
CTATUCTUYHMX JaHUX. 3MiHW | Tuny - 3MiHKn 3
siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbkoro 3acoby (iHwi 3miHM). CynyTHS 3MiHa
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOTO JiKapCbKOoro
3aco6y (He3HayHa 3MiHa y 3aTBepAKeHNX
MeToAax BUNpobyBaHHS) A0 creumdikaii Ta
MK$ 13 BHeCEHO pefakLiiiHi yTOYHEHHS 3a
po3ginamu «OAHOPIJHICTb A030BaHWUX OANHULb»
Ta «MikpobionoriyHa ymctotax». 3MiHu | Tuny -
3MiHu 3 sikocCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOIO /likapCbKOro 3acoby. 3mMiHa y
MeToAax BUNPo6yBaHHSA rOTOBOTO JliKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBepKeHUX
MeToAax BUNPOOYBaHHS) - BHECEHHS
pefakuifiHuX npaBok Ao po3ginis «Onunc»,
«lpeHTudikauis», «CynpoBifHi AOMILLKM»,
«Po3unHeHHs» Ta «KiflbKiCHe BU3HAYEHHSA»
BiANOBIAHO [0 pekoMeHAaLiil Ta CTUAICTUKM
PY.

165.

HIMECYNI4

nopoLuokK (cybcTaHLuis) B
MilLKax noABirHMX
nonieTUNeHoBux ans
hapmaLeBTUYHOro
3aCTOCyBaHHS

AT «Dapmak»

Ykpaina

Manranam [Jparc
eHp, OpraHikc /114,

IHgis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis:
3MiHuM | TUNY - AQMiHICTpaTVBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asBHMKa
(BnacHvKa peecTpauiintHOro NocBigYeHHS) - 3MiHa
HaliMeHyBaHHS Ta agpecu 3asaBHUKa (BnacHuka
peecTpauiiHoro NoceigYeHHs)

UA/14562/01/01

166.

HITPO-MIK®

KOHLeHTpaT ans
pO34uHy ANns iHdysiid, 1
mr/mn, no 5 mn B
amnyni; no 10 amnyn y
nauui 3 KapToHy

TOB HB®
"Mikpoxim"

YkpaiHa

MNpuBatHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-XapkiB"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHuM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu micus
NPOBaZPKEHHS Ais/IbHOCTI BUpObOHMKa/iMnopTepa
roTOBOrO JliKapcbKoro 3acoby, BK/I4Yaum
AinbHUL BUNYCKY cepii abo micle npoBefeHHs
KOHTPOJI0 SIKOCTI. (Ais/IbHICTb, 3a SIKy BiANOBigaE

3a
peyenmom

UA/2622/02/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BVMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid) -
3MiHa agpecy BUpobHuka 13 MNpueaTtHe
akuioHepHe ToBapucTBO "Jlekxim-Xapkis",
YkpaiHa, 6e3 3MiHu Micus BUpOOHNLTBA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
167. | HI®YPOKCAS3 | kancynv no 200 mr; no CninbHe Ykpaina CnisibHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/8638/01/01
nAa-CnerPKo 12 kancyn B KOHTeWHepi; YKpPaiHCbKO- icnaHcbke 3MiHN | TUNY - 3MiHK 3 IKOCTI. FOTOBWMIA peyenmom
no 1 KoHTelHepy B nauLi icnaHcbke nignpueMcTeo nikapcbkuii 3aci6. Cuctema
nigNpPUEMCTBO "Cnepko Ykpaina" KOHTeliHep/3akynopoBa/ibHWiA 3aci6. 3MiHa
"Cnepko pO3Mipy yNakoBKu roTOBOrO /iKapcbKoro 3acoby
Ykpaina" (BUYYEHHS yNakoBKv NEBHOrO Po3Mipy).
BunyueHHsi ynakoBku Ne24 B koHTeliHepi. Takox
3MiHW BHECEHI B IHCTPYKLitO A5 MeANYHOro
3acTocyBaHHs /13 y p. "YnakoBka" (BUNyYEHHS
yrnakoBKW MeBHOro po3mipy) 3 BiAnoBigHUMU
3MiHaMK B TEKCTi MapKyBaHHS ynakoBOK.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB nicas
3aTBEPAKEHHS.
168. | HOKCA®II® | cycneHsia opasibHa, 40 LWepiHr-Mnay LBeliuapi | MarteoH IHk., KaHaga Kanaga/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/9269/01/01
mr/mn; no 105 mny CeHTpan lcT Al A (BUPOGHWMK ®paHuisa/ 3MiHu |l TURy - 3MiHK A0 IHCTPYKLiT Ans peuyenmom
dhnakoHi; no 1 dpnakoHy Hepo3dhacoBaHol Benbris MeJMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
3 MiPHOIO JIOXEUKOI0 Y NpoAyKLii, NnepBuHHe [0 posgainis "®apmakonoriyHi BnactueocTi”,
KapTOHHI KOPOOL nakyBaHHs); "Cnocib 3acTocyBaHHs Ta gosu", "Blaemogis 3
CEHEKCI HSC- HLWIMMKW nikapcbkMK 3acobamu Ta iHWi Buan
EPYBI/Ib CEHT B3aemogii", "Ocob/IMBOCTi 3aCTOCyBaHHSA",
KNEP, ®paHuis "Mepeno3yBaHHa", "MoGIYHI peakuii”, a Takox
(BTOPUHHE pefaroBaHoO Ha3By pPo3finy 3 3aTBepaKeHol
nakyBaHHs, BUMYCK "PapmakoTepanesTUyHa rpyna” Ha
cepii); WepiHr-Mnay 3anpornoHoBaHy "®apmakoTepaneBTuyHa rpyna.
Na6o H.B., Benebrist Kog ATX." BBefieHHS 3MiH NpoTAroM 3-x micsiuis
(BTOPUHHE nicns 3aTBepkeHHs
nakyBaHHS, BUNYCK
cepii)
169. | HO/MIbMA3A® | TabneTtku KPKA, a.4., CnoBeHis BMPOBHULITBO «in CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/12818/01/01
KOHTPON racTpope3nCTEHTHI No Hoso mecTo bulk», nepBrHHe Ta Himeuunna/ 3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA peyenma
20 mr no 7 TabneTok y BTOPVHHE IHais nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
6nicTepi; no 1 a6o no 2 nakyBaHHs, BUNpPo6yBaHb abo JOMYyCTUMUX MEX,
6nicTepy B KapTOHHIiA KOHTpO/b cepii Ta BCTaHOB/IEHNX Y cneuudikauisx, nig vac
KopoobLi BUNYyCK cepil: BMPOOHULITBA rOTOBOIO NiKapCbKoro 3acoby (iHLwui

KPKA, 4.4., Hoso
mecTo, CroBeHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb cepii Ta
BUMNYCK cepil:
TAL ®apma 'm6X,

3MiHW)

3MiHM KOHTPO/IO Nif Yac BupobHuuTea M13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHK 3 AKOCTI.

[OTOBWIA Nikapcbknii 3aci6. 3miHK Y

BMPOOHULTBI. 3MiHK Y NpoLeci BUpobHMLTBa

roTOBOro MikapcbKoro 3acoby, BKIYaum
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA MpW
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
HimeuuunHa; BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby
BMPOBHULITBO «in
bulk», nepsuHHe Ta

BTOPWHHE
nakyBaHHs:
Naypyc Naé6c MNeT.
Nra., HAis;
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Ccepil:
KeMilicbki IHCTUTYT,
LieHTp 3a
Banigauiicke
TEXHO/OrI€E iH
aHanitiko (LIBTA),
CrnoseHis

3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK

OinbHULI aNns KoHTponto cepii N3 KPKA, o.4.,
Hoso mecTo, CnoseHis ([MoBxoBa Bynuus, 5).

3aTBEPKEHHS. 3MiHU | TUNY - 3MiHU 3 AKOCTI.

CTOCYHOTbCA BUMYCKY cepil Ta KOHTPOSIIO SKOCTI

[04aBaHHS AiNbHUL, Ha SKill 34INCHIOETLCSA
KOHTPONb/BUNPOBYBaHHSA cepil) fofAaBaHHSA
AinbHUUI Ana KoHTponto cepii 13 Kemiicbki
iHCTUTYT, LleHTp 3a Banigavjiiicke TeXHOOTIE iH
aHanitiko (LUBTA), CnoBseHisi. BBeeHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPIXKEHHS.

(He3HayHa 3MiHa y npoLieci BUPO6HULTBA)
He3HayHa 3MiHa y onuci npouecy BUPOGHMLTBA
N3, a TakoX YTOYHEHHS Ha3BU JOMOMDKHOI
peyoBuHM (3aTBEpLXKEHO: Sodium carbonate,
anhydrous, 3anponoHosaHo: Sodium carbonate)
3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa
ab0 BBefeHHS A0AATKOBOT AifIbHUL
BUPOGHMLITBA A1 YACTWHN ab0 BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapcbKoro
3acoby (AinbHWLA, Ha AKili NPOBOAATLCS OyAb-
AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY
cepiil, KOHTPOIIO AKOCTi, NEePBMHHOTO Ta
BTOPVHHOTIO NakyBaHHS, 4151 HECTEPUSIbHUX
nikapcbkyx 3aco6iB) AogaBaHHSA AiNbHULI 4Ns
BUpo6HMUTBA «in bulk» N3 Naypyc labe MNBeT.
NTa., IHAia. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHM 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBEAEHHS
[0[AaTKOBOI [i/TbHUL BUPOGHMLTBA A1 YACTUHM
ab60 BCbOro BMPOGHMYOro NpoLiecy roToBoro
niKapcbKoro 3acoby (AibHULA 4718 BTOPUHHOTO
nakyBaHHs) AOAaBaHHA AiNbHULI AnA
BTOPWMHHOrO nakysaHHs 13 Jlaypyc Jla6c MNB.T.
NTa., IHAia. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tvny -

y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roTOBOro Nikapcbkoro 3acoby (3amiHa abo
O0faBaHHA AifbHULI, Ha SKIA 34iNCHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) AoAaBaHHSA

BBefeHHs 3MiH NpoTArom 6-T1 MicAuUiB nicns

["oTOBMIA Nikapcbknit 3aci6. 3MiHW Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo

roTOBOro Nikapcbkoro 3acoby (3amiHa abo

3MiHu | TMNY - 3MiHK 3 AKOCTI. FOTOBUIA
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeleHHA A0AAaTKOBOT AiNbHULL
BMPOOHULITBA A/15 YaCTUHU ab0 BCbOro
BMPOBGHNYOro NpoLecy roToBOro NikapcbKoro
3acoby (4iIbHUUA A8 NePBUHHONO NakyBaHHS)
[0AaBaHHA AiNbHULI 4718 NEPBUHHOIO
nakyBaHHs /13 laypyc fla6¢ MBT. /174., IHAis.
170. | HOO®EH® Tabnetkun no 250 mr no AT NatBia AT «OnaiiHdapm» Nartsis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/3773/01/01
10 Tabnetok y 6nictepi; «OnaiiHdhapm» 3MiHW | TUny - 3MiHK 3 AKoCTi. FoToBMIA peyenma
no 2 6nictepu y naudi
KapTOHHIl

nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHN Y
npoueci BUpobHULITBA FOTOBOTrO NiKapCbKoro
3aco6y, BKIOYaUM NPOMKHUI MPOAYKT, L0
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOTO

nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci

BMPOGHULITBA) - OHOB/IEHUIA OMUC NpoLiecy

BUrOTOBJIEHHA Tab1eTOK B KOHTEKCTi 3aMiLLieHHs
[0MOMDKHOT PEUYOBMHU: 3MEHLLUEHA KibKICTb
OYMLLEHOT BOAW Y BOMOTOMY rpaHy/itoBaHHi B
npoLeci BUPOGHULITBA Y 3B'A3KY 3 3aMiHOI0
KapTONSIHOTO KPOXMasIio Ha KyKypyA3sHWIA

Kpoxmasb. 3MiHu | Tvny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa y cknagi (40NoMiKHMUX pevoBUHAX)
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 4OMOMiXKH
pevyoBuHK) - 3aMiHa OAHIEl LONOMIKHOT
PEYOBMHM Ha iHLY 3 TUMWU CaMUMM
hyHKLiOHaNbHUMU XapaKkTepucTukamy Ta Ha
TOMY camOMy piBHi. 3MiHa cknagy roToBoro
niKkapcbKoro 3acoby (3amiHa ogHiel 4ONOMKHOT
PEYOBUHM Ha iHLWY 3 TUMW cCaMUMW

PYHKLOHaNIbHUMW XapakTepucTukamm): -

KpOXMaulb KapTONAsHMIA 3aMiHEHO Ha KPOXMaUlb

KYKYPYZA3sHWUIA. 3MiHu | Tvny - 3MiHM 3 AKOCTI.
A®I. BupobHuuTBO. 3MiHa po3mipy cepii

(Bkntovaroum gianasoHun) APl abo NPoMiKHOTo
NpoAykKTy, SKuii 3aCTOCOBYETLCS Y MpoLeci

BMpO6HMLTBA ADI (36inbwieHHsA fo 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) -

[0faBaHHA anbTepHaTUBHOIO po3Mipy cepii A®I

(125-190 «r). 3miHu | TUNY - 3MiHX 3 AKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. KOHTposb roToBOro

NiKapcbKoro 3acoby. 3miHa y MeToaax
BUMNPOOYBaHHA rOTOBOTO NiKaPCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAaxX

BMNPOGYBaHHS) - HE3HAYHI 3MiHW B
3aTBEPMKEHNX aHANITUYHNX METOMKAX

BM3HAYEHHS MOKA3HUKIB: «laeHTudikauis»,
«Po3unHeHHa», «KiflbkicHe BU3HAYEHHS.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3MiHn | TUny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNpPo6yBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac
BMPOOHULITBA rOTOBOIO MliKapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX) - 3BYXKEHHS
[OMyCTUMUX MeX A1 NokasHuka «CTOPOHHI
LOMILLKM» Y NpoLeci BUPOBHULITBA NPU KOHTPOAI
AKoCTi. 3MiHM | TUny - 3MiHK 3 AKocTi. [oTOoBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb a60 A0NYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac
BMPO6GHMLITBA FOTOBOTO /iKapCbKOro 3acoby (iHLwi
3MiHK) - B ONNC BUPOBGHUYOro NpoLiecy rotoBoro
niKkapcbKkoro 3acoby B napameTpi «CTOPOHHI
OOMILLKV» BUZANeHo AOMILKY eTuioBuii edoip 4-
amiHo-3-heHnnmacnsaHol Kucnotu. 3minum | tuny
- 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWiA 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo gonycTUMmx
MEX roTOBOrO /1iKapCbKoro 3acoby (3BY)XXEHHS
[0NYCTUMUX MEX) - 3BY)XXEHHS AONYCTUMUX MEX
B creuudikaLii rotoBOro nikapcbKoro 3acoby
npu BUNycky 3a n. «CTOPOHHI AOMILLKM». 3MiHU |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
3aci6. KOHTpO/1b rOTOBOr0 NiKapcbKoro 3acooy.
3MiHa napameTpiB cneungikauiii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
(oonoBHeHHs ab0 3amiHa NokasHuka
cneumdikauii 3a pesynbTatamv LOCNILKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM NiKapCbKuX
3aco6iB 6i0N10ri4YHOro/iMyHOOMNYHOr0
NOXOMXEHHS)) - B cneuudikauii rotoBoro
nikapcbKoro 3acoby npu BUMYCKy 3a n.
«CTOPOHHI AOMILLKM» A0AaHO iAeHTUdIKOBaHY
OOMiLLKy 4-cheHinnipponigoH-2. 3minu | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa
napameTpiB cneundikaii Ta/abo 4onycTuMmx
MEX roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) -
B creuudikaLii rotoBoro nikapcbKoro 3acoby
npun BMNyckKy 3a M. «CTOPOHHI JOMILLKMN»
BMAA/IEHO AOMILLKY eTWUIoBui edip 4-aMiHo-3-
cheHinmacnsHoi KucnoTu. PegakuiiHi 3MiHKM MeXi
BM3HAYeHHS nokasHuka "KinbkicHe BU3HaYeHHs"
theHibyTy (6yno: 238-263 mr, ctano: 238 mr -
262 wmr).
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
NiKapCbKuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHK
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BMMNpo6yBaHb abo JOMYCTUMUX MEX,

BCTaHOB/EHMX Y cnevumdikayisx, nig yac
BMPOOGHULITBA FOTOBOTrO MiKapCbKoro 3acoby (iHLwi
3MiHW) - B ONMC BUPOBHUYOro NpoLiecy roToBoro

nikapcbKoro 3acoby B napameTpi «CTOPOHHI
OOMILLKV» [0AAHO JOMILKY 4-cheHinnipponifoH-
2. 3miHu | TMNY - 3MiHKM 3 SKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOrO
NiKapcbkoro 3acoby (3BYXEHHS A0MYyCTUMUX
MeX) - 3BY)XEHHSI JONYCTUMUX MEX B
cneuudikaLii roToBOro Nikapcbkoro 3acoby Ha
TepMiH npuaaTHOCTI 3a N. «CTOPOHHI AOMILLIKM».
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONYCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (A0NoBHEHHS abo 3amiHa
nokasHuka crneuudikauii 3a pesynbraramu
[ocnigpkeHb 3 6e3nekn abo AKOCTi (3a BUHSATKOM
nNikapcbKnx 3aco6iB 6io/10riYHOro/iMyHOMOrYHOrO

NOXO/KEHHS)) - B cneuudikauii rotoBoro
nikapcbKoro 3acoby Ha TepMiH NpUAATHOCTI 3a M.

«CTOPOHHI JOMILLKM» [0AaHO ifeHTUNIKOBaHY
LOMILLKY 4-chbeHinnipponigoH-2. 3MiHu | Tuny -
3MiHuM 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo gonycTUMmx
MEX FOTOBOr0 NiKapCbKoro 3acoby (iHLi 3MiHK) -
B cneyudikauii roToBoro nikapcbKoro 3acoby Ha
TEPMiH NpuAaTHOCTI 3a M. «CTOPOHHI [OMILLKN»
BWAAIEHO AOMILLKY eTunoBui edip 4-aMiHo-3-
dheHinmacnsaHoi kuenotu. 3miHu | Tuny - 3MiHn 3
siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTpob
roTOBOro MikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHSA roTOBOr0 /iKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX MeToAaxX
BMMNPOGYBAaHHS) - HE3HAYHI 3MiHW Y
3aTBEpAXEHIli aHaniTuYHili meToauui (BEPX)
BM3HAYEHHS NOKa3HUKa "CTOPOHHI LOMILLKK".
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMI

nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y

cknagi (LONOMiIXHUX peyoBrUHaxX) roTOBOro

nNikapcbKoro 3acoby (iHWi AONOMDKHI Pe4YOBUHM) -
3amiHa OfHIET AONOMIKXHOT PEYOBMHU Ha iHLLY 3
TUMU cCaMUMU (PYHKLIOHAbHUMUA
XapaktepucTmkamm Ta Ha TOMy caMOMy PiBHI.
3MiHa cknagy rotoBoro nikapcbkoro 3acoby
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

noceBi0o4YeHHs

(3amiHa ofHi€l LONOMDKHOT PEUOBMHY Ha iHLWY 3
TUMU cCaMUMU (PYHKLIOHabHUMUA
XapaktepucTvKamm): -kasibLisi cTeapat 3aMiHEHO
Ha K1CNOTy CTeapuHOBY.
3MiHu | TUNY - 3MiHK 3 siKkoCTi. FoTOBMIA
nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
cknagi (LOMoOMKHUX peyoBMHAX) roTOBOro
nikapcbKoro 3acoby (iHLWi 4ONOMDKHI pevoBUHN) -
3amiHa OfHi€l JONOMDKHOI PEYOBMHYM Ha iHLWY 3
TUMW caMUMK OYHKL,iOHANTbHMU
XapakTepucTukamu Ta Ha TOMy camoMmy PiBHI.
3MiHa ck1agy rotoBoro Nikapcbkoro 3acoby
(3amiHa ofHi€l LONOMDKHOT PEUOBMHY Ha iHLWY 3
TUMU cCaMUMU (PYHKLIOHAbHUMUA
XapaktepucTmkamu): -KpoXMauib KapTOn/IsHUIA
3aMiHEHO Ha KPOXMaslb KyKYypPY3HWiA
npexenaTrHi3oBaHnii MoANQIKOBaHWIA. 3MiHN |
MRy - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKumii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoueci
BMPOBHMLTBA rOTOBOrO NiKapCbKoro 3acooby,
BK/1OYAI0UY MPOMIXHWI MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) - OHOB/IEHUIA OMUC NpOLLeCy
BUrOTOB/IEHHA Tab1eTOK B KOHTEKCTi 3aMilLieHHs
[OMOMiIXKHUX PEYOBUH.

171.

HO-LUNA®
KOM®OPT

TabneTku, BKpUTI
NNiBKOBOIO 060/I0HKOIO,
no 40 mr Ne 24: no 24
Tabnetkn y 6aictepi; no
1 6nicTepy B KOpoo6Li

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

XIHOIH 3aBsog
dapmaLleBTUYHUX Ta
XimiyHux MpoaykTis

Mpaiisit Ko. NiTa,.
MignpuemcTeo 2
(nignpremcTBo
Bepelweabxas)

YropmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:
3MiHM | TUny - BUNy4YeHHs 6nictepa i3 Alu/Alu 3
BHECEHHSM BifgnoBigH1x 3MiH o MKA N3 p.
«YnakoBka» Ta p. «YMOBM 36epiraHHa», Ta
3MiHW BHECEHO B iHCTPYKLitO A1 MEANYHOTO
3acTOCyBaHHS NikapcbKoro 3acoby y pp. "Ymosu
36epiraHHsa" Ta "YnakoBka"

6e3
peyenma

UA/15328/01/01

172.

OBECTUH®

KpeMm BariHanbHui, 1
mr/r; no 15 ry Ty6i; no 1
Ty6i y KOMNEeKTi 3
annikaTopom B nauLi

AcneH ®apma
Tpeiginr
Nimiteq

IpnaHgis

AcneH bag-
Onbaecno MvéX.,
HimeuyunHa
(BMPOGHYMK
BiANOBIfaNbHMIA 3a
BMPOBHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BUMNYCK cepii)

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TURY - 3MiHK WoA0
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX faHnX
npo cuctemy thapmakoHarnsgy (sBefeHHs
y3ara/lbHeHUx faHvx npo cucremy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocoou,
BiANOBIAANbHOI 32 3AjACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BijMiHHa BiJ, YNMOBHOBaXKEHOI 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapmakoHarnsgy
(BKNHOYAIOUN KOHTAKTHI faHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-haiina cuctemm

6e3
peyenma

UA/2281/03/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogvmup
OnekcaHApoBWY. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6U
3a8BHMKa, BiANOBiAaNbHOI 3a hapmakoHarnsaz B
YkpaiHi. 3MiHa MicLs 34iACHEHHSI OCHOBHOI
AifnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicL,e3HaxX0KEHHS MacTep-haiina Ta inoro
Homepy
173. | OBECTUH® cynosuTopii BariHasibHi AcrnieH ®apma IpnaHgis Brpo6HMK ®paHuisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/2281/02/01
no 0,5 mr, no 5 TpeWgiHr [030BaHoi dhopmu, 3MiHW | TUNY - 3MiHK WoA0 peyenma
cynosuTopii y énictepi, Nimitepq BUPOBHUK, 6e3nekn/edhekTVBHOCTI Ta papMakoHarnagy.
no 3 6nictepu y BiANOBigaIbHUI 3a BBefeHHst ab0 3MiHN [0 y3araslbHEHUX AaHWX
KapTOHHiiA KopooLli KOHTPO/b Ta BUMYCK npo cucTemy dpapmakoHarnsgy (BBefeHHs
cepii: FOHiTep y3arasibHeHuX AaHux Npo cuctemy
IHpacTpic thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBiAA/IbHOI 32 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHoi ocobu 3
hapMakoHarnisgy 3asaBHUKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, KL BOHA
BiAMiHHa Bif, YNOBHOBaXeEHOI 0cobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/IHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
PO3MiLLEeHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobum
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAANLHOI 32 hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: Kyuma Bonogumup
OnekcaHApoBWY. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsg, B
YkpaiHi. 3mMiHa Micus 34iACHEHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3miHa
MicLe3HaxoKeHHS macTep-haiina Ta noro
Homepy
174. | OKTAHAT MOPOLLIOK 4151 PO3UUHY OkTadapma AscTpist OkTachapma AB, LWseuis/ BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/15468/01/01
08 iH'ekuin no 50 dapmaueBTVKa LLiBeuis HimeuunHa/ 3MiHM | TUNY - 3aTBEPAKEHHST albTEPHATMBHOTO peuyenmom
MO/mn; KapToHHa MpopaykTioHcrec. (BUpOGHMLTBO 3a AscTpis/ TEeKCTY MapKyBaHHS YNakoBKW NikapCbKoro
Kopo6ka Nel: no 1 M.6.X. NMOBHUM LMK/IOM, 38 ®paHuisa 3ac006y i3 3a3HaYEHHAM MiXHapPOAHUX
h/1aKOHY 3 NOPOLLKOM BUK/OYEHHAM Mo3HauYeHb OAMHWLL BUMIPOBaHHA. TepMiH
ANS PO34MHY Ans BTOPVHHOT BBEJEHHS 3MiH - 6 MicALiB Nic/A 3aTBepL)KEHHS
iH'EKLNA. ynakoBKM);
KapToHHa kopobka Ne2: OkTachapma [leccay
no 1 dpnakoHy 3 vM6X, HimeuunHa
PO34nHHKKOM (BOAA A1A (BTOPUHHE
iH'ekuiin) no 5 mn (250 nakyBaHHs);
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

MO/chnakoH) abo no 10 OkTadapma
M (500 MO/dpnakoH) MpoaykuioHcrecenn
pasom 3 KOMMJ/IEKTOM wadT JoliunaHg,
07151 PO3YMHEHHSA Ta M.6.X., HimeyunHa
BHYTPILUHbOBEHHOIO (BUPOGHULTBO
BBefeHHs (1 wnpuy, KpionpeuinitaTa);
opHopasosui, 1 OkTadapma
[BOCTOPOHHSA ronka, 1 dapmaLeBTUKa
rosika 3 ginbTpom, 1 MpoaykTioHcrec
rosika ons iv'ekujn, 2 M.6.X., ABCTpis
NpOCOoYeHi CNMpPTOM (BMPOGHULTBO 3a
TamnoHu). Kopobka Ne 1 NOBHUM LMK/IOM);
Ta kopobka Ne 2 OkTtachapma,
06'€AHYIOTLCA MK PpaHuin
C06010 NNAaCTUKOBOO (BMPOGHMLTBO 3a
N/iBKOIO. MOBHUM LMK/IOM, 3a

BUK/OYEHHAM

BTOPVHHOI
YNaKoBKM)
175. | OKTAHAT NOPOLLIOK A9 PO3UUHY OkTathapma ABCTpist OkTtadhapma AB, Lseuis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/15468/01/02

ons iH'ekuin no 100 PapmaueBTMKa LLIBeuis HimeuuunHa/ 3MiHM | TUNY - 3aTBEPAKEHHST aNlbTEPHATMBHOTO peyenmom
MO/mn; KapToHHa MpopaykTioHcrec. (BUpOGHMLTBO 3a AscTpis/ TEeKCTY MapKyBaHHS YNakoBKW NikapCbKoro
Kopo6ka Nel: no 1 M.6.X. NOBHMM LMK/IOM, 3a PpaHuin 3aco6y i3 3a3Ha4YeHHAM MiXHapPOAHMX

h1aKkoHy 3 MOPOLLKOM
AN PO34MHY ANs
iH'ekuUili. KapToHHa
Kopo6ka Ne2: no 1
h/1aKOHY 3 PO3YMHHUKOM
(BoZa Ans iH'ekuiid) no
10 mn (1000
MO/chnakoH) pa3om 3
KOMMNIEKTOM NSt
PO3UMHEHHS Ta
BHYTPILUHbOBEHHOTO
BBeAeHHs (1 wnpuy
ofHopasosuii, 1
[BOCTOPOHHSA ronka, 1
ronika 3 ginbTpom, 1
rosika 4ns iv'ekuin, 2
NPOCOYEHi CIMPTOM
TamnoHu). Kopobka Ne 1
Ta Kopobka Ne 2
06’€AHYIOTbCS MK
c060t0 NNacTMKOBOLO
NAiBKOI.

BUK/TIOUEHHAM
BTOPUHHOT
yNakoBKM);

OkTachapma [leccay

mM6X, HimeuunHa
(BTOpPUHHE
nakyBaHHs);
OkTadhapma
MpopykuioHcrecenn
wadT JoliunaHg,
M.6.X., HimeuunHa
(BUPOGHULTBO
KpionpeuinitaTa);
OkTadhapma
dapmavLesTmKa
MpoaykTioHcrec
M.6.X., ABCTpis
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);
OkTathapma,
PpaHuin
(BUpPOGHMLTBO 3a
MOBHUM LMK/IOM, 38
BUK/TIOYEHHAM
BTOPUHHOI

no3HayYeHb OAVHULb BUMIPOBaHHS. TepMiH
BBEJEHHS 3MiH - 6 MicALIB NicNA 3aTBEePXEHHS
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

YNaKoBKM)

176.

OHEK/IAN3

TabneTku, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 75 mr; no 10
Tabnetok y 6nictepi, no
3 6nicTepun B KAPTOHHIl
KopooLi

Aypo6iHao
dapma /iTa

IHais

AypobiHgo Papma
Nimiteq (KOHIT I11)

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHS
y3arasibHeHVX AaHunx npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNOBHOBaXXEHOI 0CO6Y,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHO|T
0cobu 3asiBHUKA, BiANOBIAA/ILHOI 3a
thapmakoHarnag. MponoHosaHa pefakuisa: MaH
XaHymaHTy MNMeHyanas. 3miHa KOHTaKTHUX JaHuX
YMOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 3a hapmakoHarnsag. 3MiHa
KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsg, B
YkpaiHi. MponoHoBaHa pefakuis: CamoiineHko
ApTem MNaBnoBuY. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOT 0CO6U YNMOBHOBaXKEHOT 0COOU
3asBHVKa, BiANOBIAA/IbHOT 3a dhapmakoHarnsaz B
YkpaiHi. 3mMiHa Micusa 34iACHEHHS] OCHOBHOI
AisnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
hapmakoHarnagy

3a
peyenmom

UA/14263/01/01

177.

OPHIBAT 250

TabneTku, BKpUTI
NAiBKOBOK 000I0HKOH,
no 250 mr no 10
Tabnetok y 6aictepi; no
1, 2 abo 3 6nictepu 'y
KapTOHHiiA KOpo6Ll

Lenbta Megiken
MpomoyLiH3 Al

LLiseliyapi
a

ABJI IBPAXIM Inay
Canali Be TigpxapeT
ALl

TypeuyunHa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHyx Npo cucTemy
hapmakoHarnsigy, 3aMiHa ynoBHOBaXKeHOI 0coou,
BiANOBIAANLHOI 32 34i/iCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocoou 3
hapmMakoHarnisgy 3asaBHUKa AN 34iACHEHHS
thapmakoHarnagy B YKpaiHi, SKLO BOHA
BiIMiHHa Bif, yNOBHOBaXKeHOI 0cobu,
Bi4NOBiAA/IbHOI 32 3AiICHEHHST hapmakoHarisay
(BKHOHAKOUM KOHTAKTHI faHi) Ta/abo 3MiHW y
po3MilLeHHi MacTep-chaiina cuctemm
dhapMakoHarsgy) - 3MiHa ynoBHOBaXXEHOI

3a
peyenmom

UA/3099/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
0Cco6u 3as1BHMKA, BiANOBiAa/IbHOT 3a 34iCHEHHS
thapmakoHarnsgy NponoHoBaHa pegakuis:
BeHrep /llogmMuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0cobU,
BiANOBIAA/IbHOI 3a 3AiiCHEHH:A ddapmakoHarnsgy
178. | NMC- TabneTku, BKpUTI dapmacaiHc KaHnapga dapmacaiiHc IHK. KaHaga BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/9555/01/02
ypcogalion 060/10HKOI0, No 500 mr, IHK. TexHiYHa MoMW/IKa Ha TUTY/bHIN cTopiHui y MKA, peyenmom
no 100 TabneTok y ska 6yna gonyllieHa npy BHECEHHI 3MiH (Hakas
dnakoHax, no 10 Ne 1925 Big 30.08.2019 p.) HeBipHO 3a3Ha4YeHO
TabneTok y 6nictepi, no HOMEp peecTpaLliiHOro NocBigYEHHs
5 6nicTepiB y KapTOHHii
Kopoo6Li
179. | NPONIA® PO34UH NS iH'eKLiiA, 60 AvxeH €spona | HigepnaH Brpo6HMK CLuA/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/12077/01/01
Mr/MA N0 1 M po3UnHYy B.B. on Hepo3acosaHol HigepnaHgm 3MiHM | TUNY - 3MiHK WoAao peyenmom
B CK/IIHOMY nonepegHsL0 npoaykuii: AMapKeH 6e3nekn/etheKTUBHOCTI Ta hapmakoHarisgy.
HanoBHEHOMY LINpUL 3 MaHydekuypiHr BBefieHHs1 a60 3MiHM [0 y3arasibHeHNX AaHux
TO/IKOtO, 3aKPUTOI Nimitea, CLUA, npo cuctemy thapmakoHarnsgy (BBefeHHs
KOBMAYKOM, i3 3aXVICHUM Bupo6Huk ans y3araslbHeHUX JaHnx npo cuctemy
NPUCTPOEM Bif, nakyBaHHSA Ta chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT 0cobu,
BMNaAKOBOro YKoy BUMYCKY Cepii: BiANOBIANLHOI 32 3[jACHEHHS
rosikoto; no 1 AmopKeH €spona hapmakoHarnsgy; KOHTakTHOI 0cobu 3
nonepeaHLo B.B., Higepnanan thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
3aMoBHEHOMY LWINpULY 3 hapmakoHarnsagy B YKpaiHi, SKWwo BoHa
3aXUCHVM NPUCTPOEM B BiMiHHA Bif, yNOBHOBaXXEHOT 0CcO6MU,
6nicTepi; no 1 6nictepy BiANOBIAA/IbHOI 3a 34iicCHEHH:A hapmakoHarnsgy
B KOPTOHHIiA KOpo6Lii; no (BKNHOYAKOUM KOHTaKTHI JaHi) Ta/abo 3MiHK Y
1 M1 pO34nHY B PO3MiLLEHHI MacTep-thaiina cuctemm
CKNSIHOMY nonepeaHbo thapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOT
3aMoBHEHOMY LWNpuULi 3 0cobu 3asiBHUKA, BiANOBIAA/IbHOI 3a
rOMIKOI0, 3aKPUTOIO dhapmakoHarnsg. MponoHosaHa pefakLis:
KOBMaykom; no 1 €preHiii Yypakos / Evgeny Chudakov. 3miHa
nonepegHL0 KOHTaKTHUX AaHuX YNOBHOBaXKEHOI 0cobu,
3anoBHEHOMY LINpULY B BigNoBigasIbHOI 3a (hapMakoHarnisg. 3miHa
6nicTepi abo 6e3 KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0Cc06M
6nicTepa, NomileHoMy B 3a8BHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg, s
KapTOHHY KOpO6Ky; no 1 YKkpaiHi. MponoHoBaHa pegakuisi: BeHrep
MJ1 PO34VHY B CKISTHOMY NogMunna. 3mMiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
dhnakoHi; no 1 dpiakoHy 0Cc061 YyNOBHOBaXKEHOI 0CO6U 3as1BHMKA,
B KAPTOHHIli Kopobu,i BiANOBIAA/IbHOI 32 hapMakoHarnsg B YkpaiHi.
3MiHa MicLe3HaxomkeHHs1 MacTep-haiina Ta
ioro Homepa
180. | MPOCKAP® TabneTkn, BKpUTI Mepk Wapn i LLisefiuapi AIAC IHTepHeLwHN CLIA/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/0485/01/01
NNiBKOBOI 060/I0HKOIO, Jdoym IJEA A dapma, TOB, CLLA HigepnaHaun 3MiHU | TUNY - 3MiHW BHECEHO B TEKCT peyenmom
no 5 mr; no 14 Tabnetok 6X (BUPOGHWK / Benuka MapKyBaHHS1 YNakoBKM JliKapCbKOro 3acoby.
y 6nicTepi; no 2 Hepo3dacoBaHHOI BputaHis BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
6nicTepy B KapTOHHIlA npoaykuir); Mepk 3aTBEePIKEHHS
ynakoBLi Wapn i floym B.B.,
Higepnangn
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
(BTOPUHHE
nakyBaHHS, BUNYyCK
cepii); Mepk LWapn i
Joym Nimites,
Benvika bputaHis
(nepsuHHe
nakyBaHHs)
181. | MPOCTA3AH- | TabneTkn MicTtpan Kenitan AHrnis BUPOBHULTBO, Icnanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/17365/01/01
BICTA NPOJIOHroBaHoI Aii no MeHemKMeHT nepBuHHe, BTOPUHHE | HimeuunHa/ 3MiHW | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa peyenmom
0,4 mr no 10 TabneTok y Nimitep nakyBaHHs, Bonrapis/ HaliMeHyBaHHs Ta/abo agpecu micus
6nictepi; no 3 6nictepu KOHTPO/b SKOCTI, HigepnaHan | npoBapkeHHs AisNbHOCTI BUpobHUKa/imnopTepa
Y KapTOHHI KOpOObLLi BUNYyCK cepil: roTOBOro fiKapCcbKoro 3acoby, BKAYaum
CiHTOH XicnaHis, AinbHUUI BUNYyCKy cepii abo micLe NpoBeAeHHsS
C.J1.,, IcnaHis; KOHTPOJO SIKOCTI. (AiS/IbHICTb, 3a SKy BiAnoBifae
BMPOGHMLITBO, BMPOGHMK/IMNOpTEpP, BKOYAOUM BUMYCK Cepiid) -
nepBrHHE, BTOPVHHE 3MmiHa agpecu BupobHuka CiHToH Xicnanis, C.J1.,
nakyBaHHs, IcnaHis, 6e3 3MiHu micLsa BUpo6HMLTBa (TepMmiH
KOHTPONb AKOCTI: BBE/EHHS 3MiH MPOTAroM 6 Micauis nicns
PotTengopth ®apma 3aTBEPKEHHS)
M6X, HimeuuunHa;
nepBUHHE, BTOPUHHE
nakyBaHHs:
i |
dapmacbroTikanc,
Nta, bonrapis;
KOHTPO/b SIKOCTI,
BWMYCK Cepil:
CiHTOH BB,
Higepnanamn
182. | NYCTUPHUK HacToika no 25 mny MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/6543/01/01
A HACTOWKA | cbnakoni; no 1 conakoHy $bapmaneBTUYHA $bapmaueBTUYHA 3MiHN | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA peyenma
B nayui; no 25 mn a6o habpuka thabpuka "Biona" nikapcbkuii 3aci6. KOHTponb rotoBoro
no 50 mn y donakoHax "Biona" NiKapcbKoro 3acoby. 3miHa y MeToaax
BUMNPOOYBaHHA rOTOBOTrO NiKaPCbKOro 3acoby
(ansa npusefeHHs y BignosigHicTL 3 Y abo
€BpOoNeicbKo0 hapmMakoneeto Ta BUTyYeHHs
NocuNaHHA Ha 3acTapinuii BHYTPILLHIA MeToq,
BUNPOBYBaHHS i ioro Homep).
BHECEHHS 3MiH go Cneuucpikauii/MeTogis
BMNpo6yBaHHsA /13, 30kpemMa: BrasieHHs
NocunaHHs Ha HeakTyasibHi BUAaHHA JPY.
3MiHu | TMNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsgy
(iHLWi 3miHK) - 3aMiHa po3giny «IpaciyHoro
300paXEHHS yNaKoBKM» Ha po34in
«MapkyBaHHs1». OHOBJIEHHS BXE
3aTBEPKEHOr0 TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI YNaKoBKM JliKapCbKOro 3acoby i3
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

3a3HayYeHHAM MiXHapPOHMX MO3HaYeHb OAVHULIb
BUMiptOBaHHs. BBefEeHHA 3MiH NpPOTAroM 6-tu
MicsLiB nicnsA 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKoro 3acoby. 3mMiHa
napameTpiB cneundikaiii Ta/abo 4onycTuMmx
MEX roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) -
BHeCeHHS 3MiH 0o Cneuudpikauii/MeTogis
BMNpo6yBaHHA /13 3a NoKa3HUKOM
"MikpobinoriyHa umctoTa", 3okpema:
NpUBELEHHSI KpUTEPIIB NPUIAHATHOCTI BiANOBIAHO
sBumor [1®Y, 5.1.8., kateropis B. CynyTHS 3miHa -
3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /iKapCbKOro 3acoby. 3mMiHa y
mMeTofax BUNPO6yBaHHS rOTOBOrO JliKapCbKOro
3aco6y (iHwWi 3MiHM y MeToAax BUNpPoGyBaHb
(BKNKOYAOUM 3aMiHy ab60 [ONOBHEHHS)).
3MiHn | TURY - 3MiHK 3 aKocTi. FoToBMi
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
PO3Mipy yNakoBKM roTOBOrO JlikapCbKoro 3acoby
(3miHa macu/o6'eMy BMICTy KOHTeliHepa
6araTo1030B0r0 JliKapCbKOro 3acoby s
HenapeHTepasibHOro 3acTocyBaHHs (abo
OfHOA,030BOr0, YaCTKOBOIO BUKOPUCTaHHS)) -
[ofaBaHHA [,0AATKOBOrO BUAY yNakoBkn — o 50
My hakoHax 3 BiANOBIAHUMY 3MiHAMVY B
Cneuudpikauii / MeTogax BunpobyBaHHs 3a
NokasHNKOM «OB6’eM BMICTY YNakoBKu». 3MiHU
BHEeceHi B po3giim "Ckniag” Ta "Ynakoska" y
3B"A3Ky 3 BBE}€HHSAM [0AaTKOBOr0 po3mipy
yNaKkoBKM B IHCTPYKLIilO AN MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby, sik Hacnifok -
3aTBEPMKEHHS TEKCTY MapKyBaHHS 40AATKOBOT
yNakoBKU NiKapCbKoro 3acoby.

183.

PEMUKENA®

niocpinizaTt 4N po3umHy
Ans iHdysiii no 100 mr,
1 chnakoH 3 NOPOLLKOM y
KapTOHHI KOpoo6Li

TOB "[KOHCOH i
J>KOHCOH
YkpaiHa"

Ykpaina

BWMYCK Cepil:
fAHcceH
Baionoaxukc B.B.,
HigepnaHgu;
BMPOGHMLITBO 3a
NOBHUM LIVIK/TOM:
Cinar Al’,
LLBeiuapis

HigepnaHgu
/ Weeliuapis

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis:
3MiHKW | TUNY - 3MiHW 40 IHCTPYKUiT ANns
MeJUYHOrO 3aCTOCyBaHHS Nikapcbkoro 3acoby
00 po3sainy "OcobnnBoCTi 3acTocyBaHHA",a came
AofaHo iHdhopMmaLiio WoA0 BMICTY HATpilo B
niKkapcbkoMy 3ac06i Ha OCHOBI faHNX KAIHIYHUX
[ocnigpkeHb, nicnspeecTpawiiHoro
3aCTOCyBaHHSA Ta KOPOTKOI XapakTepucTuku,
3aTBEepAxeHoi EMA; 3miHn |l Tuny - BHECEHHS
abo 3miHa(M) f0 3060B'A3aHb Ta YMOB Bugadi
peecTpauiiHoro noceigyYeHHs, Bkoyatoun MNnax
ynpasiHHA pU3nKamy HalaHO OHOBJIEHY BEPCito
MnaHy ynpasniHHA pU3ukaMu 3 ypaxyBaHHsAM

3a
peyerimom

UA/4904/01/01
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PRAC Ta pekomeHaauii, Lo MiCTATbCA
Guideline on good pharmacovigilance practices
(GVP) Module V - Risk management systems
(Rev 2). B gaHomy IMYPi BHeCeHi 3MiHW A0
YyacTuHu «Creumndikauis 3 6e3nekn», «lnaH 3
thapmakoHarnagy», «3axofm 3 MiHimizaw,i
pu3KKiB». [leTanbHWin ONMc CUCTEMM YNPaBiHHA
pu3nkamun y BUrNsAi nnaHy ynpasniHHS
pr3nKamMu, Lo HaAaHWA 3aABHUKOM, MICTUTb
PY3MK NPONOPLiiHI 3aX04u 3 MiHIMI3aL,ii pu3unkis
Ta 3AjiicHeHHs hapmakoHaragy. IHopmauis 3
6e3neku, Lo npefcTaB/ieHa B NPoeKTi iIHCTPYKLT
ANA MeAnYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby Pemukeina®, nioginisat ans po3unHy
Ans iHdy3iii no 100 mr; 1 conakoH 3 NOPOLLKOM Y
KapTOHHI Kopoo6Lji Bigobpaxae 3axoam 3
MiHimi3aLii pu3ukiB, BignoBigae iHchopmaLii,
BVKNTAAEHIN Y NNaHi ynpasiHHA pusnkamu,
Ha[aHoro 3asisBHUKOM. 3MiHW BHECEHO A0
IHCTPYKUT 4719 MeANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao posgainis "Cnocio
3acTocyBaHHA Ta go3sun”, "OcobanBoCTi
3aCTOCYBaHHA" CTOCOBHO 3aMiHW Ha3BM KapTu
nonepekeHHa naujeHTa Ha kapTky
HarafyBaHHS naujieHTa Ha OCHOBI AaHuX
KIHIYHUX JochigXeHb, nicnsapeecTpauiiHoro
3aCTOCYBaHHA Ta KOPOTKOI XapaKTepUCTUKU,
3aTBepaxeHoi EMA, Takox BHECEeHi pefakuiiHi
YTOUYHEHHS1 f0 po3ainy "MpoTunokasaHHs"; 3MiHM
Il TMNYy - 3MiHK 0 IHCTPYKUIT 418 MeANYHOro
3aCcTOCyBaHHSA MikapCcbKoro 3acoby A0 po3ainy
"Oco6MBOCTI 3acTOCyBaHHS", a came
OHOBJIEHHS IH(hOpPMALLT CTOCOBHO HEObXiAHOCTI
BiACTeXyBaHHA (Homep Ta cepis /13) Ha OCHOBI
LaHUX KMiHIYHWUX fOCNimKeHb,
nicnApeecTpaLiiHoro 3acTocyBaHHs Ta KOpoTKOT
XapaKkTepucTuku, 3aTsepmxkeHoi EMA; 3MmiHn |1
TUMY - 3MiHW A0 IHCTPYKLiT A58 MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Mo6ivHi peakui”, a came goaaBaHHs
iHchopmawii Wwoao niHeapHoro IgA-3anexHoro
6yNIbO3HOr0 AepMaTo3y Ta NepeHeceHHs
no6iYHOI peakLii OHIXOMIKO3 A0 cucTeMn
IHdbekwji Ta iHBa3ii Ha OCHOBI AaHWX K/iHIYHKX
OOCNimpKeHb, nicnspeecTpayiinHoro
3aCTOCyBaHHA Ta KOPOTKOI XapakTepucTuKu,

3aTBepmKeHoil EMA; 3miHu |l Tuny - 3miHM Ao

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
OHOB/IEHOT iHdhopMaLii 3 6e3neku Ajtoyoi
peyvoBUHM, Y BiANOBIAHOCTI A0 peKkoMeHAaLii
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
IHCTPYKUT 4719 MEANYHOro 3acTOCyBaHHS
niKkapcbKoro 3acoby no posainy "OcobnnsocTi
3acTocyBaHHs", a came goAaBaHHs iHdopmauii
OO LeneHb Ta OHOB/IEHHS ICHYOYOI
iHbopmaLii Woao BakuyHauii Ha OCHOBI
pekomeHAaLi KOMNETEHTHOrO oprany; 3miHu Il
TUMY - 3MiHW A0 IHCTPYKLiT A58 MeANYHOro
3acTocyBaHHA NiKapcbKoro 3acoby Ao po3ainy
"Mo6iuHi peakuii”, a came goaaHo iHhopmawito
LLIOZI0 FOCTPOro reHepaslisoBaHoro
©eK3aHTeMaTOo3HOro NycTy/bo3y Ta OHOB/IEHHSA
BMKNAAeHOI iHhopmaLii B 3a3Ha4eHoMy po3gini
Ha OCHOBI AaHMX KNiHIYHUX AOCNIAKEHD,
nicnApeecTpaLiiHoro 3acTocyBaHHs Ta KOpoTKOT
XapakTepucTuku, 3aTsepxeHoi EMA. Takox
OHOBJ/IEHHS NMOAAHOI iHdhopMaLii y po3gini
"Cnoci6 3acTocyBaHHA Ta f03u1"
184. | PEHITEK® Tabnetku no 20 mr no 14 Mepk Wapn i LLsenuapi Mepk Wapn i oym HigepnaHgu BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3a UA/0525/01/01
TabneTok y 6nictepi; no Ooym |[OEA A B.B., Higepnanan / Benuka 3MiHK | TUNY - 3MiHK Woao peyenmom
2 6nicTepn y KapTOHHIlA 6X (nakyBaHHs1, BUNYCK BpuTaHis 6e3nekun/etekTUBHOCTI Ta hapmakoHarnsgy.
Kopoo6Li cepii); Mepk LWapn i BunyudeHHns (cvuna gii) BunyyeHns cunu gii 10 mr
[oym Nimiten, nikapcbkoro 3acoby PeHiTek®. 3MiHV BHeECEHO
Benvika bpuTtaHis 00 IHCTPYKUiT AN MeaMyYHOro 3acTocyBaHHs
(BUPOGHWMK nikapcbKoro 3acoby Ao posgainis "Cknag”,
Hepo3dhacoBaHo| "Nikapcbka dopma”, "OcobnmBocCTi
NPOAYKLIT, KOHTPO/Ib 3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta 4o3mn",
AKOCTI) a came - BUydYeHHs cunu gji 10 mr. BeegeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPAKEHHS
185. | PEHITEK® Tabnetku no 20 mr no 14 Mepk LWapn i LLiseliyapi Mepk LWapn i Joym HigepnaHamn BHECEHHS 3MiH 0 peecTpaLiiHnx maTtepiasiB: 3a UA/0525/01/01
TabneTok y 6nictepi; no Ooym IOEA a B.B., HigepnaHaun / Benuka 3MiHU | TUNY - 3MiHW BHECEHI Y TeKCT peuyenmom
2 6nicTepn y KapTOHHIl M6X (nakyBaHHs, BUMYCK BputaHis MapKyBaHHS YMakoBKM IKApCbKOro 3acoby.
Kopoo6ui cepii); Mepk Wapn i BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
[oym Nimiten, 3aTBepKEHHS
Benuka bpuTaHis
(BUPOGHWMK
Hepo3dhacoBaHO(
NPOAYKLT, KOHTPO/b
SIKOCTI)
186. | PETPOBIP™ pPO34uH opasibHUiA, 10 BiiB Xenckep Benvka nakcoCmiTKnsiiH KaHapa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0232/03/01
mr/mn; no 200 mn y HOK Nimiteq, BpuTaHis IHK. 3MiHM | TUNY - 3MiHK 3 AKOCTi. MeanyHI NPUCTPOI. peyenmom
dnakoHi; no 1 conakoHy 3MiHa NpUCTPOIB A58 BUMIpPIOBaHHSA [03M abo
pasom i3 wnpuuem ans BBe/leHHS NikapCcbKoro 3acoby (AoAaBaHHsA abo
[03yBaHHA 06'emom 10 3amMiHa NPUCTPOLO, SKWIA HE € HEBIA'EMHO
M abo 1 mny 4aCTMHOI NEPBUHHOI yNakoBku) - MpucTpii,
KapTOHHiiA KOpo6Lli akuii mae CE-mapkyBaHHA. [logaBaHHs wnpuua
[ANa opanbHOro f03yBaHHA 06’emoM 1 Mn Ha
[0AaTOK 10 BXEe 3apeecTpoBaHoro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
[03yBasIbHOro Wwnpuua o6’emom 10 mn 3
BiANOBIAHMMU 3MiHAMU B PO3AiN «YNakoBKa».
BHeceHHs pefakuiliHiX NnpaBokK [0 po3Ainy
3.2.P.7. CncTema KoHTelHep/3akynoproBasibHUIA
3aci6. 3MiHM BHECEHO B iHCTPYKL,iO AN
MEeAMYHOro 3acTOCyBaHHSA MikapCcbKoro 3acoby y
p. "YnakoBka".
187. | PEXOn Tabnetku TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/17043/01/01
KMLLKOBOPO3YMHHI MO "MIKPOXIM" "MIKPOXIM", 3MiHK | TUNY - 3MiHa y MeTogax BUNpobyBaHHS peyenmom
400 wmr, no 8 TabneTok y YkpaiHa (B1po6HMya A®| abo BMXigHOro Matepiany/npomixXHOro
6nictepi, no 1 a6o no 3 AinbHUUs (BCi cTagail nNpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
6nictepu y nauui 3 BMPOGHUYOro npoueci BupobHuutea APl - BBEAEHHSA
KapToHy; no 10 npouecy); anbTepHATNBHOIO MeToAy, a came iOHOO6MiHHa
Tabnetok y 6nictepi; no lopuamnyHa agpeca Xpomarorpadisi 3 noganbLluMM TUTPYBaHHAM A0
2 6nictepu y navuj 3 Ta naboparopist BXe 3aTBepakeHoro metogy BEPX ans tecty
KapToHY hi3nKo-XiMiYHOro KinbkicHe B13HaueHHs 1,4 - 6yTaHaucynbdoHat
aHanisy Ta - @HioHyY; 3MiHN y MeToAax BUNpobyBaHHsA APl ,
KOHTPO/II0 a came BBE[eHHS a/lbTEPHATUBHOIO MeToAy
BMPOGHMLTBA) TLWX po Bxe 3arsepgxeHoro metogy BEPX ansa
TecTy laeHTndikania 1,4 - 6ytaHamcynboHaT —
aHioHy
188. | PIHA3AN® cnpeii HazasIbHUiA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/17751/01/01
EKCTPA f[o30BaHwuin 0,5 mr/mn, "®apmaLeBTuyH "papmMaLeBTnYHa BUNPAaBNEHHA TEXHIYHOI NOMUSIKU B TEKCTI peyenma
no 10 mn y donakoHi 3 a thipma ipma "JapHuus” MapKyBaHHS1 BTOPUHHOI ynakoBku J13
[,03yBa/IbHUM Hacocom, "fapHuus"
no 1 dpakoHy y naudli
189. | POAKKYTAH kancynv no 20 mr; no 10 ®. XodhdpmaHH- LLisefiuapi Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/2865/01/01
® Kancyn y 6nicrepi; no 3 Na Pow Ntpg, a Hepo3dacoBaHol LBeiiuapis 3MiHuM | TUNY - AgMIHICTpaTUBHI 3MiHK. 3MiHa peuenmom
6nicTepu B KOpoo6Li NPOAYKLi, HalimeHyBaHHs Ta/abo agpecu Micus
BMNPOOYBaHHS NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KOHTPO/O AKOCTI: roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
KeTeneHT [hxepmaHi AinbHULU BUNYCKy cepii abo micle npoBefeHHs
E6epbax MmbX, KOHTPOJIO AIKOCTI. (ZisNbHICTb, 3a 5Ky BifnoBigae
HimeuuunHa,; BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepiid) -
MepBuHHE Ta 3MiHa agpecu BupobHuka ®.XodmaHH-/15 PoLu
BTOPUHHE NTa, Wseiuapis, 6e3 3MiH1 MicLA BUPOGHMLTBA
nakyBaHHs, (BBefeHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
BMNpPOBYyBaHHA 3aTBEPKEHHS)
KOHTPO/IO AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow 14,
LLiBeiiuapis;
BunpobyBaHHs
KOHTPO/IO AKOCTI:
®.XohpmaHH-/15
Pow Jltg,
LLIBeliyapis
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
190. | POAKKYTAH kancynv no 10 mr; no 10 ®. XodhcpmaHH- LLiBefiuapi Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2865/01/02
® Kancyn y 6nictepi; no 3 Na Pow N1pg, a Hepo3dhacoBaHOl LLseiiuapis 3MiHuM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peuenmom
6nictepu B KOpoo6Ui NpoAyKLUii, HalilMeHyBaHHs Ta/abo agpecu micus
BMNpPO6yBaHHS NPOBaXXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KOHTPO/IO AKOCTI: roTOBOrO /liKapCbKOro 3acoby, BkIo4aum
KeTeneHT [hxepmai AinbHULU BUNYCKy cepii abo micue npoBefeHHs
E6epbax Mm6X, KOHTPOJIO SIKOCTI. (ZisANbHICTb, 3a 5Ky BifnoBigae
HimeuuunHa; BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) -
MepBuHHE Ta 3MiHa agpecu BupobHuka ®.XoddmaHH-/19 PoLu
BTOpPUHHE NTa, Wseiiuapis, 6e3 3MiH1 MicLA BUPOGHMLTBA
nakyBaHHs, (BBefeHHs 3MiH NpOTArom 6-Tn MicsLiB nicns
BMNpobyBaHHSA 3aTBEPKEHHS)
KOHTPO/O AKOCTI,
BUNYyCK cepil:
®.XothpmaHH-/15
Pow 14,
LLiBeiiuapis;
BunpobyBaHHs
KOHTPO/O AKOCTI:
®.XohpmaHH-/15
Pow Ntg,
LLiBeliyapis
191. | POMALLKU KBITKM (CybCTaHuif), y MpAT Ykpaina MpAT "NikTpasun" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/6026/01/01
KBITKA MiLLKax, Tokax, Kinax "NikTpasn” 3MiHW | Tuny - 3MiHK 3 akocTi. A®I. CTabinbHICTb.
ANns BUpo6bHuLTBa 3MiHa nepioly NOBTOpPHKX BMNpo6yBaHb/nepioay
HeCcTepuIbHUX 36epiraHHs abo ymoB 36epiraHHa Adl (3a
nikapcbknx chopm BiICYTHOCTI y 3aTBEPAXEHOMY [OCbE
cepTudpikaTa BignoBigHOCTI EBpoNeiiChKiit
chapmakonei, LWo BKIoYa€e nepiog NOBTOPHOIO
BMNPOGYBaHHS) (Nepiog NOBTOPHOrO
BMNpobyBaHHA/nepios 36epiraHHs) -
36inbLueHHs abo BBeAEHHS nepiogy NOBTOPHOIO
BMnNpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI
pe3ynbTaTiB AOC/IMKEHb Y peaslbHOMY Yaci.
36inbLlUeHHsA TepMiHy npuaaTHocTi Ana Adl
pomalLLkv KBITKM : 3aTBepmxeHo: TepmiH
npuaatHocTi 1,5 poky
3anponoHoBaHo: TepMiH NpUAaTHOCTI 2 POKK
192. | CE3OHIA TabneTku, BKpUTI TOB YkpaiHa TOB "AcTpadhapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/16127/01/01
NAiBKOBOK 000I0HKOH, "Actpadapm” 3MiHU | TUNY - BBELIEHHA 404aTKOBOIO pPo3Mipy peyenma
no 5 mr no 10 TabneTok cepii roToBOr0 /iKapcbKoro 3acoby
y 6nicTepi, no 1, no 2,
no 3 a6o no 10
6nicTepis y kopobu,i 3
KapTOHY
193. | CE/MNCENT® | kancynu no 250 mr, no ®.XodhpmaHH- Lseluapi | Aenbcapm MinaHo, ITania/ BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3a UA/6612/01/01
10 kancyn y 6nictepi; no Na Pow NTg, a C.P.N., Itanisa LBeliuapis 3MiHM | TUNY - 3MiHa NapameTpiB cneuudikavii peyenmom
10 6nicTepiB y (BUPOGHMLTBO Ta/ab0 AoNyCTMMUX MEX rOTOBOrO NiKapCbKoro




124

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KapTOHHIN nauui Hepo3dacoBaHoi 3acoby (gonoBHeHHS cneuudikauii HOBUM
NPOAYKLUIT; NOKa3HUKOM 3 BiZNOBIgHUM METOA0M
BMNpobyBaHHsA BMNPOBYBaHHSA); 3MiHW | TUMY - NOJaHHSA HOBOTO
KOHTPOJIO0 SIKOCTI); cepTudikaTy BignoBigHOCTI €EBponeicbkiii
®.XohpmaHH-/15 thapmakonei R1-CEP 2010-043-Rev 00 Big Bxe
Pow NTp, 3aTBEpPAXEHOro BMpo6bHnka ROUSSELOT, Son,
LLBeiuapis The Netherlands xenatuHy, skuii
(nakyBaHHs, BUMYCK BUKOPVCTOBYIOTb Yy BUPOOHWULTBI kancyn ansa N13;
cepii) 3MiHW | TUMY - BUNYYEHHS ABOX 3apeecTpoBaHmX
cepTudikaTiB BiANOBIAHOCTI €BpONechbkili
hapmakonei R1-CEP 2003-172-Rev 01 Ta R1-
CEP 2001-332-Rev 02 ans xenaTtviHy, SKkuii
BUKOPVCTOBYIOTb Yy BUPOOHWULUTBI kancyn ans J13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS
194. | CUH®NOPUK | cycneHsisa ons iH'ekuii "nakcoCmitKns Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/15363/01/01
c™ no 1 gosi (0,5 mn) y H EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM | TUNY - 3a3HAYEHHST MiXXHAPOLHUX peuenmom
BAKUMHA nonepegHL0 Nimiten no3HayYeHb OAMHWLb BUMIPIOBAHHS Y TEKCTI
ansa HanoBHEHOMY CK/ISIHOMY MapKyBaHHS YNakoBKW NiKapcbkoro 3acooy.
MPO®INTAKT LINPULi Y KOMMMEKTI 3 TepMiH BBEEHHS 3MiH NPOTAroM 6 MicALiB nicas
KU OfHi€L0 rosikoto abo 3 3aTBEPAKEHHS
MHEBMOKOK | gBoma rosikamu Ta 6e3
OBOI rofiok; 1 nonepeaHLo
IHDEKLIT HanoBHeHwiA wnpuy, 3
(MONICAXAP | ronkoto abo gBoma
NaHNIA rofikamu, abo 6e3 ronok
AHTUTEH) y iHAMBIgYyaIbHOMY
TA repmeTuyHo
HETUMNOBAH | 3anakoBaHoMmy
ol NAacTUKOBOMY
FEMO®I/IbH KOHTeliHepi; no 1
Ol IH®EKLUJI, | nnactukosomy
KOH’HOFOBA | KOHTEliHepy y KapTOHHii
HA, Kopo6ui; no 1 gosi (0,5
AACOPBOBA | mn)y nonepeiHbo
HA HanoBHEHOMY CKNAAHOMY

wnpuyi; no 10 wnpuuis
3 10 ronkamun abo 6e3
rOOK Y iHAMBIAYaIbHUX
repMeTuyHO
3anakoBaHux
naacTMKoBMX
KOHTeliHepax y
KapTOHHI kopobuj; no 1
£osi (0,5 mn) y
MOHOZ,030BOMY
CK/IAHOMY (b/1aKOHi; No
1, 10 a6o 100 chsiakoHiB




125

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Y KapTOHHiIli kopobui; no
2 no3un (1 mn)y
MyNbTUL030BOMY
dhnakoHi; no 100
(p1aKOHIB Yy KapPTOHHIl
Kopoo6ui
195. | CIKANPOTEK | kpanni o4Hi, no 10 mn, y YPCA®APM HimeuuunH YPCA®APM HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/5371/01/01
T dhnakoHi-KpanesibHUL, ApuHaiimiTTens a ApuHaiimitTTens TEeXHiYHa NOMWUIIKA B IHCTPYKLT ANA MegUYHOro peuenmom
no 1 chnakoHy- 6X M6X 3aCTOCyBaHHSA Nikapcbkoro 3acoby:
KpanesibHuLi y 3anponoHoBaHo: Kareropis Bignycky. 3a
KapTOHHI KopooLi peLentom. 3a3HayeHe BUNpaB/ieHHs BignoBigae
mMaTepiasiaMm peecTpaLiiHoro 4ocke
196. | CIMBPUH3A Kpansi o4Hi; no 5 mny HoaprTic ®apma | Lseliyapi AnkoH-KyBpbop Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15669/01/01
® dnakoHax- a 3MiHW | TUNY - BHECEHHS 3MiH A0 po3Ainy peyenmom
KpanenbHuuax "Apon- “MapkyBaHHs" MKA /13: 3anponoHoBaHo:
TeiiHep®"; no 1 a6o 3 MapkyBaHHS. 3riiHO 3aTBEPAKEHOro TEKCTY
(h/1TaKOHU Y KapTOHHiIl MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
Kopoo6ui yMNaKoBKM NiKapCbKoro 3acoby. BeeAeHHs 3MiH
NPOTAroM 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
197. | CNIONTO® PO34MH ANA iHransuii no BepiHrep HimeuuunH BUPOGHUYMBO, HimeuunHa/ BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/15523/01/01
PECNIMAT® 2,5 Mkr/2,5 mkr; no 4 mn IHrenbxanm a rakyBsaHHsl, CnonyyeHe 3MiHW | TNy - AAMIHICTPaTMBHI 3MiHN. 3MiHa peyenmom
y KapTpugxi (60 IHTEepHeLWHN MapKyBaHHs, KoponiscTBO HaliMeHyBaHHs Ta/abo agpecu micus
iHransauin); no 1 M6X KOHMPO/ib sKocmi Benukoi NpoBaKEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
KapTpyIKy B KOMMIEKTI ma sunyck cepili BputaHii Ta roTOBOrO JliKapCbKOro 3acoby, BK/IYaum
3 1 iHranAATopom J1iKapCcbKo20 3acoby: MiBHiYHOT OinbHULI BUNYCKY cepii abo MicLe npoBefeHHs
PecnimaT® y KapTOHHiiA Bepinrep IpnaHgji KOHTPOJO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
Kopoo6Li IHrenbxaiim ®apma BMPOGHMK/IMNOPTEP, HE BK/TOYAKUM BUMYCK
vm6X i Ko. KT, cepiif) - 3MiHa Ha3BW BMPOGHMKA
HimeuunHa; BiANOBIAA/ILHOIO 3a KOHTPO/1b SKOCTI 3a
KOHMpPO/ib IKoCMi nokasHukom "MikpobionoriyHa unctoTta”, 6e3
3a BUK/TIOYEHHSIM 3MiHU MicUSA BUPOBHMLTBA:
rnokKasHuUKa 3MiHu | TUNYy - 3MiHK 3 AKocTi. FoToBwMiA
"Mikpo6ionozaidHa nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
yucmoma": iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepil
KoBeHc Ta KOHTPO/IIO SIKOCTi FOTOBOTO JiKapCbKOro
Na6opatopic NT4,., 3aco6y (3amiHa abo JofaBaHHs AibHULI, Ha
CnonyyeHe AKIN 30iAICHIOETLCA KOHTPO/b/BUNPOGYBaHHS
KoponiscTBO cepii). BBeieHHsA anbTepHaTMBHOI nabopartopii 3
Benukoi BputaHii Ta KOHTPOJII0 SIKOCTi FOTOBOTO JliKapCbKOro 3acoby
MiBHiYHOI IpnaHaii; 3a BUK/THOUEHHSIM MokKasHuKa «MikpobionoriyHa
KOHMPO/Ib sikocmi ynctota» Kyacaap Nm6X / Quasaar GmbH 3a
3a MoKa3HUKom aapecoto KomoTopLuTtpacce 2 66802 Y6epreppH,
"MikpobionoaidHa HimeuyunHa/ Comotorstrasse 2 66802 Uberherrn,
yucmoma": Germany.
CIrC IHcTtutyT
PpeseHiyc Mv6X,
HimeuunHa,;
Jlabop JIC CE &
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Ko.KI, HimeuunHa,;
KOHMpPO/ib sikocmi
3a BUK/TIOYEHHSIM
rokasHuKka
"Mikpob6ionoaidyHa
yacmoma":
Kyacaap 'm6X,
HimeuunHa
198. | CMIPOHONA nopoLLoK (cybcTaHuis) y TOB "TK Ykpaina TAHbU3IHb TAHBSAO Kuraii BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: - UA/15781/01/01
KTOH noAagiliHMx "ABpopa" PapmacbloTikan3 3MiHM | TUMY - BHECEHHS 3MiH 40 p.
nonieTMNeHOBUX MillKax Ko., NTa,. «MapkyBaHHs»
Ans dhapmaueBTUYHOro
3aCTOCyBaHHSA
199. | CTOMNTYCWUH- | cupon no 100 mny TeBa I3painb Tesa Yex IHpacTpi3 Yecbka BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis: 6e3 UA/10779/01/01
TEBA hnakoHi; no 1 dpiakoHy dapmaueBTiKaU c.p.o. Pecny6nika 3MiHM | TURY - BUYYEHHS 3aTBEepAKEHOro peyenma
pas3om 3 MipHOK IHpacTpi3 114, BMpo6HMKa A®| ByTamipaty unutpat Laboratorio
nineTKoo y KopooLyi Chimico Internazionale S.p.A. (ltaly)
200. | CyMmiw gnda po3uuH, o 40 mny MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/0272/01/01
IHFANSAUINA dhnakoHax "PITODAPM" 3MiHu |l TUNY - BBE,eHHA A04aTKOBOrO peyenma
BMpo6Huka ana A®l Menton "Silverline
Chemicals", IHgjs
201. | TAMI®IHO® NOPOLLIOK A/151 Opas1bHOT ®.XodhpmaHH- LLiBeiiuapi BMPOOHULITBO HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3a UA/3189/01/02
cycneHnsii, 6 mr/mn, no Na Pow NTg A Hepo3chacoBaHol LLseiuapis 3MiHM |l TRy - 3MiHW A0 IHCTPYKUiT Ans peyenmom
13 r NOPOLLKY B M/ISALLILL; NPOAYKLT: MeANYHOro 3aCTOCyBaHHS Nikapcbkoro 3acoby
no 1 nnawui pasom 3 PotTeHgopth ®apma 00 po3ginis "®apmakonoriyHi BnactusocTi”,
NNacTUKOBUM vm6X, HimeuunHa; "Cnoci6 3actocyBaHHA Ta fo3un", "MNobiyHi
agantepom, nepBrHHE Ta peakujii”. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
nAacTUKoBUM BTOPWHHE nicns 3aTBepaKeHHs; 3miHu |l Tuny - 3mMiHn oo
[,03aTopom A1a nakyBaHHs, IHCTPYKLUiT AN MEAUYHOro 3aCTOCYBaHHS
0opasbHOro BMNpPO6yBaHHS nikapcbKoro 3acoby A0 po3ainis "B3aemogis 3
3aCTOCYBaHHS MICTKICTIO KOHTPOJO SIKOCTI: IHLWMMK Nikapcbknmy 3acobamu Ta iHWi Buan
10 mn, nNacTnkoBMm ®.XothpmaHH- B3aemogiin", "OcobmBOCTi 3acTOCyBaHHSA",
MipHUM CTakaH4MKOM y NaPow /14, "Mepepno3yBaHHs". BBeAEHHS 3MiH NPOTArom 6-
KapTOHHI kopobuyj; LLiBeiiuapis; TV MiCALIB Nicnsa 3aTBepAKeHHs
no 13 r nopoLuky B BMNpobyBaHHSA
nasawyi; no 1 naswui KOHTPOJIO SKOCTI,
pa3om 3 NNacTUKOBUM BUMYCK cepii:
ajantepom, ®.XothpmaHH-/15
n1acTUKOBUMU Pow T4,
Josatopamu ans LBeliuapis
opasibHOro
3aCTOCYyBaHHA MICTKICTIO
3 mn T1a 10 mn,
NaacTVKOBMM MiPHUM
CTaKaH4yMKoMm y
KapTOHHI Kopoo6Lli
202. | TAMI®NO® Kancynu no 75 wr; no 10 ®.XothbdpmaHH- LLiseiuapi Brpo6HMUTBO PpaHuis/ BHECEHHS 3MiH [10 peecTpavljiiiHiX maTtepianis: 3a UA/3189/02/03




127

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Kancyn y 6nictepi; no 1 Na Pow N1a A Hepo3dacoBaHoi Himeuunna/ 3MiHM |l TRy - 3MiHW A0 IHCTPYKUiT Ans peyenmom
6nicTepy B KAPTOHHIi npoaykuii: CeHekci, MinaHo/ Me[U4YHOro 3aCTOoCyBaHHS NiKapcbkoro 3acoby
Kopoo6Li ®paHujsa LLseiuapis [0 posgainis "®apmakonoriyHi BnactueocTi",
Brpo6HMUTBO "Cnoci6 3acTocyBaHHS Ta go3un", "OcobmBocTi
Hepo3dhacoBaHOl 3acTocyBaHHA", "T06iYHI peakuii”. BBefeHHs
NpoAyKLUii, 3MiH NPOTArom 6-Tn micsLiB nicns
nakyBaHHs: 3aTBEPMKEHHS; 3MiHW Il TUNY - 3MiHK A0
KeTeneHt xepmMaHi IHCTPYKLUIT ANA MEeANYHOr0 3aCTOCYBaHHS
LWopHaopd MvbX, niKapcbKoro 3acoby fo po3gainis "B3aemogisn 3
HimeuunHa IHLWIMMK nikapcbkMK 3acobamu Ta iHWi Buan
BupobHuuTBO B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHA",
Hepo3chacosaHol "3acTocyBaHHs y nepiog BariTHoCTi abo
NpOoAyKLUii, rogysaHHa rpyaato”, "MNepenosysaHHsa",
BUNPOBYBaHHSA "3[aTHICTb BNAMBATU Ha LWUBUAKICTb peakuii npu
KOHTPOJIO AKOCTI: KepyBaHHI aBTOTPaHCMOPTOM ab0 iHWKMK
[enbtapm MinaHo, MexaHismamu". BBeeHHs 3MiH MPOTAroM 6-Tu
C.P.1., Itanis MicALiB nicna 3aTBepAKeHHs
MakyBaHHA,
BMNpPO6yBaHHS
KOHTPO/IO SKOCTI:
®.XothpmaHH-/15
Pow T4,
LLseiiuapis
BunpobyBaHHs
KOHTPO/O AKOCTI:
Pow dapma AT,
HimeuumHa Bunyck
cepii: ®.XohdmaHH-
Na Pow JiTAa,
Lliseiuapis
203. | TEMOAAN® NMOPOLLOK A/191 PO3UYUHY LWepiHr-Mnay LWBeruapi | Bakctep OHKoNOAXi HimevuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3a UA/4893/02/01
Ons iHgpysili no 100 mr, CeHTpan lct Al a m6X, HimeyunHa Benbris 3MiHW | TUMNY - BHECEHHS 3MiH A0 po3ainy peuenmom
1 donakoH 3 MOPOLLKOM Y (BMpPOGHMLTBO «MapkyBaHHsA» MK#A J13; 3anponoHoBaHo:
KapTOHHIA KOpoo6Li Hepo3dhacoBaHo| MAPKYBAHH$ 3rigHo i3 3aTBepiKeHum
NPOAYKLiT, NnepBUHHE TEKCTOM MapKyBaHHs. TepMiH BBEAEHHS 3MiH
nakyBaHHs Ta npoTArom 6 micsALiB nicns 3aTBepAKeHHS
KOHTPO/1b SKOCTI);
LepiHr-Mnay /1a6o
H.B., Benbris
(BTOpUHHE
nakyBaHHS Ta [03BiN
Ha BUMyCK cepii)
204. | TEMOAAN® Kancynu no 20 mr, no 1 LWepiHr-Mnay LLiBeiiuapi OpioH Papma, PiHnaHpia / BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3a UA/4893/01/02
Kancyniy cate; no 5 CeHTtpan IcT Al a PiHNAHAIA Benbris 3MiHW | TUNY - BHECEHHSA 3MiH [0 pO3Ainy peyenmom
abo no 20 cawe y (BUPOGHMLTBO «MapkyBaHHs» MKH J13; 3anponoHoBaHo:
KapTOHHI Kopoo6Li Hepo3dhacoBaHol MAPKYBAHH$ 3rigHo i3 3aTBepipKeHum

NpoAyKLii, NnepBuHHa
ynakoBska Ta

TEKCTOM MapKyBaHHs. TepMiH BBEEHHSA 3MiH
npoTsirom 6 MicsiLiB Micnsi 3aTBEPAKEHHS
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina

BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

KOHTPO/Ib SKOCTI);
LepiHr-Mnay /1a6o
H.B., Benbris
(nepBuHHa Ta
BTOPMHHA ynakoBka,
[03BiN Ha BUMYCK
cepii)

205.

TEMOAA®

kancynu no 100 mr, no 1
Kancyniy cauwe; no 5
a6o no 20 cawe y
KapTOHHI KopooLi

LepiHr-Mnay
CeHtpan lct Al

LLiBeiiuapi
a

OpioH dapma,
PiHNAHAiA
(BMpOGHMLTBO
Hepo3dghacoBaHOl
nNpoaykKLii, NnepBuHHa
ynakoBka Ta
KOHTPO/Ib SKOCTI);
LepiHr-Mnay /1a6o
H.B., Benebris
(nepBuHHa Ta
BTOPUHHA YNakoBKa,
[103BiN Ha BUMNYCK
cepii)

PiHnaHaia /
Benbris

BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis:
3MiHW | TUMNY - BHECEHHS 3MiH A0 po3ainy
«MapkyBaHHs» MK#A J/13; 3anponoHoBaHo:
MAPKYBAHHS 3rigHo i3 3aTBepoKeHUM

TEKCTOM MapKyBaHHS. TepMiH BBeEHHS 3MiH
NPOTArom 6 MicsLiB Micns 3aTBepKEHHS

3a
peyenmom

UA/4893/01/03

206.

TEMOMEAAK

Kancynu no 20 mr, no 5
abo 20 kancyny
hnakoHi, no 1 chnakoHy
B nmauuj

Mepak
lesenbwadt
chrop KniHiwe

Lneuianbnpena
paTte M6X

HimeuumnH
a

Megak MesenbadT
hrop KNiHiwwe
Lneuiansnpenapar
e M6X, HimeuunHa
(BUPOOGHUK, L0
Bignosigae 3a
BTOPWHHY YNaKoBKy,
KOHTPO/b/BMNPOGYB
aHHsa cepii, 03BN
Ha BUMyCK cepii);
Hepdpapma C.p.J1.,
ITanis (BUpo6HULTBO
Hepo3dacoBaHol
NPOAYKLUii, NepBNUHHA
ynakoBka,
KOHTPO/bL/BNNPOGYB
aHHsA cepil); Xaynt
Papma Amaper
M6X, HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHOl
NPOAYKLUii, NepBNHHA
ynakoBKa,
KOHTPO/b/BUNPOGYB
aHHsA cepii)

HimeyuunHa/
ITanisa

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
TexHiuHa nomunka y n. 2. "KINIbKICTb A4IKYOil
PEYOBUVHW" - 3a3HaueHe BunpaB/ieHHs
BiNOBiAA€ MaTepiasiam peecTpauiiHoro Jocbe

3a
peyenmom

UA/13562/01/02

207.

TETPALMKNI
HY
riaPOXNnorPu

TabneTkun, BKpUTI
NNiBKOBOIO 060/I0HKOIO,
no 100 mr; no 20

My6niyHe
akujioHepHe
TOBapWCTBO

YkpaiHa

My6niyHe
akujioHepHe
TOBApUCTBO

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TUNY - 3MiHW A0 IHCTPYKUiT Ans
MeAMNYHOT0 3aCTOCYBaHHS /TiKapCbKOro 3acoby

3a
peyenmom

UA/3520/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
A TabneTok y 6nictepi, no "HaykoBo- "HaykoBo- [0 po3ginie: "OcobnnBOCTi 3aCTOCYBaHHSA",
1 6nicTepy B nauuj 3 BMPOGHNUUIA BMPOGHUYUIA LEHTP "3acTocyBaHHSA y nepiog, BariTHOCTi abo
KapToHYy LeHTp "Bopuuariscbkuii rogyBaHHs rpyaar” (YTOYHEHHS) LWOAO
"BopLyariBcbkuii XiMiKo- 6e3eneKkn 3acToCyBaHHS Ajiloyoi Ta AOMOMIKHUX
XiMiKo- thapmavueBTUYHWIA PEeYOBUH NiKapcbKoro 3acoby. BBegeHHs 3MiH
hapmaueBTUYHN 3asog" nNpoTArom 3-x MiCAUIB MiCN1A 3aTBEPIKEHHS
11 3aBog"
208. | TAMOINOBY | niogpinizoBaHwii [xeH3aim HigepnaH BMPOOHULITBO dpaHuia/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15575/01/01
NIH® NMOPOLLOK A/1A tOpon B.B. on Hepo3dacoBaHoro Ipnangis/ 3MiHW | TNy - AAMIHICTPaTMBHI 3MiHX. 3MiHa peyenmom
NpUroTyBaHHs NpOAyKTY, [A03BiN Ha Benuka HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
KOHUEeHTparty Ans BUNYyCK cepil: BpuTaHis (BNacHvKa peecTpauiiiHoro NoCBigYEHHS) - 3MiHM
PO3uUMHy NS iHdY3i no [bxeH3alim BHOCSITbCS Y 3B’SI3KY 3i 3MiHOK aApecu 3asiBHUKa
25mr;Ne1: no 1 MoniknoHanc CAC, [xeHzaiim HOpon B.B., HigepnaHaun. 3miHu
(pN1aKOHY B KapPTOHHIl dpaHuis; BHECEHO B IHCTPYKLi0 AN MeguyHoro
Kopoo6Li nepBrHHA Ta 3aCTOCYBaHHS LLOAO HallMeHyBaHHs Ta
BTOPWHHA ynakoBKa: MicLie3HaxXOMKeHHSA 3asaBHUKa 3 BiANOBIgHUMY
[oxeHsalim lpnang, 3MiHaMK Y TEKCTi MapKyBaHHS yNakoBKu
Niviten, lpnaxgis; (BBegeHHs 3MiH MpoTAroM 6-Tu micsuis nicns
BTOPWHHA ynakoBKa: 3aTBEPKEHHS)
[xeHzalim fliviten,
Benuka bpuTaHis
209. | TOBPEKC® Kpanni o4Hi, 3 mr/mn; no | HosapTtic ®apma | LBeiiyapi AnkoH Kysi, C.A., IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5438/01/01
2X 5 M1y hnakoHi- a IcnaHis; ANKoH- /Benbria 3MiHW | TUMY - OHOBJ/IEHHS BXE 3aTBEPKEHOr0 peyenmom
KpanesbHuyi "Apon- KyBpbop, Besnbris TEKCTY MapKyBaHHs NMepBUHHOT Ta BTOPUHHOT
TeiiHep®"; no 1 ynaxkoBku J13 (BHECEHHS NO3HAaYEHb OAMHULb
hNaKoHy-KkpanenbHuL y BMMIPIOBaHHS, 3 BUKOPUCTaHHAM fiTep
KOpOo6Li 3 KAPTOHY NaTUHCLKOrO andasiTy); BHECEHHSA 3MiH 0
po3ainy “MapkyBaHHs" MKA N3:
3anponoHosaHo: Mapkuposka. CornacHo
YTBEPXAEHHOMY TEKCTY MapKupoBKW. BeefeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPKEHHS
210. | TOBPOCOIMT | kpansi O4Hi, po34mH, 3 BapLuaBcbkuii Monbwa BapLuaBcbkuii Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13493/01/01
® mr/mano5vny thapmaneBTNYHN dhapmaLeBTUYHWMIA 3MiHU | TUNY - OHOB/IEHHA 3aTBEPAKEHOIO TEKCTY | peyenmom
dhnakoHi-kpanenbHNL, 1 3aBO, 3asog, Monbha AT MapKyBaHHS ynakoBoK J/13. BHECEHHS 3MiH B
no 1 6es6apsHOMY Monbcha AT po3ain «MapkyBaHHs» MKA N13:
chakoHy-KpanenbHuLi 3 3anponoHoBaHo: MapKyBaHHS: 3rifgHO
rapaHTiiHUM KinbLem 3aTBEPKEHOr0 TEKCTY MapkyBaHHs. BBeeHHs
6is10ro Ko/Ibopy B 3MiH NpOTArom 6-Tu MicAuiB nicns
KapTOHHI Kopoo6Lli 3aTBEePKEHHS
211. | TPUAEPM® mMasb no 15ra6o 30 ry LepiHr-Mnay LLsenuapi LepiHr-Mnay /1a6o Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3a UA/2022/02/01
Ty6i; no 1 Ty6i B CeHtpan lct Al A H.B. 3MiHW | TUMY - OHOB/IEHHS TEKCTY MapKyBaHHS peyenmom
KapTOHHI KOpooLi yNakoBKM NiKapcbKoro 3acoby. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MiCALIB MiC/A 3aTBEPAKEHHS
212. | TPUOEPM® Kpem no 15r B LWepiHr-Mnay LLiBefiuapi LWepiHr-Mnay J1a6o Benbris BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/2022/01/01
atOMiHIEBI Ty6i; no 1 CeHTpan lct Al a H.B. 3MiHUW | TUMNY - OHOBJ/IEHHS TEKCTY MapKyBaHHS peuenmom
Ty6i Y KApTOHHIl yMakoBKM NikapcbKoro 3acoby. TepmiH BBeAEHHS
Kopo6ui; no 301 B
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
antoMiHieBi Ty6i; no 1 3MiH NPOTAroM 6 MICALIB MiC/1A 3aTBEPAKEHHS
Ty6i y KApTOHHIlA KOpOO6Li
213. | TPUMETA3MU TabneTkn, BKPUTI TOB Ykpaina TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis 3a UA/7855/01/01
ANH- 060/10HKO10, M0 20 Mr no "Actpacapm” 3MiHM | TUMY - OHOB/IEHHS 3aTBEPKEHOrO TEKCTY | peyenmom
ACTPA®APM | 30 Tabnetok y 6nictepi; MapKyBaHHA ynakoBok /13
no 1 a6o 2 6nictepu B
KOpo6Li 3 KAPTOHY
214. | TYn3ung NMOPOLLOK A/191 PO3UYUHY Tynin Nlab IHais 3eiicc IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7740/01/01
ansin'ekuiino1r; 1 MpavisiT NimiTeq dapmac’ioTikenc 3MiHu | TUNY - 3MiHK 3 AKoCTi. FoToBWMIA peyenmom
h1aKoH 3 MOPOLLKOM B Met. N14., IHAiN; NiKkapcbKuii 3aci6. 3mMiHNM Yy BUPOOHMLUTBI. 3amiHa
KapTOHHI Kopoo6Li Csicc NapeHTepan3 ab0 BBeleHHS1 40AATKOBOT AifIbHUL
nta., IHpia BMPOOHULITBA A1 YACTUHU ab0 BCbOro
BMPOBGHNYOro NpoLiecy roToBOro NikapcbKoro
3acoby (finbHULA, Ha 5K NpoBOAATLCA 6Yb-
AKi BUPOBGHWYI cTagii, 3a BUHATKOM BUMYCKY cepil,
KOHTPOJIH0 SIKOCTi Ta BTOPUHHOTO MakyBaHHA 415
CTEPUIbHUX NiKapCbKMX 3aco6iB (BKIOUaUM
BMPOGNEHI acenTUYHUM METOA0M), KpiM
NiKapcbKknx 3acobiB 6i0N10rivyHOro/iMyHo/10r4HOr0
NoxokeHHs). CynyTHA 3MiHa - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapcbkuii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS A04aTKOBOT
AiNbHML BUPOGHULTBA A4/19 YacTMHU abo BCbOro
BMPOGHNYOro NPOLEeCY roTOBOro NMiKkapcbKoro
3aco6y (4inbHMUA AN1S BTOPMHHOTO NaKyBaHHS) -
BBEJEHHA [0AaTKOBOI AiflbHUL 415 BCbOTO
BMpOGHUMYOro npouecy M3 - Ceicc
MapeHTepans /T4., IHAiA. 3miHn | Tuny - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCSA BUMNYCKY Cepii Ta KOHTPOJIIO AKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHUKA, LLIO Bignosigae 3a
BBE3€eHHs Ta/abo BuUMyckK cepii) - Bkitoyaroun
KOHTPO/b/BMNpo6YyBaHHSA cepii. BBeAeHHS
[04AaTKOBOI [i/TbHUL BUPOGHULITBA, LU0
BignoBigae 3a BMMNyCK cepil, BK/IOYaoum
KOHTpOnb/BMNpo6YBaHHS cepii - Caicc
MapexTepans fita., IHgis.
215. | YNIbTPA®AC | Tabnetku, BKpuUTI MepaHa ®apma Monbwa MepgaHa ®apma Monbwa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/12296/01/01
TUH 060/10HKOH0, No 100 wmr, AKUioHepHe AKUioHepHe 3MiHW | TUNY - BHECEHHS 3MiH A0 po3ainy peyenmom
no 10 TabneTok y ToBapucTBO TosapucTso, «MapkyBaHHsA» MK#A J13: 3anponoHoBaHo:
6nictepi; no 1 a6o no 2 Monbuwa, MapkyBaHHS: 3rigHO 3aTBEPKEHOIO TEKCTY
6nicTepy B KApPTOHHIl dapmaLeBTUUHUIA MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
Kopo6ui; no 20 TabneTok 3aB0[ yNakoBKM NiKaPCbKOro 3acoby 3 BHECEHHAM
y 6nictepi; mo 1 “MONb®APMA” iHchopMmawii LLoAo 3a3HaYEHHS OAUHULB
6nicTepy B KAPTOHHIi C.A, Monblua BMMIipIOBaHHA y cuctemi Sl. BBeeHHS 3MiH
Kopoobui NPOTAroM 6-T1 MIiCALIB MiCNS 3aTBEPKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
216. | YPOHE®POH | Ttabnetku, BKpuUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/14570/01/01
® NNiBKOBOIO 060/10HKOI 3MiHuM | TUNY - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenma
no 10 TabneTok B HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
6nicTepi; no 3 abo 6 (BNacHvKa peecTpauiiHoro NoCBigYEHHS) - 3MiHa
6nicTepis y nayui 3 HalilMeHyBaHHs Ta agpecu 3asBHVKa. BBefeHHs
KapToHYy 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro
3aco0y, BK/IoYaoun AinbHUL BUNYyCcKy cepii abo
MicL,e NPOBeAEHHSI KOHTPOJIHO SKOCTI.
(@isnbHIiCTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepild) -
3MiHa Ha3BW Ta agpecu BupobHuka M3, 6e3
3MiHW MicLl BUPOGHMLTBA. BBEAEHHS 3MiH
NPOTArom 6-Tv MicALIB NicAA 3aTBEPAKEHHS.
217. | @DNIKC cnpeii HasasTbHUiA, [enbta Megiken | LWseliyapi | ABAl IBPAXIM Inay TypeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHix maTtepianis: 3a UA/13463/01/01
cycneHsiss 0,05% no 9r MpomoywH3 Al a Canai Be TigpxapeT 3MiHM | TUNY - 3MiHW Woa0 peyenmom
abo 18ry A.L., TypeuunHa 6e3nekun/etekTUBHOCTI Ta hapmakoHarnsgy.
nonieTuneHosomy BBefeHHst ab0 3MiHM [0 y3arasibHeHUX AaHnx
chnakoHai 3 HacoCoM- npo cuctemy hapmakoHarnsgy (BBefeHHs
posatopom; no 1 y3arasibHeHUX JaHuX Npo cucTemy
hN1aKoHy Y KapTOHHIi hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KopooLi BiANOBiAa/IbHOT 32 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoi 0cobm 3
hapmakoHarnisgy 3asBHUKa o151 34iACHEHHS
thapmMakoHarnagy B YKpaiHi, AKLO BOHa
BiAMiHHA Bif, YNOBHOBaXEHOT 0CcO6U,
BIANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKNKOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLLeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa ynoBHOBaXeHoi
ocobu, BignoBifanbHOI 3a chapmakoHarnag,.
MponoHoBaHa pepakuis: BeHrep /liogmuna
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 32 (hapmakoHarnsg,
218. | PJIOKCAN® Masb 04Ha 0,3 % no 3 1 TOB "Bayw YkpaiHa [p. F'epxapg MaHH, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8528/02/01
y NamiHoBaHili Ty6i; no 1 Xenc" XeMm.-thapm. Pabpuk 3MiHKM | TUNY - 3MiHW [0 IHCTpYKLiT AnA peuyenmom
Ty6i B KAPTOHHI KOpPO6L 6X MEeAMYHOro 3acTOCyBaHHSA NMikapcbKoro 3acoby
[0 po3ginis "Ocob6MBOCTI 3aCTOCyBaHHSA",
"MobiuHi peakuii” BiANOBIAHO 4O pekomeHAaLii
CMDh. BeefieHHs 3MiH NPOTArom 6-x MicALiB
nicnsa 3aTBepKeHHs
219. | ®OKCEPO® TabneTkun, BKpUTI ANKANOIQ AL Pecny6nik Ankanoig AL - Pecny6nika BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3a UA/15271/01/02
NAiBKOBOK 060/10HKOHO, Ckon'e a Ckon'e, Pecnyb6nika MakegoHisi/ 3MiHW | TUMY - BHECEHHS HE3HAYHWX 3MiH A0 peyenmom
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o

3acoby yrnakoska) nocsi04YeHHs1
no 100 mr no 10 MakefoHiss | MakefoHia (BMNycK IHAjs 3aTBEpAXEHOI NpoLieaypy BUNPOGYBaHHS
Tabnetok y 6nictepi; no cepil); Ankanoig A- napameTpy lgeHTudikauis uednogokcuma
1 abo 2 6nictepu B Ckon'e, Pecnyb6nika npokceTuna MetTofom Y®-cnekrpocoTomeTpii 3
KapTOHHI KOpooLi MakenoHis METOI OHOBJIEHHS MPUTOTYBaHHS CTaHAapTHOro
(BTOpPUHHE Ta BUNPO6YBaHOr0 PO34MHIB A1 OTPUMAHHS
nakyBaHHs); JTioniH KOHLeHTpaLii 8 ppT. BHECEHHSA HE3HAYHUX 3MiH B
Nivitea, Hajsa 3aTBepAKeHy npoueaypy BUNpobyBaHHSA
(BUPOGHULTBO loeHTudikauia TutaHy giokeuay
Hepo3dacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS;
BTOPUHHE
nakyBaHHs)

220. | ®POKCEPO® TabneTku, BKpUTI ANIKANOIQ AL Pecny6nik Ankanoig AL - Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3a UA/15271/01/01
NAiBKOBOK 060I0HKOH, Ckon'e a Ckon'e, Pecnyb6nika MakepoHis/ 3MiHW | TUMY - BHECEHHS HE3HAaYHWX 3MiH A0 peyenmom
no 200 mr no 10 MakefoHist MakefoHis (BUNycK IHais 3aTBepAXEHOI NpoLieaypy BUNPOGYyBaHHS
Tabnetok y 6nictepi; no cepii); Ankanoig A- napameTpy lgeHTudikauis uednogokcuma
1 abo 2 6nictepu B Ckon'e, Pecny6nika npokceTuna metogom Y®-cnekrpochotomeTpii 3
KapTOHHiiA KOpo6Lli MakefoHis METOI OHOB/IEHHSA MPUrOTYBaHHA CTaHA4APTHOrO

(BTOPUHHE Ta BUNPOBYBaHOr0 PO34MHIB A1 OTPUMAHHS

nakyBaHHs); JTioniH KOHLeHTpaLii 8 ppT. BHECEHHS HE3HAYHUX 3MiH B
NimiTea, HAjA 3aTBEppKEHy npoLeaypy BUNpPobyBaHHS
(BUPOGHULTBO loeHTudbikauis TutaHy giokeuay
Hepo3dacoBaHoro
NPOAYKTY, NEPBUHHE

nakyBaHHS;

BTOPUHHE

nakyBaHHs)

221. | ®OPTE3A cnpeit Ans poToBol Jenbta Megiken | LWeeiuapi | ABAl IBPAXIM Inay TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 6e3 UA/13797/02/01
nopoxHuHM 0,15 % no MpomoyLwH3 Al A CaHai Be TigxapeT 3MiHM | TUNY - 3MiHK WOA0 peyenma
15 mn a6o 30 mn A.LL. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
pO3unHy y thnakoHi 3 BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHuX
posnuntoBayem; no 1 npo cucTemy dpapmakoHarnsgy (BBefeHHs
h/1aKOHY B KapTOHHIi y3ara/lbHeHUX AaHvx npo cucTemy
KopooLi thapmakoHarnsgy, aMiHa ynoBHOBaXKeHOI ocobu,

BiAMOBIAA/IbHOT 32 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
(hapmakoHarnsgy 3asBHUKa A5 34iCHEHHS
thapmakoHarnisagy B YKpaiHi, SIKLLO0 BOHA
BiIMiHHA BiJ, yNOBHOBaXKEHOI 0CO6Y,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/KOUAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
pO3MilLLeHHi MacTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa ynosHoBaXeHo|
0co6w, BignoBigasibHOI 3a hapmakoHarnsag.
MponoHoBaHa pepakuis: BeHrep /iogmuna
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBAXXEHOI 0COOU 3asIBHMKA,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
BiNOBiAa/IbHOI 32 hapmakoHarnsg,
222. | ®OPTE3A PO34MH AN POTOBOI Lenbta Megiken | LWeeliyapi | ABAl IBPAXIM Inay TypeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/13797/01/01
nopoxHuHu 0,15 % no MpomoyLH3 Al a CaHai Be TimxapeT 3MiHW | TUNY - 3MiHK WoA0 peyenma
60 mn abo 120 mn A.LL. 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
PO34MHY Yy hakoHi, no 1 BBegeHHs abo 3MiHM [0 y3arasibHeHUX JaHnX
hN1aKoHy B KapTOHHIi npo cuctemy chapmakoHarnsgy (BBefeHHS
Kopo6Li y3ara/lbHeHUX JaHvx npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, Ko BOHa
BiAMiHHA BiJ, yNOBHOBaXXEHOI 0CO6Y,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dapmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI faHi) Ta/abo 3miHn y
pO3MiLLLeHHI MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHO|T
oco6w, BiANOBIAA/IbHOI 3a hapmakoHarnsag,.
MponoHoBaHa pepakuis: BeHrep /liogmuna
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
YMOBHOBaXeHOT 0CO6M 3as1BHMKA,
BifnoBifaIbHOI 3a hapmakoHarnsag
223. | ®PAKCUNAP | po3uunH AN iH'eKuild, AcneH ®apma IpnaHgis AcneH Hotep [lam ®paHuisa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3a UA/8185/01/01
NH® 9500 MO aHTK-Xa/mn; TpengiHr ne boHgesinb 3MiHM | TUNY - 3MiHK WOA0 peuyenmom
no 0,6 mn (5700 MO Nimitepn 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
aHTK-Xa) y nonepegHLo BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX AaHnX
3anoBHEHOMY LLNPWL; npo cucTemy dpapmakoHarnsgy (BBefeHHs
no 2 wnpuua B 6nictepi; y3ara/lbHeHUX faHvx npo cucTemy
no 5 6nictepis y thapmakoHarnagy, 3miHa ynosHoBaxeHoi ocoou,
KapTOHHI kOpoO6Lii; No BiAMOBIAA/IbHOT 32 34iCHEHHS
0,8 mn (7600 MO aHTu- thapmakoHarnsay; KOHTakTHOi 0cobu 3
Xa) y nonepefHb0 thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
3anoBHEHOMY LUNPWL; thapmakoHarnsgy B YkpaiHi, AKLL0 BOHa
no 2 wnpuua B 6nictepi; BiAMiHHA BiJ, yNOBHOBa)KEHOI 0CO6Y,
no 5 6nictepis y BiANOBIAaA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
KapTOHHI KOPOOL (BK/IKOUAKOYM KOHTAKTHI gaHi) Ta/abo 3MiHn y
pO3MilLLeHHi MacTep-chaiina cuctemm
thapmakoHarnsgy) - 3MmiHa KOHTakTHOT 0cobu
YMOBHOB&XXEHOT 0COOU 3asIBHYMKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogumup
OnekcaHApoBuY. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0Cc06M
3a8BHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg, s
YKpaiHi. 3mMiHa Micus 34ilCHEHHA OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3miHa
MicLLe3HaX0MKeHHs MacTep-ghaiina
224. | ®YPATIH Tabnetkn no 50 mr, no MAT YKpaiHa MAT "Tanunudbapm”, YKpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/5198/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
10 TabneTok y 6nicTepi; "Tannudapm” Ykpaina; NAT 3MiHM | TUMy - 3MiHW [0 IHCTPYKUiT Ans peyenmom
no 3 6nicTpu B nauLi "KuviBmegnpenapart”, MeAMYHOro 3acCTOCyBaHHSA NikapcbKoro 3acoby
YkpaiHa 00 po3ainis: "B3aemogia 3 iHWYMKN fiKkapCbKuMu
3aco6amMu Ta iHWi BUau B3aemMogii”,
"Oco611BOCTI 3aCTOCYBaHHA" BIAMNOBIAHO [0
iHdhopmalii pechepeHTHOro nikapcbKoro 3acoby
(Pyparin, Tabnetkn no 50 mr, "OnaiHdapm",
NartBist). BBeAEHHA 3MiH NPOTArom 6-Tu MicauiB
nicns 3aTBepAkeHHs
225. | XMENKO eKCTpaKT piakuii NAT Ykpaina MNAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: - UA/12525/01/01
LUNLLIOK (cy6eTaHLisn) B 6oukax "Tanuudgapm" 3MiHM | TUNY - BHECEHHSA 3MiH Y crneundikaLiio Ta
EKCTPAKT noniMepHux ans METOZAiB KOHTPO/II0 3a NoKasHMKamu: "BigHOCHa
PIOKNIA BMPOGHMLTBA ryctuHa", "Bmict etaHony", "MikpobionoriyHa
HecTepuibHNX yucToTa"; CynyTHS 3MiHa: - 3MiHM 3 iKoCTi. AdPI.
nikapcbknx chopm KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOro Matepiany/npomixXHOro
NpOAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTea AP (iHWi 3MiHK Y
mMeTogax BUNpo6yBaHHA (BKIOUA0UMN 3aMiHy
ab60 fonoBHeHHs) APl abo
BWXiHOr0/MPOMiXXHOro NpoAyKTY)
226. | XOHAPOITU Masb 5 %, no 25 r y Ty6i; TOB "OKn Ykpaina TOB "AKnM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/6983/01/01
HOBA MA3b no 1 Ty6i y nayui "®apmaLeBTuyH "papmMaLeBTnYHa 3MiHM | TUNy - 3MiHa B ymMOBax 36epiraHHs peyenma
a thabpuka" habpuka" rOTOBOTO JIiKapCbKOro 3acoby; 3anponoHOBaHO:
36epirati B opuriHasibHii ynakosLi npu
Temnepartypi He Bulle 25?C BeefeHHS 3MiH
npoTsirom 6 MicsiLiB Micnsi 3aTBEPAKEHHS
227. | XYMOAAP® CyCneH3ist ANs iH'eKUiiA, MpAT "Mo Ykpaina MpAT "Mo YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/1533/01/01
K25 100P 100 MO/mn no 3 mny BUPOBHULTBY BUPOGHMLTBY 3MiHM | TUny - 3MiHa napameTpiB cneyudikawii peyenmom
KapTpuaxi; mo 3 abo no iHcyniHiB"IHOAP iHCyniHiB "lHaap" Ta/abo [OMYyCTVMUX MEX FOTOBOrO NiKapCbKoro
5 KapTpuaxis y nayui 3 " 3acoby - 3MiHa KpUTepiiB NPUIAHATHOCTI B
KapToHy; N0 5 mny cneumdikayii nikapcbkoro 3acoby 3a
dhnakoHi; no 1 abo no 5 nokasHukom "Onuc" NnpuBefeHo BigNOBIgHO A0
hnakoHiB y nadui 3 MoHorpadii AdY «IHcyniH i3odhaHoBwMA
KapToHy; no 10 mny OBOYA3HWIA 4715 iH'EKLiA». 3MiHM BHECEHI B
dhnakoHi; no 1 conakoHy IHCTPYKL,il0 415 MeANYHOro 3acCTOCyBaHHS
B Mauuji 3 KApTOHY nikapcbKoro 3acoby y p. "OCHOBHI (i3nKo-XiMiYHi
B/1acTUBOCTI"
228. | XYMOAAP® CycCneHsist ANs iH'eKuji, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/13722/01/01
K25 100P 100 MO/mn in bulk: Ne BUPOBHULTBY BUPOGHMLTBY 3MiHK | Tuny - 3MiHa napameTpiB cneyudikawii
100, Ne 200 (no 5 mny iHcyniHis"IHOAP iHcyniHiB "lHaap" Ta/abo [OMyCTVMUX MEX rOTOBOrO NiKapCbKoro
dnakoHi; no 100 a6o no " 3acoby - 3MiHa KpUTepIiB MPUIAHATHOCTI B
200 chnakoHiB y kopobi); cneumaikauii nikapcbkoro 3acoby 3a
in bulk: Ne 100, Ne 200 nokasHukom "Onuc" npMBeaeHo BifNOBIAHO 40
(no 10 mn y donakoHi; no MoHorpadii 4PY «IHcyniH i30dhaHoBwMIA
100 a6o no 200 0BOYA3HWIA 415 iH'EKLi». 3MiHM BHECEHI B
hNaKkoHiB y kopobi) IHCTPYKLiIO 415 MeANYHOro 3acTOCyBaHHS
nNiKapcbKoro 3acoby y p. "OCHOBHI (Di3NKO-XiMiYHi
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

BNacTUBOCTI"

229.

LENECTOAE
PM-B®

masb 0,1 %; no 15 r a6o
30 r B Ty6i; no 1 Ty6i B
KapTOHHIA KOpoo6Li

LepiHr-Mnay
CeHtpan lct Al

LLBeiiuapi
a

LepiHr-Mnay /1a6o
H.B

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - 3MiHW BHECEHO B TEKCT
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS

3a
peyenmom

UA/9500/01/02

230.

LEPEBPOKY
PUH®

PO34UH NS iH'EKU, 2
mr/mn no 0,5 mn B
amnyni; no 5 amnyn y
KOpPOOGLLi 3 KApTOHY; Mo 2
M B amnyni; no 10
amnyn y kopobu,i 3
KapToHY

TOB "HIP"

YkpaiHa

TOB "HIP"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHV | TUMY - 3MiHW B IHCTPYKLitO ANs
MeAMYHOro 3acTtocyBaHHs 13y p.
"MicLe3HaxomkeHHs1 BUpo6HYMKa Ta iloro agpeca
MiCLA NPOBaKEHHS AiSNILHOCTI" (BUyYEHHSA
TenetoHHMX HOMepIB 3asiBHMKa/BUPOOHMKA);
3MiHKM | TNy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHarnagy.
BBefieHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHnX
npo cucTemy dpapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
hapmakoHarnsigy, aMiHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAANLHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoi ocoou 3
thapmakoHarnisgy 3asBHUKa AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO BOHA
BiIMiHHa BiJ, yNOBHOBa)KeHOI ocobu,
Bi4NOBiAa/IbHOT 32 34iICHEHHST hapmakoHarnsay
(BKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y
po3mMilLeHHi MacTep-haiina cucremm
thapmMakoHarnisgy) - 3MiHa ynoBHOBaXKEHOT
ocob6u, BiANoOBIfaIbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy: MNponoHosaHa pefakuis —
Kantota AniHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOi 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA dapmakoHarnsgy

3a
peyenmom

UA/7516/01/01

231.

LVKNOAUHO
H®

Kpanni opasibHi no 50 mn
a6o no 100 mny
hnakoHi; no 1 chnakoHy
B KapTOHHI kopobui

BioHopuka CE

HimeuumnH
a

BioHopuka CE

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - po34in peecTpawyiiiHoro Aocbe
3.2.P.3.3. Onuc BUpo6HMYOro npotiecy Ta
KOHTPOJTIO NPOLECY: BK/OYEHW Onue
36epiraHHsA npoaykTy in-bulk Ha ocHoOBI
OTPMMaHKX JaHux no ctabinbHocTi in-bulk; 3MiHKW
| TUNY - BBEAEHHA AOAATKOBOrO PO3Mmipy cepii
N3 po 3000 kr; 3anpornoHOBaHO: Po3Mip cepii
2200 kr a6o 3000 Kr; 3miHW | TUnYy - 3 po3giny
peecTpaujiHoro gocbe 3.2.P.3.4. KoHTposnb
KPUTWUYHKX CTagAji i NpoMiXHOT npoayKuii
BUy4YeHO BUNpobyBaHHsa IPC 08. BumiptoBaHHSA
KanamyTHOCTI Ha cTagii dinbTpauii; 3MiHu | Tuny
- BUNyYeHHs 3i cneyudikauii 13 nokasHukis: -
«CMak», OCKi/IbKV AaHunii NOKa3HUK He
BMMaraeTbCs 3riffHo KepiBHMLTBA

6e3
peyenma

UA/0267/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

«PekomeHgauismu Woao cneundikauii:
npoueaypu BUNpo6yBaHHS Ta kpuTepii
NPUAHATHOCTI 4719 POC/TMHHUX PEYOBUH,
POCMUHHKX NpenapariB Ta Nikapcbkrx 3acobis
POC/IMHHOTO NOXOKEHHSA/TPaANLifiHI Nikapcbki
3aCc06U POC/IMHHOIO MOXOMKEHHS»
(EMA/CPMP/QWP/2820/00 Rev.2); - «<O6’em
HanoBHEHHS», faHUIi NOKa3HWK KOHTPOJTIETLCS
nig Yac BUPOOHULITBA FOTOBOrO NiKapCbKOro
3aco6y. 3MiHU BHeceHi B po3gin "/likapcbka
hopma” B IHCTPYKLtO A5 MeANYHOr0o
3acToCyBaHHS NikapcbKoro 3acoby. BeegeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS; 3MiHW | TMNY - BNPOBaKEHHS
cneumdikauii Ha TepmiH npugaTtHocTi M3y
po3gin 3.2.P.5.1. Cneuudikadii, 106 YiTKO
BM3HAUUTU NapameTpu Ta Mexi, ki MaloTb
BIIHOLLEHHA [0 TepMiHy npuaaTtHocTi 13 Ta e
OCHOBOIO /151 MOTOYHMX AOCAiIMKEHb
CTabiNIbHOCTI; 3MiHM | TUNY - NPUBEAEHHS
cneumdikauii Ta meTogiB KoHTponto /13 3a
nokasHukom «MikpobionoriyHa uncrota» y
BiANOBIAHICTb A0 BUMOT 3arasibHUX ctateii EP
2.6.12, 2.6.31, 5.1.8 B, oauHuLi BUMIpY 4115
aHanizy 3MiHeHO 3 «I» Ha «M/1»; 3MiHu | Tuny -
po3’eiHaHHSA 3araslbHOro0 MeToAy KiflbKiCHOro
BM3HAYEHHS KACTULMHY B POC/IMHHIA CUPOBWHI,
A®| Ta roToBOMY /liKapCbKOMY 3ac06i Ha OKpeMi
METOAWMKM; B METOAMKY KiNIbKICHOrO BU3HAYEHHS
KacTUumHy B /13 BHECEHI HE3HAYHI 3MiHW 3i
3MiHOO HOMepy TecTy B PY 311/02 D Ha PY PM
713/01; 3MmiHu | TUNY - 3aTBEPKEHI OKpEMi
MeToAVKM igeHTudikauii edpipHux macen TLUX
Ta donasoHoigiB TLWX ansa koHTponto M3
3aMiHeHi Ha BU3HaYeHHs ipnaoign eanHum
meTogom TLUX; 3miHM | Tuny - 3mMiHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHK);
3MiHM | TMny - 3MiHKn y po3gini 3.2.P.7. Cuctema
ynakoBKa/yKynopka. — OHOB/IEHHS AOKyMeHTauii
LLOA0 HarB1HYYBaHOr0O KOBNAYKy Ta KinbLs
KOHTPO/IO NepLUOro BigkpuTTA. [lo AoKyMeHTau,i
6yno gofaHo creumdikaii komnanii BioHoprka
CE; 3miHn | Tvny - 3miHa napameTpis
cneungikauii Ta/abo 4ONyCTUMUX MEX
NepBUHHOT YNakoBKW1 rOTOBOrO /1iKapCbKOro
3aco0y (BUTy4YEHHS HE3HAYHOTO NMOKa3HUKa
(HanpuKnag, 3acTapifioro NOKasHWKa)); 3MiHu |
TVNY - OHOBJIEHHA AOKYMeHTaLii y po3gini
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

3.2.P.7, a came JOKyMeHTaL,lo 3 Ha3Bamu
nocTayasibHUKIB CKNSIHUX NASLWIOK 3aMiHEHO
AOKyMeHTauito komnarii BioHopuka CE; 3MiHu |
TUMY - BUTyYeHHS 3 pEECTPaLiiHOr0 AOCHE 3BITiB
Npo NPUAATHICTb aHa/TITUYHUX METOAIB ANs
TecTyBaHHS Ha MIKPOBGIO/IOTiYHY UNCTOTY
komnaHii SGS (Institut Fresenius); 3miHu | Tuny -
BW/IYYeEHHSs 3i cneuudikauii Ha poC/IMHHY
cupoBuHy (Agni casti fructus) He3HauYHNX
noKasHuKiB, a came «YMoBu 360py (Conditions
of collection)» Ta «[xepesno (Source)»; 3MiHu |
TUNYy - PO3'€HaHHA 3arasibHOr0 MeToay
KiNIbKICHOTO BM3HAYEHHS KACTULVHY B POC/IVHHIN
CUPOBIHi, A®I| Ta roTOBOMY NikapcbKoMy 3acobi
Ha OKpeMi METOAMKMN; B METOAUKY Ki/TbKICHOTO
BV3HAYEHHS KACTULHY B POC/IMHHIN CYPOBWHI
(Agni casti fructus) BHeCEHI He3HAUHI 3MiHY 3i
3MiHOI HOMepy TecTy B PY 311/02 D Ha PY PM
712/01; HopMyBaHHS 3a f@HNM NMOKa3HUKOM
3aULLEeHO 6e3 3MiH; 3MiHU | Tuny - NpuBeAEHHS
cneuundikaLii pocAMHHOI cybcTaHLii nnoais
npyTHSKY 3BMyaiiHoro (Fructis Agni casti) go
aitouoi MoHorpadiii EP «Agni casti fructus»;
3MiHW | TUNY - foAaBaHHS BUNPOGYBa/IbHMX
naboparopiit 4Ns poCUIMHHOI cCUpoBUHU Ta Ad|
- BBEEHHA [,08aTKOBUX BUNPOOYBabHUX
na6opartopii PhytoLab GmbH & Co. KG ta GBA
Pharma GmbH pgnsa TectyBaHHSI pOC/TMHHOT
CUPOBMHMN Ha NeCTULMAN, BaxXKi MeTanm Ta
achnotokcuHu; - BeaeHHsA foaaTkoBoi
BMNpo6yBasnbHOI naboparopii PhytoLab GmbH
& Co. KG ansa TectyBaHHs A®I Ha 3aULLKOBI
PO3YMHHUKY; - BBEEHHA [,OAATKOBOI
BMNpobyBanbHOI naboparopii Labor LS SE &
Co. KG gns TectyBaHHss APl Ha MiKpobionoriyHy
4ynCTOTY; 3MiHM | TNy - BBEAEHHA nadopaTopil
Labor LS SE & Co. KG B sKOCTi f0AaTKOBOI
BMNPO6YBasILHOT NabopaTopii TecTyBaHHS
MiKpO6ionoriyHoi uMcToTh N13; 3anponoHOBaHO:
3.2.P.3.1 Manufacturer(s) Microbiological quality
(alternative to testing performed by Bionorica
SE): Labor LS SE & Co. KG Mangelsfeld 4,5,6
97708 Bad Bocklet-Gro?enbrach, Germany;
3MiHW | TUNY - 3BY)XEHHA AOMYCTUMUX MEX 415
napameTpy cneumdikauii APl «BusHaueHHs
YacTuHa pocnviHu, Lo BUKOPUCTOBYETLCS:» A1
Big0BGpaxkeHHs1 BUMOT AitoHoi MoHorpadii EP;
3aTBepaxeHo: Definition: Part of plant used:
dried ripe fruit 3anponoHoBaHo: Definition: Part
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

of plant used: whole, dried ripe fruit
3MiHK | TNy - BUNYy4YeHHs 3i cneundikaii A®I
EKCTpaKTy M0AiB NPYTHAKY 3BUYAliHOTO
HaTMBHOrO CyXOro nokasHuka «3anax»;

Ha TepMiH npugatHocTi Ana A®| wob vitko
BM3HAUUTU NapameTpu Ta Mexi, ki MaloTb
BijHOLLEHHA [0 TepMiHy npuaaTHocTi A®l Ta €
OCHOBOIO [/199 NOTOYHUX JOCNIMKEHD
CTabiNbHOCTI; 3MiHU | TUNY — HE3HAYHI 3MiHK A0
crneundikauii Ta MeToaiB BUNpo6yBaHHA AdI 3a
nokasHvkamu: - «BTpata B maci npu
BVCYLLYBaHHI» MeT0A, BUNpPOo6yBaHHS 3aMiHEHO 3
2.2.32 «BTpaTa B Maci Npu BUCYLLYBaHHI» Ha
2.8.17 «BusHayeHHs BTpat B Maci npu
BMCYLLYBaHHI EKCTPaKTIB» 3rigHO 3arasibHoi
crarTi EP «Plantarum medicinalium extracta -
Extracta sicca»; HOpMyBaHHS 3a AaHUM
MOKa3HUKOM He 3MIHWI0CA, A0AATKOBO B SKOCTI
pefakuUiiHoi 3MiHW aHWil TECT NepeHeceHuid 3
po34iny «404aTKOBI TECTU» A0 PO34iny
«4YUCTOTa» - PO3'€ffHAHHSA 3arasibHOro MeToAy
KiNIbKICHOTO BU3HAYEHHSI KACTULMHY B POC/IMHHIN
cnpoBuHi, A®| Ta roToBOMY NikapcbkoMy 3acobi
Ha OKpeMi MeToAu; B METOAMKY KiSlbKiCHOTO
BM3HAYeHHs KacTuumHy B APl (Agnus castus dry
extract) BHeCEHi He3HauHi 3MiHW 3i 3MiHO0
Homepy TecTy 3 B PY PM 311/02 Ha B PY PM
638/01; 3MiHu | TUNY - 3aTBEPKEHI OKpEMI
mMeToau igeHTudikauii ecpipHux macen TLX Ta
nasBoHoigiB TLUX 6ynu 3amiHEHN Ha €AWHWIA
MeTo/, BU3HaueHHs ipugogais TLX; 3miHu | Tuny -
BWYYEHO AeTa/lbHWiI ONnC NPUroTyBaHHA cepil
HaCTOSIHKM, L0 BUKOPUCTOBYETHLCSA
NPUroTyBaHHA CyXOro eKCTPakTy 3 po3giny
«Po3mip cepii». Y po3gini 3anuwena
iHhbopMaLisi Mpo 3arasibHy KiNbKiCTb, HEOOXIAHY
L0151 NPUroTYBaHHA OJHIET cepil CyXoro eKCTpakT.
MpurotyBaHHA OKPEMUX Cepiid, Lo
BUKOPWCTOBYETLCA [/151 NPUTOTYBaHHA HACTOMKM
3 N104jB NPYTHSKY 3BUYAHOIO, ONUCaHO y CXeMi
TEXHO/I0rYHOro npoecy; 3MiHv | Tuny -
BUJTYYEHHA HE3HAYHOrO NapameTpy
BMNPOBYBaHHA Nig, yac BupobHuuTea A®l, a
came Buxig npomixHoro npoaykty (Yield
(weighing + calculation): (85 -100)%) gns IPC 10
Ta (Mixing time (time measurement): (20 2)
min) ans IPC 01; BusHaueHHsi Buxogy

MPOMIiXHOTO NPOAYKTY HE € BUpilla/IbHUM NS

3MiHM | TUNY - BKIIOYEHHS Y IOCbE cheuudikaLito
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Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma BUMYCKY
(nikapcbka gpopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs

npouecy. CniBBifHOLWEHHS eKCTPaKTy
NiKapCbKoro 3acoby 10 HAaTUBHOTO EKCTPaKTy €
BaX/IMBMM MapameTpoM i 3a/MLIaeTbcs
HEe3MiHHWUM; 3MiHU | TUMY - 3MiHW [0 cneuudikauil
Ha [ONOMiXHY peyoBUHY apoMaT nepLeBoil M'ATn
— BUyYEHHS 3i cneyudikadii nokasHuka
«Cmak», «Baxki MeTann», NoKasHuK
«PO3UYMHHICTb Y BOA» NEPEHOCUTLCS B PO3A4iN
3arasibHi XxapakTepucTuku Ta Hece
iHhopMauiiHnii XxapakTep; NoKa3HUK «BigHOCHA
LUiSIbHICTE» 3aMiHEHO Ha «abCosMIOTHY
LLIBHICTb»; 3MiHM | TUNY - BHECEHHS 3MiH A0
MeTOoZiB BUNPOGYBaHs AOMOMDKHOI peYOBUHY
apomarT nepLesoi M'ATK 3a NoKasHuKamu
«Fingerprint GC» Ta «Assay essential oil» -
BHECEHi He3HauHi 3MiHW; MeToAnKa
BMNPOOYBaHHSA 3a NoKasHUKoM «MikpobiosioriyHa
yncToTa» NPMBEAEHO Y BIANOBIAHICTb A0
3aranbHoi ctatTi EP; 3miHu | TUny - 3MiHK
BHECeHi B TEKCT MapKyBaHHS NePBUHHOI Ta
BTOPWMHHOI YNaKoBKM NikapCbKoro 3acoby oo
3a3HaYeHHs MbXHApOAHUX NMO3HAYeHb OAVHNLb
BMMIpIOBaHHS. BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHsA» MKA J13: 3anponoHoBaHo:
3riAHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS; 3MiHM Il TUny - 3mMiHa 'y
napameTpax crneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMI NpOAYyKT/pearexT, Wwo
BMKOPVCTOBYIOTHCSA Y npoueci BupobHuutea Ad|
(pO3LWMPEHHSA [oMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikalisix Ha BUXigHI MaTepian/MpoMiXHI
NPOAYKTW, iKi MaloTb iICTOTHWIA BNIMB Ha AKICTb
A®I Ta/abo roToBOro NiKapcbkoro 3acoby)

232.

LUNOCTA30
N CTALA®

Tabnetkn no 100 Mr no
14 TabneTok y 6nicTepi;
no 4 6nictepn y
KapTOHHI KOpoo6Li

CTALA
ApuHaiimiTTens
Al

HimeyunH
a

BWNYCK CepiiA:
CTAOA
ApuHalimitTens Al,
HimeuunHa,;
BMPOGHMLITBO
Hepo3acoBaHoro
NpoAyKTy, NepBrHHE
Ta BTOPVHHE
nakyBaHHs1,
KOHTPO/b cepili:
Apavep dapma
C.A., MonbLa

Himeyuunna/
MonbLa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis:
3MiHuM | TUNY - AOMiIHICTpaTBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micus
NpOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIo4aum
OinbHUL BUNYCKY cepii abo MicLe npoBeAeHHs
KOHTPOJO AKOCTI. (AisANbHICTb, 3a Ky BifgnoBigae
BMPOGHWK/IMNOPTEpP, He BK/IOYAKUM BUNYCK
cepiid). 3MiHa HalimeHyBaHHs1 BUpo6HUKa 13
BiANOBIA&/IbHOrO 3a BUPOGHULTBO
Hepo3dhacoBaHOro NPOAYKTY, NEPBUHHE Ta
BTOPWHHE MakKyBaHHs, KOHTPO/b cepili, 6e3
3MiHW MicLis BUPOBHULTBA.

3a
peyerimom

UA/16267/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
233. | ULUMEBEH® niodpinizaT 4519 poO34nHY ®.XohpmaHH- LLiBefiuapi Brpo6HMUTBO LLiBeriuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10598/01/01
ans iHgysili no 500 mr Na Pow N1pg, a Hepo3dhacoBaHOl ITanis 3MiHKM | TUNY - 3MiHK WoA0 peuenmom
1 donakoH 3 NpoAyKLii, NnepBuHHe 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
niodgpinizatom y nakyBaHHs1, (iHLWi 3MiHW).
KapTOHHI KOpooLi BUNPOBYBaHHSA BHeceHHs 3MiH [0 po3ainy “MapkyBaHHa” MKA
KOHTPOJIO SKOCTI: N3". 3MiHN BHECEHO B TEKCT MapKyBaHHS
BCN yMakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH
dapmacbloTikan3 NpoTArom 6 MicsiLiB nicns 3aTBepKEHHS. 3MiHN
C.n.A, ltanis; | Tuny - AgMiHiCTpaTVBHI 3MiHW. 3MiHa
BTopuHHe HaliMeHyBaHHs Ta/abo agpecu micus
nakyBaHHs, NPoBaPKEeHHSA AiSNIbHOCTI BUpobHUKa/imMnopTepa
BUNPOOYBaHHSA roTOBOro MiKapCcbKoro 3acoby, BKIYaum
KOHTPOJIO AKOCTI, AinbHUUI BUNYyCcKy cepii abo micLe npoBeAeHHs
BUNYyCK cepil: KOHTPO/IO SIKOCTI. (AiS/IbHICTb, 3a SIKy BiAnoBigae
®.XothpmaHH-/15 BMPOGHMK/IMNOPTEP, BK/OYAOUM BUMYCK CEpili) -
Pow /7g, 3MiHa agpecu BupobHuka ®.XoddmaHH-/19 PoLu
LLseiiuapis Nta, Wseiiuapisi, 6e3 3MiH1 MicList BAPOOHMLITBA.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - AOMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOBHUYOT AiNbHULL
(Brrovaroun ginbHnui ans A®l, npoMixXHOro
npoAykTy abo rotToBOro ikapcbkoro 3acooy,
AiNbHWLI ANs NpoBefEeHHA NakyBaHHS,
BMPOGHMKa, BiANOBiAaNbHOIO 3a BUMYCK CEpild,
MicLie NpoBeAeHHs KOHTPOs0 cepii) abo
noctayanbHuKa BUXiAHOTO MaTepiany, peareHty
ab60 A0NOMIKHOT PEYOBMHM (SKLLO 3a3HAYEHO Y
[OCbE) - BUWITY4YEHHS BUPOOHMYOT AibHNL,
®.XopdpmanH-/1sa Pow JTa, peH3axeplutpacce
124, 4070 basens, LLseiuapis, 3 BUPO6HMLTBA
Hepo3acoBaHOT MPOAYKL,ii Ta NepBYHHOTO
nakyBaHHs nikapcbkoro 3acoby LIVIMEBEH®.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
234. | UANPO®/NIOK | Tabnetkun, BKpUTI ToBapucTso 3 Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4759/02/01
CALVH 060/10HKOI0, N0 250 Mr obmexeHoro BMPOGHMLITBA, 3MiHu Il TMny - BBEAEHHSA HOBOro BNPOGHKKa AdI peyenmom
no 10 TabneTok y BiANOBIA&/IbHICT KOHTPO/b SIKOCTI, LivnpodpnokcaumHy rigpoxsiopuay, NopoLLOK
6nictepi; no 1 6nictepy 10 "JocnigHnii BUNYyCK cepil: (cy6eTaHuisn), AARTI DRUGS LTD, India
B KOpPOOLi 3aBog "MHUAC" ToBapucTso 3 (agpeca micus BNpoBamKeHHs gisnbHocTi: PLOT
06MeXeHoI Ne G-60, MIDC TARAPUR, TAL: PALGHAR,
BiANOBIAAILHICTIO DIST. THANE, MIDC, TARAPUR — BOISAR -
"®apmavueBTuyHa 401506, India) foaaTkoBO A0 3aTBEPAYKEHOIO
KOMnaHis BMPOGHMKa Aito4oi peyoBrHK — Shangyu Jingxin
"3p0poB'a", YkpaiHa,; Pharmaceutical Co., Ltd., China. fk Hacnigok,
BCi cTagil [OMNOBHEHHA creumdikaLi BXifHOro KOHTPO/IHO
BMPOGHMLITBA, AD| NOKa3HMKOM «3a/INLLKOBI KifIbKOCTI

KOHTPO/b SIKOCTI,
BWMNYCK cepil:

OpraHiYHMX PO3YMHHKKIB» 3 BiANOBIAHNM
MeToA0M BUNPO6YBaHHS Y BigNoBIAHOCTI A0
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
ToBapucTso 3 BMMOTI HOPMaTUBHOI AOKyMeHTaLil HOBOro
06MeXeHo BMpo6HUKa. CynyTHA 3MiHa
BiANOBIAA/TbHICTIO 3MiHa y napameTpax cneumdikauiii Ta/abo
"[ocnigHnii 3aBog [OMNyCTUMMX MEX, BU3HAUYeHMX y cnewudikalisax
"THU/IC", YkpaiHa Ha A®|, abo BUXiZHWUIA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbLCA Y
npoteci Bupo6HuuTea Ad®| (4ONOBHEHHS
cneumaikaLii HOBUM NOKA3HUKOM AKOCTI Ta
BiANOBIAHUM MEeTOA40M BUNPOBYBaHHS)
235. | UWNNPO®NOK | kpanni o4yHi Ta BYLUHI, 3 ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/4759/01/01
CALUVH Mr/mnno 5 mny 06MEXEHO 06MeXeHo 3MiHu |l TUNy - BBEAEHHSA HOBOrO BUPOGHMKa AdDI peyenmom
dhnakoHi; no 1 chnakoHy BiANOBIAAbHICT BiANOBIAALHICTIO LinnpochnokcaumHy rigpoxiopuay, NOpoLLIOK
B KOMIM/IEKTi 3 KPULLIKOIO- 10 “[ocniaHuniA "[ocnigHnii 3aBog (cybcTaHuis), AARTI DRUGS LTD (agpeca
KpanesibHuLEe B 3asog "THU/IC" "THUC", YkpaiHa MicLs BNPOBaKeHHSA AisnbHOCTi: PLOT Ne G-
Kopob6ui; no 10 mny (Bci cTagji 60, MIDC TARAPUR, TAL: PALGHAR, DIST.
chnakoHi; no 1 dpnakoHy BMPOGHMLITBA, THANE, MIDC, TARAPUR - BOISAR - 4015086,
B KOMM/IEKTi 3 KPULLIKOKO- KOHTPO/b SIKOCTI, India) fofaTkoBO [0 3aTBEPAKEHUX BUPOOHUKIB
KparnesibHULEelo B BMNYCK cepil); Aito4oi peyoBrHM — Shangyu Jingxin
Kopoo6Li ToBapucTso 3 Pharmaceutical Co., Ltd., China Ta Neuland
06MeXeHo Laboratories Limited, India; Ak Hacnigok,
BiANOBIAA/IbHICTIO [L0MNOBHEHHS cneumdikavii BXiGHOTO KOHTPOJIHO
"®APMEKC IPyr1", AD| NOKa3HMKOM «3a/INLLKOBI KifIbKOCTI
YkpaiHa (Bci cTagil OpraHiyHMX PO3YMHHYKIB» 3 BiANOBIAHNM
BMPOBHMLTBA, MEeTOA0M BMNPOBYBaHHA y BiAMOBIAHOCTI A0
KOHTPO/b SIKOCTI, BMMOI HOPMaTUBHOI [OKYMeHTaL,ii HOBOro
BUNYCK cepii) BMPOGHMKA; CYynyTHA 3MiHa: 3MiHa Y NnapameTpax
crneundikayii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea AdI
(4onoBHEHHS cneumdikayii HOBUM NOKa3HUKOM
SAKOCTIi Ta BiANOBIAHMM METOA0M BUMNPOBYBaHHS)
236. | UMNPO®D/IOK | KpucTaniyHMii MOPOLLIOK AT "dapmak” Ykpaina YXEAHI NAHTXYA KuTtaii BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: - UA/14583/01/01
CALUHY (cybcTaHuis) y PAPMACBIOTIKAN 3MiHuM | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
FIAPOXNOPWU | noaBiiHnx KO., NTA HalimeHyBaHHs Ta/abo agpecu 3asBHMKa
A nonieTuIeHoBMX (BnacHMKa peecTpauiitHoro Noceig4yeHHs). 3miHa
nakeTtax ans HalilMeHyBaHHs 3asiBHUKa. 3aTBepmkeHo: MNAT
hapmaLeBTUYHOro «dapmak», YKpaiHa. 3anponoHosaHo: AT
3acToCcyBaHHA «Papmak», YkpaiHa

HauanbHuUK Bigainy 3 nutaHb (hapmayeBTUYHOIT
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AisnbHoCTI lenapTaMeHTy peasisauii NONiTUK T.M. IACKOBCbKUM
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