MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
05.05.2020 N
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IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(riepepeecTpailito)», ab3alfy ABaALATL CbOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
noctaHoBu KabiHety MinicTpiB Ykpainu Big 24 ciuns 2020 p. Ne 90), Ha mizacTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHObiosioriyHMX TpenapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peecTpaijito  (TepepeecTpaiiito), NpoBeJeHUX  Jlep>)KaBHUM  TIiJINPUEMCTBOM
«/lep>kaBHUM eKCIepTHUM LeHTp MiHicTepcTBa OXOpPOHU 3[0POB’S  YKpaiHW»,
BUCHOBKIiB 1110710 e(eKTHBHOCTi, 0Oe3meuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrO iMyHOOiO/IOTiUYHOrO TIperapary), peKOMeHAarlii Horo [0 aepykKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifgHO 3
riepesikoM (JomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JJoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KoHTpOJIb 38 BUKOHAaHHSAM 1[bOI'0 Haka3y IOK/IaCTU Ha 3acTyIrHuKa MiHicTpa
Mukuuax [.B.

MinicTp Maxkcum CTEITAHOB



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

05.05.2020 Ne 1040

MEPENIK

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEP>XABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. ANICOKAM PO3YUH NS iH EKL MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa Peectpauis Ha 5 pokis 3a He UA/18067/01/01
10 mr/mn, no 1,5 mn akuioHepHe TOBapuCTBO "J1ekXiM - MepiognyHICTb NOAAHHA perynspHo peyenmom niosnsieae
B amnyni; no 5 TOBapUCTBO Xapkis" OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
amnyn y 6nictepi; no "Nlekxim - Mopsagaky 3ailicHeHHs chapmakoHarnagy,
1 6nicTepy B nauui Xapkis" 3aTBepxeHoro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3nekn
2. AMOPO/I®IH | nak gns Hirtie 3AT "IHTENI NntBa LWlaHenb Megikan Ipnangis PeecTtpauist Ha 5 pokis 6e3 niossieae UA/18068/01/01
-IHTENI nikyBanbHui1, 50 FEHEPUVKC MepiognyHicTb NOAaHHA perynsipHo peyenma
Mmr/mn, no 2,5 mny HOPL" OHOBJ/IOBAHOIO 3BITY 3 6e3neku BigNOBIAHO A0
dhnakoHi, no 1 Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
hnakoHy B 3aTBEpAXEHOro Hakasom MiHicTepcTBa
KOMMNNEKTI 3 OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
nuioYkamm gns 2006 poky Ne 898, 3apeecTpoBaHuii B
HIrTiB, CepBeTkamu MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
0151 OUMLLIEHHA Ta poky 3a Ne 1649/29779 (y pefakuii Hakasy
wnatenamm gns MiHicTepcTBa OXOpPOHM 3[40P0B’'st YKPaiHM Bif,
HaHeceHHs naky y 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
KapTOHHI KOpooLi 3riHO 3i CTpOKamu, 3a3Ha4YeHUMN y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
3. AMPOKAM® NOPOLLOK A/1A NABOPATY ®paHuisa BIO®APMA C.P.J1. ITanisa Peectpadis Ha 5 pokis 3a He UA/18069/01/01
pO3unHy Ans AP TEA MepiognyHiCTb NOAAHHA perynsipHo peyenmom nionisi2ae
iH'ekyjin, no 50 mry OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
donakoHi, no 10 Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
dhnakoHis Ta no 10 3aTBEPIXEHOro Haka3om MiHicTepcTea
CTEPU/IbHUX OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
inbTpyroUmnx (5- 2006 poky Ne 898, 3apeecTpoBaHOro B
MIKPOHHWiA DiNbTP) MiHicTepcTBi tocTuLii YKpainu 29 ciunsa 2007
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6nictepy B nauywi; no
10 Tabnetok y
6nictepi

OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainn 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTpOKaMu, 3a3HaYeHNMuN y
nepiognyHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ro/IoK y Kopobu,i poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku
4, ALL® AKTUB | nopoLloK opasibHuiA CaHpo3 CnoseHis BMPOGHMLTBO "“in bulk", AscTpisi/ PeecTtpauis Ha 5 pokis 6e3 niosisieae UA/18070/01/01
no 600 mr y cawue, dapmacbHoTi nepBuHHe Ta HimeyunHa MepioanyHiCTb NOAAHHA PerynsipHo peyernma
no 10 a6o 20 cauwe Kan3 g.4. BTOPVHHE NakKyBaHHS, OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BifNoOBIAHO A0
Y KapTOHHI kopobui TeCcTyBaHHS: Mopsaky 34ificHeHHs hapmakoHarnagy,
XEPMEC dapma 3aTBepXeHoro Hakasom MiHicTepcTBa
lec.m.6.X., ABCTpis; OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
BiANOBIgaIbHUIA 32 2006 poky Ne 898, 3apeecTpoBaHOro B
BUNYCK cepil: MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
Cantotac ®apma poky 3a Ne 73/13340 (y pefakuii Hakasy
v6X, HimeyunHa MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PerysspHUX 3BiTiB 3
6e3nekn
5. AOKYNAK IC TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa peecTpauist Ha 5 pokis 6e3 niossieae UA/17963/01/02
N/1iBKOBOO [0AaTKOBOIO [04aTKOBO MepiognyHICTb NOAAHHS PerynsipHo peyenma
o060710HKot0, No 100  (BiAgnoBiAa/IbHI BiANOBIAALHICTIO OHOB/IIOBAHOrO 3BITY 3 6e3neku, BifNoBIAHO [0
mr; no 10 TabneTok cTo "IHTEPXIM" Mopsiaky 34ificHeHH hapmakoHarnsgy,
y 6nictepi, no 1 "IHTEPXIM" 3aTBepKeHoro Hakasom MiHictepcTBa
6nicTepy B nayui; no OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
10 TabneTok y 2006 poky Ne 898, 3apeecTpoBaHOro B
6nictepi MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3
6e3neku.
6. AOKYNAKIC TabneTkn, BKPUTI ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauif Ha 5 pokis 6e3 nionsi2ae UA/17963/01/01
N/1iBKOBOO [0AaTKOBOIO [04aTKOBOO MepiognyHICTb NOAAHHS PerynsipHo peyenma
060/10HKOI0, NO 50 BiAnoBiAabHI BiANOBIAA/ILHICTIO OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
mr; no 10 TabneTok CTI0 "IHTEPXIM" Mopsiaky 34iicHeHHs hapmakoHarnsgy,
y 6nictepi, mo 1 "IHTEPXIM" 3aTBEpXEHOro Haka3oMm MiHicTepcTBa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
7. OPHIMAK® PO34uH ANs iHdysil MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18071/01/01
0,5 %, no 100 mny akuioHepHe TOBapucTBO "IHy3ia" MepiognyHICTb NOAAHHA perynspHo peyenmom niosnsieae
naswui, no 1 TOBapuCTBO OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BigNoOBIAHO A0
nAAWUi y navyi "IHdpy3ia” Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), CTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
8. MEMETPEKC | koHueHTpaT ans Mictpan AHrnis Brpo6HMUTBO, Yecbka peecTpauif Ha 5 pokis 3a He UA/18044/01/01
EA - BICTA NpUroTyBaHHsA Kenitan nepBrYHHE NakyBaHHS, Pecny6nika/ MepiognyHICTb NOJAHHA perynspHo peyenmom niossieae
conwT pO34nHYy AN MeHeXMeH KOHTPO/b SAKOCTI: IcnaHis/ OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
iHdby3ivi no 25 mr/mn; T NimiTepq, OHKOMe[, Bonrapis Mopsiaky 34iicHeHHs hapmakoHarnsagy,
no 100 mr/4 mn a6o MaHyhaKTopiHr a.c., 3aTBepxeHoro Hakasom MiHicTepcTea
500 mr/20 mn, abo Yecbka Pecnybnika; OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
no 1000 mr/40 mn 'y KOHTpO/b SIKOCTI, 2006 poky Ne 898, 3apeecTpoBaHOro B
chnakoHi; no 1 BUNYCK cepil: MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
dnakoHy y CiHTOH XicnaHisi, C.J1., poky 3a Ne 73/13340 (y pefaxuii Hakasy
KapTOHHI KOpoo6Li Icnanis; MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
KoHTposib siKoCTi, 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
BUNYCK cepil: 3riHO 3i CTpOKamu, 3a3HaYeHUMN y
CiHTOH c.p.0., Yecbka nepioagNYHOCTI NOAAHHSA PerynsipHUX 3BiTiB 3
Pecny6nika; 6e3neku.
BTOpyHHE NakyBaHHS:
[xi | ®apmacbioTikasnc
Nta, Bonrapis;
KOHTpOsb SiKoCTI
(chi3vKo-XimMiuHWIA):
KBiHTa-AHaniTiKa
C.p.o., Yecbka
Pecnyb6nika;
KOHTPO/Tb AKOCTI
(6ionoriyHuii,
MiKpOGioNoriYHNIA):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika
9. CUMBACTAT | kpucTaniyHuii ToBapucTBo YkpaiHa LWAHKOW L3IHCIHb Kutaii peecTpauist Ha 5 pokis - He UA/18073/01/01
NH NMOPOLLIOK 3 PAPMACBHIOTIKAN niosnsieae
(cybeTaHuin) y 06MEeXeEHO KO., NTA.
naketax BignoBigasb
nonieTuneHoBmx HiCTIO
onsa "papmaveBT
chapmaueBTUYHOIo nyHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aCTOCyBaHHSA KomnaHis
"3popos'a”
10. cnneT pO34nH gNns TOB YkpaiHa TOB "dapma Yepkac" YkpaiHa PeecTpauisa Ha 5 poki 6e3 niossieae UA/18074/01/01
KAM®OPHWIA | 30BHiLIHLOrO "papma MepiognyHICTb NOJAHHA PerynsapHo peyenma
3acTOCyBaHHS, Yepkac" OHOB/IOBAHOrO 3BITY 3 6e3neku BigNOBIAHO A0
cnupTosmin 10%, no Mopsaaky 3aiicHeHHs chapmakoHarnagy,
40 mn 'y chnakoHax 3aTBepxeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 3[40P0B’'st YKPaiHM Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
11. XNOPrEKCU po34nH ons TOB YkpaiHa TOB "MEANEB" YkpaiHa peecTpadist Ha 5 pokis 6e3 nionsieae UA/18075/01/01
AVH 30BHILIHLOTO "MEONEB" MepioAnyHICTb NOAAHHS PEryNsipHO peyenma
3acTocyBaHHs 0,05 OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO [0
%, no 100 mny Mopsiaky 34ificHeHHs hapmakoHarnagy,
dhnakoHax 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
noniMepHuXx 3 OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
ypeTpasibHO 2006 poky Ne 898, 3apeecTpoBaHoOro B
Hacagkow, nolny MiHicTepcTBi tocTuuiil Ykpainm 29 ciuns 2007
dhnakoHax poky 3a Ne 73/13340 (y pefaxuii Hakasy
nonimMepHux, No 5 n MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
y KaHicTpax 26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
noniMepHNx 3riHO 3i CTpOKamu, 3a3Ha4YeHUMN Y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku
12. XONEKANbL, | kpuctanu MpAT Ykpaina PEPMEHTA BIOTEX IHais peecTpauis Ha 5 pokis - He UA/18076/01/01
NDEPON (cybeTaHuin) y "TexHonor" NIMITEL nionsieae
(BITAMIH A3) | ckisHux amnyniax
aboy
nonieTnIeHoBmxX
MillKax, Wwo
NnoMiLLeHi B
anomiHilioBaHi
naketn gns
thapmaLeBTUYHOro
3aCTOCYBaHHs
13. LUMKNOKYTA | nak ans Hirtis Jepmadchapm HimeuyunHa BMPOGHUK, Himeuunna/ peecTpauis Ha 5 pokis 6e3 nionsizae UA/18077/01/01
H® nikyBanbHuit, 80 Al BiANoBiganbHUIA 3a Monbua MepiognyHICTb NOAAHHA PerynspHo peuenma

Mr/r, N0 3 I PO34NHY
y chnakoHi, no 1
dnakoHy y
KoMnaekTi i3 10
LinaTesniB B KaceTi,

BUPOGHMLTBO "in bulk",
nepBuHHE Ta
BTOPUHHE NaKyBaHHs,
KOHTPO/b cepii Ta
BMNYCK cepil:

OHOB/IOBAHOrO 3BiTY 3 6e3neku, BifnNoOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea

OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TpYMayeM LnaTens, mi6e Mm6X MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
TamnoHamu Ans ApuHaiimiTTens, poky 3a Ne 73/13340 (y pefaxuii Hakasy
OYULLEHHSA Ta HimeuumnHa; MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
nuaoykamu ans BMPOGHUK, 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:

HIrTiB y nauui

BiANoOBigabHUIA 3a
BTOPWHHE MaKyBaHHS:
CYH-®APM Cn. 3 0.0.,

MNonblua

3riHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

HauvanbHuK Bigainy 3 nutaHb papmaneBTUYHOI
AianbHocTi [lenapTaMeHTy peasisauii NONiTUK

T.M. NACKOBCbKUn




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

05.05.2020 Ne 1040

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. L-FICTUANHY MOPOLLIOK TOB YkpaiHa KioBa Xakko bBio AnoHis MepepeecTpavis Ha HEOOMEXeHUIA TEPMIH - He UA/10699/01/01
MOHOrIAPOXN | (cybeTaHuis) y «MynbTidhap Ko., N4, nionsi2ae
opnay noABiNHNX Ma»
MOHOTrIAPAT nonieTuIeHoBMX
naketax gns
BMPOGHULTBA
CTEPUbHUX
NiKapcbknx hopm
2. FIHINPAN KOHLeHTpaT Ans Takega AscTpis Takepa ABCTpis ABCTpis MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/2845/03/01
PO34uHy ANns ABcTpis M6X MepiognyHiCTb NOAAHHS PEry/IAPHO OHOBJ/IIOBAHOTO | peyernmom nionsizae
iHdpys3iia, 25 MKr/5 mn v6X 3BiTYy 3 6e3neku, BignosiaHO A0 MopsaKy 34iNCHEHHS
no 5 mn B amnyni; thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
noSamnyny MiHicTepcTBa 0XOpPOHM 340POB’A YkpaiHu Big 27
KapTOHHI KOpooLi rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuii Ykpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMMN
y NepioANYHOCTI NOAAHHS PerynsipHUX 3BiTiB 3
6esneku.
3. FIHINPAN PO3YUH ANS iH'EKLi, Takega AscTpis Takepa ABCTpist ABCTpis MepepeecTpavis Ha HEOOMEXEHU TEPMIH. 3a He UA/2845/01/01
10 MKr/2 Mn1 N0 2 Mn ABCTpiIs M6X MepioAnYHICTb NOAAHHA PErynisipHO OHOBJIIOBAHOTO | peyernmom niossieae
B amnyni; no 5 6X 3BiTYy 3 6e3neku, BignosiaHoO A0 Mopsaky 34iNCHEHHS
amnyn y KapTOHHIl thapmakoHarnsgy, 3aTBepaXeHoro Hakasom
KopooLi MiHicTepcTBa OXOPOHU 340P0B’S YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainun 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 30pOB'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4YEHNMMN
Y NepioANYHOCTI NoAaHHA PerynspHuX 3BiTiB 3
6e3neku.
4, rnigH NMOPOLLIOK TOB YkpaiHa KioBa Xakko bio AnoHis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/10705/01/01
(cybcTaHuis) y «MynbTidhap Ko., NTg,. nionsi2ae
noaBiNHNX Ma»
nonieTNEHOBUX
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Ne
n/n

Hassa
JNliKapcbKO20

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa

BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

naketax gns
BUPOGHMLTBA
CTEPUNBHUX
NiKapCbknx chopm

3a

He

UA/14658/01/01

ENIPYBILUUH -
BICTA

PO3YUMH ANst iH KL,
2 mr/mn no 5, abo
10, a6o 25, a6o 50,
a6o 100 mny
nakoHi; no 1
hnakoHy B
KapTOHHI KopooLi

Mictpan
Kenitan
MeHeKmeH
T NimiTeq,

AHrnis

AxTasic ITania
C.n.A., lTanis;
CiHgaH ®apma
C.P.N., PymyHis

ITanis/
PymyHis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT A58 MeANYHOro
3aCTOCYBaHHSA NiKapcbKoro 3acoby y posginax:
"®apmakonoriyHi BnactnsocTi”, "MokasaHHS"
(yTouHeHo iHdhopmaLito, a TakoX BUIyYEHO
nokasaHHs: "pak neyviHku, pak nigLwayHKOBOT 3a/103U,
CapKoMU M'SIKMX TKaHWH, paK LUNIAHO-MLbOBOT
ainaHkn"), "MpoTtunokasaHHs", "OcobnmBsi 3axoam
6e3nekn”, "B3aemogis 3 iHLIMMUK NiKapCbKUMU
3aco6amMu Ta iHWi BUuAamM B3aemogiii", "Oco6anBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n"
(yTo4YHeHHo iHchopMaito), “Mo6ivHi peakuii”,
"HecymicHiCTb" BignoBigHoO A0 iHhopmali woao
MEeAMYHOro 3acTOCYBaHHS pethepeHTHOro NikapCbKoro
3acoby (Pharmorubicin, solution for injection, 2 mg/ml,
He 3apeecTpoBaHuWii B YKpaiHi)
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignosigHo 0 MNopsaaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPO0B'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioAnNYHOCTI NOAAaHHA perynsipHUX 3BiTiB 3 6e3neku

peyenmom

niossieae

EXIHALEI
nyPNYPOBOI
KOPEHEBWLY, 3
KOPEHSIMU
CBDKNX
HACTOIKA

HacToiika, no 40 mn
y thnakoHax

TOB "AKN
"papmaveBT
nyHa
thabpuka"

Ykpaina

TOB "OKnM
"®apmMaLeBTnYHa
habpuka"

YKpaiHa

MepepeecTpaList Ha HeEOBMEXEHN TEPMIH.
OHoOBEHO iHGhopmaLito y po3gainax
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMK NiKapCbKNMun
3acobamu abo iHwWi BUAY B3aemogiin”, "OcobnmeocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BariTHOCTI
abo rogyBaHHs rpyaae”(yTouHeHHs iHdhopmalii),
"Mo6iuHi peakwyi" IHCTPYKUIT AN MeAUYHOro
3acTOCyBaHHA NikapCbkoro 3acoby BifnoBiAHO [0
6e3nekn 3acToCcyBaHHA Ail040i PEYOBUHM.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BigNoBigHO A0 MopsaKy 34iRCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuUii Ykpainum 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Hakazy MiHicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bifg 26 BepecHs 2016 poky

6e3
peyenma

Ne 996), CTaHOBMTb: 3rigHO 3i CTPOKaMK, 3a3HAYEHMMMU

nionsizae

UA/3423/02/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsi04YeHHs

y NepioAnYHOCTI NoAAaHHS PerynsipH1x 3BiTiB 3 6e3neku

SNNT®

TabneTku, BKpUTI
nAiBKOBOO
060/10HKO0, M0 75
Mr, N0 7 TabneTok y
6nictepi, no 4
6nicTepn B KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

BiAnoBiganbHN 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BWMYCK Cepiii:
KPKA, a.4., Hoso
mecTto, CnoBeHis;
BiANOBiAa/IbHWIA 3a
BMPOOHULITBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTpO/b Ta
BUMYCK Cepiii:
KPKA-®APMA
0.0.0., XopBarisi;
BiANOBiAa/IbHWIA 3a
KOHTPO/b Cepiit:
KPKA, 4.4., Hoso
MecTo, CnoBeHis;
BiAnoBiganbHN 3a
BMPOBHULITBO «in
bulk»:
lOHiuem
Nab6opaTopiec
Nimitepn, IHAia

CnoseHisi/
Xopsaris/
IHAjA

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM LWOA0 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3acTocyBaHHS
reHepuyYHUX/ribpuaHNX/6ionofibHNX NikapcbKMx
3aco06iB NicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHWIT Npenapar (3mMiHa He NoTpebye HadaHHA
XO[HUX HOBUX JOAATKOBUX JaHUX) - 3MiHWN BHECEHO [0
IHCTPYKLUT 4151 MEAUYHOr0 3aCTOCYBaHHS /liKapCbKoro
3acoby A0 po3ginis "dapmakoTepaneBTUYHA
rpyna“(yTouHeHHs), "®apmakonoriyHi BnactusocTi”
(aonoBHeHHs iHdopmadii), "MokasaHHA" (YTOUHEHHS
iHdhopmawii), "MpoTunokasaHHa", "B3aemMogis 3 iHWnMmn
nikapcbkrMKn 3acobamMu Ta iHLWi BUAn B3aemMogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTOCyBaHHS Y
nepiog BariTHOCTi abo rogyBaHHs rpyaato”
(monoBHeHHS iHdhopmadii 3 6e3neku), "AiTn"
(yTouHeHHs iHdhopMmaLiT), "MobivHi peakuii” BignoBigHO
iHchopmaii pedhepeHTHOro npenapaTty lMnasikc,
TabneTkn BKPUTI NNIBKOBOK 0OO0IOHKOIO.
MepioAgnyHICTL NOAAHHA PEryNSPHO OHOBJIIOBAHOIO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
hapmakoHarsagy, 3aTsepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Haka3zy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
niossieae

UA/2903/01/01

IFPA®

TabNeTKN XyBanbHi
no 50 mr, no 1
Tabnetuiy énictepi,
no 1 6nictepy y
KapTOHHiiA KOpo6Ll
abo no 4 TabneTkm y
6nicTepi, no 1 abo
no 2 6nictepn y
KapTOHHI KOPOOLi

[xeHoBelT
PapmacbioTi
Kasnc
Nimiten

Kinp

DxeHedhapm CA

peuis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y KopoTkiil XxapaKTepucTuLi
nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
NS MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BIiTY 3 6E3NEKN NiKapCbKoro 3acooby,
abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NikapCbKoro

3acoby B nmicnsipeecTpauiiHnii nepios, abo Ak
pes3ynbTaT OLiHKM 3BITY 3 AOCNIAKEHDb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHnx gocnigxers (PIP)
(3MiHY y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OpraHoMm) - 3MiHVM BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby A0
po3ziny "OcobnmnBoCTi 3aCcTOCyBaHHA" LWOA0
iHdbopMmalLii 3 6e3Mekn AOMNOMIKHUX PEYOBUH

3a
peyenmom

He
nionsieae

UA/14121/01/02




11

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaAHO A0 MopsiaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLji YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnMYHOCTI NoAAaHHS perynsipH1x 3BiTiB 3 6e3neku
9. IFPA® TabneTkun XyBasbHi [xeHoBelT Kinp xeHedpapm CA peuis MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH - He UA/14122/01/02
no 50 wr, in bulk: no dapmachboTi MepioAnyHICTb NOAAHHSA PErYSiPHO OHOB/IKOBAHOMO niossieae
1 a6o no 4 TabneTkn Kauic 3BiTYy 3 6e3neku, BignosigHoO A0 MNopsaaKy 34iCHEHHS
B 6nicTepi, no 500 Nimiten hapmakoHarnagy, 3aTBepAXeHoro Hakasom
6nicTepis B MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KapTOHHIA KOpoo6Li rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioAnNYHOCTI NOAAaHHA PerynsipHUX 3BiTiB 3 6e3neku
10. IFPA® TabneTKUN XyBasbHi [xeHoBelT Kinp DxeHedhapm CA peuis MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH - He UA/14122/01/03
no 100 wr, in bulk: dapmachboTi MepioAnyHICTb NOAAHHA PEryNSPHO OHOB/IKOBAHOMO nionsieae
no 1 aéo no 4 Kauic 3BITYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
TabneTku B bnicTepi, Nimiten thapmakoHarnagy, 3aTBepAXeHoro Hakasom
no 500 6nicTepis B MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big, 27
KapTOHHI KOPOOL rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
O0XOPOHW 340PO0B'st YKpaiHu Big 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4EeHUMU
y NepioiM4HOCTi NOAAHHA perynsipHuX 3BiTiB 3 6e3neku
11. IFPA® TabneTku XyBasbHi [xeHoBelT Kinp xeHecapm CA pevis MepepeecTpavis Ha HEOOMEXeHUIA TEPMIH 3a He UA/14121/01/03
no 100 mr, no 1 dapmachboTi 3MmiHu | TUNy - 3MiHK Woa0 6e3nekn/edekTUBHOCTI Ta | peyernmom niosnsieae
TabneTui y 6nictepi, Kanc chapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctui
no 1 6nictepy y Nimiten NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,iT

KapTOHHI KOpooLi
abo no 4 Tabnetkn y
6nicTepi, no 1 abo
no 2 6nictepun y
KapTOHHiiA KOpo6Ll

AN MeAnYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3neKun NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
3acoby B nicnspeecTpaviiiHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHb, MPOBEAEHNX
BiAMOBIAHO A0 NiaHy negiatpuyHux gocnimpkeHs (PIP)
(3MiHy y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
OpraHoMm) - 3MiHY BHECEHO A0 IHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3giny "Ocob6nBOCTi 3aCTOCYBaHHA" 040
iHchopmauii 3 6e3nekn [ONOMKHUX PEYOBUH
MepiognYHICTb NOAAHHS PErynsipHO OHOB/IHOBAHOIO
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Howmep

Ne
n/n

Hassa
JNliKapcbKO20

dopma sunycky
(nikapcbka cpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

peecmpayiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

3BiTYy 3 6e3neku, BignosigHoO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHM 340pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepionNYHOCTI NOAAHHA PerynsipHUX 3BiTiB 3 6e3neku

He

UA/10643/01/01

12.

KENTIKAH

Kancynv Teepai no
15 kancyny
6nicTepi; no 2
6nictepn y
KapTOHHI KopooLi

deppep
IHTepHauioH
anb, C.A.

IcnaHis

deppep
IHTepHauioHanb,
C.A.

IcnaHis

nepepeecTpauis Ha HeobMeXeHuii TepMiH
3MiHK |l TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta
JaHuMu 3 hapMakoHarnagy - 3MiHM BHECeHo [0
IHCTPYKLUIT 415 MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro
3acoby A0 po3giny "MokasaHHS" (BHECEHO peaakuiiHi
YTOYHEHHS), a TakoX 10 po34iniB "OcobnnBoCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BariTHOCTI
abo rogyBaHHA rpyaar”, "Cnocib 3acTocyBaHHsA Ta
[031" BignoBiZHO A0 iHhopMaLii CTOCOBHO 6Ge3neku,
Aka 3a3HayeHa B MaTepianax peecTpaLiiHoro Aocbe.
MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IIOBAHOIO
3BiTYy 3 6e3neku, BignosigHo A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU

y NepioAnNYHOCTI NOAAHHA PerynsipHUX 3BiTiB 3 6e3neku

3a
peyenmom

3a

nionsieae

He

UA/10953/01/01

13.

KO-NMPEHECA®

Tabnetku, 2
mr/0,625 wr; no 10
Tabnetok y 6nicrepi;
no 3 a6o 6, a6o 9
6nictepis y
KapTOHHI KOpooLj;
no 15 TabneTok y
6nicTepi; no 2 abo 4,
abo 6 6nicTepiB y
KapTOHHI KopobL.

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPONb Ta
BMNYyCK cepil:
KPKA, a.4., Hoso
mMecTto, CrnoBeHis;
KOHTPO/b Cepii:
KPKA, a.4., Hoso
mecTo, CroBeHis

CnoBeHis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta
hapMakoHarnsgy. 3miHu y KOpoTKiil XxapaKTepucTuLi
nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANA MeNYHOro 3acToCcyBaHHs
reHepUYHMX/TiIBPUAHNX/6I0NOAIGHNX TiKAPCbKMX
3ac006iB NicNsi BHECEHHS TiEl caMoi 3MiHW Ha

XOJHNX HOBMX [0AATKOBUX JAHWX) -
3MiHV BHECEHO [0 IHCTPYKLUIT A5 MeAUYHOro
3aCTOCYBaHHA NiKapCbKoro 3acoby y po3ainu:
"®apmakonoriyHi BnactusocTi”, "MpotmnokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMMm 3acob6amu Ta iHLWi
BMAM B3aemogijit", "OcobMBOCTi 3aCTOCYBaHHA",

"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHsi

pecbepeHTHWIA Npenapar (3MiHa He NoTpebye HaJaHHsA

peyenmom

nionsieae
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rpyaato”, "Cnocib 3actocyBaHHS Ta fo3smn”,
"MepeposyBaHHA", "T0O6IYHI peakuii” 3rigHO 3
iHchopMmaLieto WoA0 MegMYHOro 3aCToCyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby ( HONIMPEN® 2
mr/0,625 mr, HONIMPEN® ®OPTE 4 mr/1,25 wr,
Tabnetkn ).

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y MepioanYHOCTI NOAAHHS PerynsipHnUX 3BiTiB 3
6esneku.

14.

KO-NMPEHECA®

Tabnetku, 8 mr/2,5
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6, abo 9 6nicTepiB y
KapTOHHI kopobuyj;
no 15 tabnetok y
6nicTepi; no 2 abo 4,
abo 6 6nicTepiB y
KapTOHHIi Kopo6L.

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in

bulk", neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BUNYyCK cepi:

KPKA, 4.4., Hoso
mecTo, CNnoBeHis;

KOHTPO/b cepii:

KPKA, 4.4., Hoso
mecTo, CnoseHis

CnoBeHis

MepepeecTpauis Ha HEOOMEXEHU TEPMIH.
3MiHM WoAao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHA
reHepUYHMX/ribpUAHNX/6I0NOAIGHNX NiKapPCbKMX
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOJHNX HOBMX [04aTKOBUX JAHWX) -
3MiHV BHECEHO A0 IHCTPYKLii 415 MeguyHoro
3acToCcyBaHHS Nikapcbkoro 3acoby y po3ainu:
"®apmakonoriyHi Bnactusocti”, "MpoTunokasaHHs",
"B3aemogis 3 iHWYMU nikapcbknMm 3acob6amu Ta iHLwi
BMAM B3aeMogiin”, "OcobmBoCTi 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta fosn",
"Mepeno3yBaHHA", "Mo6i4HI peakuii” 3rigHo 3
iH(bopMmaLlieto Woa0 MegnMYHOro 3acToCyBaHHsA
pedepeHTHoro nikapcbkoro 3acody ( HOMIMPEN® 2
mr/0,625 mr, HONIMNPE/® ®OPTE 4 mr/1,25 wr,
Tabnetkn ).

MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignosigHo 0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3Ha4eHUMU
y NepioANYHOCTI NOAAHHA PerynsipHUX 3BiTiB 3

3a
peyernmom

He
nionsieae

UA/10953/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6e3neku.
15. KO-NMPEHECA® | Tabnetku, 4 mr/1,25 KPKA, a.4., CnoBeHis BMPOBHULTBO "in CnoseHis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/10953/01/02
mr; no 10 TabneTok HoBso mecTo bulk", nepBrHHe 3MiHM WoAao 6e3nekn/ethekTMBHOCTI Ta peyenmom niossieae
y 6nictepi; no 3 abo Ta BTOPUHHE thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
6, abo 9 6nicTepiB y nakyBaHHs, nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
KapTOHHI kKOpoo6Lyj; KOHTPO/1b Ta ONA MeANYHOro 3acToCyBaHHS
no 15 tTabneTtok y BUNYCK cepil: reHepuyYHUX/ribpuaHNX/6ionofibHNX NikapcbKMx
6nictepi; no 2 abo 4, KPKA, a.4., HoBo 3aco6iB nic/1s BHECEHHSA TiET camoi 3MiHN Ha
abo 6 6nicTepiB y mecTo, CnoBeHis; pedoepeHTHUIA npenapart (3MiHa He NoTpebye HafaHHSA
KapTOHHiiA Kopo6Lli. KOHTPO/b Cepii: XXOJHNX HOBMX [0AAaTKOBUX JAHWX) -
KPKA, a.4., HoBo 3MiHM BHECEHO A0 IHCTPYKLUIT ANs MeANYHOro
mecTo, CnoBeHis 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ainu:
"apmakonoriyHi BnactusocTi”, "MpoTunokasaHHA",
"B3aemogis 3 iHWMMKM NiKapcbkumy 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepioj BariTHoCTi abo rofyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs Ta fo3n",
"MepeposyBaHHsA", "Mob6iyHI peakuii" 3rigHo 3
iH(bopMmaLieto Woa0 MegUMYHOro 3acTocyBaHHsA
pedepeHTHoro nikapcbkoro 3acody ( HONIMPEN® 2
mr/0,625 mr, HONINPEN® ®OPTE 4 mr/1,25 wmr,
Tabnetkn ).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Haka3zy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3
6e3neku.
16. KPECTOP TabneTku, BKPUTI AcTpa3eHek Benvka BMPOBHUK CuwA/ MepepeecTpaLis Ha HeobMexeHuii TepmiH. OHoBieHa 3a He UA/3772/01/02
NNiBKOBOKO a oK BpuTaHis niKapcbKoro Benuka iHbopMmaList 3 6e3neky B iIHCTPYKLUIT 415 MeAUYHOTO peyenmom nionsieae
060/10HKO10, Mo 20 Nimiteq 3acoby «in bulk»: BpuTaHis 3acToCyBaHHS NikapCbKoro 3acoby y posginax

Mr; no 14 TabneTok
y 6nicTepi; no 2
6nictepn B
KapTOHHI Kopoo6Li

ANMNiEp
PapmacboTrKanc
IHK., CLUA;
BMPOGHUK,
BiANOBIAaNbHUIA 3a
nakyBaHHs,
KOHTpO/b Ta
BUMNYCK cepii:
AcTpa3eHeka FOK
NimiTen, Benvka
BputaHis

"B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLi
BMAM B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"MoGiuHI peakujii" BigNoBigHO A0 maTepiasniB
peecTpaLiiHoro AocChE.
MepiognyHICTb NOAAHHA PEryNsSPHO OHOBJIIOBAHOIO
3BiTYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big, 27
rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
O0XOPOHW 340pO0B'st YKpaiHu Big 26 BepecHsi 2016 poky
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnMYHOCTI NOAAHHA perynsapHux 3BiTiB 3
6e3neku.
17. KPECTOP TabneTku, BKpUTI AcTpa3eHek Benvka BMPOBHUK ClwA/ MepepeecTpauis Ha HeobMexeHuiA TepmiH. OHoBieHa 3a He UA/3772/01/03
NNiBKOBOKO a oK BpuTaHis niKkapcbKoro Benuka iHbopmaList 3 6e3neky B iIHCTPYKLUIT AN MeAUYHOTO peyenmom niosnsieae
060/10HKO10, M0 40 Nimiteq 3acoby «in bulks: BpuTaHis 3acToCyBaHHS NikapCbKoro 3acoby y posginax
Mr; no 7 TabneTok y AlMEp "B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLWi
6nictepi; no 4 dapmacbloTukanc BMAM B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
6nictepu B IHK., CLUA, "Mo6iuHi peakwyji" BigNOBigHO A0 MaTepianis
KapTOHHIA KOpoo6Li BMPOGHUK, peecTpauiiHoro AoChE.
BiAnoBiganbHNA 3a MepioAnyHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOMO
nakyBaHHs, 3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
KOHTpO/b Ta chapmakoHarnsgy, 3aTBepMKEHOr0 Haka3om
BMNYCK cepil: MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
AcTpa3eHeka FOK rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
NimiTen, Benvka MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
BpuTaHis Ne 73/13340 (y pefakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3
6e3neku.
18. KPECTOP TabneTku, BKPUTI AcTpa3eHek Benvka BMPOBHUK CuwA/ MepepeecTpaLis Ha HeobMexeHuiA TepmiH. OHoBieHa 3a He UA/3772/01/04
NNiBKOBOKO a oK BpuTaHis niKapcbKoro Benuka iHbopMmaList 3 6e3neky B IHCTPYKLUIT A1 MeAUYHOTO peyenmom nionsieae
060/10HKOH0, M0 5 Mr, Nimiteq 3acoby «in bulk»: BpuTaHis 3acToCyBaHHS NikapCbKoro 3acoby y posginax
no 14 tTabneTok y AlMEp "B3aemogis 3 iHWVMU NikapcbknMm 3acob6amu Ta iHLi
6nicTepi; no 2 PapmacbloTukanc BMAM B3aemogiii", "OcobIMBOCTi 3aCTOCyBaHHA",
6nictepn B IHK., CLUA,; "Mo6iyHI peakujii" BigNoBigHO A0 maTepianiB
KapTOHHI Kopoo6Li BMPOGHUK, peecTpaLiiHoro AocCheE.
BiANOBIAabHUIA 3a MepioAnyHICTb NOAAHHA PEryNspHO OHOB/IIOBAHOIO
nakyBaHHs1, 3BITYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
KOHTpO/b Ta chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
BUMYCK Cepil: MiHicTepcTBa OXOpPOHM 3[40POB’A YKpaiHu Big, 27
AcTpa3eHeka FOK rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
NimiTen, Benvika MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
BputaHis Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHA PEryNApHUX 3BITiB 3
6e3neku.
19. KPECTOP TabneTkun, BKpUTI AcTpa3eHek Benvka BMPOBHUK CuwA/ MepepeecTpaLis Ha HeobMexXeHuiA TepmiH. OHoBIEHa 3a He UA/3772/01/01
NNiBKOBOKO a oK BpuTaHis niKapcbKoro Benuka iHbopMmaList 3 6e3neky B iIHCTPYKLIT 415 MeANYHOTO peyenmom nionsieae
060s10HKOI0, Mo 10 Nimiten 3aco6y «in bulk»: BpuTaHis 3aCTOCyBaHHS NikapcbKoro 3acoby y po3sginax
Mmr; no 14 TabneTok AlMEp "B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
y 6nicTepi; no 2 dapmacbloTukanc BMAM B3aemogijit", "Ocob/IMBOCTi 3aCTOCyBaHHA",
6nictepu B IHK., CLUA; "Mo6iuHi peakwyji" BigNoBigHO A0 MaTepianis
KapTOHHI KopooLi BUPOBHUK, peecTpaLiiHoro A0ChE.
BiANOBIAaNbHMIA 3a MepioAanyHICTb NOAAHHA PEryNSPHO OHOB/IIOBAHOIO
nakyBaHHs, 3BiTY 3 6e3neku, BignoBigHo A0 Mopsaky 34iNCHEHHS
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n/l-1

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o

20.

KOHTpO/b Ta
BUNYyCK cepil:
AcTpa3eHeka FOK
NimiTen, Benvka
BpuTaHis

chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Hakazy MiHicTepcTBa
OXOPOHM 300POB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA PerynsapHux 3BiTiB 3
6e3neku.

nocsi04YeHHs

21.

NIHOTOP®

NIHOTOP®

Tabnetkn no 5 wr,
no 14 tabneTtok y
6nicTepi; no 2
6nictepn y
KapTOHHI KopooLi

dapma
IHTepHeLeH
an Komnai

VioppaHis

dapma
IHTepHeLeHan
KomnaHi

Voppakis

MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH. 3MiHN |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKnx
3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX J0AATKOBUX AaHUX) 3MiHW BHECEHI A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y posginu "®apmakonorivyHi BnactuBocTi”,
"MokasaHHa" (yTo4HeHHs), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkuMK 3acob6amu Ta iHLWi
BMAM B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo roayBaHHs
rpyaaro”, "34artHicTb BNAMBATM Ha LUBUAKICTb peaku;ii
npw KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWKMK
mMexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Oitn", "Mepeno3sysaHHs", "MNo6i4HI peakuii” 3rigHo 3
iH(bopMmaLlieto Woa0 MeanMYHOro 3acToCcyBaHHs
pedhepeHTHOrOo flikapcbkoro 3acoby (Zestril 5 mg, 10
mg, and 20 mg tablets, B YkpaiHi He 3apeecTpoBaHuif).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iiCHeHHS
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Haka3zy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3

6e3neku.

3a
peyenmom

He
nionsieae

UA/10221/01/01

Tabnetku no 10 mr,
no 14 tTabneTtok y
6nictepi; no 2
6nictepu y
KapTOHHiiA KOpo6Ll

dapma
IHTepHeLLeH
an Komnawi

VioppaHis

dapma
IHTepHeLLeHan
Komnari

Voppakis

MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH. 3MiHN |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
hapMakoHarnsgy. 3miHu y KOpoTKiil XxapaKTepucTuLi
nNikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANA MeNYHOro 3acTocyBaHHs
reHepUYHMX/TiGPUAHNX/6iI0N0AIGHMX JTIKAPCbKMX

3a
peyenmom

He
nionsieae

UA/10221/01/02
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aco06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX J0AATKOBUX AaHUX) 3MiHW BHECEHI A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu "®apmakonorivyHi BnactuBocTi”,
"Moka3aHHa" (yTO4HeHHS), "MpoTunokasaHHs",
"B3aemogis 3 iHWYMU NikapcbknMn 3acob6amu Ta iHLWi
BMAM B3aemogiit”, "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaAar”, "34atHicTb BN/IMBATU Ha LUBUAKICTb peakwi
npv KepyBaHHi aBTOTPaHCNopTOM abo iHWKMMK
mexaHismamu", "Cnoci6 3acTocyBaHHs Ta 4o3un",
"Oitn", "Mepeno3sysaHHs", "INo6ivHi peakuii” 3rigHo 3
iH(bopMmaLieto Woa0 MeguMYHOro 3acTocyBaHHsA
pedhepeHTHOrO flikapcbkoro 3acoby (Zestril 5 mg, 10
mg, and 20 mg tablets, B YkpaiHi He 3apeecTpoBaHuii).
MepiognyHICTb NOAAHHS PerynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku, BignoBsigHo Ao Mopaaky 34iiCHEHHA
chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Hakazy MiHicTepcTBa
OXOPOHWM 300pPOB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA PerynsapHux 3BiTiB 3
6e3neku.

22,

NIHOTOP®

Tabnetkn no 20 mr,
no 14 tabneTtok y
6nicTepi; no 2
6nictepn y
KapTOHHI KopooLi

dapma
IHTepHeLeH
an Komnai

VioppaHis

dapma
IHTepHeLleHan
KomnaHi

Voppakis

MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH. 3MiHN |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTocyBaHHA
reHepuyYHUX/ribpuaHMX/6ionogibHNX NiKapCbKnx
3ac06iB Nic/1A BHECEHHSA TiET camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX J0AATKOBUX AaHUX) 3MiHW BHECEHI A0
IHCTPYKUIi 418 MEAUYHOrO 3aCTOCYBaHHS NiKapCcbKoro
3acoby y posginu "®apmakonorivyHi BnactmBocTi”,
"MokasaHHa" (yTouHeHHs), "MpoTunokasaHHsa",
"B3aemogis 3 iHWVMU NikapcbkuMK 3acob6amu Ta iHLWi
BMAM B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaaro”, "34artHicTb BNAMBATM Ha LUBUAKICTb peaku;ii
npw KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWKMK
mMexaHismamu", "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Oitn", "Mepeno3sysaHHs", "MNo6ivHI peakuii” 3rigHo 3
iHbopMmaLlieto Woa0 MegnMYHOro 3acToCyBaHHsA
pedrepeHTHOrO Jlikapcbkoro 3acoby (Zestril 5 mg, 10

3a
peyenmom

He
nionsieae

UA/10221/01/03
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsi04YeHHs

mg, and 20 mg tablets, B YkpaiHi He 3apeecTpoBaHuif).
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHEHHA
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Hakazy MiHicTepcTBa
OXOPOHWM 300POB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA perynsapHux 3BiTiB 3
6e3neku.

23.

MAKCUAEKC®

Kpanni ouHi, 1
Mmr/mn, no 5 mny
dhNakoHi-
KpanesnbHuyi “Apon-
TeiitHep®"; no 1
nakoHy-
KpanesibH1Li B
KOpobLi 3 KapTOHY

Hosapric
Papma Al

LBeiiuapi
2

AnkoH-KyBpbop

Benbrisa

MepepeecTpauis Ha HeobMexeHuiA TepMiH. OHOBIEHO
iHhopmaLito B IHCTPYKUii AN MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3sginax:
"MapMakonoriyHi B1acTnBoCTi" (YTOYHEHHS
iHdhopmadii), "MpoTrnokasaHHa", "B3aemogis 3 iHWMmn
nikapcbkvMmn 3acobamm Ta iHLWi BUAn B3aemogiii",
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaato”(yTouHeHHs iHdhopmauii), "MepenosyBaHHs",
"Mo6iuHi peakwyji" BigNoBigHO A0 MaTepianis
peecTpaLjifiHoro AOCbE.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOTO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Haka3zy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3riHO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/10812/01/01

24.

METAMAKC

PO3YUH ANS iH'EKLN,
100 mr/mnno 5 mn B
amnyni; no 5 amnyn
Y KOHTYpHIiA
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKW B nauLyj

MpAT
"papmaveBT
nyHa goipma

"fapHuua”

Ykpaina

MpAT
"®apmMavleBTnYHa
ipma "fapHuus”

YKpaiHa

MepepeecTpaLlisi Ha HEOBMEXEHW TePMiH
OHoBeHo iHhopmaLito B IHCTpYKLi 415 MegnyHoro
3aCcTOCyBaHHS NiKapCbKoro 3acoby y po3giniax:
"Cknag"(yTouHeHHs iHchopmaui),
"dapmakoTepanesTUyHa rpyna” (yToUHeHHs
iHdhopmawii), “MpoTunokasaHHs", "Cnocio
3acTocyBaHHA Ta 031" (YTOYHEHHS iHdopmauii),
"Mo6iuHi peakwuji" BigNoBigHO A0 MaTepianis
peeCTpaLifiHOro AOChE.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BiTy 3 6e3neku, BigNoBigHO A0 MopsaKy 34iRCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a

3a
peyenmom

He
nionsieae

UA/3572/02/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM

y MepioanYHOCTI NOAAHHS PerynsipHuUX 3BiTiB 3

6esneku.

25.

METUNNPEAQHI
30/10H-®C

TabNeTKN No 4 mr,
no 10 TabneTok y
6nictepi; no 3
6nicTepu y nauui
KapTOHHIl

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma
Crapt”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
3MiHM WoAao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHA
reHepUUHMX/ribpUAHNX/6I0NOAIGHNX NiKapPCbKMX
3ac06iB nicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOJHVX HOBMX AOAATKOBUX aHKX) - 3MiHU BHECEHI [10
IHCTPYKLU|ii 415 MeAUYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3aim "OcobnnBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaato”, "MobiuHi peakuyii” BignosigHoO Ao iHdopmauii
pechepeHTHOro nikapcbkoro 3acoby (MELPOI,
Tabnetkn, no 4 mr, 16 mr, 32 mr).
3MiHM LWOA0 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
ANs MeAMYHOro 3aCTOCyBaHHSA Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro 3acoby,
a60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
3acoby B nmicnspeecTpaviiiHvin nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiA4NOBIAHO A0 NnaHy negiatpuuHnx gocnigxers (PIP)
(3MiHY y3rofXeHo 3 KOMNETEHTHNM YNOBHOBaXXEHUM
opraHomMm) - 3MiHW BHECEeHi [0 IHCTPYKLUIT A51A
MeAMYHOro 3aCTOCYBaHHSA NMikapCbKoro 3acoby y
po3gin "Oco6nnBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
iHchopMmawii 3 6e3nekn ONOMIKHNX PEYOBUH.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOMO
3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
chapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Haka3sy MiHicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3ri4HO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3
6e3neku.

3a
peyernmom

He
nionsizae

UA/3183/01/01

26.

METUNMNPELHI
30/10H-®C

Tabnetku no 8 mr,
no 10 TabneTtok y
6nicTepi; no 3

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
3MiHM LWoAo 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsay. 3miHu y KOpOoTKiil XapaKTepucTuLi

3a
peyenmom

He
nionsieae

UA/3183/01/02
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepu y nauui
KapTOHHIl

nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acTocyBaHHA
reHepuyYHUX/ribpuaHMX/6ionogibHNX NikapCbKmx
3ac06iB Nic/1A BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHMIH Npenapar (3MiHa He NoTPebye HadaHHs
XOAHUX HOBUX JOAATKOBUX faHMX) - 3MiHW BHECEHI A0
IHCTPYKUIi 418 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginun "OcobanBoCTi 3aCToCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "TobivHi peakyii” BignoBigHoO Ao iHdopMauil
pedhepeHTHOro nikapcbkoro 3acoby (MEAPO/,
Tabnetkun, no 4 mr, 16 mr, 32 mr).
3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKiil XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acooby,
ab60 JocnigxeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
3acoby B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NnaHy negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoMm) - 3MiH1 BHECEeHi [0 IHCTPYKLUT A1
MEeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gin "OcobnmnBOCTi 3aCTOCYBaHHA" BiANOBIAHO A0
iHhopmalii 3 6e3nekn AONOMDKHUX PEYOBUH.
MepioanyHICTb NOAAHHSA PETrYNSPHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignoBigHoO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHM 340pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4eHUMU
y NepioANYHOCTI NOAAHHA PEryNAPHUX 3BITiB 3
6e3neku.

27.

MY/IbTAK®

TabneTku, BKpUTI
060/10HKO0, M0 400
mr; Ne60 (10x6): no
10 Tabnetok y
6nictepi; no 6
6nictepiB y
KapTOHHI KopooLi

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CAHO®I
BIHTPOTM
IHOACTPIA

dpaHuis

MepepeecTpauis Ha HeOOMEXEHWIA TEPMIH. 3MiHN I
TMny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeAnYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMN
[AaHUMW 3 SKOCTI, OKNIHIYHUMU, KNIHIYHUMI AaHUMK Ta
JaHnMK 3 chapmakoHarnsagy - 3MiHu BHECEHO 0
IHCTPYKUIiT 4NA MEeAMYHOro 3aCTOCYyBaHHS NiKapCbKoro
3acoby Ao posainis "lMpoTunokasaHHs", "Baaemogis 3
IHLWMMK niKkapcbknmy 3acobamu Ta iHLWi B1uan
B3aemogiin", "OcobmBOCTi 3acTocyBaHHs", "3aaTHICTb

3a
peyenmom

He
niossieae

UA/10412/01/01
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Howmep

Ne
n/n

Hassa
JNliKapcbKO20

dopma sunycky
(nikapcbka cpopma,

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

peecmpayiliHo2o
nocsio4yeHHs

3acoby

ynakoska)

BM/IMBATU Ha LUBWAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMK MexaHiamamn',
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitn", "MobiyHi
peakuii" BigNOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

MepioAanyHICTb NOAAHHSA PErYNSPHO OHOB/IIOBAHOIO
3BiTYy 3 6e3neku, BignosigHoO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHM 340pOB'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4eHUMU
y NepioANYHOCTI NOAAHHA PEryNAPHUX 3BITiB 3
6e3neku.

UA/3480/02/01

28.

HAKNO®EH
PETAPA,

Tabnetku
NPOJIOHrOBaHHOI Al
no 100 wmr, no 10
Tabnetok y 6nictepi,
no 2 6nictepn y
KapTOHHIA KOpoo6Li

KPKA, a.4.,
HoBso mecTo

CnoseHis

nepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta
BWMYCK Cepii:
KPKA, a.4., Hoso
mecTto, CnoBeHis;
Brpo6HMUTBO «in
bulk»:
XeHHir
ApuHaiimitTTens
v6X & Ko. KT,
Himeuunna

CnoseHisi/
HimeyuuH
a

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOB/IEHO PO3A4iAn IHCTPYKLIT AN MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMKW NiKapcbkumu 3acobamu Ta iHLi
BUAM B3aemogiin”, "Oco6/MBOCTi 3acToCyBaHHS" (Y T.
4. "3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
rpyaar"), "Cnocib 3actocyBaHHA Ta 4o3un",
"MepeposyBaHHn", "MNo6ivHi peakuii" BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii Woao 6e3neku Aitoyoi
pPEeYOBUHM.

MepioAnyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignosigHo A0 MNopsaaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioAnMYHOCTI NOAAaHHA perynsipH1X 3BiTiB 3 6e3neku

3a
peyenmom

6e3

He
niossieae

nionsizae

UA/10907/01/01

29.

OHABET

Kpem, 20 mr/r no 20
ry Ty6i; no 1 Ty6i B
KapTOHHIN ynakoBLi

neHmapk
dPapmacbioT
vikans Jita,.

IHais

rnenmapk
PapmacboTrKan3
nro.

IHais

MepepeecTpallisi Ha HeO6MEeXeHUt TepMiH

3MiHK | TRy - 3MiHK WoAo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
4N MeMYHOro 3aCTOCYBaHHA Ha NifCTaBi perysspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NaHy negiatpuyHux gocnimpkeHs (PIP)

peyenma

(3MiHY y3ropKeHO 3 KOMNETEHTHUM YNOBHOBAXXEHUM
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OpraHom) - 3MiH1 BHECEHO A0 iHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3giny "OcobamnBoOCTi 3aCTOCyBaHHA" 040
iHcbopMmawii 3 6e3nekn [ONOMIKHIX PEUOBUH; 3MiHU |
My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn go
y3araslbHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
hapmakoHarnsgy, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbLHOI 3a 34ilicCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 (hapMakoHarnsay 3asBHuKa ons
3[iicHeHHs hapmakoHarnsgy B YKpaiHi, AKLWO BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3fjiicHeHHs1 hapMakoHariaay (Bkiryarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarssay) - 3aMmiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BigNoBigabHOI 3a
thapmakoHarnag. fioua pegakuis: Mamertosa [iHa
HissiBHa. MNponoHoBaHa pefakuis: YTe XodHep / Ute
Hoeffner. 3MiHa KOHTAKTHNX AaHUX YNOBHOBaXEHOT
0co6u 3asBHVKa, BifNOBIAaIbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHOT 0C06M YNOBHOBaXKEHOT 0C06U
3as1BHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsay B Ykpaini. MponoHoBaHa pegakuis:
MameToBa [liHa HisiziBHa. 3MiHA KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U YNOBHOBAXEHOT 0CO6U 3as1BHYIKA,
BiANOBiga/IbHOI 3a 34jCHEHHST hapMakoHarnsay B
YkpaiHi. 3MiHa MicLA 34iACHEHHSI OCHOBHOI AisiNIbHOCTI
3 hapmakoHarnsgy. 3mMiHa MicLe3HaxomKeHHS
macTep-haiina cuctemv papmakoHarisgy.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLi YKpainn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y MepioanYHOCTI NOAAHHS PerynsipHuUX 3BiTiB 3
6esneku.

UA/14731/01/01

30.

NEHUWKNOBIP
-PITODAPM

Kpem 1%, no5ry
Ty6i; no 1 Ty6i B
nauui 3 KapToHy

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOB/1EHO PO3Ainun IHCTPYKLT “MpoTunokasaHHA",
"Oco61BoCTi 3acTocyBaHHA" (Y T. Y. "3acTOCyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”), "Cnocié
3aCTOCyBaHHA Ta [03U" BifMnoBigHO A0 OHOB/EHOT
iHbopmauii woao 6e3nekun 4ityoi PpevyoBUHN.
MepioAnyHICTb NOAAHHSA PEryNspHO OHOB/IKOBAHOTO

bes
peyenma

niossieae
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep

peecmpayiliHo2o

nocsi04YeHHs

3BiTYy 3 6e3neku, BignosigHoO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHM 340pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepionNYHOCTI NOAAHHA PerynsipHUX 3BiTiB 3 6e3neku

31.

NMPAJAKCA®

Kancynv Teepai no
75 wmr, no 10 kancyn
y 6nicTepi; no 1 abo
3, abo 6 6nicTepiB y
KopoobLi

BepiHrep
IHrenbxainm
IHTepHeLuHN

M6X

HimeuunH
a

BepiHrep
IHrenbxaim

dapma 'm6X i Ko.

L\

HimevuuH
a

MepepeecTpaLllisi Ha HEOBMEXEeHNA TePMIH
3MiHM Wopao 6e3nekn/ehekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NikapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ANA MeNYHOro 3acTOCyBaHHS Y 3B’3KY i3 HOBUMMN
OaHVIMK 3 SKOCTi, AOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta
LaHumn 3 dpapmakoHarnsagy - 3MiHu o IHCTpykuii gns
Me[IMYHOro 3aCTOCYBaHHSA NTIKapPCbKOro 3acoby
Mpagakca®, BHeCeHO Ao po3ainis "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbknMK 3acob6amu Ta iHLWi
BMAM B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo roayBaHHs
rpyaato”, "TobivHi peakuyii” BignoBigHoO Ao iHdopMauil
CTOCOBHO 6e3reku, sika 3a3HayeHa B matepianax
peecTpaLinHoro AoCheE.

MepioAnyHICTL NOAAHHA PETYNSAPHO OHOBJIIOBAHOIO
3BiTYy 3 6e3neku, BignosiaHoO A0 Mopsiaky 34iCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakazy MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAaYEHNMM
Y NepioANYHOCTI NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/10626/01/01

32,

NMPAJAKCA®

Kancysnm Teepai no
110 mr no 10 kancyn
y 6nicTepi, no 1 abo
3, abo 6 6nicTepiB y
KOpooLi

BepiHrep
IHrenbxainm
IHTepHeLUHN

v6X

HimeuumnH
a

BepiHrep
IHrenbxaim

dapma 'v6X i Ko.

Kl

HimeuumH
a

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy.
3MiHW A0 IHCTPYKLIT 415 MEeAMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby MNpagakca®, BHECEHO A0 po3ainis
"®apmakonoriyHi BnactusocTi", "MpoTunokasaHHa",
"B3aemMogisi 3 iHWMMM NiKapCbKUMy 3acobamm Ta iHLWi
BMAM B3aemogiin”, "OcobmBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar”, "Mo6iyHi peakyii" BigNoBigHO A0 iHhopmauii
CTOCOBHO 6e3neku, sika 3a3HaveHa B maTepianax
peecTpaLjiiHoro fOoCbE.

MepiognYHICTb NOAAHHS PErynsipHO OHOBJ/IIOBAHOIO

3a
peyenmom

He
nionsizae

UA/10626/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3BiTYy 3 6e3neku, BignosigHoO A0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHM 340pOB'A YKpaiHu Big, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioANYHOCTI NOAAHHA PEryNAPHUX 3BITiB 3
6e3neku.
33. PABEN® SR TabneTkun KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis MepepeecTpaLisi Ha HeobMeXeHW TepMiH. OHOBIEHO 3a He UA/3628/01/01
NPOSIOHrOBaHOI Aji, HoBso mecTo MecTo iHchopMmauito y po3sgini "Bsaemogist 3 iHWmMun peyenmom niossieae
BKPWUTI NNiBKOBOKO nikapcbknMn 3acobamu Ta iHWi BUAW B3aeMogiin”
o6onoHkoto, no 1,5 IHCTPYKUIi ANA MEAUYHOTO 3aCTOCYBaHHS NiKapcbKoro
mr, no 10 TabneTok 3acoby BignoBigHO A0 6e3neKkn 3acToCyBaHHSA AitoHol
y 6nicTepi; no 2 abo PEYOBUHM.
3, abo 6, abo 9 MepioAnyHICTb NOAAHHA PEryNsipHO OHOB/IIOBAHOMO
6nictepiB y 3BiTY 3 6e3neku, BignoBigHo Ao Mopaaky 34iicHeHHS
KapTOHHiiA KOpo6Lli chapmakoHarnsgy, 3aTBepMKeHOro Haka3om
MiHicTepcTBa OXOPOHM 340POB’'A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefaxuii Hakasy MiHicTepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTB: 3ri4HO 3i CTPOKaMK, 3a3Ha4YEHUMU
y NepioAnYHOCTI NOAAHHA PerynspHux 3BiTiB 3
6e3neku.
34. CUHYNPET® cupon no 100 mny BioHopuka HimeuuunH BioHopuka CE HimeuuunH MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niossieae UA/4373/03/01
dhnakoHi no 1 CE a a OHOB/EHO iHhopMaL,ito B iIHCTPYKLIT 4518 MeANYHOro peyenma

nakoHy 3 MipHUM
KOBMNa4yKkoM B
KapTOHHiiA KOpo6Ll

3acTOCYyBaHHS MikapCcbKOro 3acoby B po3gini
"Moka3aHHA" (YTOUYHEHHS), a TakoX y po3ginax
"Oco6nM1BOCTI 3aCTOCYBaHHA", "3acTocyBaHHs Yy
nepiog BariTHOCTi ab0 rogyBaHHs rpyaar” (YTOUHEHHS
3 6e3nekun), "Cnocib 3acTocyBaHHs Ta fo3un"
(yTouHeHHs), "Mepeno3yBaHHA", "Mo6IYHI peakwii”
BiNOBIAHO 4O OHOBMEHOT iHChopMaLii 3 6e3neku,
3a3HavYeHol B MaTepianax peecTpauiiiHoro AoCheE.
MepioAnyHICTb NOAAHHA PEryNspHO OHOB/IIOBAHOIO
3BITYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepIXeHoro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big, 27
rpygHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3Ha4EHUMU
y NepioANYHOCTI NOAAHHA PEryNsApHUX 3BITiB 3
6esneku.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
35. TUMANIH niogpinizat ans TOB "3 YkpaiHa TOB "3 YkpaiHa nepepeecTpawis Ha HeobMeXeHuin TepMiH 3a He UA/2989/01/01
PO34uHy ANs iH'ekuin | "BIODPAPMA "BIO®APMA" MepioAnYHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOMO peyenmom niosnsieae
no 10 wmr; 5 " 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iiCHEHHA
h/1aKoHiIB 3 chapmakoHarnsgy, 3aTBepAKeHOro Haka3om
niocpinizaTtom y MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Big, 27
6nictepi; no 2 rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
6nictepu y nauui 3 MiHicTepcTBi tocTuLi YkpaiHn 29 ciuHa 2007 poky 3a
KapToHYy Ne 73/13340 (y pefakuii Hakazy MiHicTepcTBa
OXOPOHWM 300POB'A YKpaiHu Bifg, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA perynsapHux 3BiTiB 3
6e3neku.
36. TIOKTOOAP PO34MH ANS iH'EKLi MpAT "Mo YkpaiHa MpAT "Mo Ykpaina MepepeecTpauisi Ha HeoOMeXeHuin TepMiH.OHOBNEHO 3a He UA/3005/01/01
3%,n010 mny BUPOGHMLTB BMPOBGHULTBY iHhopmaLito B IHCTPYKUii AN MeguyHoro peyenmom niosnsieae
dnakoHi; no 5 y iHCYniHIB iHcyniHiB "IHOAP" 3acToCyBaHHS MikapCbKoro 3acoby y posginax
hnakoHiB y "IHOAP" "MpoTunokasaHHsA", "B3aeMogisa 3 iHWMMKN NiKapCbKUMu
6nicTepHil 3aco6amMu Ta iHWi B1uAamM B3aemogiii", "OcobnnBoCTi
YapyHKOBIl 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta Ao3n"
ynakoBuj; no 1 a6o (yTouHeHHs iHchopmawii), MobiuHi peaxuii” BignoBigHO
no 2 6nictepHi [0 6e3nekn 3acTocyBaHHA Aito4oi pevyoBUHY TIOKTOBOT
YapyHKOBI YNakoBKu KNCNOTU.
B nauui MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOTO
3BiTYy 3 6e3neku, BignosiaHoO 10 Mopsiaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakazy MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAaYEHNMM
Y NepioANYHOCTI NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
37. dINAN TabneTku, BKpUTI CaH IHais CaH IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/14350/01/01
060/10HKOI0, No 50 dapmacbioT dapmacboTuKas OHoB/1eHO iHhopMaLito BifNOBIAHO A0 pedhepeHTHOro | peyernmom niosnsieae
Mr no 1 tabnetui y nKan IHpaacTpi3 NimiTeq, nikapcbkoro 3acoby (BIAIPA®, TabneTku, BKpUTI
6nictepi, no 1 IHOacTpi3 NNiBKOBOI 060/10HKOD, M0 50 Mr a6o 100 mr) Ta
6nictepy B Nimiten 3rigHO 3 6GE3MEKO AOMOMIXKHUX PEHOBUH B IHCTPYKLi

KapTOHHiiA KopobLj;
no 4 Tabnetkny
6nictepi, no 1
6nictepy B
KapTOHHI KOPOOLi

ANA MeANYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
po3ainax "®apmakosoriuHi BNacTMBocTi",
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKUMu
3acob6amu abo iHLWi BuAM B3aeMogiii", "Oco6mMBOCTi
3acTocyBaHHS", "34aTHICTb BI/IMBATY Ha LWBUAKICTb
peakuii Npn KepyBaHHi aBTOTPaHCMOPTOM abo iHLMMK
MexaHismamu', "Cnoci6 3acTocyBaHHA Ta fo3un" Ta
"MoGiuHI peakuji”.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BigNoBigHO A0 MopsaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOr0 Haka3om
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKA

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHA

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLji YKpainn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnMYHOCTI NoAAHHS perynsipH1x 3BiTiB 3 6e3neku

38.

DINAN

TabneTku, BKpUTI
060/10HKOt0, Mo 100
mr, no 1 Tabnetuyjiy
6nictepi, no 1
6nictepy B
KapTOHHIA KOpoo6Li

CaH
PapmacboT
nkan
IHoacTpi3
Nimiten

IHais

CaH
PapmacboTnKas
IHoacTpi3 Jlimiteq,

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
OHOB/EHO iHhopMaLlito BignoBigHO A0 pedhepeHTHOro
nikapcbkoro 3acoby (BIATPA®, Tabnetku, BKpUTI
nNiBkOBOK 060/10HKOID, N0 50 Mr a6o 100 mr) Ta
3iAHO 3 6e3MeKo AOMNOMIKHUX PEYOBUH B IHCTPYKLi
AN MeAnYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3ainax "®apmakosoriyHi BNacTmeocTi",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NikapCbKUMu
3aco6amu abo iHwWi B1uan B3aemopiii”, "OcobnnBocTi
3acTocyBaHHSA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peaxuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLIUMUN
MexaHismamu', "Cnoci6 3acTocyBaHHS Ta 403u" Ta
"Mo6iuHI peakuii”.

MepioanyHICTb NOAAHHSA PErynsipHO OHOB/IKOBAHOrO
3BiTYy 3 6e3neku, BignosigHo 0 MNopsaaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPO0B'A YKpaiHu Bif 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu, 3a3Ha4EeHUMU
y NepioAnNYHOCTI NOAAaHHA perynsipHUX 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/14350/01/02

39.

®TANA3ON-
30POB'A

Tabnetku no 500 wr,
no 10 TabneTtok y
6nictepi; no 1 abo
no 10 6nictepiB y
KapTOHHiiA KopobLj;
no 10 TabneTtok y
6nictepax

ToBapucTeo
3
o6mexeHo
Bignosiganb
HiCTIO
"PapmaueBT
N4Ha
KOMnNaHis
"3popos'a”

Ykpaina

BCi cTagii
BMPOGHULITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
obmexeHoto
BiAMNOBIAA/IbHICTIO
"®apmMaLeBTnYHa
KomnaHis
"3popos'a”,
YKpaiHa;

BCi cTagii
BMPOGHMLITBA,
KOHTPOb AKOCTI:
ToBapucTso 3
0bMeXxeHoto
BiANOBIAA/LHICTIO
"®APMEKC

YKpaiHa

MepepeecTpalisi Ha HeobMeXeHW TepMiH. OHOBIEHO
iHcbopmaito y posginax "Cknag" (yTOUHEHHS
iHchopmawii), "B3aemogist 3 iHLMMK NTiKapCbKUMM
3acobamu Ta iHWi B1uAamn Baemogiii", "OcobnmnBoCTi
3acToCcyBaHHSA" IHCTPYKUIT AN MeAUYHOro
3acTOCyBaHHS flikapcbKoro 3acoby BiAMOBIAHO A0
6e3nekn 3acToCcyBaHHA Ail040T PEYOBUHM.
MepioAnyHICTb NOAAHHA PEryNspHO OHOB/IIOBAHOIO
3BITYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
MiHicTepcTBa OXOPOHM 3[40POB’A YKpaiHu Big, 27
rpygHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B'st YKpaiHu Big 26 BepecHsi 2016 poky
Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3Ha4EHUMU
y NepioANYHOCTI NOAAHHA PEryNsApHUX 3BITiB 3
6esneku.

Ne 10 - 6e3
peuenma;
Ne 100 — 3a
peyenmom

Ne 10 —
nionseae;
Ne 100 —

He
nionsieae

UA/4692/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
reyn-,
YKpaiHa
40. DPTOPAPYP® Kancynm Teepgi no AT NaTBis AT "I'piHaekc" Natsis MepepeecTpauis Ha HEOOMEXEHU TEPMIH. 3a He UA/3583/01/01
400 wmr; no 100 "I'piHaekc” MepioAnyHICTb NOAAHHA PErynsipHO OHOB/IKOBAHOMO peyenmom niossieae
Kancyn B 3BiTYy 3 6e3neku, BignosiaHoO 10 Mopsiaky 34iCHEHHS
KOHTeliHepi; no 1 thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
KOHTEliHepy B MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Big, 27
KOpo6Li 3 KapTOHY rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YKpainm 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakazy MiHicTepcTBa
OXOPOHW 340p0B'A YKpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HAaYEHNMM
Y NepioANYHOCTI NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
41, XNoPO®ININT rycta maca ToBapucTBo YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/14811/01/01
Y EKCTPAKT (cybeTaHuis) y 3 06MexeHo nionsizae
ryctum noABiNHNX obmexeHol BiANOBIAA/LHICTIO
nonieTuIeHoBMX BignoBigasb "hapMaueBTNYHA
naketax gns HiCTIO KoMMaHis
hapmaLeBTUYHOro "papmaveBT "3p0pos'a”
3aCTOCyBaHHSA nyHa
KoMnaHis
"3p0pos'a”
42. XNOPMNPOMAS3 | po3uuH gns iH'ekuii, | ToBapucTBO YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNA TEPMIH 3a He UA/10294/01/01
NHY 25 mr/mn, no 2 mn B 3 BUPOGHULTBA, 3MiHu Wopo 6e3nekn/ehekTMBHOCTI Ta peyenmom niosnsieae
rigPOXNoPUA | amnyni; no 10 obmexeHo KOHTPO/b AKOCTI, thapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctui
amnysn B KOpobui; no | Bignosigaib BWMYCK Cepii: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,iT
2 mn B amnyni; no 5 HicTiO ToBapuCTBO 3 AN MeAnYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
amnyn y 6nictepi; no | "Xapkiscbke 06MexeHo OHOB/IIOBAHOrO 3BITY 3 6e3nekn NikapCbKoro 3acoby,
2 6nictepu y thapmauesT BiANOBIAA/LHICTIO abo gocnigpkeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
KopobLi; no 2 mn B N4He "XapkiBcbke 3acoby B nicnspeecTpaviiiHnii nepios, abo sk
amnyni; no 10 nignpvemcTs thapmaueBTUyHe pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
amnyn y 6nictepi; no | o "3gopos's niANPMEMCTBO BiAMOBIAHO A0 NiaHy negiatpuyHux gocnimpkeHs (PIP)
1 6nictepy y Hapogay" "340poB'a (3MiHY Y3rof)keHo 3 KOMNETEHTHNM YNOBHOBaXXEHUM
Kopoo6Ui Hapoay", OpraHoMm) - 3MiHY BHECEHO A0 IHCTPYKLi Ans
YkpaiHa,; MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
BCi cTagii po3ginis "Moka3zaHHS" ( BUIyYeHO MoKa3aHHS:
BMPOGHULITBA, 6nt0BaHHA Y BariTHNX), "B3aemogia 3 iHWKMK
KOHTPO/b SKOCTI: nikapcbkMu 3acobamMu Ta iHWi BUAn B3aemogiii",
TOB "Oco6nMBOCTI 3aCTOCyBaHHA", "3acToCyBaHHS Y
"®apmMaueBTnYHa nepiog, BaritTHoCTi abo rofyBaHHsA rpyaat" BignosigHO
KOMMaHis [0 OHOBJIEHOT iHGhopMaLii 3 6e3Mnekn 3acTocyBaHHS
"3p0pos'a”, Lito4oi Ta AONOMDKHUX PEYOBUH.
YKpaiHa MepioAnyHICTb NOAAHHSA PEryNsSiPHO OHOB/IKOBAHOMO

3BiTy 3 6e3neku, BignoBigHo Ao Mopaaky 34iiCHeHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

MiHicTepcTBi tocTuLi YkpaiHn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Hakazy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif, 26 BepecHs 2016 poky
Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
y NepioAnYHOCTI NOAAHHA perynsapHux 3BiTiB 3
6e3neku.

HavyanbHUK Bigaginy 3 nutaHb (papmaneBTUYHOI
AisnbHocCTi lenapTaMeHTy peasisauii NONiTUK

T.M. IacKOBCbKUn




NMEPENIK

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

05.05.2020 Ne 1040

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

no 0,5 mn (1 po3a)
a6o 1 mn (2 gosun) B
amnyni; no 10 amnyn y
nauui

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYyeHHs
1. L-FICTUANHY | nopoLuok (cybcTaHuis) TOB YkpaiHa KioBa Xakko bio AnoHis BHECEHHS 3MiH [0 peecTpavljiiiHiX maTtepianis: 3miHu | Tuny - UA/10699/01/01
MOHOrigrPo y NoABilAHNX «MynbTichapmar» Ko., N14. - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
xnoenagy nosieTuIeHoBUX agpecu 3asBHUKaA (BNacHMKa peectpauiniHoro
MOHOTrIAPA naketax gns nocBigYeHHs). 3MiHM BHOCATBLCS Y 3B’A3KY 3i 3MIHOO
T BMpOOHULTBA hopMU BNIACHOCTI, 6€3 3MiHU IPUANYHOT 0COBU 3asBHMKA.
CTEPUSIBHUX
niKapcbknx doopm
2. ASUMEL® TabneTtku, BKPUTI NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |1 3a UA/7234/02/01
N1iBKOBOIO "Kuismegnpenap "KniBmegnpenap TUNy - BBEEHHS A04ATKOBOro BMPO6HMKa API peyenmom
060n0Hkoto, no 500 Mr ar" at" (asuTpomiuyunHy gurigpaty) Shanghai Shyndec
no 3 abo 10 TabneTok Pharmaceutical (Haimen) Co., Ltd., Kutaii
y 6nictepi; no 1
6nicTepy y navui 3
KapTOHY
3. AKAMN-BIONIK | cycneHsis gns iH'ekuii AT "BIOJIIK" YkpaiHa AT "BIOJIIK" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/13006/01/01

- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuyenmom
afipecyt MicLs NPOBaKEHHSA AisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOHAKUY AiNbHULi BUNYCKY cepil abo micue
NPOBeAEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iMNOPTEp, BKIKOYAOUM BUMYCK
cepiii). 3MiHa HaliMeHyBaHHSi BUPO6HUKA rOTOBOr0O
nikapcbKoro 3acoby 6e3 3miHW Micus BUpobHULTBA 3
Bi4MNOBIAHVMMM 3MiHAMW y peecTpauiiHOMy NOCBIgYEHH,
MKSA, [HCTpYKLii 4519 MeANYHOro 3aCTOCYBaHHSA
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHi. TepmiH BBeeHHS
3MiH - 6 MicAUIB NicnA 3aTBEPAKEHHSA. 3MiHM | TNy -
AAMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
agpecu MicLs NpoBaMKEHHS AiANbHOCTI BUPOOHMKA
(BKAKOUAOUM, 32 HEOOXIAHOCTI, MicLe NPOBEeAEHHS
KOHTPO/O SIKOCTi), abo BracHuka mactep-caiina Ha Adl,
abo noctavasnbHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/MpoMKHOro NPOAYKTY, WO
3aCTOCOBYHTLCS Y BUPOOGHULTBI AD| (SKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
Bi4MNOBIAHOCTI €BpoNelichbkili hapmakonei y
3aTBEPKEHOMY [10CbE, 260 BUPOBGHMKA HOBOI AONOMIXKHOT
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Papma Arl,

MaH ynpaBniHHA pu3ukamu Ao Bepcii 25,3. BHeceHi 3MiHu

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
HaliMeHyBaHHs BUpOo6HUka A®I 6e3 3MiHN MicLA
BMPOGHMLUTBA. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/EHHA TEKCTY MapKyBaHHS yNakoBKM /iKapCbKoro
3ac06y 3 BHECEHHAM iHhopmaL,i WoA0 3a3HaYeHHs
O4VHWLb BUMIPIOBaHHS y cuctemi Sl. TepmiH BBeAEHHSA
3MiH - 6 MicALiB nicna 3aTBepMKeHHs. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy 3asiBHVKa (BlacHuKa peectpaviiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHMKa (BnacHuKa
peecTpauiiHoro NocBigYeHHs) 3 BignoBigHMMN 3MiHAMU Y
peecTpauiiiHomy nocsigyeHHi, MKH, TekcTi MapkyBaHHs.
TepMiH BBEAEHHS 3MiH - 6 MicsILIB NiCNs 3aTBEPIKEHHS.
4, AKTEMPA® KOHLeHTpaT Ans ®.XothpmaHH- LLBeiuapis Brpo6HMUTBO Anonis/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny 3a UA/13909/01/01
pO34nHy A1 iHdy3il, Na Pow N1g, Hepo3ghacoBaHo | HimeuunHa/ - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
20 mr/mn; no 80 mr/4 T npoAyku,ii, LLiBeiiuapis agpecy Micus NPoBaMKEHHS AiSNIbHOCTI
M1 a6o 200 mr/10 mn, nepBuHHE BMPOBGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
a6o 400 mr/20 mny nakyBaHHs: BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
thnakoHi; no 1 abo 4 Uyraii dapma NPOBeAEHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKY
h/1aKOHW Yy KapPTOHHIl MaHyhekTypuHr BiANoBigae BMPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepii)
Kopoobui Ko. T, AnoHis; - 3miHa agpecu BupobHuka 13 ®.XoddpmaHH-/15 PoLu
BunpobyBaHHs NiTp, WBeliuapisi, BiANOBiAa/IbHOTO 3a BTOPUHHE
KOHTPOO nakyBaHHs1, BUNPO6yBaHHA KOHTPOSO SKOCTI, BUMYCK cepii,
AKOCTI: 6e3 3MiHN Micusa BUPOGHMLTBA. 3MiHV BHECEHO B
Pow ®apma AT, IHCTPYKLiO 415 MeQUYHOro 3aCToCyBaHHS LWoa0
HimeuunHa; MiCLie3HaxXoMKEHHS BUPOOHMKA 3 BiANOBIAHUMMN 3MiHAMM Y
BropuHe TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
nakyBaHHs, (BBEAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
BMNpPO6yBaHHsA 3aTBEPMXEHHS); 3MiHU | TUny - 3MiHK Woao
KOHTPO0 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
SKOCTI, BUNYCK BHECEHHS 3MiH 0 po3ainy “MapkyBaHHa” MKA 13.
cepii: OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW J1iKapCbKOro
®.XohpmaHH- 3acoby (BBeAeHHS 3MiH NPOTArom 6-Tu MicAuUiB micas
Na Pouw Nita, 3aTBEPKEHHS)
Lseiiuapis
5. AKTEMPA® KOHUeHTpaT ans ® . XohpmaHH- LBeiiuapis Brpo6HMLUTBO AnoHis/ BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3miHu | Tuny 3a UA/13909/01/01
PO34nHy ANA iHdYy3ii, Na Pow N1g Hepo3schacoBaHo | HimeyunHa/ - 3MiHW [0 IHCTPYKUT AN MEANYHOro 3aCTOCYBaHHS peyenmom
20 mr/mn; no 80 mr/4 T npoAyKu,ii, LLIseliyapis niKapcbKoro 3acoby Ao po3ainis "OcobanBoCTi
mn a6o 200 mr/10 mn, nepBuHHE 3acTocyBaHHA" Ta "lNMo6iuHI peakuii”; 3miHun | Tuny -
a6o 400 mr/20 mn y nakyBaHHs: OHOB/IEHO MnaH ynpasniHHA pu3vkamu fo sepcii 25,1.
donakoHi; no 1 abo 4 Yyraii dapma BHeceHi 3miHM fo YyacTvH: «Cneuucpikauis 3 6e3nekun»,
h/1aKOHW Y KapPTOHHiIl MaHydeKkTypuHr «3axoau 3 MiHiMi3aLii pu3nKiB», «JoaaTkm» y 3B'A3Ky 3
KopooLi Ko. NiTa, AnoHis; NiABULLLEHHAM PiBHSA PU3NKY renaToTOKCUYHOCTI 3
BunpobyBaHHs BaXX/IMBOrO NOTEHLIHOr0 0 BaX/INBOrO
KOHTPO/0 ieHTNDIKOBAHOTO Ta BK/IOYEHHSAM MOB’A3aHNX 3 LM
AKocTi: Pow 3axopis 3 MiHiMi3aUii puanky; 3MiHW | TUNY - OHOBNEHO
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no 1 dpnakoHy y
KapTOHHI nauwi
pa3om 3 [03yBasIbHO
JIOXKOK; N0 10 mny

- BUNYYEHHS NoKa3HKKa «OpraHoNenTUyHi NOKa3HWKN» i3
crneuudikaLii nepBMHHOIO nakyBasibHOro mMarepiasy
«M1AaCTUKOBI TBUHTOBI KPULLIKW A/15 CKNSHUX Ta
NIaCTUKOBUX QO/IAKOHIB»; 3MiHW | TUMY - BUTyYEHHS OfHOT0

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
HimeyuunHa; [0 YacTuH: «lMnaH 3 dhapmakoHarnagy», «Jogatkm» Ha
BtopuHe OCHOBI 3BITy Npo nicnsipeecTpayiiHe AOCNIMKEHHS 3
nakyBaHHs, 6e3nekun; 3MiHu Il Tuny - 3MiHK [0 IHCTPYKLiT ANns
BWMYCK Cepil: MeJMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ginis
®.XodhhmaHH- "PpapmakonoriyHi BnactusocTi", "Cnoci6 3acTocyBaHHsA Ta
Na Pow NtpA, Ao3n" Ta "MobiuHi peakuyii”; 3miHu Il Tuny - oHoBNeHo MnaH
LLiBeiuapis; ynpaBniHHA pu3nkamu fo Bepcii 25,2. BHeceHi 3MiHu fo
BunpobyBaHHs YyacTuH: «Cneumndikauis 3 6e3nekn», «lnaH 3
KOHTPOIO thapmakoHarnagy», «3axofm 3 MiHimizawjii pu3nkis»,
AKOCTI: «Pestome nnaHy ynpaeniHHA pusvikamn», «Jofatku»
®.XodhhmaHH- BiANOBIAHO A0 pekomeHAauiin Guideline on good
Na Pow NTg, pharmacovigilance practices (GVP) Module V — Risk
LBeiiuapis management systems (Rev 2) BBegeHHs 3MiH NpoTarom 6
MicALiB NicNs 3aTBepIKEHHS
6. ANEKCAH® PO34MH A1 iH'EKUI Ta EBEBE ®apma ABcCTpist EBEBE ®apma AscTpist/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3miHu | Tuny 3a UA/1150/01/01
iHdpy3iiA, 20 mr/mn no 5 lec.m.6.X. lec.m.6.X. Hdr. HimeuuunHa - MOAAHHSA OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI peyenmom
M (100 mr) y Hdor.KI KI', ABCTpis €Bponeiicbkili hbapmakonei Ne R1-CEP 2000-048-Rev 03
thnakoHi; no 1 (MOBHWIA LWKN Ana gioyoi peyosnHy Cytarabine Bif BXe 3aTBEpAXEHOro
h/1aKOHY B KapTOHHii BMPOGHMLTBA); BMPOBHUKA, SIK HACNifOoK 3MiHa Ha3Bu BnacHuka CEP Ta
Kopobui Nab6op /IC CE & Ha3BW BUPOOHMYOT AinbHULi 3 EUTICALS S.P.A. Ha
Ko.KT, PRIME EUROPEAN THERAPEUTICALS S.P.A. -
HimeuunHa EUTICALS S.P.A.
(TecTyBaHHs);
Mnn
Mikpob6ionoriwe
¢ MNprochnadop
M6X , ABCTpis
(TECTyBaHHS)
7. ANEKCAH® PO34MH ANA iH'eKLii Ta EBEBE dapma ABCTpist EBEBE ®apma AscTpist/ BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3miHu | TUNY 3a UA/1150/01/02
iHdpysiiA, 50 mr/mn no fec.m.6.X. ec.m.6.X. Hdpr. HimeuunHa - MOAAHHS OHOB/IEHOTO cepTMdlikaTa BignoBigHOCTI peuyenmom
10 mn (500 mr), abo Hdor.KI KI, ABcTpis €Bponeiicbkili hapmakonei Ne R1-CEP 2000-048-Rev 03
no 20 mn (1000 wmr), (NOBHWIA LYKN 4ns pitoyoi peyoBrHu Cytarabine Bif Bxe 3aTBepAXeHoro
a6o no 40 mn (2000 BMPOGHMLTBA); BMPOOHUKA, SIK HAc/iAoK 3MiHa Ha3Bu BnacHuka CEP Tta
Mr) y doiakoHi; no 1 Na6op /IC CE & HasBu BUPOGHMYOT AinbHULi 3 EUTICALS S.P.A. Ha
(h/1aKOHY B KapPTOHHiiA Ko.KT, PRIME EUROPEAN THERAPEUTICALS S.P.A. -
Kopobu,i HimeuunHa EUTICALS S.P.A.
(TecTyBaHHs);
mnn
Mikpob6ionoriwe
¢ Mprochnabop
'M6X , ABCTpis
(TecTyBaHHs)
8. ANNMATE/NNb® | cycneHsis opasbHa, TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 6e3 UA/0879/01/01
A no 170 mn y dpnakoHi; YkpaiHa" TposiH AT - 3MiHM B NOCNiQOBHOCTI cTagili BUpO6HULTBA; 3MiHK | TUny | peyenma
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nakeTuky; no 10 a6o i3 1BOX 3aTBEPMKEHNX METOAIB BU3HAYEHHSA MOKa3HMKa
20 nakeTukiB y «BigHOCHa rycTuHax.; pefiakuiiiHi npasku fo po3ainy
KapTOHHIW nayv,i «MikpobionoriyHa unctoTa». BeBefjeHHs1 3MiH NpoTsArom 6-
TV MicsILiB Nicns 3aTBepAKEHHS

9. AMEPTUN® TabneTtku, BKPUTI Biochapm N4, MonbLia BIO®APM NTA Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 6e3 UA/2728/01/01
06010HKOt0, N0 10 mr - OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKW /iKapCbKoro peyenma
no 7 TabneTok y 3aco0by 3 BHECEHHAM iHdhopMmaLlii LWoAo 3a3HaYeHHs
6nictepi; no 1 OAVHMLB BUMIPIOBaHHA y cucteMi Sl. BHeceHHs 3MiH g0
6nicTepy B KapTOHHIl po3gainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
kopo6ui; no 10 MAPKVPOBKA. CornacHo yTBepXAeHHOMY TeKCTY
Tabnetok y 6nictepi; MapKUPOBKU
no 1 a6o 2, a6o 3
6nicTepy B KAPTOHHii
Kopobui

10. AMI3OHYUK cupon, 10 mr/mn; no AT «Ddapmak» YkpaiHa AT «Dapmak» Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/11862/01/01

® 100 mn y chnakoHi; no - AgMiHiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma

1 chnakoHy Ta 1
[03yBa/TbHIl TOXL B
nauui

afpecy 3asiBHMKa (BlacHMKa peecTpaviliHoro
noceigueHHs). 3mMiHa hopmuy BNACHOCTI 3asiBHMKa Ta
afpecu BNPoBaKeHHA AiANbHOCTI 3asaBHUKa. BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB NicNs 3aTBepiKeHHS. 3MiHu |
My - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEeHYBaHHSI
Ta/abo agpecy MicL NPOBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/THOYAKOUM AiNbHULI BUMYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiit).
3MiHa chopmMu BNacHOCTI BUPOGHMKaA Ta agpecu
BNPOBaKEHHS AiSNIbHOCTI BUPO6HMKA. 3MiHN BHECEHO B
IHCTPYKLiO 4151 MeANYHOrO 3aCTOCYBaHHS LLIOAO
HaliMeHyBaHHs Ta MiCL,e3HaxOoAKeHHS BUPOOHMKa 3
BIANOBIAHUMY 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby. BBeAeHHs1 3MiH MPOTAroM 6-tu
MiCALiB Nicnsa 3aTBepAKeHHs. 3MiHN | Tuny - 3MiHW 3
AKOCTi. A®I. KoHTposb AdL. 3MiHa y napameTpax
cneumgikauii Ta/abo 4ONyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisix Ha Adl, abo BMXigHWI/NPOMIKHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLECi
BMpo6HMUTBa AD| (ZONOBHEHHS cneuudikauii HoBUM
NOKa3HNKOM SKOCTi Ta BiANOBIAHUM METOL0M
BUNpobyBaHHA). Ha BUpoGHMYii niowaaui y m. LocTka,
0151 BUPOOHMUTBA Aito40i pevoBUHM ami3oHy® (eHicamiym
nogunay), B cneyudikauii BUXigHoro matepiasny Boau
OYuLLEHOT BiAGYack 3aMiHa NokasHunka «PeqyoBuHY, LLLO
OKMCIOKTLCA» HAa NOKa3HUK «3arasibHuii opraHivyHuia
Byrnewb». 3MiHu | Tuny - 3miHu 3 sikocTi. A®l. KoHTponb
A®I. 3viHa y napameTpax cneuudikauiin Ta/abo
O0NYCTUMMX MEX, BU3HAUYEHUX Y cneundiikauisax Ha Adl,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

abo BUXIgHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTBa AdI
(BUAYYEHHS HE3HAYHOrO NMOKa3HMKa SIKOCTi (Hanpuknag,
BW/TyYEHHS 3acTapifioro nokasHuka)). Ha Bupo6Hnyii
nnowaaui y M. LLlocTtka, ons BUpo6HMLTBA AitoHoil
peyoBMHM ami3oHy® (eHicamiym ioguay), B cneumdikawii
BWXiHOTO MaTepiasly CnMpTy eTUI0BOro pereHepoBaHoro
Bigbynach 3aMiHa nokasHuka «BigHocHa ryctuHa» Ha
nokasHuK «Boga» 3 4ONYCTUMOIO MeXeto, He biflbLue
11,0%. 3minHu | TMRY - 3MiHK 3 skocTi. ADI. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3Ha4YeHnX y cneumdikauisx Ha A®l, abo
BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BUKOPUCTOBYIOTLCA Y NpoLeci BUpobHuuTea AdI
(3BY)XXEHHSI ONYCTUMMX MEX, BU3HAUYEHMX Y crneumdikavi).
Ha Bnpo6Huyiii nnowaayi y m. LocTka, A8 BUpo6HMLTBa
Aito40T peyoBrHN ami3oHy® (eHicamiym ioamay), B
cneuudikaLii BUXigHOro matepiasly BOAW OUNLLEHOT
3BY)XXEHO [JONYCTUMI MeXi 3a NOKasHUKoM «lMuToma
€/1eKTPONPOBIAHICTb» (3aTBEPKEHO: He Ginblue 4,3 uS
cmM-1 npu Temnepatypi 20 °C; 3anponoHOBaHO: He GinbLue
1,1 pS cm-1 npu Temnepatypi 20 °C). 3miHu | Tuny - 3miHK
3 AkocTi. A®l. KoHTponb A®Il. 3miHa y MeTofax
BMNpo6yBaHHA APl abo BUXigHOro MaTepiasty/npomMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BUpo6HMLTBa AP (IHLWi 3MiHM Y MeToAax BUNPOOyBaHHS
(BKIIOYAt0UM 3aMiHy ab0 AONOBHEHHS) AdD| abo
BVXifHOro/MpoMikHOro NnpoAaykTy). Ha BUpo6Huuili
nnowaaui y M. LlocTtka, o8 BUpo6HMLTBA AitoUoil
peyoBuHM ami3oHy® (eHicamiym noauay), B MeTogax
KOHTPO/IH0 AKOCTi BUXiAHOrO MaTtepiany BOAY OYULLEHOT
Big6ynacb 3aMiHa MeToAy nokasHvka «PeyoBuHM, L0
OKMCNIOKTLCA» HA METOZ, NoKasHuka «3arabHui
opraHiyHuii Byrnewb». 3MiHu | Trny - 3miHu 3 sKocTi. AdI.
Bupo6bHMLTBO. 3MiHM B npoLeci BUpo6bHuLTBa Ad|
(He3HayHa 3miHa y npoueci BupobHuuTea Adl). Ha
BMPOGHUUIl nnowaayi y m. LocTka Biabynack 3miHa Ha 3
cTagii «OfepXaHHs ami3oHy TEXHIYHOro», a came,
3a3HavYaETbCA MOX/IMBICTb MPOBEAEHHS MOBTOPHOI
nepekpucTanisadii, Npu HeobXigHOCTI.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. ADL. KoHTposib ADL. 3miHa y
napameTpax cneundikauii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BMXiAHWIA/NPOMIXHUIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea A®I (iHwwi
3MiHM). Ha Bupo6Huuii nnowaaui y M. WocTka, Bigbynock
BUTYYEHHS BUKTaEHHSA NOBHOT METOAMKN 32 NOKA3HNKOM
«Mikpob6ionoriyHa YnctoTa» B METOAAX KOHTPOJIKO Aito4oil
pPeYoBUHM aMi30HY® (eHicamiym Mogmay), AofAaHo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocsBi0OYEeHHs

nocunaHHA Ha 3arasibHi cTatTi JPY [0 3aTBepAKeHOro
nocmnaHHs Ha EP Ta 3MiHeHO YacToTy BUNpobyBaHHA 3a
nokasHukom «MikpobiosioriyHa unctota» B cneuudikawii
Ha fjtoyy peyoBrHYy ami3oHy® (eHicamiym noauay) i3
BM3HAYEHOI0 NEePIOAMYHICTIO — NepLua Ta KoxHa gecsita
HacTynHa cepis, ane He pigwe ogHoro pasy Ha pik. 3MiHu |
MRy - 3miHK 3 skocTi. A®I. BupobHuuTBO. 3MiHM B Npoueci
BUPOGHMLTBA ADI (iHLWi 3MiHKM) - Ha BUPOGHWYii nnowaaui
y M. LLlocTka BHECEHO 3MiHU A0 On1cy BUPOBHMYOrO
npouecy, a came: - ctagia 3 OgepxaHHsA aMmi3oHy
TEXHIYHOro (BUK/IHOYEHI 3a3Ha4YeHHs Yacy asikiflyBaHHA Ta
yacy BUTPUMKN); - cTagia 4. OfepxaHHs aMi3oHy
ouMLLEHOrO (3MiHa TPMBAOCTI CYLLKM 3 «MpoTsarom 12-16
TOAUH» HA «HEe MEHLUE 4 roAVH»; BUK/HOUYEHI BU3HAYEHHS
Yyacy BUTPYMKM Ta BU3HAYEHHS TeMNepaTypu CyLLKK, a
TakoX Bu/y4YeHi dopasu ctocoBHO 90% eTaHony). 3miHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbkuMii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3MiHa y MeToAax
BMMNPO6YyBaHHA roTOBOro NikapcbKoro 3acoby (415
npuBeLeHHS y BiANOBIAHICTL 3 AdY abo EBponelicbkoto
hapMakoneeto Ta BUy4YeHHS MOCUIAHHS Ha 3acTapisini
BHYTPILLHI MeToA BUNpobyBaHHs i iioro Homep) (B.I1.r.2.
(8) 1A)- BunyyeHo TEKCT METOAMKN BUNPOOYBaHHSA 3a
nokasHukoMm «MikpobionoriyHa unctoTa» B MeTogax
KOHTponto /13 Ta gofaHo nocunaHHsa Ha AdY fo
3aTBEpPKEHOro nocunaHHa Ha EP. 3miHn | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA NikapcbKnin 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHM BUNpo6yBaHb abo AOMYCTUMMX MEX, BCTAHOB/IEHUX
y cneyudikauisx, nig yac BMpo6HULTBA FOTOBOIO
nikapcbKoro 3acoby (iHwi 3miHW) - 3MiHn cneuudikavii Ha
NPOMiXXHWIA MPOAYKT «[1pUroToBaHuin po34mH», a came
BHECEHHS NPUMITKV A0 NokasHuKa «KinbkicHe BU3HaYeHHS.
AMIi30H» (BU3HAYEHHSA NPOBOANTLCA A5 BaNiAaLinHNX
cepiit).

11.

AMIKALWMA,

PO34UH A5 iH'EKLiA,
250 mr/mn; no 2 mn
abo 4 mn y drnakoHax;
no 1 chnakoHy B navui
3 KapTOHy; Mo 2 MN
abo 4 mn y donakoHax;
no 5 chnakoHiB y
KOHTYPHIll YapyHKOBIi
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B mauuj 3
KapTOHY

ToBapucTso 3
obmexeHor
BignoBigabHICT
10 chipma
"HoBohapm-
BiocuHTes"

YKpaiHa

ToBapucTBo 3
06MexeHo
BignosiganbHicT
10 thipma
"HoBodthapm-
BiocnHTes"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny
- 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW).

OHOB/IEHHSA BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS
NepBVHHOT Ta BTOPMHHOI ynakoBku /13 (BHECEHHS
no3Ha4YeHb OMHMLb BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCcbKoro andasity, Towo). TepMiH BBEAEHHS
3MiH: NpoTArom 6 micAuiB nicns 3aTBepakeHHs. 3MiHu |
UMy - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKEHHS AiANbHOCTI
BMPO6GHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOIO AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBigae BMpOGHMK/iIMNopTep, BKIYaKUM BUMYCK

3a
peyenmom

UA/15452/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
cepiii). 3miHa agpecy BupobHuka 113 ToBapucTBO 3
0o6MexeHoto BignosigasbHICTO thipma "HoBodapm-
BiocnHTes", YkpaiHa, 6e3 3mMiHM MicLs BUPOOGHULTBA.
TepmiH BBEAEHHS 3MiH: MPOTAroM 6 MicAuiB micns
3aTBEpMKEHHSA. 3MiHN | TUNy - AAMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu 3asiBHMKa (BNacHUKa
peecTpauiiiHoro noceigueHHs). 3MiHa agpecy 3asiBHVIKa
ToBapuCTBO 3 06MEXEHOI0 BifNoBiganbHICTIO dhipma
"HoBodhapm-biocnHTes", YkpaiHa. TepMiH BBEAEHHS 3MiH:
npoTsrom 6 MicsiliB Micasi 3aTBEPAKEHHS.
12. AMIHOCO/N® | po3uuH anst iHgysil "Xemodhapm" AL Cepbis "Xemothapm" YopHoropisi/ | BHECEHHs1 3MiH [0 peecTpauiiHnx Matepianis: 3MmiHW | Tuny 3a UA/4102/01/02
HEO 15% no 500 M1y nAswkax AL, Cepbis Cepbis -y MeTogi BUNpobyBaHHA «KinbkKicHe BU3HAYEHHS L- peuyenmom
(KOHTpOSb TpunTodhaHy» A0AAHO NPUMITKY A8 TOoro, Wo6
SIKOCTI, BUNYCK AeTanizysatu onvc MeToAMKM BUNPOBYBaHHSA: «IpuMmiTkKa:
cepii); [N KOKHOTO OKPEMOro aHasli3y HeobXifHO BUMIptoBaTH
XeMOMOHT NOrNMHaHHA pethepeHTHOro Po3unHy nepes
4.0.0., BUMIPIOBAHHAM NOTIMHAHHA BUNPOOYBAHOT0 PO3YMHY»
YopHoropis
(BMpPOGHMLTBO
Hepo3ghacoBaHO
T npoAykuji,
nepBuHHa Ta
BTOPVHHA
yrnakoBka,
KOHTPO/b
SAKOCTI)
13. AMITPUNTUN | TabneTkn, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/4872/01/01
IH 060n0HKo0, No 25 Mr, obMexeHo BMPOGHMLITBA, - 3MiHM [0 [HCTPYKUIT 4N MegUyYHOro 3acTocyBaHHS peyenmom
no 25 Tabnetok y BiANOBiAaNbHICT KOHTPO/Ib AKOCTI, nikapcbKoro 3acoby Ao po3giny "Mob6iyHi peakuii” Wwopao
6aHkax, no 25 10 "[ocnigHunii BMNYCK cepil: 6e3nekn 3aCToCyBaHHA BiAMOBIAHO A0 PEKOMEHAALLN
Tabnetok y 3asog "rHU/IC" ToBapucTBo 3 PRAC
KOHTeliHepax, no 10 06MexeHot
TabneTtok y 6rictepax; BigNoBiAa/IbHICT
no 10 Tabnetok y 10
6nicTepi; no 5 "®apmaLeBTUyH
6nicTepiB y Kopobui a KoMnaHis
"3popos'a",
YkpaiHa; BCi
cTagji
BMPOGHMLITBA,
KOHTPO/Tb SKOCTI,
BMNYCK cepil:
ToBapucTBo 3
0BMEXeHOI0

BignoBiAa/IbHICT
10 "[docnigHwii
3asog "MHUIC",
YKpaiHa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
14. APANII HacToiika rno 25 ta 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX MmaTepianis: 3MiHu | Tuny 6e3 UA/7333/01/01
HACTOWKA My chnakoHi; no 25 $apmaueBTUYHA dapmaLeBTUYHA - 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb peuyenma
Ta 50 Mn1 y dhnakoHax, thabpuka habpuka roTOBOro NikapcbKoro 3acoby. 3miHa y meTogax
no 1 dpakoHy B nauui "Biona" "Biona" BMNPO6YyBaHHA roTOBOro NikapcbKoro 3acoby (41

npuBeLEeHHS y BiANOBIAHICTL 3 A4dY abo EBponelicbkoo
hapmMakoneeto Ta BUy4YeHHS MOCUIAaHHS Ha 3acTapisini
BHYTPILLHI MeToA BUNPObyBaHHS i loro Homep) -
BHECEHHS 3MiH 4,0 MeTo/iB KOHTPOSII0 SKOCTI NiKapCbKoro
3acoby 3a nokasHukamu «Mikpob6iosioriyHa YncToTa»,
«Cyxuid 3a/MwoK», «BMICT eTaHony», «Baxki meTanm»,
«lpeHTudpikauis Apanosign Metog TLX», a came 3amiHa
nocunaHb 3 MY 1.0 Ha «gitouy pegakuito» OPY; 3miHu |
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) - 3amiHa 4o po3ainy
«["pachiuHe 0hOpMIEHHS YNAKOBKU» Ha po3f4in
«MapkyBaHHs» MKA /13. OHOB/IEHHA BXe 3aTBepIKeHOro
TEKCTY MapKyBaHHS yNakoBKM /ikapCbKoro 3acoby i3
3a3HaYEHHSIM MiXXHAPOHMX NO3HAYEeHb OAVNHULb
BMMiptoBaHHS (BBeAeHHS 3MiH MPOTAroM 6-TW MicsLiB
nicnsa 3aTBepmMXeHHs); 3MiHN | Tuny - 3MiHM 3 AKOCTI.
o0TOBUIA NikapCbKMin 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikawlii
Ta/abo [onyCcTUMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(iHWi 3miHKW) - BHECEHHSA 3MiH Ao Cneuudikayii/MeToais
KOHTPOJII0 SIKOCTI NiKapCbKoro 3acoby, a came npuBefeHHs
n."Mikpo6ionoriyHa ymcToTta" y BignoBigHIiCTb 40 BUMOr
ooy
CynyTHS 3MmiHa
- 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbkoro 3acoby. 3miHa y MmeTogax
BMNPOGYBaHHSA rOTOBOrO /liKapcbKoro 3acoby (iHLWi 3MiHW y
MeToAax BUNpobyBaHb (BK/IYaoumn 3amiHy abo
[OOMOBHEHHS));

- 3MiHM | TNy - 3MiHK 3 AKOCTi. [OTOBWMIA Nikapcbknii 3acib.
CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOrO /ikapCbKoro 3acoby (3miHa
Macwu/o6'eMy BMICTy KOHTellHepa 6aratof030BOro
nikapcbKoro 3acoby Ans HenapeHTepaibHOro
3acTocyBaHHS (a0 04HOA030BOr0, YaCTKOBOro
BMKOPWCTaHHS)) - BBEEHHS A04AaTKOBOrO PO3Mipy
yNakoBkM - N0 25 MN y drnakoHax CKASHNX, YKYNOpeHnX
Npo6KOK-KpanenbHULIEIO Ta KPULLKOK B nNayli abo 6e3
nayku, 6e3 3MiH NEPBNHHOIO NakyBasIbHOTO MaTepiasly Ta 3
BignosigHMMKM 3mMiHaMu o Cneuudikauii/MeTopgis
KOHTPOJIH0 SKOCTI fikapcbkoro 3acoby (n. O6’em BMiCTY
yMakoBKK), p. «YnakoBka», p.Cknag. 3MiHN BHECEHI Y
po3ginu "Cknag" Ta "YnakoBka" B iHCTPYKLi0 oNs
MEeAMYHOro 3aCTOCYBaHHSA MiKapCbKoro 3acoby y 3B'A3Ky 3
BBE/IEHHAM [104aTKOBOro po3Mipy ynakoBkW, K HAcNifokK -




37

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aTBEPKEHHSA TEKCTY MapKyBaHHSA [0aTKOBOI yNakoBKu
niKapcbkoro 3acoby; 3miHu | TMny - 3MiHW 3 AKOCTI.
[oToBMiA nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa chopmu abo
pO3Mipy KOHTEHepa 4un 3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBKu) (HECTepUbHI ikapcbki 3acobm) -
BBE/EHHS 3aKyrnoploBa/ibHOro 3acoby (Mpo6ku-
KpanesibH1Li) 415 HOBOro hsiakoHa no 25 mn, 3
BIAMOBIAHMMM 3MiHaMK A0 p. «YNakoBka», 6e3 3MiHn
SIKICHOTO cknagy marepiany
15. APTETT cnpeii HaLKipHWiA, [enbTa Megiken Lseiyapia | ®apbin Bantpon HimeuuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 6e3 UA/12446/01/01
CMPEN po3uuH 4 %; no 12,51 MpomoyLwH3 Al 6X - BHECEHHS 3MiH A0 po3giny “MapkyBaHHs" MKA N3. peyenma
ab6o 25 r y hsiakoHi 3 OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKM J1iKapCbKOro
[103YH04MM NPUCTPOEM 3aco0y i3 3a3HaYEeHHAM MiXXKHAPOAHMX NO3HAYEHb OAUHULL
Ta 3aXVCHUM BMMIpIOBaHHS.; 3anponoHOBaHO: 3rifHO 3aTBEPAXEHOT0
koBmaykom; no 1 TEKCTY MapKyBaHHs
(h/1aKOHY Y KapTOHHiIlA BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
Kopobui 3aTBEPAKEHHSA
16. APUKCTPA® PO34UH A5 iH'EKUN, AcneH dapma Ipnangis AcneH Hotep PpaHuis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/6804/01/02
12,5 mr/mn no 0,4 mn TpeligiHr Jam pe - 3MiHM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. | peyenmom
(5 mr), abo no 0,6 mn Niviteq BoHpeBiNb BBegeHHs1 a60 3MiHM [0 y3arasibHEHVX JaHuX Npo
(7,5 mr), abo no 0,8 cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHNxX
M (10 mr) y [aHvX Npo cuctemy thapmakoHarnsgy, samiHa
nonepegHsL0 YNOBHOBaXXEHOI 0CO6M, BifMnoBigaibHOI 3a 34iACHEHHS
3anoBHEHEHOMY chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnagy
wnpuui; no 10 3asBHUKaA 419 3AiliCHeHHs hapMakoHarnagy B YkpaiHi,
nonepegHsL0 SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
3arnoBHEHVX Wnpuuis BiANOBIAaA/IbHOI 3a 34iiCHEHHSA dapmakoHarnsgy
y Kopoo6Lii (BKHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIeHHI
mMacTep-gaiina cucteMmn hapmakoHarisgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0COOM 3as1BHUKA,
BiAANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis: Kyuma Bonogumnp
OnekcaHgpoBMY. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXKEHOT 0CO6Y 3asBHMKA, BifnoBifabHOT
3a thapmakoHarnag B Ykpaii. 3MiHa micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLIe3HaX0KeHHs MacTep-chaiina
17. APUKCTPA® | po3uuH ONs iH'eKUiid, AcneH dapma Ipnangis AcneH HoTtep ®paHuis BHECEHHS 3MiH 0 peecTpavyiiiHix maTepianis: 3miHu | Tuny 3a UA/6804/01/01
2,5 mr/0,5 mn no 0,5 TpelgiHr [am pne - 3MiHM Wopo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsagy. | peyenmom
M1y nonepeaHs0 Nimiteq BoHaesinb BeefeHHst ab0 3MiHM [0 y3araslbHeHUX AaHuX Npo

3aMNOBHEHOMY LLMPWLL;
no 10 wnpuuis B
KapTOHHI KOpO6L

cuctemy hapmakoHarnagy (BBefeHHs y3araslbHeHNX
OaHux Npo cuctemy hapmMakoHarnsgy, smiHa
YNOBHOBaXKEHOI 0CO6U, BiNOBIAANBHOI 33 34iICHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 hapmakoHarnsagy
3asBHUKA ANA 34iiCHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
Bi4NoBiAa/IbHOI 32 3AiICHEHHS1 hapmakoHarasay
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
(BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
mMacTep-gaiina cuctemm hapmakoHarnsay) - aMiHa
KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 32 hapMakoHar/isg B YKpaiHi.
MponoHoBaHa pepfakuis: Kyuma Bonogummp
OnekcaHgpoBUY. 3MiHA KOHTAKTHUX AaHWUX KOHTaKTHOT
0cobu ynoBHOBaXEHOT 0CO6Y 3as1BHMKA, BignoBiganbHOT
3a (hapmakoHarnag B YkpaiHi. 3miHa Micus 34iiCHeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLie3HaxXoMKeHHs macTep-chaina
18. ATOPBACTE | Tabnetku, BKpUTI PapmaueBTUYHN MonbLia BANTKAHO®APM Bonrapisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHix matepianis: 3miHu | Tuny 3a UA/11325/01/01
PO N1iBKOBOIO 1 3aBof, A-AYTNMHWLUA MonbLa/ - NOJAaHHA HOBOTO cepTudlikarta BifnoBigHOCTI peyenmom
060n0HkKot0, No 10 mr "MOJNIbGAPMA" AT, Bonrapis Cepbis €Bponeiicbkili hbapmakonei Ne RO-CEP 2014-160-Rev 04
no 10 TabneTtok y C.A. (BUPOGHMLTBO, Ans pitovoi peyoBrHKM Atorvastatin calcium trihydrate Big
6nictepi; no 3 nepBrHHe Ta HOBOro BnpobHuka ZHEJIANG JIANGBEI
6nicTepy y KapTOHHIl BTOPUHHE PHARMACEUTICAL CO., LTD.
Kopobui nakyBaHHs,
BiANoBiga/IbHUI
3a BUNyck cepii);
dapmaLeBTUYHN
1 3aBOf
"Monbchapma”
C.A., MonbLa
(BMpPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BignoBiganbHN
3a BUNyck cepii);
PapmaLeBTUYHO
-XimMiuHa
IHaycTpis
3apasrie AT,
Cepbis
(BUPOGHMLTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs)
19. ATOPBACTE | TabneTku, BKpUTI dapmaueBTUYHN MonbLia BANTKAHOAPM Bonrapisi/ BHECEHHS 3MiH [0 peecTpayiiHnx martepianis: 3miHn | Tuny 3a UA/11325/01/02
POn NNiBKOBOO 1 3aBofg A-AYNHWUA Monbwa/ - NOAaHHS1 HOBOTO cepTudikaTa BifgnoBigHOCTI peuyenmom
060/10HKOt0, N0 20 Mr "TIONIb®APMA" AT, Bonrapis Cepbis €Bponeiicbkiii hapmakonei Ne RO-CEP 2014-160-Rev 04
no 10 TabneTtok y C.A. (BMPOGHMLTBO, ONs fitoyvoi peyoBmHKM Atorvastatin calcium trihydrate Big
6nicTepi; no 3 nepBuHHE Ta HoBOro BMpo6Huka ZHEJIANG JIANGBEI
6nicTepy y KapTOHHiIl BTOpPVHHE PHARMACEUTICAL CO., LTD.
Kopobu,i nakyBaHHs1,
BiANoBiga/IbHUIA

3a Bunyck cepii);
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

dapmMaLeBTUYHN
i 3aBOf
"Monbcapma”
C.A., Monba
(BUPOBHMLTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BiANOBIga/IbHUI
3a BUnyck cepii);
dapmaLeBTUYHO
-XiMiyHa
IHoycTpis
3apasrie AT,
Cepbis
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs)

20.

ATOPBACTE
POn

TabneTtku, BKPUTI
N1iBKOBOIO
060/10HKO0, M0 40 Mr
no 10 TabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHIl
Kopobui

PapmaueBTUYHU
1 3aBof,
"MONIb®APMA"
C.A.

MonbLa

BANKAH®APM
A-AYNHWLUA
AT, bonrapia
(BUPOGHMLTBO,
nepBuHHe Ta

BTOPUHHE
naxkyBaHHs,

BiANoBiga/IbHUI

3a BUNyck cepii);

dapmMaLeBTUYHN
1 3aBOf

"Monbchapma”
C.A., MonbLa
(BMpOGHMLTBO,
nepBuHHE Ta

BTOPUHHE
nakyBaHHs,

BignoBiganbHN

3a BUNyck cepii);

PapmaLeBTUYHO
-XimMiuHa
IHaycTpis
3apasrie AT,
Cepbis

(BUPOGHMLTBO,

nepBuHHe Ta
BTOPUHHE
nakyBaHHs)

Bonrapisi/
Monbwa/
Cepbis

BHECEHHS 3MiH [10 peecTpaLjiiiHix matepianis: 3miHu | Tuny
- NOJaHHA HOBOTO cepTudikarta BifnoBigHOCTI
€Bponeiicbkili hbapmakonei Ne RO-CEP 2014-160-Rev 04
Ans pitovoi peyoBrHKM Atorvastatin calcium trihydrate Big
HOBOro Bnpo6bHuka ZHEJIANG JIANGBEI
PHARMACEUTICAL CO., LTD.

3a
peyenmom

UA/11325/01/03

21.

A®DIHITOP

TabneTku, o

HoBapTic ®apma

LLIBeliyapis

Hosaprtic ®apma

LLIBeliLapis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny

3a

UA/11439/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
avcnepryrotbes, no 5 Al LLTeiH AT, - 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta hapmakoHarnagy. | peyenmom
mr, no 10 TabneTok y Lseliuapis BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
6nicTepi; no 3 (BMPOGHNLTBO cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
6nicTepy B KApPTOHHii 3a MOBHUM [JaHnx nNpo cuctemy dpapmakoHarnsgy, aMmiHa
Kopobui LMKIOM); YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
dapmaHanitika hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
CA, Weeliyapis 3as9BHUKa 415 34iiCHEHHA hapmakoHarnsay B YkpaiHi,
(KOHTpO/b AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
AKOCTI (3a Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
BUHATKOM TecTy (BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
Mikpo6ionoriyHa mMacTep-gaiina cuctemm hapmakoHarnsay) - aMiHa
yncroTa)) YMOBHOBaXEHOI 0CO6M 3asBHWKa, BiANoBifa/IbHOT 3a
thapmakoHarnag;: MNponoHoBaHa pegakuyis: David J Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHux
YNOBHOBaXXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsg. 3MiHa KOHTakTHOI 0CcObM YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. MponoHoBaHa pegakuisi: Opnos B’syecnas. 3miHa
KOHTaKTHUX AAHVX KOHTaKTHOT 0CO6K YNOBHOBAXEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. 3mMiHa Micusa 3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
dhapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-caiina
22. A®DIHITOP Tabnetku, Wo HoaprTic ®apma | Llseliuapia | Hoeaptic ®apma | LlUseliyapis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 3a UA/11439/02/03
avcnepryotbes, no 3 Al LLTeiH AT, - 3MiHM WoAo 6e3nekun/eheKTNBHOCTI Ta hapmakoHarnagy. | peyenmom
mr, no 10 TabneTok y Lseliuapis BBefeHHs1 ab0 3MiHM A0 y3arasibHeHWX JaHux Npo
6nicTepi; no 3 (BMPOGHMLTBO cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
6nicTepy B KAPTOHHIA 3a NOBHUM JaHunxX Npo cuctemy dpapmakoHarnsgy, 3miHa
Kopobui LMKIOM); yNOBHOBaXKEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iACHEHHS
dapmaHanitika hapMakoHarnaay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
CA, Weeliyapis 3asBHUKa A5 34iiCHEHHA hbapmakoHarnsgy B YkpaiHi,
(KOHTpO/b SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
AKOCTI (3a Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay
BVHATKOM TecTy (BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
MikpoGionoriuHa macTep-gaiina cuctemm hapmakoHarnsay) - aMmiHa
yncroTa)) YNOBHOBaXEHOI 0CO6VM 3asBHWKa, BiANoBifa/IbHOT 3a
thapmakoHarnag: NponoHoBaHa pegakuisa: David J Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTakTHUX AaHux
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifNOBigabHOI 3a
thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CobM YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. MponoHoBaHa pegakuis: Opnos B'suecnas. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6W YNOBHOBAXEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YkpaiHi. 3MiHa Micus 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina
23. BETAMETA3 Kpem no 15 r a6o no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/1559/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
OH- 30ryTy6i; o 1 Ty6i B | "dapmaueBTUYH "®dapmaLeBTUYH - HE3HAYHI 3MiHU Ta pefakLiiiHi yTOYHEHHS 40 po3ainis peyenmom
OAPHULUSA nauui a thipma a ipma 3.2.P.3.2 «Cknap Ha cepito» Ta 3.2.P.3.3 «Onuc
"fapHnus” "AapHuus” BMPOGHNYOro NPOLECY Ta KOHTPO/Ib MPOLecy»; 3MiHu |
TUMY - BBEAEHHS A0AATKOBOT BUPOBHNYOT AiNbHULI ANA
BMPOBHULTBA rOTOBOrO NiKapCbKoro 3acoby
BIANOBIAA/IbHOI 3@ KOHTPOb AKOCTI Ta BUMYCK cepii
3aTBepxeHoro BupobHuka MpAT "dapmaueBTuyHa
ipma "dapHuusa®;
3MiHM | TMny - 3amiHa abo BBEAEHHS [0AATKOBOI AiNbHNL
BMPOGHMLITBA A/151 HaCTMHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBOro NikapcbKoro 3acoby; CynyTHS 3MiHa:
BBE/IEHHS A0AATKOBOI BUPOBHWYOT AifbHULI AN1A
BMPOGHMLITBA FOTOBOrO J1iKapCbKOro 3acoby
BiiNOBifa/1bHOT 3@ BUPOBGHMLITBO, NEPBUHHE Ta BTOPVHHE
naKyBaHHS 3aTBEPXEHOro BUpobHuka MpAT
"dapmaueBTnyHa ipma “dapHuusa”
24. BETA®EPOH | nopoluok Baiiep Al HimeyunHa Baiiep AT, HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |1 3a UA/15287/01/01
® niodpinizoBaHnin 4ns HimeuunHa TUMY - 3aMiHa «COEBOr0 NENTOHY» Ha «COEBUA NenToH of | peyenmom
NPUroTyBaHHSA (BTOpUHHA animal free» Bif [BOX HOBUX NOCTaYasibHYKIB, L0
PO34MHY ANS iH'eKUili ynakoBka, BUKOPVCTOBYETLCA NPU BUPOLLYBaHHI KyNIbTYpUW KNiTUH
no 0,3 mr (9,6 MAH [03BiN Ha (pre- culture of the WCB) gnsi Bupo6Huutea A®l; 3miHu I
MO) 1 donakoH 3 BUNYyCK cepii); TUMy - 3aMiHa aHTUBCNIHIOKYOro peareHTy (antifoaming
NMOPOLLKOM Y BepiHrep agent) Ucolab Ne38 Ha EROL DF 204 K Big HoBOro
KOMMNJIEKTi 3 IHrenbxainm noctavyasibHUKA; aHTUBCMIHIOKYMIA peareHT
po34ymHHKKOM (0,54 % dapma M'v6X i BMKOPUCTOBYETLCA MPW BUPOLLYBaHHI KyNbTypy KNiTUH
PO34MH HaTpito Ko. KT, (WCB) pnsi Bupo6bHuuTea A®l; BHECEHHS pefakLiiHi
xnopuay) no 1,2 mny HimeuunHa npasku Ao posginy 3.2.S.
nonepegHbL0 (Hepo3dacoBaH
3anoBHEHMX LWNpuULax nii NpoayKT,
Ta HacafKo nepBuHHA
(apantepom) 3 ynakoBka)
rofikoto, 2 CNMPTOBUMM
cepseTkamu B
YNakoBLii 3 KAPTOHY;
no 15 ynakoBoK B
KapTOHHIV Kopobui
25. BIONIK pO34MH ONA iH'EKUI 3 AT "BIOJTIK" YkpaiHa AT "BIONIK" Ykpaina BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/15771/01/01
TYBEPKYNIH aKTUBHICTIO 2 - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
nna-n TO/po3a; no 0,6 mn (6 agpecu 3asBHUKA (BNacHUKa peectpauiiHoro

no3), no 1 mn (10
£03), no 3 mn (30 £o3)
B amnynax Ne 10; abo
komnnekT: 1 amnyna
no 0,6 mn (6 fo3), 3
LUINPULM 3 TONIKamm
ONA BUTAraHHs, 3
oMKW ON151 BBEAEHHS;
abo komnnekt: 1

noceigyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHVKa (BnacHvKa
peecTpaLiiHoro nNocBifgyYeHHs) 3 BifNOBIAHUMMN 3MiHAMMN Y
peecTpauiitHoMy nocBigyeHHi, MKH, TekcTi MapKyBaHHSI.
TepMiH BBEEHHS 3MiH - 6 MicALIB NiCNA 3aTBEPYKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus NPOBaKeHHs
OiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco0by, BK/IOYaUM OinbHULL BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIH SKOCTI. (AisANbHICTb, 3a AKY
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n/n

JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

26.

BIOJIK

amnyna no 1 mn (10
[003), 5 wnpuuis 3
ronkamu gns
BUTAraHHsA, 5 ronok
NS BBEEHHSA

BiANOBigae BUPOGHMK/IMNOpTEp, BKIOUAKUY BUMYCK
cepiii). 3MiHa HaliMeHyBaHHsi BUPOGHUKA rOTOBOrO
nikapcbKoro 3acoby 6e3 3miHW Micus BUpobHMLTBA 3
BiANOBIAHMMY 3MiHaMV Y peecTpauiliHOMy NOCBigYEHHI,
MKSA, [HCTpyKLii 418 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby, TeKCTi MapKyBaHHi. TepmiH BBeAEHHS
3MiH - 6 MicALiB nicns 3aTBepAKeHHS. 3MiHK | TURY - 3MiHK
oo 6e3snekv/edpekTmBHOCTI Ta hapmakoHarnsaay (iHLwi
3MiHM). OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
3a3HaYeHHs1 OAUHNLL BUMIpOBaHHA Y cucTemi Sl. TepmiH
BBEEHHS 3MiH - 6 MICALB NiCNa 3aTBEPAKEHHS.
3MmiHu | TYNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AiSTbHOCTI BUpOOHUMKa (BK/IHOYakoun, 3a He0bXigHOCTI,
MicLie NpoOBeAEHHS KOHTPOJIIO SIKOCTi), abo BnacHuKa
macTep-gaiina Ha Adl, abo nocTavasibHMKa
Adl/BuxigHoro matepiasy/peareHTy/MPOMiXXHOrO NPoAayKTyY,
LLL0 3aCTOCOBYIOTLCA Y BUPOOHNLTBI AD| (AKLLO 3a3HaYeHO
y [lOCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikaTa
BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEpXEHOMY [OCbE, 260 BUPOOHMKA HOBOI [OMOMIKHOI
PEYOBMHM (AKLLO 3a3HAYEHO Y A0CLE). 3MiHA
HalilMeHyBaHHs BUPOoOHUka APl 6e3 3MiHn Micua
BMPOGHULITBA.

TYBEPKY/IH
nng-n

PO34MH ANs iH'EKUI 3
aKTUBHICTIO 2
TO/po3a; in bulk: no
30 amnyn no 0,6 mn (6
[03), abo no 1 mn (10
[03), abo no 20 amnyn
no 3 mn (30 po3) y
KapTOHHI/ YapyHKOBIl
ynakosui; no 10 a6o
no 20 KapTOHHUX
YapyHKOBUX YMakoBOK
B YMaKoBLji 3 KAPTOHY

AT "BIOJTIK"

YKpaiHa

AT "BIOJTIK"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | TUny
- AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNnacHVKa peecTpauiiiHoro
noceigyeHHs). 3MiHa HaliMeHyBaHHS 3asiBHUKa (BnacHuKa
peecTpauiiHoro NocBigYeHHs) 3 BignoBigHMMN 3MiHAMU Y
peecTpauiiiHomy nocsigyeHHi, MKS, TekcTi MapkyBaHHs.
TepMiH BBEAEHHS 3MiH - 6 MicALIB NiCNSA 3aTBEPKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicuA NPOBaMKEHHS
LiSiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
3aco6y, BKIOUaUM AinbHNL BUNYCKY cepii abo Micue
NpoBeAeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
BignoBigae BUPOGHMK/iMNOPTEp, BKIKOYAOUM BUNYCK
cepiii). 3MiHa HalimeHyBaHHs BUPOGHUKA rOTOBOrO
nikapcbKoro 3acoby 6e3 3miHM Micls BUpOOHMLTBA 3
BiANOBIAHMMY 3MiHaMVK Y peecTpaLiliHoOMy NOCBifUYeHHI,
MKS$, IHCTpyKUiT ANA MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby, TEKCTi MapKyBaHHi. TepMiH BBeAEHHS
3MiH - 6 MicALiB Nicnsa 3aTBEPAXEHHSA. 3MiHN | TUNYy - 3MiHK
woao 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHN). OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Wwoao

3a3HayeHHs 0AVHWLb BUMIpOBaHHS Y cuctemi Sl. TepmiH

UA/15772/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BBEEHHS 3MiH - 6 MiCALB Nicns 3aTBEpPAKEHHS.
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUpo6HMKa (BK/IHOHYaouu, 3a He0b6XiAHOCTI,
MicLie NpoBefleHHA KOHTPOIK0 AKOCTI), a60 BNacHuka
macTep-haiina Ha A®l, abo noctayanbHVKa
A®l/BuxigHoro matepiasy/peareHTy/MPOMiIXXHOIO NPOAYKTY,
LLI0 3aCTOCOBYIOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3HAYEHO
y [OCbE Ha nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpPKEHOMY [10Cbe, a60 BUPOGHMKA HOBOT LOMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CbE). 3MiHA
HaliMeHyBaHHs BUpobHuka A®I| 6e3 3MiHn MicLA
BMPOGHULITBA.
27. BANCAP TabneTkun, BKpUTI Aypo6iHao IHAjsa Aypo6iHao IHAis BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny 3a UA/14796/01/01
NNiBKOBOO $apwma J/I14 dapma NimiTea- - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
060/10HKO10, 10 80 Mr; HOHIT VII afpecy 3asiBHMKa (BnacHUKa peecTpauiliHoro
no 7 TabneTtok y nocBiAYeHHs) - 3MiHa agpecu 3asBHVKa. BBegeHHs 3MiH
6nicTepi; no 4 NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIXKEHHS.
6nicTepy B KAPTOHHIi
Kopobu,i
28. BANCAP TabneTku, BKpUTI Aypo6iHao IHais Aypo6iHao IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/14796/01/01
NiBKOBOIO Papma JITa dapma Jlimites- - AZMiHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuyenmom
060/10HKOI0, M0 160 HOHIT VII agpecu 3asBHUKaA (BNacHUKa peectpauiiHoro
Mr; o 7 TabneTok y NoCBIJYEHHS) - 3MiHa agpecu 3asBHVKa. BBeeHHA 3MiH
6nicTepi; no 4 NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS.
6/1icTepy B KApTOHHIl
Kopo6ui
29. BIJTIATE 1000 MOPOLLIOK Ta OkTadapma ABCTpist Brpo6HuK, AscTpis/ BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3miHu | TUNY 3a UA/17518/01/02
Mo PO3YMHHWK A4N1A dapmaueBTUKa BifNOBIfa/IbHWIA Himeyunna/ - 3aTBEPLKEHHS a/IbTEPHATVBHOIO TEKCTY MapKyBaHHS peyernmom
PO34MHY ON5 iH'EKUN MpopaykTioHcrec. 3ain bulk LLseuis yNakoBKU NiKapCbKoro 3acoby i3 3a3HaYeHHAM
no 100 MO/mn; M.6.X. BMPOGHMLITBO, MDKHaPOAHMX NO3HAYEeHb OAUHULIL BUMIpIOBaHHSA. TepMiH
KapToHHa Kopobka Ne NepBUHHY BBE/IEHHS 3MiH: NPOTAroM 6 MicALiB NiC/1A 3aTBEPL)KEHHS
1: no 1 dpnakony 3 YNakoBKY,
MOPOLLKOM ANA KOHTPO/Ib SKOCTI,
NPUroTyBaHHA BK/THOHAIOUM
pO34UHY ONs iH KLl Bi3yasibHy
(1000 MO). KapToHHa iHCMeKL;jto
kopobka Ne 2: no 1 NOPOLLKY AN
dhnakoHy 3 pO34nHy Ans
PO34MHHMKOM (BO4A iH'eKLil,
Ans iH'ekuin 3 0,1% Bi3yasibHy
nonicop6arom 80) no iHCnekujto
10 M y KapTOHHIiiA PO3UYMHHUKaA Ta
KopobLi pasom 3 BTOPUHHE
KOMMNIEKTOM N5t nakyBaHHs1,
PO3UYMHEHHA Ta MapKyBaHHs,

BHYTPiLUHbOBEHHOTO

BUMYCK cepii gns
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BBefeHHsA. Komnnekt KiHLLeBOro
NS PO3UYMHEHHA Ta NPoAyKTY
BHYTPILLHbOBEHHOTO (nopowok ans
BBEEHHSA pO34nHy Ans
cknapaeTbes 3: 1 iH eKUili Ta
LUNpWL, OAHOPA30BUA, PO3YNHHNK):
1 komnnekT gns OkTachapma
nepexocy (1 dapmaueBTmKa
[OBYXKiHLieBa ronka, 1 MpopykTioHcrec.
hinbTpyBanbHa M.6.X., ABCTpis;
ronka), 1 komnnekr Bupo6HMK,
Ans iHdysili (ronka- BignoBiganbHN
MeTesNuK), 2 MPOCOY€EHI 3a Bi3yaslbHy
CMUPTOM TaMrOHW. iHCnekujo
KapToHHa kopobka PO3UMHHYIKA,
Nel Ta KapTOHHa BTOPUHHE
Kopobka Ne2 nakyBaHHs Ta
06’e4HYI0TbCA MiX MapKyBaHHs
c006010 NNacTMKOBOIO KiHLLeBOro
MNiBKOIO. NPoAyKTY
( nopowuky gns
pO34nHy Ans
iH eKUili Ta
PO3UYNHHMKA):
OkTadapma
[eccay M'mM6X,
HimeuunHa;
Brpo6HuK,
BiANoOBiga/IbHUIA
3ain bulk
BMPOGHMLITBO,
NepBUHHY
yMakoBKy Ta
KOHTPO/Tb AKOCTI
PO3UMHHYKA:
OkTachapma AB,
LLIBeuis
30. BI/ZIATE 500 MOPOLLIOK Ta Okradhapma ABCTpist Bupo6HuK, AscTpist/ BHECEHHS 3MiH [10 peecTpaLjiiiHix matepianis: 3miHu | Tuny 3a UA/17518/01/01
MO PO3YMHHUK ANA dapmaveBTVKa BiANoBiga/IbHUI HimeuunHa/ - 3aTBEPKEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHSA peyenmom
pO34MHY A5 iH'EKUINA MpopaykTioHcrec. 3ain bulk Lseuis yMakKoBKM NiKapCbKOro 3acoby i3 3a3Ha4eHHAM
no 100 MO/mn; M.6.X. BMPOBHULTBO, MiXHapPOAHMX MNO3HAYeHb OAMHULL BUMIpOBaHHSA. TepMiH
KapToHHa kopobka Ne NepBUHHY BBE/IEHHS 3MiH: MPOTAroM 6 MIiCALIB MiCNs 3aTBEpPMXXEHHS
1: no 1 donakony 3 YNakoBKY,
NOPOLLKOM ANsi KOHTPO/b SKOCTI,
NPUroTyBaHHSA BK/IHOYAK0YM
pO34MHY A5 iH KL Bi3yasibHy
(500 MO). KapToHHa iHCnekujo

Kopo6ka Ne 2: o 1

NOPOLLKY AN1s
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
donakoHy 3 pO34nHy Ans
PO34MHHMKOM (BOOA iH'eKwin,
ans iH'ekuin 30,1 % Bi3yaslbHy
nonicop6arom 80) no iHCMeKU;jto
5 My KapTOHHii PO34MHHYKKA Ta
KopobLi pasom 3 BTOPUHHE
KOMMNIEKTOM 15 nakyBaHHs,
PO3YMHEHHA Ta MapKyBaHHS,
BHYTPILLUHbOBEHHOIO BUMYCK cepii gns
BBefeHHA. Komnnekt KiHLLeBOro
NS PO3UYMHEHHA Ta NPoAyKTY
BHYTPILLHbOBEHHOTO (nopowok ans
BBEEHHSA PO34nHy Ans
cknapaeTbes 3: 1 iH eKUili Ta
LUNpUL, OAHOPA30BUA, PO3YNHHNIK):
1 KomnnekT gns OkTachapma
nepexocy (1 dapmaueBTmKa
[OBYXKiHLieBa ronka, 1 MpoaykTioHcrec.
hinbTpyBanbHa M.6.X., ABCTpis;
ronka), 1 komnnekr Bupo6HMK,
ANns iHdysili (ronka- BignoBiganbHN
MeTesNuK), 2 MPOCOYEHI 3a BizyaslbHy
CMUPTOM TaMrOHW. iHCnekujo
KapToHHa kopobka Ne PO3YMHHVIKA,
1 Ta KapTOHHA BTOPVIHHE
Kopobka Ne 2 nakyBaHHs Ta
06’e4HYI0TbCA MiX MapKyBaHHs
c006010 NNacTUKOBOIO KiHLLeBOro
MNiBKOIO. NPoAyKTY
( nopowuky gns
pO34nHy Ans
iH eKUili Ta
PO3UYNHHMKA):
OkTadapma
[eccay M'mM6X,
HimeuunHa;
Brpo6HuK,
BiANoOBiga/IbHUIA
3ain bulk
BMPOGHMLITBO,
NepBUHHY
yMakoBKy Ta
KOHTPO/Tb AKOCTI
PO3UMHHYKA:
OkTachapma AB,
LLIBeuis
31. BIHOPE/IbBIl | KoHUeHTpaT Ans EBEBE dapma ABCTpist MOBHWIA LIMKN AscTpisi/ BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny 3a UA/4020/01/01
H "EBEBE" pO34nHy ANns iHdysil, lec.m.6.X. Hdr. BMPO6GHMLTBA: HimeuunHa - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
10 mr/mn no 1 mn (10 K EBEBE dapma afpecyt MicLs NPOBaKEHHS AiS/IbHOCTI
mr) a6o 5 mn (50 mr) y Fec.m.6.X. Hdpr. BUpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
thnakoHi; no 1 KI, ABCTpis; BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
th/1aKoHY B KapTOHHii TeCTyBaHHS: NPOBeAEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a AKy
Kopobui Mnn BignoBigae BUPOGHMK/iIMNOPTEp, HE BKIOYAOUK BUMYCK
Mikpob6ionoriwe cepiii). 3MiHa HalilmeHyBaHHS KOHTPaKTHOT nabopaTopii,
¢ Mprochnabop AKa 34jCHI0E TecTyBaHHsA /13, 6e3 3MiHN MicLA
'M6X, ABCTpisi; BMPOOHULITBA.
TecTyBaHHS:
Na6op NIC CE &
Ko.KT,
HimeuunHa
32. BIHMNOLIETU KOHUeHTpaT ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavliliHiX MmaTepianis: 3MiHu | TUny 3a UA/2576/01/01
H-AAPHULSA pO34uHY ONs iHy3il, "bapmaueBTUUH "papmMaueBTUYH - 3MiHK 3 siKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. | peyenmom
5 mr/mn, no 2 mn B a thipma a chipma 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
amnyni; no 5 amnyn B "AapHuus"” "fapHuus” rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
KOHTYPHIli YapyHKOBIi NpWAATHOCTI FOTOBOTO JiKaPCbKOro 3acoby) - s Toprosoi
ynakosLi; no 2 yNakoBKW (NiTBEPAXKYETLCA AaHVMMN peasibHOro vacy) -
KOHTYPHI YapyHKOBI 36iMbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
ynakoBKM B nadi; no 2 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTartis
M B amnyni; no 10 [0BroCTPOKOBMX AOCHIKEHb CTabiNbHOCTI y peanbHOMY
ammnyn B KOHTYPHii yaci:
YapyHKOBIli ynakoBLyj; 3arBepaxeHo: CPOK TOAHOCTU 2 ropa.
no 1 KOHTYpHIl 3anponoHoaHo: TEPMIH MPUAATHOCTI 3 poku.
YapyHKOBIli ynakoBLji B BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
nauui 3aTBEepPKEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPONb roTOBOrO NikapCbkoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roOTOBOrO NiKapCbKoro
3aco6y (iHLWi 3MiHK y MeTogax BUnpobyBaHb (BKIHOYaouu
3amiHy ab0 [JONOBHEHHS)).
CynyTHS 3MiHa - 3MiHW 3 SIKOCTi. [OTOBWIA NikapCbKuii
3aci6. KOHTpO/1b rOTOBOro NiKapcbkoro 3acoby. 3miHa
napameTpiB cneundikayii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH
Ta pefakuiiHiX yTOYHeHb Yy BignosigHocTi 3 AdY 3a
pozginamu: «laeHTudikaujs», «pH», «CynyTHi fOMILLKN>,
«bakTepianbHi eHA0TOKCUHU», «KiflbKiCHE BU3HAYEHHSI».
33. BITA®EPOH cynosuTopii YkpaiHa TOB «HaykoBo- Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHa 3a UA/17246/01/01
® pekTasibHi, no 250 000 TOB BMpO6GHMYA 3asBHMKa (B/1acHMKa peecTpauiiiHoro noceigvyeHHs) (3rigHo | peyenmom
MO, no 10 «BAJIAPTIH KOMnaHis Haka3y MO3 Big 23.07.2015 Ne 460). 3MiH1 BHECEHO B
CynosunTopiis B OAPMA» "IHTepchapmbioT IHCTPYKLi0 4718 MeAMYHOro 3acTOCyBaHHS LLOA0
KOHTYPHIli YapyHKOBIl ex" HaliMeHyBaHHS Ta MiCLe3HaX04KEHHS 3asiBHUKA 3

ynakosLi, no 1
KOHTYPHIn YapyHKOBIlA
yNakoBLi B KAPTOHHIN
KopoobLi

BIAMNOBIAHMMU 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK WoA0
6e3nekn/edpeKkTBHOCTI Ta hapMakoHarisgy. BeeaeHHs
ab0 3MiHM [0 y3arasibHEeHMX AaHKX NpPo cucTemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
cmcTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXkKeHOi ocobu,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BiANOBiAANbLHOI 3a 34ilicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
3[jiicHeHHs thapmakoHarnsgy B YKpaiHi, AKLO BOHA

BiAMiHHa BiJ YNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
3[jiCHEHHSs1 hapMakoHarnaay (BK/IUYakoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLeHHI MacTep-halina cuctemmn
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0cobu
3asBHMKa, BiANOBIAA/ILHOT 38 hapmakoHarnsag. Jivoua
pegakuisi: CvpoTiHa [iHa 'eHHagiiBHa. MponoHoBaHa
pepakuis: Jasugosa OneHa MukonaiBHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXXEHOI 0CO6U 3asBHUKA,

BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa micus

3[iICHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs MacTep-chaiina cucremm
dhapmakoHarnsaay.

34.

BITA®EPOH
®

cynosuTopii
pekTasibHi, no 500 000
MO, no 10
CynosuTopiis B
KOHTYPHIli YapyHKOBIi
ynakosui, no 1
KOHTYPHIli YapyHKOBIi
yNaKoBLi B KAPTOHHIl
Kopobu,i

TOB
«BAJIAPTIH
DPAPMA»

YKpaiHa

TOB «HaykoBo-
BMpO6GHUYA
KoMnaHis
"IHTepcapmbioT
ex"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB: 3MiHa
3asBHMKa (BNacHVKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHN BHECEHO B
IHCTPYKLiO 4151 MeANYHOrO 3aCTOCYBaHHS LLIOAO
HaliMeHyBaHHS Ta MiCLie3HaxX0KEHHS 3asiBHUKA 3
BIANOBIAHUMY 3MiHAMU Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHu Woa0
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3aranibHEeHNX AaHuX Npo cucTemy
chapmakoHarnsgy (BBefeHHs y3arasibHeHUX gaHux npo
cuctemy hapMakoHarnagy, 3MmiHa ynoBHOBaXKeHoi 0cobu,
BiANOBIAaNbHOI 3a 3ilicHeHHS chapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnagy 3asBHuKa Ans
3pjiicHeHHs1 hapMakoHarnsgy B YKpaiHi, K0 BOHA
BiIMiHHa BiJ YNOBHOBaXeHOi 0C06M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs hapmakoHarnagy (BK/I4yakoum KOHTaKTHi AaHi)
Ta/abo 3MiHW y po3MilLleHHI MacTep-haiina cucremm
thapmakoHarnisgy). 3MiHa ynoBHOBaXKEHOT 0CO6U
3asBHMKa, BigNoBiAa/IbHOT 38 papmakoHarnsag. divova
pepakuis: CupoTiHa [iHa eHHagiiBHa. MponoHoBaHa
pegakuis: JaBmpgoBa OneHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHnX YyNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANoBiAaNbLHOI 32 hapmakoHarnsg. 3MiHa micus
3[iICHEHHS OCHOBHOI AisNbHOCTI 3 thapmakoHarnsgy.
3miHa MicLe3HaxoMKeHHs1 MacTep-chaiina cucremm
dhapmakoHarnsgy.

3a
peyenmom

UA/17246/01/02

35.

BITA®EPOH
®

cynosuTopii
pekTasibHi, no 1 000
000 MO, no 10
cynosnTopiie B
KOHTYPHIli YapyHKOBIi
ynakosui, no 1
KOHTYPHIll YapyHKOBIl

TOB
«BAJIAPTIH
DPAPMA»

YKpaiHa

TOB «HaykoBo-
BMPOGHMYA
KOMnNaHis
"IHTepdapmbioT
ex"

YkpaiHa

BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHN BHECEHO B
IHCTPYKL0 4715 MeAMYHOro 3acToCyBaHHS LL0A0
HalilMeHyBaHHs Ta MiCLle3HaxX0[KEHHS 3asiBHUKA 3
BIANOBIAHUMY 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
NiKapcbkoro 3acoby. 3MiHu | Tuny - 3miHK Woao

3a
peyenmom

UA/17246/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

yMakoBLi B KAPTOHHIl
Kopobui

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3arasibHeHNX AaHUX NPo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHVX AaHnx npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXKeHoi ocobu,
BiANOBiAaNbLHOI 3a 3AilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3assHvKa ons
3pjiicHeHHs hapmakoHarnsgy B YkpaiHi, AKL0 BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BignoBifanbHOI 3a
3[jiCHEeHHsT dhapmakoHarnagy (BK/IYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-daiina cucremm
hapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOT 0cobu
3asBHVIKa, BignosiganbHOI 3a hapmakoHarnag,. ditoua
pepakuis: CupotiHa [liHa leHHagiiBHa. MNponoHoBaHa
pepakuis: JaBuaoBa OneHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6MN 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
30iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
3miHa MicLe3HaxomkeHHs MacTep-chaiina cucremm
dhapmakoHarnsgy.

36.

BITA®EPOH
®

cynosuTopii
pekTasibHi, no 3 000
000 MO, no 10
cynosuTopiis B
KOHTYPHIll YapyHKOBIi
ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
yNakoBLi B KAPTOHHI
Kopobui

TOB
«BAJTIAPTIH
DPAPMA»

YKpaiHa

TOB «HaykoBo-
BMPOGHMYA
KomnaHis
"IHTepdhapmbioT
ex"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHN BHECEHO B
HCTPYKLi0 415t MeAWNYHOTO 3aCTOCYBaHHS LLLOAO
HalilMeHyBaHHS Ta MiCLle3HaxX0MKeHHS 3asBHUKA 3
BiAMNOBIAHVMW 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3ara/lbHeHNX AaHUX Npo cuctemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux npo
cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI 0cobu,
BiANOBIAaNbLHOI 3a 34ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobM 3 chapmakoHarnagy 3asBHuKa Ans
3fjiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6MU, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnaay (BK/IYatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-halina cuctemm
hapmakoHarnsgy). 3miHa ynoBHOBaXKeHoi 0cobu
3asBHMKa, BiANOBIAALHOT 32 hapmakoHarnsag. Jivova
pegakuisi: CupoTiHa [iHa 'eHHagiiBHa. MponoHoBaHa
pepakuis: JaBnpoa OneHa MukonaisHa. 3MiHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAa/bHOI 3a thapmakoHarnsag,. 3miHa micus
30iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs MacTep-chaiina cucremm
hapmMakoHarnsaay.

3a
peyenmom

UA/17246/01/04

37.

BOPUKOHA3
ONn-BICTA

NOPOLLOK 4151 PO3YNHY
ans iHdyysiii, 200 wr;
no 200 Mr y cp/1akoHi;

MicTtpan Kenitan
MeHeXMeHT
Jliviteg

AHrnis

BUNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHisi;

Icnanis/
Monbwa/
TypeyunHa/

BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3MiHu | TUny
- AIMiHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPOBaMKEHHS AisiSIbHOCTI

3a
peyenmom

UA/16138/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 1 dpakoHy y BMPOGHMLTBO, Bonrapis BMPOGHMKa/imnopTepa roToBoro ikapcbKoro 3acoby,
KapTOHHI naywi nepBuHHE i BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
BTOPUHHE NPOBeAEHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy
nakyBaHHs: BiANOBiga€e BNUPOGHMK/IMNOpTEp, BKIOUAKUN BUMYCK
MaiinaH cepiid). 3miHa agpecu BMpo6Huka 13 CiHTOH XicnaHis,
PapmacbioTikan C.J1., IcnaHis, BignosiganbHOro 3a BUNYyCK cepii, 6e3 3MiHn
cCn. 30.0, MicL BUPOGHMLUTBA. TEPMIH BBEAEHHS 3MiH - NPOTAroM 6
Monba; MiCAILiB Micnsa 3aTBepPAKEHHS.
BMPOGHMLITBO,
NepBUHHE i
BTOPVHHE
naxkyBaHHs:
Medpap lnay
CaHai A.C.,
TypeyuunHa,
BTOPVIHHE
nakyBaHHs:
Dxn |
dapmac'tioTikanc
Nta., Bonrapis
38. BOPUKOHA3 | Ttabnetku, BKpuUTI Mictpan Kenitan AHrnis Dxn | Bonrapis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3miHu | Tuny 3a UA/16138/02/01
ON-BICTA NNiBKOBOKO MeHeKMeHT Papmac'toTikasic Icnanisa/ - 3MiHW [0 iHCTPYKUiT 4151 Me4NYHOro 3acToCcyBaHHS peyenmom
060/10HKO10, M0 50 Mmr, Nimitep Nta., Bonrapis Monbwa nikapcbKoro 3acoby y po3ainu "dapmakorepaneBTUYHa
no 10 Tabnetok y (nepBuHHe Ta rpyna" (wono Ha3swu), "Oco6anBOCTI 3aCTOCYBaHHA",
6nicTepi; no 1 BTOPUHHE "Mo6iuHi peakuii” 3rigHO 3 iHhopMaLielo WOA0 MeAUYHOTO
6nicTepy y KapTOHHii nakyBaHHs); 3acTOCyBaHHS pehepeHTHOro Nikapcbkoro 3acoby
nauui CiHTOH XicnaHis, (BI®EH[, TabneTku, BKpUTi N1IBKOBOK 060/10HKO0, No 50
C.J1., IcnaHis Mr). BBefeHHA 3MiH NpoTArom 6-x micAuis nicns
(BUPOBGHUK, 3aTBEpPAKEHHS
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1,
BUMYCK cepii );
dapmMaLeBTUYHN
i 3aBof
"Monbtapma”
C.A., Monba
(BUPOBGHUK,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs)
39. BOPUKOHA3 | Tabnetku, BKpUTI MicTtpan Kenitan AHrnisA Dxn | Bonrapisi/ BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3miHn | Tuny 3a UA/16138/02/02
ON-BICTA NNiBKOBOO MeHeXMeHT dapmac'toTikasic IcnaHis/ - 3MiHW [0 iHCTPYKUIT 4151 MeANYHOro 3acToCyBaHHS peuyenmom
060/10HKO10, N0 200 Nivitep Nta., Bonrapis Monba niKkapcbKoro 3acoby y po3ainm "dapmakorepaneBTUYHa

mr, no 10 TabneTok y
6nicTepi; no 1
6nicTepy y KapTOHHiiA
nayui

(nepBuHHe Ta
BTOPUHHE
nakyBaHHs);
CiHTOH XicnaHis,

rpyna” (Lwopo Hasewu), "Oco6/IMBOCTI 3aCTOCYBaHHS",
"Mo6iuHi peakuii” 3rigHO 3 iHhopMaLieto WOA0 MeAUYHOTO
3acTocyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(BI®EH[, TabneTkun, BKpUTI M/1IBKOBOK 060/I0HKOK, NO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
C.J1., IcnaHis 200 wmr). BBeAeHHS 3MiH NpoTarom 6-x MicAuiB nicns
(BUPOBHUK, 3aTBEPAKEHHSA
nepBuHHE Ta
BTOPUHHE
naxyBaHHs1,
BUMNYCK cepii );
dapmMaLeBTUYHN
1 3aBof
"Monbcapma”
C.A., Monba
(BUPOBHUK,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)

40. FEKCAKCUM cycneHsis ans iH'ekujn CaHodpi MacTep ®paHuisa CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3miHu | Tuny 3a UA/13080/01/01
® | HEXAXIM no 0,5 mn (1 gosa) B PpaHuis YropwmHa - fogaBaHHA fo cneuudikalii Ha ynbTpadinbTpoBaHuii peyenmom
BAKUVHA nonepeaHL0 (NOBHWIA LYKN [OPiXOKOBUWIA €KCTPAKT, L0 BUKOPUCTOBYETLCS NP
ana 3arMoBHEHMX LWnpuLax BMPOGHMLITBA, BVMPOGHMLTBI ANITEPINHOTO aHATOKCUHY Ta nonicaxapuay
MPO®INAKT 3 1-et0 (abo 2-ma) BUNYyCK cepii); Haemophilus influenzae tuny b, noka3Huka Ribonucleic
KN OKpeMUMU rofikamu, CaHochi-ABeHTiC Acid quantification test 3 BignosigHUMn kpuTepisMn
OVNDTEPII, no 1 wnpuuy B MpaisiT Ko. NPUIAHATHOCTI. TepMiH BBEAEHHS 3MiH - MneHb 2022
NPABUA, KapTOHHI/ ynakoBLy; nra.,

KALLUTHOKY no 0,5 mn (1 gosa) B Mnatdpopma
(AUENONAP | nonepegHb0 NoricTvkn Ta
HWA 3anoBHEHNX LWnpuuax ancTpubyuii y m.
KOMMOHEHT | 3 1-eto (abo 2-ma) Byaanewr,
), TENATUTY OKpemunmu rosikamu, YroplmHa
B no 1 wnpuuy B (BTOpUHHE
PEKOMBIHA cTaHfapTHO- nakyBaHHs,
HTHA, €KCMOPTHI ynakoBsL, BWMYCK cepii)
noniomieni SKa MiCTUTbCA Y

TY KapTOHHI KopoobLi 3

IHAKTUBOBA | iHCTpyKUieto ans

HA TA MeAN4HOro

3AXBOPIOB 3actocyBaHHs; no 0,5

AHb, mn (1 gosa) B

CNPUYUNHEH | nonepegHbOo

nx 3anoBHEHNX LWnpuuax

HAEMOPHIL 3 1-eto (abo 2-ma)

us Tuny B OKPEMUMU roiKamu,

KOH''OFOBA no 10 wnpuuis B

HA, KapTOHHI/ ynakosLy;

AACOPBOBA | no 0,5 wmn (1 fo3a) B

HA, PIOKA nonepeaHL0

3arnoBHEHUX LINpULAax
3 1-et0 (abo 2-ma)
OKPEMUMM rofikamu,
no 10 wnpuuyis B
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
CTaHfapTHO-
€KCMOPTHI ynakoBsL,
AKa MiCTUTbCS Yy
KapTOHHIA KopobLi 3
IHCTpYKUieto ans
MeLMYHOro
3acTocyBaHHs; no 0,5
M (1 gosa) y
hnakoHax, no 10
(h/1aKOHIB Y KapTOHHIi
ynakosui; no 0,5 mn (1
[03a) y dhnakoHax, no
10 dpnakoHiB B
CTaHfapTHO-
€KCMOPTHI ynakosL,
fKa MiCTUTbCS Y
KapTOHHI KopoobLii.
41. FENbMIHTOK | Tabnetku, BKpuUTI Na6opatopis ®paHuisa IHHOTepa LLy3i ®paHuis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 6e3 UA/10137/01/01
C NNiBKOBOO IHHOTEK - 3MiHM WoAo 6e3neku/ehekTNBHOCTI Ta hapmakoHarnagy. | peyenma
060/10HKO10, N0 250 IHTEepHacbiioHan BBeneHHs abo 3MiHM [0 y3arasibHeHUX JaHuX Npo
Mr, no 3 TabneTkn y b cuctemy chapmakoHarnsgy (BBeAEeHHS y3araslbHEHUX
6nicTepi; no 1 [aHuX Npo cuctemy dpapmakoHarnsagy, amiHa
6nicTepy B KAPTOHHiIl YNOBHOBaXKEHOT 0Cc0O6M, BiANOBIAaNLHOT 32 34iACHEHHS
Kopobu,i hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asBHUKa A5 34iiCHEHHA hbapMmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKEHOI ocobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/THOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-gaiina cuctemm hapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifNOBigabHOI 3a
3AilicHeHHa hapmakoHarnagy: MNponoHoBaHa pefakLis —
Anne-Cecile MAUCLAIRE. 3MiHa KOHTaKTHUX JaHWUX
yNOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iCHEHHS
thapmakoHarnsgy
42. FENbMIHTOK | Tabnetku, BKpUTI Na6opartopis ®paHuisa IHHOTepa LLy3i PpaHuis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 6e3 UA/10137/01/02
C NAiBKOBOIO IHHOTEK - 3MiHM WoAo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. | peyenma
060n0HkKot0, No 125 IHTepHacbiioHan BBefeHHs1 ab0 3MiHU 0 y3araslbHeHUX AaHKX Npo
Mr, 1o 6 TabneTok y b cucTemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX

6nictepi, mo 1
6nicTepy B KapTOHHiIl
KopooLi

[aHnx nNpo cmuctemy chapmakoHarnsgy, 3amiHa
yMNOBHOBaXXEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iCHEeHHA hapmakoHarnisgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/KOUAOYM KOHTAKTHI faHi) Ta/abo 3MiHM Yy PO3MILLEeHHI
macTep-gaiina cuctemm hapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BigNoBigabHOI 3a
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3piicHeHHs hapMakoHarsay: MponoHoBaHa pejakuis —
Anne-Cecile MAUCLAIRE. 3MiHa KOHTaKTHUX JaHuUX
yNOBHOB&XeHOT 0c0obM, BiANoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy
43. FEPBIOH® cupon; no 150 mn y KPKA, a.4., CnoseHis KOHTpO/b Ta CnoseHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/3751/01/01
cupon donakoHi; no 1 HoBso mecTo BMNYCK cepil: TMny - 3MiHK 3 AKOCTI. FOTOBWIA NikapCbKnii 3aci6. 3MiHM Y | peyenma
NoAOPOXH onakoHy pasom 3 KPKA, a.4., BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHThLCA
NKA NAacTUKOBOK MipHOK HoBo mecTo, BUMYCKY cepii Ta KOHTPOJIKO SKOCTI FOTOBOrO NiKapCbKoro
NIOXEUKOI B KApPTOHHIl CnoseHis; 3acoby (3amiHa abo AoAaBaHHA AifbHULI, Ha SKiR

Kopobui

BMPOGHMLTBO "in
bulk", nepsrHHe
Ta BTOpPVHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTpPO/b cepii:
KeMiicbki
iHCTUTYT, LleHTp
3a Banigauiicke
TeXHosorie iH
aHaniTiko
(UBTA),
CnoseHis

3[iICHIETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) fofaBaHHS
OinbHUUI BiZNOBIAaNbLHOI 3a KOHTPO/b cepii - KPKA, a.4.,
Hoso mecTo, MoBxoBa yniua 5, 8501 HoBo mecTo,
CnoseHis. BBeeHHs 3MiH npoTaroM 6-tu micauis nicns
3aTBEPAXKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTi. ADL.
Brpo6HMLTBO. 3MiHa BUPOGHUKA BUXiAHOro/NPOMIKHOTO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpO6GHMYOMY npoueci A®l, abo 3miHa BUPO6HMKA
(BKkOUatoum, ae HeobxigHO, MicLEe NPOBEAEHHST KOHTPOIO
AaKocTi) Ad| (3a BiAcyTHOCTI cepTuddikara BiANOBiAHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHOMY A0Cke)(iHLWi
3MiHM) 3MiHa BUPOBHUKA POC/IMHHOI CybCTaHLi Ta, SK
HacnifoK, peAakuiliHi 3MiHM HanNMcaHHS AilYNX PeYOBUH
[ONA y3ro)KEHHS peecTpaviliHol AoKyMeHTaLii.
3MiHM BHECEHO B IHCTPYKLiIO 418 MeAUYHOro
3acTocyBaHHA y p. "Cknag’”, aK Hacnifok — BiANOBiAHi
3MiHW Y TEKCT MapKyBaHHs1 YNaKkoBKy/ iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKEHHS. 3MiHM | TNy - 3MiHKU 3 AKOCTI. FoTOBUIA
nikapcbkunii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/EHHS A0aTKOBOI AiNIbHULI BUPOOHULTBA A5
4yacTuHM abo BCbOro BUPOBHNYOro NpoLEecy roToBoro
nikapcbKoro 3acoby (AinbHULSA, Ha SiKili NPoBOAATLCS
6yAb-AKi BUPO6HUYI CTagji, 32 BUHATKOM BUNYCKY Cepiii,
KOHTPOJO AKOCTI, NePBUHHOTO Ta BTOPUHHOTO MaKyBaHHS,
0151 HeCTepW/IbHUX NiKapCbkuX 3ac06iB) CynyTHS 3MiHa
- 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
BMPOGHMLITBA A1 YACTUHM abo BCbOro BUPOBGHUYOTO
npoLecy rotToBoro Nikapcbkoro 3acoby (ginbHUUA ans
BTOPWHHOTO NakyBaHHS) - 3MiHu 3 AkocTi. [0TOBWiA
nikapcbkunii 3aci6. 3MiHM Yy BUPOGHMLTBI. 3amiHa abo
BBE/EHHS A0aTKOBOI AiNIbHULI BUPOOHULTBA AN15
4yacTuHM abo BCbOro BUPOBHNYOro NpoLEecy roToBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NEPBUHHOIO
nakyBaHHs1) 3aMiHa Aj/ibHWLi BUPO6HULITBA FOTOBOrO
nikapcbkoro 3acoby. BBegeHHs 3MiH MPOTSAroM 6-Tm
MicALiB Nicasa 3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHK 3
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
ab0 fofaBaHHA AiNbHULI, Ha 5K 34iACHIOETCS
KOHTPObL/BUNPOGYBaHHSA cepil) fAofaBaHHA AiNbHUL
BIANOBIAA/IbHOI 3@ KOHTPO/Ib Cepil - KeMiicbki IHCTUTYT,
LleHTp 3a Banigauiicke TexHonorie iH aHaniTiko (LIBTA),
CnoBeHis. BBeeHHS 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPKEHHS.
44, FNILEPUHOB | po34vH pekTasibHuiA, KaceH IcnaHis KaceH IcnaHis BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | TUny 6e3 UA/10351/01/01
| 3,28 mn/4 mn no 4 mn Pekopgarti, C.J1. Pekopgarti, C.J/1. - OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKV NikapCbKOro peyenma
MIKPOK/I3M B ansikaTopi, no 4 3aco6y 3 BHECEHHSAM iHdhopMaLil LWoA0 3a3HAYEHHS
M oNna AITEA | annikatopu B KOpo6u; OAVHWLb BUMIPIOBAHHA Y cuctemi Sl
NENJONAKC | 3 kapToHy
45, rnigH NMopoLLOK (cybCcTaHList) TOB YkpaiHa KioBa Xakko bio AnoHis BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3miHu | Tuny - UA/10705/01/01
y NoABiAHNX «MynbTidhapmar» Ko., N14. - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
nonieTnieHoBmx afipecy 3asBHMKa (BNnacHWka peecTpaviiiHoro
naketax gns NoCBigY€eHHs1). 3MiHM BHOCATBLCS Y 3B’'AA3KY 3i 3MiHOO
BMPOGHMLTBA dhopmu BNacHocTi, 6e3 3MiHV IOPUANYHOT 0CO6Y 3asiBHYKA.
CTEPUSIBHUX
NiKapcbknx goopm
46. FOHAN-®® NOPOLUOK 419 PO3UUNHY Apec TpeiigiHr LBeiiuapis Mepk CepoHo LLiBeiiuapisi/ | BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3miHu | Tuny 3a UA/4113/01/03
Aans iH'exuii no 75 MO C.A. C.A., BiggineHHs ITania - 3MiHa g0 po3ainy MKA /13, a came po3gin «padivHe peuenmom
(5,5 mkr); Ne 1: 1 y M. O60HH, 300paXeHHs yNakoBKW» 3aMiHEHO pO3ZifoM
dh1akoH 3 NOPOLLKOM Y Lseliuapis; «MapKyBaHHs». 3MiHV BHECEHi Yy TEKCT MapKyBaHHs
KOMMNIEKTi 3 Mepk CepoHo yNaKoBKM NiKapcbkoro 3acoby. BBeeHHS 3MiH NPOTSArom

pO34MHHMKOM (BOAA
ans iv'ekuii) no 1 mny
nonepegHLo
3anoBHEHOMY LLUMPWLL,
1 ronkoto gnsa
pO3UYMHeHHA Ta 1
rOMIKOKO A151 BBEL,EHHSA
Y KOHTYpHilA
YapyHKOBIli ynakoBL;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLj y
KapTOHHiiA KopobLyi; Ne
10: 5 dpnakoHiB 3
MOPOLLKOM Y
KOMMNEKTi 3
pO34MHHMKOM (BOAA
ans iv'ekuii) no 1 mny
5 nonepefHL0
3anoBHEHMX WNpULax,
5 ronkamu ans
PO3YMHEHHSA Ta 5
rosikamu gns

C.n.A., Itanis

6-TV MiCALLIB MiC/1A 3aTBEPAXKEHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BBEAEHHS Y KOHTYPHIlA
YapyHKOBIli ynakoBLyj;
M0 2 KOHTYPHI
YapyHKOBi YNakoBK/ B
KapTOHHI KopoobLi
47. FPUMNMNOCTA | Kpan/i HasaslbHi, CTALA HimeuunHa CTALA HimeuunHa BHECEHHS 3MiH 40 peecTpaviiiHnX MaTepiasis: 3MiHu || 6e3 UA/3090/02/02
A® PUHO po3uuH 0,05 %, no 10 ApuHaiimitTTens ApuHaiimiTTens TMny - 3MiHa napameTpiB crneumndikauiii Ta/abo peyenma
0,05%, My cpnakoHi; no 1 Al Al LOMYyCTUMMUX MEX rOTOBOTO JTiKapCbKOro 3acoby - 3MiHa
HA3A/bHI (pNakoHy B KAPTOHHIl O0NyCTUMUX MEX NoKasHMKa «OCMONSPHICTb» Y
KPANMI Kopobui cneumaikauii Ha Bunyck M3 Ta Ha TepMiH NpPUAATHOCTI:
Ha Bunyck 3anponoHoBaHo: 265-285 mocmoneii/kr; Ha
TEPMiH MPUAATHOCTI; 3aNpPOnoHOBaHoO: 265-295
MoCMOnen/kr.
48. AAKAPBA3W | nioginiszat gns Mini Xenckepe Benuvka BeHnyc Pemegic IHAi BHECEHHSA 3MiH 0 peecTpauiiiHux maTtepianis: 3MiHn | TUNYy 3a UA/0548/01/01
H PO34MHY A8 iH'EKLN Niviteq BpuTaHia Nimiteq - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta dhapmakoHarnsgy. | peyenmom
no 200 mr, 1 chnakoH 3 BBefeHHs1 ab0 3MiHU [0 y3araslbHeHUX AaHKX Npo
niogpinizatom y cucTemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX
KapTOHHIi KOpOoOLyi [aHuX Npo cuctemy dhapmakoHarnsgy, 3amiHa
yMNOBHOBaXXeEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsay; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asiBHMKa AN 34iCHEeHHA hapmakoHarnsgy B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/KOUAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHM Yy PO3MILLEeHHI
macTep-gpaiina cuctemm hapmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKa, BigNOBigaNbHOI 3a
thapmakoHarnsg. MNponoHoBaHa peAakyis: EpMoLIMHA
OneHa AMUTpiBHA. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0CO6U 3asBHMKa, BigNOBigaNbHOI 3a
dpapmakoHarnsg
49, OAKAPBA3U | niodinisat ana Mini Xenckepe Benuvka BeHyc Pemegic IHais BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/0548/01/02
H PO34MHY ON5 iH'eKUili Nimiteq BputaHis Nimiten - 3MiHM WoAo 6e3nekun/ehekTUBHOCTI Ta thapmakoHarnagy. | peyernmom
no 500 mr, 1 donakoH 3 BeegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux Npo
niocpinizatom y cuctemy hapmakoHarnsagy (BBefieHHs y3ararbHeHNxX
KapTOHHIli KopooLi LaHuX Npo cuctemy dpapmakoHarnsgy, amiHa
YMOBHOB&XeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobu 3 hapmakoHarnagy
3asBHUKa 419 3AiliCHeHHs hapMakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAaA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/IHOYAIOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-haiina cuctemm hapmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3aABHWKa, BifNoBigabHOI 3a
hapmakoHarnsg. MNponoHosaHa pefakuis: €EpMoLunHa
OneHa AMuTpiBHA. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U 3aABHWKa, BifNoBigabHOI 3a
hapmakoHarnsg
50. MKAKABI TabneTtkn no 5 mr; no HoBaprTic ®apma | LUlBeiiuapia | Hoeaptic ®apma | LUBeliyapis BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/13456/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
14 TabneTok y Al LLTeiH AT, - 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta hapmakoHarnagy. | peyenmom
6nictepi; no 4 LBeiiLapis BBeneHHs abo 3MiHM [0 y3arasibHeHUX JaHuX Npo
6nicTepn y kopobui 3 (BpOGHMLTBO, cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
KapTOHY KOHTPO/Tb AKOCTI, JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
nepBrHHe Ta YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
BTOPUHHE hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
nakyBaHHs1, 3as9BHUKa 415 34iiCHEHHA hapmakoHarnsay B YkpaiHi,
BUNYyCK cepii); AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
dapmaHaniTuka BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
CA, Weeliyapis (BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
(KOHTpO/b MacTep-aiina cucremu chapmakoHarnsgy) - 3miHa
SIKOCTi 3a YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifNOBigabHOI 3a
BVIHSATKOM thapmakoHarnag;: MNponoHoBaHa pegakuyis: David J Lewis,
BM3HAUYEHHS B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHux
MiKpobionoriyHol YMOBHOBaXEHOI 0CO6VM 3asBHWKa, BiANoBifa/IbHOT 3a
yncToTH) thapmakoHarnsg. 3MiHa KOHTakTHOI 0CcObM YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. MponoHoBaHa pegakuisi: Opnos B’syecnas. 3miHa
KOHTaKTHUX AAHVX KOHTaKTHOT 0CO6K YNOBHOBAXEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. 3mMiHa Micusa 3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnagy. 3MiHa MicLEe3HaxoMKeHHs1 MacTep-
chaiina
51. MKAKABI Tabnetku no 15 mr; no | HosapTic ®apma | LUseiiuapis | Hoeaptic ®apma | LUseliyapis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 3a UA/13456/01/02
14 TabneTok y Al LLTeiH AT, - 3MiHM WoAo 6e3nekun/eheKTNBHOCTI Ta hapmakoHarnagy. | peyenmom
6nictepi; no 4 Lseiiapis BBeneHHs abo 3MiHM [0 y3arasibHeHWX JaHuX Npo
6nicTepu y kopobui 3 (BMpPOGHMLTBO, cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
KapTOHY KOHTPO/Tb AKOCTI, JaHunxX Npo cuctemy dpapmakoHarnsgy, 3miHa
nepBrHHe Ta yNOBHOBaXKEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iACHEHHS
BTOPUHHE hapMakoHarnaay; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
nakyBaHHs, 3asBHUKa 419 3AiiCHeHHs hapMakoHarnagy B YkpaiHi,
BUNYyCK cepii); SKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
dapmaHanituka BIANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsagy
CA, Weeliyapis (BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
(KOHTpO/b MacTep-caiina cucremu chapmakoHarnagy) - 3miHa
SIKOCTi 3a YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifNoOBigabHOI 3a
BUHATKOM thapmakoHarnag: NponoHoBaHa pegakuisa: David J Lewis,
BM3HAUYEHHS B.Sc (Hons), Ph. D. 3MiHa KOHTakTHUX AaHux
MiKpobionoriyHol YNOBHOBaXEHOI 0CO6VM 3asBHWKa, BiANoBifa/IbHOT 3a
YNCTOTH) thapmakoHarnsg. 3MiHa KOHTaKTHOT 0CobM YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. MponoHoBaHa pegakuis: Opnos B'suecnas. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6W YNOBHOBAXEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YkpaiHi. 3MiHa Micus 34iICHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsagy. 3miHa MicLe3Haxo4KeHHss MmacTep-
thaiina
52. MKAKABI Tabnetkn no 20 mr; no | Hosapric ®apma | LlBeiuapia | Hoeaptic ®apma | Llseliyapis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/13456/01/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
14 TabneTok y Al LLTeiH AT, - 3MiHM WoAo 6e3neku/eheKTNBHOCTI Ta hapmakoHarnagy. | peyenmom
6nictepi; no 4 LBeiiLapis BBeneHHs abo 3MiHM [0 y3arasibHeHUX JaHuX Npo
6nicTepn y kopobui 3 (BpOGHMLTBO, cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
KapTOHY KOHTPO/Tb AKOCTI, AaHnx Npo cuctemy hapmakoHarnsgy, smiHa
nepBrHHe Ta YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
BTOPUHHE hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
nakyBaHHs1, 3as9BHUKa 415 34iiCHEHHA hapmakoHarnsay B YkpaiHi,
BUNYyCK cepii); AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
dapmaHaniTuka BIANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
CA, Weeliyapis (BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
(KOHTpO/b MacTep-aiina cucremu chapmakoHarnsgy) - 3miHa
SIKOCTi 3a YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BifNOBigabHOI 3a
BVIHSATKOM thapmakoHarnag;: MNponoHoBaHa pegakuyis: David J Lewis,
BM3HAUYEHHS B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHux
MiKpobionoriyHol YMOBHOBaXEHOI 0CO6VM 3asBHWKa, BiANoBifa/IbHOT 3a
yncToTH) thapmakoHarnsg. 3MiHa KOHTakTHOI 0CcObM YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. MponoHoBaHa pegakuisi: Opnos B’syecnas. 3miHa
KOHTaKTHUX AAHVX KOHTaKTHOT 0CO6K YNOBHOBAXEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, s
YkpaiHi. 3mMiHa Micusa 3[iACHEHHS OCHOBHOI AiSNbHOCTI 3
thapmakoHarnagy. 3MiHa MicLEe3HaxoMKeHHs1 MacTep-
chaiina
53. AVNKNO®EHA | cynosutopii TOB YKpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/11697/01/01
K-®APMEKC pekTasibHi, 100 mr, no "®APMEKC "®APMEKC - 3MiHM [0 IHCTPYKLUiT 419 MeANYHOro 3aCTOCYBaHHS peyenmom
5 cynosuTtopiiB y reyn" reyn" niKkapcbKoro 3acoby y po3ainim "OcobnmnBocTi
CTpuni; No 2 cTpunu y 3actocyBaHHs", "MobiuHi peakuyii" BignosigHO A0
naduj 3 KapToHy OHOB/EHOI iHhopMaLlii 3 6e3nekn Ailo4oi peyoBUHU
54. ANNPOCANI NocbiioH, no 30 Mny LWepiHr-Mnay LBeliuapis CEHEKCI HSC - PpaHLis BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 3a UA/4114/01/01
K® oNakoHi 3 NPo6Koto- CeHtpan lct Al EPYBI/Ib CEHT - OHOBJIEHHS! TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro peyenmom
KpanensHuueto; no 1 KNEP 3ac00y 3 BHECEHHAM iH(hopMaLii LLoA0 3a3HaYeHHS
dhnakoHy B KapTOHHiiA OAVHWLb BUMIPIOBaHHSA Y cucTeMi Sl. BHeceHHs 3MiH Ao
Kopobu,i po3giny “MapkyBaHHs” MKA /13. TepmiH BBeAEHHS 3MiH -
NpoTArom 6 MicsLiB nicns 3aTBepopKEHHs
55. AVWMPOCHNAH | cycneHsisi ons iH'ekuiii LWepiHr-Mnay LBeliuapis CEHEKCI HSC - PpaHuis/ BHECEHHS 3MiH 10 peeCTpaLiiiHNX maTepianis: 3MiHu | TUNY 3a UA/9168/01/01
® AN BUPOGHWKIB CeHTpan IcT Al EPYBI/Ib CEHT Benebris - OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKU NiKapCbKoro peyenmom
LWepiHr-Mnay labo KNEP, ®paHuis 3aco6y 3 BHeCeHHAM iHhopmMaL,ii LWoa0 3a3HaYeHHs
H.B., Benebris; (ana amnyn: OAVHULb BUMIPIOBAHHA Y cuctemi Sl. TepmiH BBeAEHHSA
CEHEKCI HSC - BMPOGHMK in 3MiH - MPOTAroM 6 MiCALIB MiCNs 3aTBEPMAKEHHS
EPYBINIb CEHT bulk, nepsuHHe
KNEP, ®paHuin: no 1 nakyBaHHs);
M B amnysii; no 5 CEHEKCI HSC -

amnysn B KAPTOHHIl
Kopob6ui; ans
BMpo6Huka CEHEKCI
HSC - EPYBI/1b

CEHT K/IEP, ®paHuis:

EPYBI/Ib CEHT
KNEP, ®paHuis
(ans
nonepeaHLo
HanoBHEHWX
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 1 mn B nonepeaHbo LnpuuiB);
HanoBHEHOMY LUNPUL, LWepiHr-Mnay
no 1 wnpuuy B Na6o H.B.,
kommnnekTi 3 1 abo 2 Benebrisa (ans
CTepUIbHUMU TONKaMM amnyn:
B N/1aCTMKOBOMY BMPOGHWK 3a
KOHTEliHepi B MOBHWM LMK/IOM)
KapTOHHI KopooLi
56. ANNPO®ON emynbCis AN iH'eKujii AT «Dapmak» YkpaiHa BignosiganbHuii Icnanis/ BHECEHHS 3MiH [0 peecTpavuiiHiX maTepianis: 3MiHu | Tuny - UA/12757/01/01
® 1 % in bulk: no 50 mn 3a BUNYCK cepil: ABCTpIf - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
y thnakoHi; no 10 CiHTOH XicnaHis, afpecy 3asiBHMKa (BnlacHWKa peectpaviliHoro
ch1akoHiB y kopobuy; in C.J1., IcnaHis; nocsigyeHHs). 3MiHa HaliMeHyBaHHS Ta afpecy 3asBHVKa
bulk: no 20 mn B BignoBigansHuii (BNacHvKa peecTpauiiHoro NocBigYeHHS).
amnyni; no 5 amnyn y 3a BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
KopoobLi BMPOGHMLITBO, 3aTBepMKEHHS. 3MiHM | Tuny - AOMIHICTPaTUBHI 3MiHN.
XiMiYHi, Qi3nYHI 3miHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
Ta LiSiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
MiKPOGIONOriYHi 3aco0y, BK/IYaoun AiNbHNL BUMYCKyY cepil abo micue
BMNpPO6YyBaHHS NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY
Ta nakyBaHHS: BiANoBigae BUPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK CEpiid)
®pe3seHiyc Kabi -
ABcTpia ['m6X, 3MmiHa agpecu BupobHuka 13 CiHToH Xicnanisa C.J1.,
ABCTpist IcnaHis, BignoBigansHoOro 3a BMNyck cepii, 6e3 3miHn Micus
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKEHHS.
57. ANNPO®O/N eMynbCia ANa iH'exLji AT «Dapmak» YkpaiHa BignosiganbHwuii Icnanis/ BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY - UA/12757/01/02
® 2 % in bulk: no 50 mn 3a BMNYCK cepil: ABCTpisi - AOMiHICTpaTVBHI 3MiHK. 3MiHa HaiMeHyBaHHA Ta/abo
y thnakoHi; no 10 CiHTOH XicnaHis, afpecy 3asiBHMKa (BnacHuKa peectpaviiiHoro
hnakoHiB y KopobLyi C.J1., IcnaHis; nocBigyeHHs). 3MiHa HaliMeHyBaHHS Ta afpecy 3asiBHMKa
BignosiganscHuii (BnacHvKa peecTpauiiiHoro nocBig4eHHs).
3a BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
BMPOGHMLITBO, 3aTBePMKEHHSA. 3MiHKM | TUNy - AOMIHICTPaTUBHI 3MiHW.
XiMiYHi, QRi3NYHI 3MiHa HaliMeHyBaHHA Ta/abo agpecy MicLa NPoBapKEHHSI
Ta OiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
MiKPOGIONOriyHi 3aco6y, BK/IOYaUM 4inbHULL BUNYCKY cepil abo micue
BUMNPOOYBaHHSA NpPOBeAEeHHS KOHTPOJTHO SKOCTI. (AisANbHICTb, 3a SKYy
Ta nakyBaHHS: BiANOBigae BUPOGHMK/IMNOpTEp, BK/IOUAKUY BUMYCK CEpiid)
®pe3seHiyc Kabi -
ABCTpist TM6X, 3MiHa agpecu BUpobHuka 13 CiHToH Xicnania C.J1.,
ABCTpIs IcnaHis, BignoBiganbLHOro 3a BUMYycK cepii, 6e3 3MiHM micus
BMPOGHULTBA. BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsALiB
nicnsa 3aTBepKEHHS.
58. AOPAMIUVMH TabneTku, BKpUTI yoprPna TypeyunHa yopna TypeuyunmHa | BHECEHHS 3MiH [0 peecTpauiiHnx Martepianis: 3miHu | Tuny 3a UA/14899/01/01
NiBKOBOIO MEAOVUWH MEANUNH - AgMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AinbHULi | peyernmom
ob6onoHkoto, no 3 000 INAY CAH. BE INAY CAH. BE (Brtovaroun ginbHuui ans A®|, npoMixXHOro NpoaykTy abo
000 MO; no 10 TIOXK. A.LL. TIOK. A.LL. rOTOBOrO JlikapCbKOro 3acoby, AiNbHULI ANS NPOBEAEHHS

Tabnetok y 6nictepi;
no 1 6nictepy B

nakyBaHHs1, BAPOGHUWKA, BiANOBIAAIBLHOMO 3a BUMYCK Cepil,
MicLle NpoBeAEeHHS KOHTPO/IKO cepil) abo nocTtavyaibHUKa
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KapTOHHIlA KopoobLi BMXi4HOrO Martepiany, peareHTy abo AONOMiXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y JOCLE) -BUNYHEHHS
3arBepmxeHoro BupobHuka M3 Al IBPAXIM Inay
CaHai Be TimkapeT A.LL., TypeyunHa. Takox 3miHu
BHECEHI B iHCTPYKLIilO 4719 MeANYHOro 3acTOCYBaHHSA y p.
"Bmpo6HuK", "MicLue3HaxomkeHHs BUPOGHMKa Ta ioro
agpeca MicLs NPoBaXEHHS AiS/IbHOCTI" (BUyYEHHS
BUPOBHMYOT AiNbHULL) 3 BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBoK. BBeAeHHS 3MiH npoTarom 3-x
MicsALiB MicnsA 3aTBepAKeHHS. 3MiHu | TUny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. CucteMa
KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3miHa chopmun abo
PO3Mipy KOHTelHepa Yy 3aKynoploBasIbHOro 3acoby
(NepBUHHOI yNakoBKK) (HeCTepusbHI Nikapcbki 3acobwn) -
3MiHa po3mipy NepBMHHOT yNakoBKM, Ta siK HACNIoK
BTOPUHHOI y 3B’A3KY 3i 3MIHOIO KiNIbKOCTi Tab/1eToK B
ofHoMy 6nicTepi, 6e3 3MiHV NakyBa/lbHOro MaTepiany, 3
Bi4NOBIAHVMM 3MiHAMM Y P. «YNakoBKa». TakoX 3MiHu
BHECEHI B iHCTPYKLIilO 4719 MEANYHOro 3acTOCYBaHHSA y p.
"Ynakoska". BBeeHHs1 3MiH NPOTAroM 3-x MicsiLiB nicns
3aTBEPKEHHS.
59. AOPAMILUVH TabneTku, BKpUTI yoprna TypeyunHa ABJl IBPAXIM TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14899/01/01
nAiBKOBOO MEAVUWVH lnau CaHai Be My - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom
o060n0oHkoto, no 3 000 ITAY CAH. BE TigpkapeT A.LL., hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHNX
000 MO; no 5 TIOK. A.LLL. TypeyuunHa,; AaHux npo cuctemy hapmakoHarnsagy (BBefeHHs
Tabnetok y 6nictepi; yopna y3araslbHeHNX AaHuX Npo cuctemy hapmakoHarnsay,
no 2 6nictepu B MEANLUNH 3MiHa yNOBHOBaXXeHOI 0co6u, BifnoBiAaIbHOI 3a
KapTOHHIlA KopoobLi ITAY CAH. BE 3[jicCHEeHHs1 hapMakoHarIsay; KOHTaKTHOI 0cobu 3
TIOXK. A.LL., hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
TypeyunHa thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsay (Bknoyarouy KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLIEHHI MacTep-thaiina cuctemm
hapmakoHarnagy) - 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu, BiANoOBIfasIbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy B
YKpaiHi
60. EK3UNCTA Kancynu Teepai, no 75 AT "Apamvepq MonbLia AT «Apgames Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/17002/01/01
Mr; 1o 14 kancyny dapma” Papma», - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro peyenmom
6nicTepi, no 2 abo 4 Monbwa 3aco6y 3 BHECEHHSIM iHjhopMaLil LWoA0 3a3HaYeHHs
6nicTepy B KOpPOOL (BMpPOGHMLTBO OOMHUUb BUMIPIOBaHHA y cucTteMi Sl. TepMiH BBEEHHS
"in bulk", 3MiH - MPOTAroM 6 MicALIB MicNa 3aTBEPAKEHHS
nepBuHHe Ta
BTOPVIHHE
naxkyBaHHs;
BUPOBHMK
NepBUHHOTO Ta
BTOPUHHOTIO

NnakyBaHHA,
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SIKLL0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0co6u,

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BMNYyCK cepii)
61. EK3UCTA Kancynu Teepai, no AT "Apaveps, MonbLia AT «Apamep Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/17002/01/02
150 wmr; no 14 kancyn dapma” Papma», - OHOBJ/IEHHSI TEKCTY MapKyBaHHS! YNakoBKU NikapcbKoro | peyenmom
y 6nicTepi, no 2 a6o 4 Monbwa 3ac06y 3 BHECEHHSM iH(hopMaLii LWoA0 3a3HaYeHHS
6nictepy B KOpO6L (BUPOBHMLTBO OOMHULB BUMIPIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS
"in bulk", 3MiH - MPOTAroM 6 MiCALIB MiCNa 3aTBEPMAKEHHS
nepBuHHe Ta
BTOPVHHE
nakyBaHHs;
BUPOGHMK
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs,
BMNYyCK cepii)
62. EK30O4EPUN kpem 1 %, no 15 r abo CaHpo3 CnoBeHist BMPOGHUK in ABcTpisi/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/3960/01/01
® 30 ry Ty6i; no 1 Ty6i B PapmacboTikau bulk, nepBuHHe i HimeuuunHa - 3MiHK 3 SKOCTi. FOTOBUIA NiKapcbKuii 3aci6. 3mMiHK y peyenma
KapTOHHIA KOpO6L 34.0. BTOPUHHE BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHU, LLIO CTOCYIOTLCA
nakyBaHHs, BUMYCKY Cepii Ta KOHTPOJII0 SAKOCTi FOTOBOTO NiKAPCbKOro
KOHTPO/b: 3aco6y (3amiHa abo AofaBaHHsA AiNbHULI, Ha SKil
Mepk KlraA & Ko 3AiiCHIOETLCA KOHTPOL/BUNPOBYBaHHA cepii) - BBeAEeHHS
Bepk LWniTTans, [,04aTKOBOI BUPOGHUYOT AinbHuui Cantotac ®apma MvoX
ABCTpIS; OTT0-BOH-Itopike-Annee 1, 39179 bBapnebeH, HimeuunHa /
BUMYCK cepil: Salutas Pharma GmbH Otto-von-Guericke-Allee 1, 39179
CaHpo3 'mbX - Barleben, Germany gnsi KoHTposnto cepii
TexOnc,
ABCTpiS;
BMPOGHUK in
bulk, nepBuHHe i
BTOPUHHE
nakyBaHHS,
KOHTPO/b,
BUMYCK cepil:
Cantotac
dapma 'v6X,
HimeuunHa,;
KOHTPO/b!
Cantotac
dapma 'M6X,
HimeyunHa
63. EKCIOKAL Tabnetku, Wo HoBaprTic ®apma | LlBeiiuapis | Hoeaptic ®apma | LlUBeliyapis BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/6731/01/01
avcneprytoTecs, No Al LTeitn AT - 3MiHY LWoAo 6e3nekun/ehekTBHOCTI Ta hapmakoHarnagy. | peyernmom
250 mr, no 7 TabneTok BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHux Npo
y 6nictepi, no 4 cuctemy hapmakoHarnsagy (BBefieHHs y3ararbHeHNxX
6nictepy B KOPO6U LaHuX Npo cuctemy dpapmakoHarnsgy, amiHa
YMOBHOB&XeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnagy
3asBHUKaA 419 34iliCHeHHs hapMakoHarnagy B YkpaiHi,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapmakoHarnsagy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
macTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3aABHWKa, BigNoBifabHOT 3a
thapmakoHarnag: NponoHoBaHa peakuisn: David J Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX JaHnX
YMOBHOBaXEHOI 0C06YM 3aABHMKA, BigNoBifabHOT 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0CO6U YNOBHOBaXEHOT
0cobu 3asBHWMKa, BiANOBIAA/ILHOI 3a thapmakoHarnsg B
YkpaiHi. MponoHoBaHa pegakuyis: Opnos B’auecnas. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOT 0CO6U YNOBHOBAXEHOT
0cobu 3asBHWMKA, BiANOBIAALHOI 3a thapmakoHarnsg B
YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMpKeHHS MacTep-ghaina

64.

EKCIIDKAL

TabneTku, o
AncnepryoTbes, no
500 mr, no 7 TabneTok
y 6nicTepi, no 4
6nictepy B KOpO6L

HosapTic ®apma
Al

LLBeiuapis

Hosaprtic ®apma
LTeitn A

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | TUny
- 3MiHM WoAao 6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsaay.
BBefeHHst ab0o 3MiHM [0 y3arasibHeHWX AaHuX Npo
cuctemy thapmakoHarnsgy (BBefleHHs y3arasibHeHnx
[aHnx nNpo cmuctemy hapmakoHarnsgy, smiHa
yNOBHOB&XeHOT 0cobu, BiAgNoBiAanbHOT 3a 34iNCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobum 3 hapmakoHarnagy
3asiBHUKA 4151 3AiICHEHHA hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsagy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
macTep-haiina cuctemm hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOI 0c06YM 3aABHMKA, BigNoBifabHOT 3a
thapmakoHarnag: NponoHoBaHa peakuisn: David J Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXEHOI 0C06V 3a8BHMKA, BigNoBifabHOT 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0CO6U YNOBHOBaXEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI 3a thapmakoHarnsg B
YkpaiHi. [ponoHoBaHa pefakuis: Opnos B'ayecnas. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOT 0CO6U YNOBHOBAXEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI 3a thapmakoHarnsg B
YkpaiHi. 3miHa MicLsa 34iiCHEHHSI OCHOBHOI AisSiNIbHOCTI 3
thapmakoHarnagy.
3MiHa MicLe3HaxoMpKeHHs MacTep-ghaiina

3a
peyenmom

UA/6731/01/02

65.

EKTEPULIAA,
®

pO34MH Ans
30BHILUHLOIO
3acTocyBaHHs no 50
M a6o no 250 mn B
NASLWLI CKNSAHIRA, no 1
NAAWLi B navuj

AT "BIOJTIK"

YKpaiHa

AT "BIOJTIK"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | TUny
- AIMiHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asBHUKaA (BNacHUKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS Ta afpecu 3asaBHUKa
(BnacHuka peecTpauiliHoro noceig4yeHHs) TepMiH
BBEJEHHS 3MiH MPOTArOM 6 MiCALUIB NIiCNA 3aTBEPAKEHHS;
3MiHW | TUNY - AQMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LisiNIbHOCTI BUPO6HMKa/iMnopTepa roToBOro J1ikapCbKoro

6e3
peyenma

UA/5630/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocsBi0OYEeHHs

3aco6y, BKIH0YaKuU i/bHUL BUNYCKY cepii abo Micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (LisANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNOpTEp, BKIOYaOUM BUMYCK CEPIiA)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6Huka M3, 6e3
3MiHM MicLa BUpO6HULTBa (TepMiH BBEAEHHS 3MiH
npoTArom 6 micsliB nicns 3aTBepAKeHHS); 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecu Micus NpoBaMKEHHS AiANbHOCTI BUPOOHMKA
(BrtOvaroun, 3a HeObXiAHOCTI, MicLe NPoBeAeHHS
KOHTPO/IO SIKOCTi), abo BracHuka mactep-caiina Ha Adl,
abo noctavyasibHuka Ad®l/BuxigHoro
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, Lo
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3Ha4EHO Y
[0CbE Ha nikapcbkuid 3acib) 3a BifCYTHOCTI cepTudpikata
BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEpPXEHOMY [OCbE, 260 BUPOOHMKA HOBOI JOMOMIKHOI
PEUYOBUHM (SKLLO 3a3HAYEHO Y JOCLE) - 3MiHA Ha3BU
BMPOGHUKA Ait040i peyoBMHM (NMPOAYKTU OKUC/IEHHS
pn6’syoro xupy); 3MiHu | Tuny - 3MiHN LWoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) -
3amiHa po3giny «IpadivuHe othopMIEHHS YNakoBKv» Ha
po3ain «MapkyBaHHs» MKA J13: 3atBepKeHo:
pachnyeckoe opopmieHne ynakosku. 3anponoHOBaHO:
MapkyBaHHs. BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLi woao
3a3HavYeHHs OAVHWLb BUMIpOBaHHS Y cuctemi Sl. TepmiH
BBEJEHHS 3MiH MPOTAroM 6 MicALIB Nic/1s 3aTBEPKEHHS.

66.

ENIAEN®

Kpem gns
30BHILUHLOTO
3actocyBaHHA 1 % no
15 ry 1y6i, no 1 Ty6i B
Kopobu,i

MEJA ®apma
v6X eHg Ko.
K

HimeyunHa

MELA
MeHbtochekuepu
Hr

PpaHuis

BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHux Npo
cuctemy thapmakoHarnsgy (BBefieHHs y3arasibHeHUX
[aHnx nNpo cmuctemy thapmakoHarnsgy, amiHa
yMNOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsagy
3asBHUKa ANA 34iICHEHHA hapmakoHarnsay B YKpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A dapmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-ghaiina cuctemm hapmakoHarnsay) - 3aMiHa
KOHTaKTHUX JaHWUX KOHTaKTHOT 0CO6U YNOBHOBAXEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI 3a thapmakoHarnsg B
YkpaiHi

3a
peyenmom

UA/7137/01/01

67.

EMEHI®

Kancynu no 125 mr +
karncynu no 80 mr;
KoMb6i-ynakoBka no 3
Kancynu; no 1 kancyni
no 125 mr + 2 kancysau

Mepk Wapn i

Joywm IJEA
m6X

LBeliuapis

Ankepmec
dapma AileneHg
Nta, Ipnangis
(BMpPOGHMLTBO
Hepo3dglacoBaHo

Ipnangis/
Higepnanan

BHECEHHS 3MiH 10 peECTpaLiiiHNX MaTepianis: 3miHu | TUNY
- BHECEHHSI 3MiH A0 po3giny «MapkyBaHHA» MKA N3:
3anponoHoBaHo: MAPKYBAHHA BignosigHo no
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBEAEHHS

3a
peyenmom

UA/4525/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 80 mr y 6nictepax y T npoayKuji Ta 3MiH NPOTAroM 6 MicALIB MiC/A 3aTBEPAKEHHS
KapTOHHI/A 06ropTLui; KOHTPO/b
no 1 KapTOHHIM [aKocTi); Mepk
06ropTuUi B KAPTOHHIN LWapn i foym
Kopobui B.B.,
Higepnangu
(nepBuHHE/BTOP
VNHHE NaKyBaHHA
Ta [03BiN Ha
BMNYyCK cepii)
68. ENINEH PO34UH ON151 iH'EKLLNA, MEJA AB Lseuis BUPOBHUK, cuwA/ BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny 3a UA/14931/01/01
0,3 mr/gosy; BignosiganbHuii | Higepnangy | - 3MiHM 3 aKkocTi. FOTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. | peyenmom
no 2 M/l PO3UUNHY Y 3a BYPOGHMLUTBO / 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs
nonepegHsL0 Hepo3ghacoBaHO [anisa/ roTOBOrO NiKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
HamnoBHeHiI pyuyLj; No T npoaykuii Himeuunna npuaaTHOCTI rOTOBOrO MikapcbKoro 3acoby) - [1ns Toprosoi
1 nonepefHbO (niaroToBka, ynakoBKu (NiTBEPAXYETLCA AaHVMMN peasibHOro vacy) -
HarnoBHeHiIN pyyli B acenTuyHa 36i/1bLUIEHHSI TEPMIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
Ty6i; no 1 Ty6i B hinbTpavis, 3ac006y Ha OCHOBI NO3UTUBHWX pe3ynbTaTiB
KOpOOGLIi 3 KAPTOHY HarnoBHEHHA Ta [0BrOCTPOKOBUX AOCNIMKEHb CTa6INbHOCTI Y peasibHOMY
YKynopka): yaci:
MepigiaH 3aTtBepaxeHo: 20 micsuis. 3anponoHOBaHO: 2 PokK. 3MiHK
Megikan BHECEHO B iHCTPYKL,it0 415 MEANYHOIO 3aCTOCyBaHHSA
TekHonogxuc, nikapcbKoro 3acoby y p. "TepMiH npugaTHOCTI". BBeAeHHs
IHK., CLUA, 3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS.
BMPOGHUK,
BiAnNoBigabHUIA
3a TecTyBaHHSA
Ta
KOMNAeKTaLito:
MepigiaH
Megikan
TekHoMoaxuc,
IHK., CLLA;
BMPOGHUK,
BiAnoBigabHUA

3a MapKyBaHHs
Ta BTOPUHHY
ynakoBKy:
MM® B.B.
(MaHydhakTypiHr
Meke pKUHr
dapmaka),
HigepnaHaw;
KOMNaHis, LWo
Bignosigae 3a
npoBefeHHsA
KOHTPO/I0
AKOCTI:
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
€BpochiHC
dapma A/C,
[NaHis;
BMPOGHUK,
BiANoOBiga/IbHUIA
3a BUNycK cepii:
MEJA dapma
'v6X eHp Ko.
KI, HimeyunHa
69. ENIPYBIUVH pO34MH ON1 iH'EKUIN, 2 Mepak HimeyunHa BTOPUHHE HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHu | Tuny 3a UA/10941/01/01
MEOAK mr/mn no 5 mn, 10 mn, lesenbwadpt nakyBaHHs, Yecbka - 3MiHM WoAao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsgy. | peyenmom
25 mn, 50 mn, 100 mn dhrop KniHiwe MapKyBaHHs, Pecny6nika BBefeHHst ab0 3MiHM [0 y3arasibHeHVX AaHnX Npo
y dhnakoHi; no 1 LLineuianbnpena KOHTpPO/b Ta cucTemy thapmakoHarnsagy (BBefieHHs y3arasibHeHnx
hnakoHy B KOPOOL pate M6X BMNYCK cepil: LaHuX Npo cuctemy dhapmakoHarnsgy, amiHa
Megak YMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iICHEHHS
lesenbliat chapmakoHarnsgy; KOHTaKTHOT ocobu 3 dhapmakoHarnsgy
dorop KNiHiwe 3asBHUKa 15 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
LLineyianbnpena AKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobu,
pate M6X, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay
HimeuunHa,; (BKTHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MILLLEHHI
BMPOGHMLTBO "in macTep-thaiina cuctemm papmakoHarnsay) - smiHa
bulk", YMOBHOBaXEHOT 0C06Y 3asBHMKA, BigNoBifanbHOT 3a
naxkyBaHHs, hapmakoHarnag. MNponoHosaHa pefakuis: fJloktop Barbara
MapKyBaHHA Ta Jogereit. 3MiHa KOHTaKTHVX JaHUX YNOBHOBaXKEHOT 0CO6M
KOHTPO/b cepil: 3asBHVKa, BifNoBigasIbHOI 3a (hapMakoHarnag. 3miHa
OHkoTek ®apma KOHTaKTHOT 0CO6U YNOBHOBAXEHOT 0CO6M 3as1BHYIKA,
MpoAakLuH BiANOBIAa/IbHOI 3a thapmakoHarnisg B YkpaiHi.
v6X, MponoHoBaHa pepakuis: Bonbeay Hena MukonaisHa.
HimeuunHa,; 3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
MapKyBaHHA Ta YNOBHOBaXEHOI 0CO6VM 3asBHWKa, BiANoBifa/IbHOT 3a
BTOpPUHHE thapmakoHarnsag B YkpaiHi
naxkyBaHHs:
Meg-IKC-Mpecc
m6X,
HimeuunHa,;
BMPOGHMLTBO "in
bulk”,
naxkyBaHHs,
MapKyBaHHS Ta
KOHTPO/b cepil:
OHkomep,
MeHblodeKyepiH
ra.c., Yecbka
Pecny6nika
70. EMNPAKAL TabneTkn, BKPUTI Lbky6inaHt IHais [xy6inaHt IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/15698/01/01
NNiBKOBOO LbkeHepikc [hxeHepikc - 3MiHW [0 IHCTPYKLUiT 419 MeANYHOro 3aCTOCYBaHHS peuyenmom
060/10HKOI0, N0 5 Mr; Nimiteq, Nimiten nikapcbkoro 3acoby y po3gin "B3aemMogis 3 iHWnMK

no 10 TabneTok B

NiKapCbkumm 3acobamu Ta iHLWi BUAM B3aeMogin”
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nicTepi; no 3 BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun aitoyoi
6nicTepy B KAPTOHHii PEYOBUHU; 3MiHW [0 IHCTPYKUIT 415 MeANYHOro
Kopobu,i 3acToCyBaHHSA Nikapcbkoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHS" BignoBigHO A0 OHOB/EHOI iHchopMmaLii 3
6e3nekun Ait4oi pevyoBuHU
71. EMNPAKAL TabneTkun, BKpUTI [bxy6inaHt IHAjsa [bxy6inant IHAis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 3a UA/15698/01/02
NNiBKOBOKO L[bkeHepikc [hxeHepikc - 3MiHM [0 IHCTPYKLUiT 419 MeANYHOro 3aCTOCYBaHHS peyenmom
060/10HKO10, M0 10 Mmr; Nimitep Nimite nikapcbkoro 3acoby y po3ain "B3aemopis 3 iHWMMK
no 10 TabneTok B nikapcbknuMmn 3acobamu Ta iHWi BUuAW B3aemogiin”
6nicTepi; no 3 BiANOBIAHO 0 OHOBMEHOT iHGhopMaLlii 3 6e3nekun aitoyoi
6nicTepy B KAPTOHHii PEYOBUHW; 3MiHW [0 iHCTPYKUIT 415 MEANYHOTO
Kopobu,i 3acToCyBaHHSA Nikapcbkoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHA" BiAnoBigHO 40 OHOBNEHOT iHhopMaLi 3
6e3nekun Aityoi pevyoBuHU
72. EMNPAKAL TabneTkn, BKPUTI Lbky6inaHt IHais [xy6inaHt IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/15698/01/03
NNiBKOBOO LbkeHepikc LhxeHepikc - 3MiHM [0 IHCTPYKLUiT A9 MeANYHOro 3aCTOCYBaHHS peuyenmom
060/10HKO0, NO 15 Mr; Nimiteq, Nimiten nikapcbkoro 3acoby y po3gin "B3aemMogis 3 iHWnMK
no 10 TabneTok B nikapcbkumm 3acobamu Ta iHLWi BUAM B3aeMogin”
6nicTepi; no 3 BiANOBIAHO 10 OHOBMEHOT iHGopMaLlii 3 6e3nekun aitoyoi
6nicTepy B KAPTOHHIiA PEYOBUHW; 3MiHW [0 IHCTPYKUiT AN MeAUYHOro
Kopobu,i 3acToCyBaHHSA NiKapcbKoro 3acoby y po3gin "OcobmBocCTi
3acTocyBaHHA" BignoBigHO 40 OHOBNEHOT iHChopMaLi 3
6e3neku fjtoyoi pevyoBUHN
73. ENPAKAJ, TabneTku, BKpUTI [bxy6inaHt IHgjsa [bxy6inaHt IHAis BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis: 3MiHu | Tuny 3a UA/15698/01/04
NNiBKOBOO L[bxeHepikc LhxeHepikc - 3MiHW 00 IHCTPYKLUiT A8 MeANYHOro 3aCTOCYBaHHS peuenmom
06010HKO0, N0 20 Mr; Nimiteq Nimiten nikapcbkoro 3acoby y po3gin "B3aemMogis 3 iHWNMK
no 10 TabneTok B nikapcbknuMm 3acobamu Ta iHWi Buan B3aemogiin”
6nictepi; no 3 BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
6nicTepy B KAPTOHHIiA PEYOBUHW; 3MiHW [0 IHCTPYKUiT AN MEeAUYHOT0o
Kopobui 3aCTOCYBaHHS NiKapcbkoro 3acoby y po3ain "OcobnmsocTi
3acTocyBaHHA" BignoBiAHO 40 OHOBNEHOT iHChopMaLi 3
6e3neku fjtoyoi pevyoBUHA
74. ECBPIET® Kancynv no 267 wmr, no ®.XohdpmaHH- LLBeiuapis BupobHuymso CLUA/ BHECEHHS 3MiH [0 peecTpavliiiHiX MmaTepianis: 3MiHu | Tuny 3a UA/15073/01/01
270 kancyn y nnswi; Na Pow N1g, Hepo3ghacosaHo PpaHuia/ - 3MiHK 3 SIKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y peuenmom
no 1 naswuyjiy T npodykuit, Benuka BMPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHOThCA
KapTOHHIli Kopoobui BUMPOBGYBaHHS BputaHis/ BVNYCKY Cepii Ta KOHTPOJIKO SIKOCTi FOTOBOTO NiKapCbKOro
KOHMPOJI0 LLiBeiiuapis 3aco6y (3amiHa abo AofaBaHHA AifbHULL, Ha SKi
sKocmi: 3[iiCHIOETBLCS KOHTPO/TL/BUNPOBYBaHHSA cepii) - 3aMiHa
KeTeneHt AiNbHULI, Ha 5K 34iCHIETLCA BUMPOOYBaHHS
dapma MiKpOG6IOI0rivyHOI YNCTOTHY - IHTepHeLwHN Jlabopatopi
Contowns, JI1C, Cepsicis flivites, Benuka bpuTanis Ha Bikem JlabopaTtopi3s
CLUA; Nimitea, Benuka bpuTaHis (BBegeHHs 3MiH NpOTAroM 6-Tu
BupobHuymso MiCALB Nicna 3aTBepAKeHHs); 3MiHK | Tuny - 3MiHK 3
Hepo3ghacosaHo AKOCTI. [OTOBWIA NikapcbKnin 3aci6. 3MiHM Y BUPOOHULITBI.
T npodykyir, 3miHa iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii Ta
BUMNPOBYBaHHS KOHTPO/IO0 SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
KOHMPOJI0 abo gofasaHHs AiNbHULI, Ha AKil 34iACHI0ETbCA
sKoCmi: KOHTPO/b/BUNPOGYBaHHS cepii) - BBEAEHHS 40A4ATKOBOI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

MNareoH ®paHc,
PpaHuis;
lMepsuHHe ma
BMOPUHHE
nakyBaHHs1:
MekemxiHr
KoopgaiHaropc,
IHK. JINC, CLUA;
lMepsuHHe ma
BMOPUHHE
nakyBaHHsl,
BUMPOBYBaHHS
KOHMPO/I1o
siKocmi:
AHOepcoH
BpekoH (HOK)
NimiTen, Benvka
BpwuTaHis;
BurpobyBsaHHs
cmabinbHocmi:
KeteneHt
Papma
Contowus, JI1C,
CLUA;
BurnpobyBsaHHs
MIKpPO6i0/102i{4HO
I'yucmomu:
Bikem
Na6opaTtopi3
NimiTen, Benvka
BputaHis;
Bunyck cepir:
®.XodhpmaHH-
Na Pow N1,
LBeiiLapis

AinbHUUI MNaTeoH ®paHc, PpaHLis 418 NpoBeAeHHs
KOHTPOJH0 SIKOCTi FOTOBOrO NiKapcbKoro 3acoby (BeBeaeHHs
3MiH NPOTAroM 6-TU MICALIB NiCNA 3aTBEPAXKEHHS); 3MiHW |
TMny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHN Y

BUPOGHMLTBI. 3MiHW Y NpoLeci BUPO6HULTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOUAUM NPOMDKHWUIA NPOAYKT, LU0
3aCTOCOBYETLCA NPV BUPOBGHULITBI FOTOBOTO NiKapPCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHMUTBA) -
He3HayHa 3MiHa y npoLeci BUPO6HMLTBA FOTOBOIO

NiKapcbKoro 3acoby Ha BUPOGHWYIN AinbHMLj MaTeoH

®paHc, PpaHuisa (BBegeHHS 3MiH NPOTAroM 6-Tn micsuis
nicns 3aTBepkKeHHs); 3MiHW | Tuny - 3MiHM 3 AKOCTI.
Ceprtudpikat BignoigHocTi/l E-cepTudikat BignoBigHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii. MogaHHA HOBOro
ab0 OHOB/EHOrO cepTudikaTa BignNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponenchbkili
thapmakonei: gns A®l; ans BUXiAHOrO
marepiany/peareHTy/npoMKHOrO NMPOAYKTY, WO
BMKOPVCTOBYOTbCS Y BUPOOHNLTBI ADI; Ans AONOMDKHOT
peuoBuHu (FCE-cepTudpikaT BignoBigHOCTI EBponelickkiii
thapmakonei ana A®l/suxigHoro
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[ONOMDKHOT peyoBuHM) - HoBWiA cepTudikaT A1 BUXiZHOTO
martepiany/peareHTy/NPoMiKHOIo NPOAYKTY abo
[OMOMDKXHOI Pe4OBWHM Bifi HOBOrO ab0 BXe 3aTBEPAKEHOr0
BMpOOHUKa - NofaHHA HoBoro ME-cepTudikata
BiANOBIgHOCTI EBponeiicbkoi hapmakonei R1-CEP 2010-
043-Rev 00 4ns AONOMDKHOT pEUYOBWHM XeNaTuH Bif
3aTBepxeHoro BUpo6Hrka Rousselot, Son, HigepnaHan
(BBeggeHHs 3MiH MpOTAroM 6-Tv micsAuiB nicns
3aTBEPMXEHHS); 3MiHM | TNy - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/IE-cepTudikat BignoBigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BiAgnoBigHOCTI ab0 BUMYyYEHHS
cepTudpikaTa BiANoBiAHOCTI EBponeiickkili hapmakonei:
ana A®l; ans BuxigHoro matepiany/peareHTy/npoMixHoro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Y BUPOOHNLTBI ADI; Ans
[onoMkHOT pevoBuHK (ME-cepTudpikat BignosigHOCTI
€sponelicbkin hapmakonei ana A®l/suxigHoro
marepiany/peareHTy/npomiKHOro NpoaykTy abo
[0MOMDKHOT peyoBuHK) - BunyueHHs ceptudikartis (y
BMNaAKY HassBHOCTI My/NbTUNIETHOrO cepTudikara Ha
marepian) - Buny4eHHs ME-cepTudpikata BignoBigHOCTI
€Bponelicbkoi hapmakonel 418 f0NOMIKHOI PeUYOBUHM
XenatuH:
- R1-CEP 2003-172 -Rev 01 Big Bupo6bHuka Gelita Group,
Eberbach, HimeuuunHa;
- R1-CEP 2001-332 -Rev 02 Big Bupo6Huka Rousselot,
Son, HigepnaHnau;
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
- R1-CEP 2000-027 -Rev 02 Big BMpo6Huka Rousselot,
Son, HigepnaHau;
- R1-CEP 2002-110 -Rev 00 Big Bupo6Huka PB Gelatins,
Vilvoorde, benbris.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS;
- 3MiHM | TNy - 3MiHK 3 AKOCTi. [OTOBWMIA Nikapcbknii 3acib.
KOHTpO/b roTOBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW y
MeToAax BMNpoGyBaHb (BK/IKOHatoumn 3amiHy abo
[OMNOBHEHHS)) - HE3HAYHA 3MiHa y MeTo/i BUNpobyBaHHS
MiKpOOGIO/IOriYHOT YACTOTU: BUYYEHHS aflbTEPHATUBHOI
MeTOAVK/ BUNPOGYBaHHSA MiKpO6ION0oriYHOI YACTOTH i3
BUKOPUCTAHHAM anikBoTy 3paska 25 mn (BBegeHHs 3MiH
NPOTAroM 6-T! MICALIB MICNSA 3aTBEPLKEHHS); 3MiHM | Tuny
- 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuiA 3aci6. 3MiHK y
BMPOOHULTBI. 3amiHa abo BBeeHHS [04ATKOBOI AiNbHULI
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHMYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHMLSA, Ha kiR
npoBOAATLCA Byb-AKi BUPOOHMYI CTagjl, 3a BUHATKOM
BWMYCKY Cepiii, KOHTPOIO AKOCTi, MEPBNHHOTO Ta
BTOPVHHOTO MaKyBaHHSA, A4/19 HECTEPUSTbHUX NiKapCbKMX
3aco6iB) - BBeIeHHA A0AaTKOBOT AiNbHULI AN
BMPOGHUMLITBA Hepo3dacoBaHOi NpoAaykLii - MNaTeoH
®paHc, PpaHuia (BBegeHHs 3MiH NPOTArom 6-T MicALiB
nicns 3aTBepPKEHHS)
75. ECKO/NAH- TabneTkn, BKPUTI CaHosenb Inay TypeyunHa CaHosenb lnay TypeyunHa BHECEHHS 3MiH 4O PEECTPALiiHNX MaTepiasliB: TEXHIYHA 3a UA/9680/01/01
CAHOBE/b NNiBKOBOO CaHai Be CaHai Be NOMU/IKa B IHCTPYKUIT AN5 MeAWYHOro 3actocyBaHHA 13y | peyenmom
060/10HKO10, M0 10 Mmr, Tupkapet A.LL. Tupxapet A.LL. p. "Micue3HaxoaxeHHs1 BUPOGHMKa Ta 1ioro agpeca Micus
no 10 Tabnetok y NPOBaKEHHS AifNIbHOCTI"
6nicTepi; no 3
6nicTepy B KAPTOHHIi
Kopobu,i
76. ECKO/AH- TabneTku, BKpUTI CaHoBenb Insay TypeyunHa CaHoBenb 1nsy TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB: TexHiYHa 3a UA/9680/01/02
CAHOBE/Ib NAiBKOBOIO CaHai Be CaHai Be noMusKa B iIHCTPYKUIT ANs MeAUYHOro 3acTocyBaHHA 13y | peyenmom
060/10HKOH0, M0 20 Mr, Tumxapet A.LL. Tumkapet A.LL. p. "Micue3Haxo4KeHHs1 BUPOOHUMKa Ta oro agpeca micus
no 10 Tabnetok y NpoBaPKEeHHA AiS/IbHOCTI"
6nictepi; no 3
6/1icTepy B KApTOHHIl
Kopo6ui
77. ECKO/AH- TabneTku, BKPUTI CaHoBenb Insy TypeyunHa CaHoBensb Insy TypeyunHa BHECEHHS 3MiH 40 PEECTPALiiHMX MaTepiasiB: TeEXHIYHA 3a UA/9680/01/03
CAHOBE/1b N/1iBKOBOIO CaHai Be CaHai Be nomuska B IHCTPYKLU|i 4115 MeAUYHOro 3acTocyBaHHA /13y | peyenmom
060/10HKO10, N0 40 Mr Tumpkapet A.LL. Tupxapet A.LL. p. "Micue3HaxomxeHHs1 BUPOGHMKa Ta 1ioro agpeca Micus
no 10 TabneTok y NPOBaKEHHS AisNIbHOCTI"
6nicTepi; no 3
6nicTepy B KapTOHHii
Kopoobui
78. ECKO/J1AH- TabNeTkn, BKPUTI CaHoBenb Insy TypeyunHa CaHoBenb Insy TypeyunHa BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasliB: TEXHIYHA 3a UA/9680/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
CAHOBE/b N/1iBKOBOIO CaHai Be CaHai Be NoMW/IKa Y TEKCTi MapKyBaHHS NEPBUHHOI Ta BTOPUHHOT peyenmom
060/10HKO10, M0 10 Mmr, Tumpkapet A.LL. Tupxapet A.LL. yrnakoBKW NikapcbKoro 3acoby
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy B KAPTOHHii
Kopobu,i
79. ECKO/AH- TabneTku, BKpUTI CaHoBenb Insay TypeyunHa CaHosenb Insy TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB: TexHiYHa 3a UA/9680/01/02
CAHOBE/Ib nAiBKOBOIO CaHai Be CaHai Be NOMU/IKa Y TEKCTi MapKyBaHHSA NEPBUHHOT Ta BTOPUHHOT peyenmom
06010HKOt0, Mo 20 Mr, Tumpxapet A.LL. Tuoxapet A.LL. yNakoBKM Nikapcbkoro 3acoby
no 10 Tabnetok y
6nictepi; no 3
6nicTepy B KAPTOHHii
Kopo6ui
80. ECKO/AH- TabneTku, BKPUTI CaHoBenb Insay TypeyunHa CaHoBensb Insy TypeyunHa BHECEHHS 3MiH 0 PEECTPALiiHMX MaTepiasliB: TeEXHIYHA 3a UA/9680/01/03
CAHOBE/Ib NAiBKOBOIO CaHai Be CaHai Be NOMM/IKa Y TEKCTI MapKyBaHHS NePBUHHOT Ta BTOPVHHOI peyenmom
060n0HkKot0, No 40 Mr Tupkapet A.LL. Tupxapet A.LL. yNakoBKM NiKapcbKoro 3acoby
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B KAPTOHHii
Kopoobui
81. EXIHALEI HacToiika, no 20 mn, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny Ges UA/0363/01/01
HACTOWKA a6o no 25 mn, abo no PapmaueBTUyHa dapmaLeBTuyHa - 3MiHK 3 sKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTponb peyenma
50 mn 'y donakoHi; no 1 habpuka habpuka roTOBOro NikapcbKoro 3acoby. 3miHa y MeTogax
chnakoHy B nauui; no "Biona" "Biona" BMMNPOGYBaHHA roTOBOro NikapcbKoro 3acoby (41

50 mn y donakoHax

npuBeLeHHs y BiANOBIAHICTL 3 AdY abo EBponelicbkoto
(hapmakoneer Ta BUTyYEHHS NMOCUIaHHS Ha 3acTapinunii
BHYTPILUHI MeToA, BUNPO6YBaHHS i oro Homep)

- BHECEHHS 3MiH 0 MeTofiB KOHTPOIO SKOCTi NiKapCbKOro
3acoby 3a nokasHukoM «MikpobiofnoriyHa ymctoTa», a
came 3amiHa nocunaHb 3 dY 1.4 Ha «ilovy pefakLiio»
LY. 3MiHn | TUny - 3MiHK 3 SiKOCTi. FOTOBWMIA NikapCbKuii
3aci6. KOHTpos1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoBYyBaHHSA rOTOBOTO J1iKapCbKOro 3acoby
(iHWi 3miHM y MeTofax BMNPo6yBaHb (BKIOYaoUM 3aMiHy
ab0 [ONOBHEHHST)) — BHECEHHS 3MiH 40 METOAMNKM
BMNPOoGYyBaHHA nokasHuka "KinbkicHe BU3Ha4eHHs", a came
npuBefeHHs y BiANOBIAHICTb 0 BUMOT MOHOrpadii
«ExiHauei nypnypoBoi HacTolikaN» A®Y. 3MiHu | Tuny -
3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHWi 3miHW) — BHECeHHSA 3MiH 0 po3ainy MKA 13, a came
po3gin «padiyHe odhopmaIeHHS» 3aMiHEHO PO34ifoM
«MapkyBaHHS» (3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs). OHOB/TIEHHSA BXe 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS1 YNakoBOK J1iKapCbKOro 3acoby i3 3a3HavyeHHsAM
MDKHapOAHWNX NO3HAYeHb OAVHWLb BUMIPIOBAHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTi. FoTOBUIA
NiKapcbKkuii 3aci6. Cuctema KoHTeiHep/3aKynopBasibHWiA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aci6. 3MiHa po3mipy ynakoBKu roTOBOTO J1iKapCbKoro
3acoby (3miHa Macu/o6'eMy BMICTy KOHTeliHepa
6araro030B0ro likapcbkoro 3acoby ans
HenapeHTepasIbHOro 3acTocyBaHHsA (abo 04HOA030BOrO,
4aCTKOBOrO BUKOPUCTaHHS)) - BBEAEHHA 40AaTKOBUX
po3MipiB ynakoBku no 20 M1 Ta no 25 mn 'y donakoHax
CK/ISIHWX, YKYNOPeHWX Npobkamu i kpuwikamu, 6e3 3mMiHu
NepBMHHOTO NakKyBa/lbHOrO MaTepiasly Ta 3 BignoBigHAMM
3miHamu go Cneumdikayii/MeToaiB KOHTPOO AKOCTI
nikapcbkoro 3acoby (n. O6’em BMICTY ynakoBkw), p.
«YnakoBka», p. «Cknag».
82. SAHIAIN® TabneTkun, BKpUTI Pekopgari Ipnangis Pekopgaari ITanisa BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny 3a UA/11126/01/01
NNiBKOBOO AineHpg N1a IHoacTpia Ximika - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs” MKA N13: peyenmom
060/10HKO10, N0 10 Mr e ®apmaceBTika 3anponoHoBaHo: Po3ain “MapkyBaHHs” 3rigHO
no 14 TabneTtok y C.n.A. 3aTBEPAKEHOro TEKCTY MapKyBaHHS. 3MiHW BHECEHO Y
6nicTepi; no 1, a6o 2, TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby.
a6o 4, abo 7 6nicTepis BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
Y KaPTOHHIl Kopobui 3aTBEPKEHHSA
83. SAHIAIN® TabneTku, BKpUTI Pekopparti Ipnangis Pekopparti ITanis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/11126/01/02
NiBKOBOIO Aineng N1p, IHpacTpia Ximika - BHECEHHSA 3MiH A0 po3ainy “MapkysaHHa” MKA /13: peyenmom
060/10HKO10, M0 20 M e dapmaceBTika 3anponoHoBaHo: Po3gin “MapkyBaHHs” 3rigHo
no 14 tabnetok y C.nA 3aTBEPKEHOro TeKCTY MapKyBaHHS. 3MiHW BHECEHO Y
6nicTepi; no 1, abo 2, TEKCT MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
ab6o 4, abo 7 6nicTepis BBegeHHSs 3MiH NPOTArom 6-Tu MicALiB nic/s
Y KapTOHHIli Kopobui 3aTBEepAKEHHS
84. IFrPA® TabneTkv XyBasibHi N0 [bxeHoBenT Kinp [xeHecapm CA pevyis BHECEHHSA 3MiH 10 peecTpauiiiHuX maTepianis: 3MiHW | TUNY 3a UA/14121/01/02
50 mr; no 1 Tabnetyiy | PapmacbioTikan - 3miHu 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
6nictepi, no 1 ¢ Nimitepn, KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa po3mipy

6nicTepy y KapTOHHii
kopobui abo no 4
Tabnetkn y 6nicrepi,
no 1 a6o no 2
6nicTepy y KapTOHHIl
Kopobui

YNaKoBKM FOTOBOTO J1iKapCbKOro 3acoby (BUYyYEHHS
YMakoBKM MEBHOTO PO3Mipy) - BUIYYeHHS i3 maTepiasiB
peecTpaLiiHoro A0CbE ynakoBok: No 2 TabneTku B
6nicTepi no 1 6nictepy y KapTOHHI kopobui (Ne 2 (2 x 1))
Ta no 4 Tabnetku B 6nicTepi no 3 6nicTepn y KAPTOHHIi
kopo6ui (Ne 12 (4 x 3)), 3 BiANOBIAHUMY 3MiHAMUK A0
po3giny “¥Ynakoska” MKA N13. 3miHu | Tuny - 3miHn wono
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BunyueHns
(cvna pgji) - BUNYy4YeHHsA fgosyBaHHA no 25 mr /13 ifpa® 3
maTepianiB peecTtpauiiHoro gocbe. Cunu i N3, aki
3anmwwunmcs (no 50 mr a6o no 100 mr) BignoBigawnTb
BKasiBKaM 3 J03YBaHHS Ta TPUBASIOCTI JliKyBaHHS, K
BKa3aHO B KOPOTKili XapakTepucTuui 13 Ta iHCTpyKuii Ans
MeJMNYHOro 3acToCyBaHHsA. 3MiHU BHECEHI A0 iHCTPYKLi
ONA MeAUYHOro 3acTOCYBaHHS NikapCcbKoro 3acoby LoAo
BUyYEHHS A03yBaHHA 25 Mry po3ginm "Cknag" ta
"OCHOBHI (Di3VKO-XiMi4Hi BNacTMBOCTI". 3MiHu | Tuny -
3MiHM Woao 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLT 4151 MeANYHOro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aCTOCyBaHHSA reHepuyHMX/ribpuaHux/6ionodibHx
nNiKapcbKknx 3acobiB Nic/is BHECEHHA TiET camol 3MiHU Ha
pedhepeHTHWIN Npenapar (3mMiHa He NoTpebye HafaHHA
XXOOHUX HOBUX JOAATKOBUX JaHWX). 3MiHW BHECEHI A0
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby y po3ginu: "®apmMakonoriyHi B1acTueocTi”,
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NlikapCbKUMM
3aco6amMu Ta iHWi B1uam B3aemogiii”, "Ocob1mBoCTi
3acTocyBaHHS", "34aTHICTb BM/IMBATY Ha LUBUAKICTb
peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM a60 iHLIMMK
MexaHizmamu”, "Cnoci6b 3acTocyBaHHA Ta 4o3un",
"Mepepo3ysaHHa", "MNo6iyHi peakuii" BiANOBIAHO A0
iHchopmawii pedhepeHTHOro nikapcbkoro 3acoby (BIAMPA®,
TabneTku, BKPUTI NAIBKOBOK 060/10HKOO, N0 50 Mr abo
100 wmr).

85.

IrPA®

TabneTKn XyBasibHi N0
100 wmr; no 1 TabneTui
y 6nictepi, no 1
6nicTepy y KapTOHHii
Kopobui abo no 4
Tabnetkn y 6nictepi,
no 1 a6o no 2
6nicTepy y KapTOHHiIl
Kopobu,i

bxeHoBelT
dapmacbloTikas
¢ Nimitepq,

Kinp

xeHedhapm CA

peuis

BHECEHHS 3MiH 0 peecTpaviliHiX MmaTepianis: 3MiHu | TUny
- 3MiHK 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBanbHuii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
yNaKkoBKW MEBHOr0 Po3Mipy) - BUNYUYEHHS i3 maTepianis
peecTpavuiiiHOro A0Cbe ynakoBoK: Mo 2 TabneTkn B
6nictepi no 1 6ricTepy y kapToHHIl kopobui (Ne 2 (2 x 1))
Ta no 4 Tabnetku B 6nicTepi No 3 6/icTepU y KAPTOHHIi
kopobui (Ne 12 (4 x 3)), 3 BiANOBIAHUMYM 3MiHAMU A0
po3giny “Ynakoska” MKA /13. 3miHu | TUny - 3MiHu Woa0
6e3nekn/edpekTBHOCTI Ta thapMakoHarniagy. BunyyeHHs
(cvna gji) - BUAYy4YeHHs gosyBaHHa no 25 mr /13 ifpa® 3
marepianiB peecTpaujiiiHoro gocke. Cunu gii 113, ski
3anuwmnnmcs (no 50 mr a6o no 100 mr) BignosigatoTb
BKasiBkaM 3 [J03yBaHHS Ta TPUBaIOCTI NiKyBaHHS, SK
BKa3aHO B KOPOTKili xapakTepuctuli /13 Ta iHCTpYKUii Ans
Me[UYHOro 3aCToCyBaHHS. 3MiHWU BHECEHI A0 IHCTPYKLi
0151 MeQUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby LWoao
BW/TYYEHHS [,03yBaHHA 25 Mry po3ginu "Cknag" t1a
"OCHOBHI (pi3nKO-ximMiuHi BnacTmBocCTi". 3MiHu | TRy -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOrO
3aCTOCYBaHHSA reHepuyHuX/ribpuaHux/6ionodibHnx
nikapcbKux 3aco6iB Nicns BHECEHHS TiEl camol 3MiHN Ha
pedhepeHTHMI1 Npenapar (3MiHa He NoTpPebye HadaHHsA
YXOAHWUX HOBWX A04aTKOBUX AaHUX). 3MiHW BHECEHI A0
IHCTPYKLT AN MeAUYHOro 3acTOCyBaHHSA NiKapCbKoro
3acoby y posginu: "®apmMakonoriyHi BnactnsocTi”,
"MpoTunokasaxHsa", "B3aemogis 3 iHWMMK NikapCbKMMu
3acob6amu Ta iHwWi BuAy B3aemogiii”, "OcobamBoCTi
3acTocyBaHHSA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb
peakLii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLIUMMK

3a
peyenmom

UA/14121/01/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
MexaHismamu', "Cnoci6 3acTocyBaHHS Ta 4o3un",
"Mepepo3yBaHHA", "M06IYHI peakuil™ BigNOBIAHO A0
iHdhopmalii pechepeHTHOrO nikapcbkoro 3acoby (BIAMPA®,
TabneTkn, BKpUTI NIiBKOBO 060/10HKO0, Mo 50 Mr abo
100 wmr).
86. IFrPA® TabneTkv XyBasibHi N0 [bxeHosent Kinp [xeHecapm CA pevyis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny - UA/14122/01/02
50 wr; in bulk: no 1 PapmacboTikau - 3miHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
a6o no 4 TabneTkn B ¢ Nimitepn, KOHTeliHep/3akynopoBasibHKiA 3aci6. 3MiHa po3mipy
6nicTepi, no 500 yMNakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUyYEHHS
6nicTepiB B KAPTOHHIiA yrnaKkoBKW MEeBHOro PO3Mipy) - BUNYUYEHHS i3 matepiasnis
Kopobui peecTpauiiiHoOro AOChE YNakoBOK: No 2 TabneTkn B
6nictepi no 500 6nicTepiB B KAPTOHHIl kOpoobLi Ans
ynakoBku in bulk (Ne1000 (2 x 500)), 3 BignosigHVMu
3MiHamu fo po3ainy “Ynakoska” MKA N13. 3MmiHu | Tuny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
BunyueHHs (cuna gii) - BUNyYeHHs fo3ysBaHHA no 25 mr 13
ifpa® 3 MaTepianiB peecTpaljiiiHoro A0CbE.
87. IFPA® TabNeTKkn XyBasibHi MO [hxeHoBelT Kinp xeHedapm CA Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - UA/14122/01/03
100 wr; in bulk: no 1 PapmacboTikau - 3miHu 3 siKocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
abo no 4 TabneTkn B ¢ Nimiteq, KOHTelHep/3aKynopoBasibHWi 3aci6. 3miHa po3mipy
6nictepi, no 500 yNaKoBKM FOTOBOTO JTiKAPCbKOro 3acoby (BUTyYeHHs
6nicTepiB B KAPTOHHIA yrnakoBKW MEeBHOr0 Po3Mipy) - BUNTYUYEHHS i3 maTtepiasnis
KopooLi peecTpaLiiiHoro A0CkbE ynakoBok: No 2 TabneTku B
6nictepi no 500 61icTepiB B KAPTOHHI KOpobLi A1si
ynakoBku in bulk (N2e1000 (2 x 500)), 3 BignosigHVMu
3MiHamu Ao po3ainy “Ynakoska” MKA N3. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BunyueHHs (cuna gii) - BUNyyYeHHs fo3yBaHHA no 25 mr 13
ifpa® 3 MaTepianiB peecTpayjiiiHoro AoCbE.
88. IFPA® TabneTku XyBasibHi N0 [xeHoBent Kinp xeHecapm CA pevjis BHECEHHS 3MiH [0 peecTpavyiiiHiX MmaTepianis: 3MiHu | Tuny 3a UA/14121/01/01
25 mr; no 1 a6o 2 PapmacbloTikas - 3MiHN Woao 6e3nekn/edhekTUBHOCTI Ta peuenmom
Tabnetkn y 6nictepi; ¢ Nimitepq, hapmakoHarnsgy. BeefeHHs abo 3miHW A0 y3arasibHeHNX
no 1 6nictepy y [JaHnx nNpo cuctemy dapmakoHarnsagy (BBefeHHs
kopob6ui; no 4 y3arasibHeHUX faHvx Npo cuctemy hapmakoHarnagy,
Tabnetkn y 6nictepi; 3MiHa YNOBHOBaXEHOT 0CO6MU, BignoBiganLHOI 3a
no 1, 2 abo 3 6nictepu 3[jiCHEeHHsT hapMakoHarIsay; KOHTaKTHOI 0cobu 3
y Kopoo6Li hapmakoHarnsgy 3asBHUKa 15 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAanNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkoyatouy KOHTakTHI AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemu
hapmakoHarnsgy); 3miHa ynoBHOBaXKeHOi 0cobu
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsagy: NponoHoBaHa pefakuis: MMpOHEHKO
Cepriii OnekcaHgpoBMY. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHWKa, BifNoBigabHOI 3a
34iicHeHHs hapMakoHarnaay.
89. IFPA® TabNETKN XXyBasIbHI MO [hxeHoBelT Kinp [xeHedhapm CA peuist BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - UA/14122/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
50 wmr; in bulk: no 1 dapmacbloTikan - 3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
abo no 2, abo no 4 ¢ Nimitep, thapmakoHarnagy. BeefeHHs abo 3MiHM [0 y3aranibHEeHUX
Tabnetku B 6nicTepi; JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
no 500 6nicTepi B y3araJibHeHVX AaHnX Npo cucTemMy chapmakoHarnsgy,
Kopobui 3MiHa YNOBHOBaXEHOT 0CO6M, BigNoBiganLHOI 3a
3iicCHEHHSA hapMakoHarns4y; KOHTakTHOT ocobu 3
hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
hapMakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHA Bif,
yMNOBHOB&XeHOT 0cobM, BiANoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/ovakoum KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MiLLEHHI MacTep-thaiina cuctemu
hapmakoHarnisgy); 3MiHa ynoBHOBaXKEHOT 0CO6U
3as1BHIKA, BignoBiga/ibHOI 3a 3A4iCHEHHST
chapmakoHarnsgy: MponoHoBaHa pefakLis: MUPOHEHKO
Ceprin OnekcaHgpoBUY. 3MiHa KOHTAKTHUX JaHNUX
YMOBHOBaXEHOI 0C06YM 3aABHMKa, BigNoBifabHOT 3a
3[iiCHEHHS1 hapMakoHarisay.
90. IFrPA® TabneTkv XyBasibHi No [bxeHoselnt Kinp [xeHecapm CA pevyis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny 3a UA/14121/01/03
100 mr; no 1 a6o 2 PapmacboTikau - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Tabnetkn y 6nictepi; ¢ Nimitepn, thapmakoHarnagy. BeegeHHs abo 3MmiHM [0 y3aranbHEeHUX
no 1 6nictepy y JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
kopob6ui; no 4 y3ara/lbHeHUx faHvx npo cuctemy hapmakoHarnagy,
Tabnetkn y 6nictepi; 3MiHa YNOBHOBaXEHOT 0C06M, BignoBigansLHoI 3a
no 1, 2 abo 3 6nictepu 3ilicCHEeHHS dpapMakoHarns4y; KOHTakTHOT 0cobu 3
y KOpoo6Li hapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
yMNOBHOB&XeHOT 0cobu, BiANoBiAanbHOT 3a 34iACHEHHS
thapmakoHarnagy (BK/o4vakum KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
thapmakoHarnsgy); 3MiHa ynoBHOBaXKeEHOT 0CO6U
3as1BHMKA, BignoBigasibHOI 3a 34iACHEHHSI
chapmakoHarnsgy: MponoHoBaHa pefakLis: MUpPOHEHKO
Ceprin OnekcaHgpoBUY. 3MiHa KOHTaAKTHUX JaHUX
YMOBHOBaXEHOI 0C06YM 3aABHMKa, BigNoBifabHOI 3a
3[iiCHEHHs1 hapMakoHarasay.
91. IFPA® TabneTkn XyBasibHi MO [hxeHoBelT Kinp xeHedhapm CA Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - UA/14122/01/01
25 wr; in bulk: no 1 PapmacboTikau - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta
abo no 2, abo no 4 ¢ Nimiteq, hapmakoHarnsgy. BeefeHHs abo 3MiHW A0 y3arasibHeHNX

TabneTtkn B 61icTepi;
no 500 6nicTepi B
KopooLi

JaHnx nNpo cuctemy dapmakoHarnsagy (BBefeHHs
y3arajibHeHVX AaHnX Npo cucTemMy chapmakoHarnsay,
3MiHa YyNOBHOBaXEHOT 0CO6MU, BignoBigansLHOI 3a
3[iiCHEHHS hapMakoHarn1s4y; KOHTaKTHOT 0cobu 3
hapmakoHarnsgy 3asBHUKa s 34iCHEHHSA
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6M, BifMnoBigaibHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/ovakum KOHTakTHi AaHi) Ta/abo
3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
hapmakoHarisgy); 3MiHa ynoBHOBaXKEHOT 0Co6U
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3as1BHMKA, BignoBigasibHOI 3a 3A4jiCHEHHS]
chapmakoHarnsgy: MponoHoBaHa pefakLis: MUPOHEHKO
Ceprin OnekcaHgpoBUY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXEHOI 0C06YM 3aABHWKa, BigNoBifabHOT 3a
3[iiCHEHHS1 hapMakoHarIsay.
92. IFrPA® TabneTkv XyBasibHi N0 [bxeHosent Kinp [xeHecapm CA pevyis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny - UA/14122/01/03
100 wr; in bulk: no 1 PapmacboTikau - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
a6o no 2, abo no 4 ¢ Nimitepn, thapmakoHarnagy. BeefeHHs abo 3MiHM [0 y3aranbHEHUX
Tabnetku B 6nicTepi; JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
no 500 6nicTepis B y3araJlbHeHNX AaHux Npo cuctemy hapmakoHarnsgy,
KapTOHHIlA KopooLi 3MiHa YNOBHOBaXEHOT 0CO6MU, BigNoBiganLHOI 3a
3ilicHEeHHS dpapMakoHarnsay; KOHTakTHOT 0cobu 3
thapmakoHarnsgy 3asBHvKa 415 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
yNOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iCHEHHS
thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo
3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
thapmakoHarnisgy); 3MiHa ynoBHOBaXKeEHOT 0CO6U
3as1BHMKA, BignoBigasibHOI 3a 34iACHEHHSI
chapmakoHarnsgy: MponoHoBaHa pefakLis: MUpPOHEHKO
Ceprin OnekcaHgpoBUY. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXEHOI 0C06V 3a8BHMKA, BigNoBifabHOT 3a
3[iiCHEHHs1 hapMakoHarasay.
93. IFPA® TabNeTKkn XyBasibHi MO [hxeHoBelT Kinp xeHedhapm CA Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/14121/01/02
50 mr; no 1 a6o 2 PapmacboTikau - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta peuyenmom
Tabnetku y 6nictepi; ¢ Nimitepq, hapmakoHarnsgy. BeefeHHs abo 3MiHW A0 y3arasibHeHNX
no 1 6nictepy y AaHux npo cuctemy hapmakoHarnsagy (BBeAeHHs
kopob6ui; no 4 y3ara/lbHeHUX faHvx npo cuctemy hapmakoHarnagy,
Tabnetkn y 6nictepi; 3MiHa YNOBHOBaXEHOT 0CO6MU, BignoBiganLHOI 3a
no 1, 2 abo 3 6nictepu 3[iiCHEHHS (hapMakoHar1s4y; KOHTaKTHOT 0cobu 3
y KOpoo6Li hapmakoHarnsgy 3asBHUKa s 34iiCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOI 0CO6M, BifMnoBigasibHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/ovakum KOHTakTHi AaHi) Ta/abo
3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
thapmakoHarnisgy); 3MiHa ynoBHOBaXKEHOT 0Co6U
3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy: MNponoHosBaHa pefakuis: MMpoHeHko
Ceprin OnekcaHgpoBuY. 3MiHa KOHTAKTHUX JaHUX
YMNOBHOBaXEHOI 0C06YM 3a8BHMKA, BigNoBifabHOT 3a
34iicHeHHs hapMakoHarnaay.
94. IMYHOIIOBY | po3uviH Ans iH'eKUIl, AT "BIOJIIK" YkpaiHa AT "BIONIK" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 3a UA/15930/01/01
niH He MeHLwe 150 - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
AHTUPABIYH | MO/mn; 1 amnyna 3 agpecu Micus NpoBaMKEHHS AiANbHOCTI BUPOOHMKA
nn iMyHOr 106y NiHOM (BrOvar0uM, 3a HeObXiAHOCTI, MicLe NPOBeAEHHS
(KIHCbKWIN) aHTMpabivyHum (3 MA, KOHTPO/O SIKOCTi), abo BriacHuka mactep-caiina Ha Adl,

amnyna MapkoBaHa
CVHIM KO/TIbOpPOM) Y

abo noctavanbHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOIroO NPOAYKTY, WO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KommnekTi 3 1 3aCTOCOBYHTbCS Y BUPOOHULTBI AD| (AKLLO 3a3HaYEHO Y
amnysnoo 3 [0CbE Ha nikapcbkuid 3acib) 3a BifACYTHOCTI cepTudpikata
iMyHOr 106y niHOM BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
aHTUpabiyHUm 3aTBEpXEHOMY [OCbE, 260 BUPOOHMKA HOBOI JOMOMIKHOI
po3ssegeHvM 1:100 (1 PEYOBMHM (AKLLO 3a3HAYEHO Y A0CLE). 3MiHA
M1, amnyna HalilMeHyBaHHs BUPOoOHUka APl 6e3 3MiHn Micua
MapKoBaHa YepBOHUM BMPOGHMLTBA. 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHU.
Konbopom), no 5 3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHuKa
KOMMEKTIB y nauj, peecTpauiiiHoro nNocBig4eHHs). 3MiHa HallMeHyBaHHS
abo 1 amnyna 3 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) 3
iMyHOr106y/1iHOM BiANOBIAHMMY 3MiHaMVK Y peecTpaLiliHoOMy NOCBifU€EHHI,
aHTupabiyHum (5 mn, MKS#, TekcTi mapkyBaHHSA. TepMiH BBEAEHHS 3MiH - 6
amnyna MapkoBaHa MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tvny -
CVHIM KO/IbOPOM) Y AAMiHICTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
KommnnekTi 3 1 afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
ammnysoto 3 BMPOGHMKa/imnopTepa roToBoro ikapcbKoro 3acoby,
iMyHOr106y/1iHOM BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
aHTUpabiyHum NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
po3segeHum 1:100 (1 BiANOBiAa€e BNMPOGHMK/IMNOPTEp, BKIOUAKUM BUMYCK
MJ1, amnyna cepiii). 3MiHa HaliMeHyBaHHsi BUPOGHUKA rOTOBOrO
MapKoBaHa Y4epBOHUM NiKapcbKoro 3acoby 6e3 3miHu Micusi BUpoOHULTBA 3
Konbopom), no 5 BiANOBIAHMMY 3MiHaMV Y peecTpauiliHOMy NOCBigYEHHI,
KOMMNJIEKTIB Y nauLli MKSA, [HCTpyKLii 418 MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs. TEPMiH BBEAEHHSA
3MiH - 6 MicALiB nicns 3aTBepAKeHHS. 3MiHK | TURY - 3MiHK
oo 6e3snekv/edpekTmBHOCTI Ta hapmakoHarnsaay (iHLwi
3MiHM). OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
3a3HaYeHHs OAUHNLL BUMIPOBaHHSA Y cucTemi Sl. TepmiH
BBE/IEHHS 3MiH - 6 MiCALB NicNs 3aTBEPAKEHHS.
95. IMYPAH TabneTku, BKpUTI AcneH ®apma Ipnangis Ekcenna 'm6X i HimeuuunHa BHECEHHS 3MiH 0 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/0116/01/01
NAiBKOBOK 0H60/TI0HKOI0 TpelgiHr Ko. KI - 3MiHa KOHTaKTHMNX AaHnX YyNOBHOBaXEHOI 0co6u peyenmom
no 50 mr, no 25 Nimviteq 3asBHUKa, BiANOBIAA/ILHOI 3a thapmakoHarnsag,. 3miHa
Tabnetok y 6nictepi; Micusi 3AiICHEHHA OCHOBHOI Ais/IbHOCTI 3
no 4 6nictepu B thapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs MacTep-
KapTOHHIl KopoobLi thaiina cuctemu chapmakoHarnsgy. 3miHa KOHTaKTHOI
0Cco6U YNoBHOBaXKEHOT 0C0OM 3asiBHUKA, BiANOBIAasIbHOT
3a (papmakoHarnsg, B Ykpaini. [MponoHoBaHa pefakuis:
Kyuma Bonogumup OnekcaHapoBuy. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBAaXEHOI 0COOU 3asBHNKA,
BiANOBIAA/ILHOT 3a (hapmakoHarnsag B YkpaiHi
96. IHBAH3® niodpinisar gna Mepk LWapn i LLIBeliyapis Hepo3giacoBaHa DdpaHuia/ BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu |l 3a UA/9179/01/01
pO34MHY ON5 iH'EKUINA Joym IAEA nNpoAayKuis, Higepnanau UMY - 3MiHW 40 IHCTPYKLUIT A1 MEeAUYHOr0 3aCTOCYBaHHA | peyernmom
no 1r, 1 cknaxuii 6X nepBuHHe nikapcbKoro 3acoby A0 po3ainis "dapMakonorivHi
(pNaKoH Y KapTOHHIM nakyBaHHs1, BnacTuBocTi", "lMpoTnnokasaHHsa", "B3aeMogis 3 iHWnMn
KopoobLi BTOPUHHE nikapcbkrMKn 3aco6amMu Ta iHLWi BUAW B3aEMOSiid",
nakyBaHHs, "Oco61MBOCTI 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta




74

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KOHTpO/b Ta posn", "MepeposyBaHHsa", "Mob6iuHI peakuii”. BBeAeHHSA
BMNYCK cepil: 3MiH NPOTAroM 3-x MicsLiB NicNs 3aTBepKEHHS
Na6opaTopii
Mepk Wapn i
Joywm LLn6pe,
PpaHLjs;
BTOPVIHHE
nakyBaHHs
(anbTepHaTVBHM
1 BUPOOHUK):
Mepk Wapn i
Joym B.B.,
Higepnanan
97. IHFABIPUH kancynu no 90 mr, no an "CTAOA- YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | TUny 6e3 UA/10409/01/01
7 kancyn y 6nictepi, YKPAIHA" "TexHonor" - AOMiHICTpaTMBHI 3MiHK. 3MiHA HaiMeHyBaHHA Ta/abo peyenma
no 1 6nictepy B naudi afpecy 3asiBHMKa (BnacHuKa peectpaviiiHoro
3 KapTOHY NocBigYEHHSs) - 3MiHa agpecu 3asiBHMKa
98. IHOPAHPUKC cycneHsis (DTPa- nakcoCwmitKns Benvka nakcoCwmiTKns Benbrist BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/16235/01/01
FEKCA™I/INF HBV-IPV) ans iH'ekuiii H Excnopt BputaHis H Bionomxikan3 - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NMikapCcbkoro | peyernmom
ANRIX no 0,5 mn (1 posa) Ta Nimiteq, C.A. 3ac06y 3 BHeCEHHAM iHhopmaLii WoA0 3a3HaYeHHs
HEXA™ niodpinisat (Hib) 1 OAMHMUb BMMIPIOBaHHA y cucteMi Sl. TepMiH BBEAEHHS
KOMBIHOBA nonepegHb0 3MiH NPOTArom 6 MicALiB Micna 3aTBepIKEHHs
HA HanoBHeHW
BAKUVHA 04HOPa30BUIA LWNPWL,
ansa (no 0,5 mn (1 posa)) y
MPO®INTAKT KOMNJeKTi 3 ABOMa
NKN rosikamy Ta onlakoH 3
OVNDTEPII, niocpinizatom (Hib)
NPABLUA, ana 1 nosu, wo
KALUMHOKY 3MiLLYHOTbCS nepeq,
(ALEENKONAP | BYKOPUCTAHHAM
HWiA (wnpuy, 3 ronikamu
KOMMOHEHT | 3akpuTi ryMOBUMMU
), FENATUTY KoBraykamu); ABi
B, rosiku (04HOro
noniomien po3mipy), Wwnpuy, Ta
TYTA hNakoH repMeTUyHO
3AXBOPIOB 3anakosaHi y
AHb, nnacTUKOBUIA
3BYAHUKOM | koHTeliHep; no 1 abo
AKX € no 10 nnacTukoBmnx
HAEMOPHIL KOHTENHepIiB y
us KapTOHHIA Kopobui; 1
INFLUENZAE nonepeaHLo
TNy B HarnoBHEHW

0/iHOpa3oBuiA WNpuL,
(no 0,5 mn (1 posa)) y
KOMMN/IEKTi 3 ABOMA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
ronikamu Ta hnakoH 3
niocpinizatom (Hib)
ana 1 posu, wo
3MiLLYyOTbCA nepes
BUKOPUCTaHHAM
(wnpwy, 3 ronKkamu
3aKpUTi TYMOBVMY
KoBMaykamu); ABi
roskun (ogHoro
po3mipy), LWnpuy, Ta
dhnakoH repMeTUHHO
3anakoBaHi y
nnacTyKoBuii
KOHTeliHep; no 1 abo
no 10 nnacTukoBmnx
KOHTEliHepIB y
KapTOHHI KopoobLi
99. ICEHTPECC TabneTkun, BKpUTI Mepk Wapn i LLBeiuapis Mepk Wapn i HigepnaHan | BHeCeHHs 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny 3a UA/9325/01/01
NNiBKOBOO Ooym |IOEA Joym B.B., | Cinranyp/ - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro | peyenmom
060/10HKO10, N0 400 m6X HigepnaHan IpnaHgis 3acoby 3 BHECEeHHAM iHhopmMaLii o0 3a3HaYeHHS
Mr; no 60 TabneTok y (nepBuHHe Ta OAVHULb BMMIpIOBaHHSA Y cuctemi Sl. TepmiH BBeAEeHHSA
dhnakoHi; no 1 BTOPUHHE 3MiH - NPOTArom 6 MicsLiB NicNsA 3aTBepP)KEHHSA
(h/1aKOHY B KapTOHHii nakyBaHHs,
Kopoobui [03BiN Ha
BUNYCK cepii);
MCA
IHTepHeLLHN
v6X (cpinis
CinHranyp),
Cinranyp
(BMPOGHYK
Hepo3ghacoBaHO
T npoAaykuji Ta
KOHTPO/b
AKocTi); MCL,
IHTepHeLLHN
rm6X / MCJ,
IpnaHgis
(BennigaiiH),
IpnaHgis
(BUPOGHYK
Hepo3dacoBaHo
T npoAykuii Ta
KOHTPO/b
AKOCTI)
100. | KAACINA® NopoLIoK AN ® . XohpmaHH- LBeiuapis Brpo6HMLUTBO CuwA/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13770/01/01
KOHLeHTpaTy Ans Na Pow N1g Hepo3dhacoBaHo | LUseiuapis/ ™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
PO34MHy ans iHdysi I mpoAyKu,ii, HimeyunHa Ta/abo agpecu Micusa NPoBaKEHHS AisNIbHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 100 wr; nepBUHHE BMPOGHMKa/imnopTepa roToBoro ikapcbKoro 3acoby,
1 chnakoH 3 NOPOLLKOM nakyBaHHs: BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
B KapTOHHIi kopo6Lyi MaTteoH NPOBeAEHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy
MaHyheKTypuHr BiANOBiAae BNPOGHMK/IMNOpTEp, BKOYAOUY BUMYCK CEpiid)
Cepsicus, J11Ci, 3MiHa agpecu BUpo6HuKa ®.XodmaHH-/1a Pow /T4,
CUA; Lsenuapis (Bunyck cepii), ®.XodhdmaHnH-/1a Pow 14,
®.XodhcpmaHH- LLIBefiuapis (BUNpoOyBaHHSA KOHTPO/IO SKOCTI),
Na Pow N1pa, ®.XopcpmaHH-/15 Pow fiTa, LBeiiuapist (BMpo6GHULTBO
LLseiuapis; Hepo3chacoBaHO NPOAYKL,ii, NTEPBUHHE MakKyBaHHS);
BTopuHHe ®.XodpcpmaHH-/1a Pow /T4, LLBeiiuapis (BTOpUHHE
nakyBaHHs: nakyBaHHs), 6e3 3MiH1 Micus BUPOGHMLTBA. 3MiHN
®.XodhpmaHH- BHECEHO B iHCTPYKLi0 A715 MEANYHOro 3aCTOCYyBaHHS
Nla Pow N1pA, 04O MiCLe3HaxX0MKEHHS BUPOOHMKA 3 BiANOBIAHUMM
LLiBeiiLapis; 3MiHaMW y TeKCTi MapKyBaHHS YNakoBKW NMikapCbKoro
BunpobyBsaHHs 3aco06y.
KOHTpO/I0 BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
AKOCTI: 3aTBEPMKEHHS.
Pow ®apma AT,
HimeyuunHa;
Pouu
[iarHoctuke
m6X,
HimeuunHa,;
®.XodhpmaHH-
Na Pow N1,
LLiBeiiLapis;
Bunyck cepii:
®.XodhcpmaHH-
Na Pouw Nita,
Lseiiuapis
101. | KAACINA® NMopoLIOK AN ® . XohpmaHH- LLBeiuapis Brpo6HMUTBO CuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13770/01/02
KOHLeHTpaTy ons Na Pow N1g Hepo3dacoBaHo | Llseiiyapis/ TUNy - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peuenmom
po3unHy ANns iHdysil T npoAyKu;i, Himeuunna Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
no 160 wr; nepBuHHe BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro 3acoby,
1 chnakoH 3 NOPOLUKOM nakyBaHHS: BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
B KapTOHHIi kopo6Lyi MaTeoH NpPOBeAEeHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy
MaHydeKkTypuHr BiANoOBigae BUPOGHMK/IMNOpTep, BK/OYAUY BUMYCK CEpiid)
Cepsicus, J11Ci, 3MiHa agpecu BUpo6Huka ®.XodmaHH-/1a Pow /T4,
CLA; LLsenuapis (Bunyck cepii), ®.XoddmaHH-/1a Pow /14,
®.XohpmaHH- LLIBefiuapis (BUNpoOyBaHHS KOHTPO/IO SIKOCTI),
Na Pow Ntpa, ®.XohcpmaHH-/1s Pow f1Ta, LBeiiuapist (BMpo6GHULTBO
LLiBeiuapis; Hepo3dhacoBaHO NPOAYKL,ii, NTEPBUHHE MakKyBaHHS);
BTopuHHe ®.XodpcpmaHH-/1a Pow J1Ta, LLBeiiuapis (BTOpUHHE
nakyBaHHS: nakyBaHHs), 6e3 3MiH1 Micus BUPOGHMLTBA. 3MiHN
®.XodhpmaHH- BHECEHO B iHCTPYKLil0 AN15 MeANYHOro 3aCTOCYyBaHHS
Na Pow NTg, OO0 MICLLe3HaXOMKEHHS BUPOBGHMKA 3 BiANOBIHMYN
LLBeiiuapis; 3MiHaMW y TeKCTi MapKyBaHHS YNakoBKW NikapCbKoro

BunpobyBaHHs

3acoby.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOHTpPO/II0
AKOCTI:
Pow ®apma AT,
HimeuunHa;
Powwu
[iarHoctuke
v6X,
HimeuunHa,;
®.XodhpmaHH-
Na Pow N1,
LLiBeiiLapis;
Bunyck cepii:
®.XodhcpmaHH-
Na Pouw Nita,
Lseiiuapis

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.

102.

KAZCINA®

MOPOLLIOK A71A
KOHLleHTpaTy Ans
po3unHy Ans iHdysil
no 100 mr, 1 dhnakoH 3
NOPOLLKOM B
KapTOHHIl KopoobLi

® . XohpmaHH-
Na Pouw fitg

LLBeiuapis

MaTteoH
MaHyeKkTypuHr
Cepsicus JINCi,

CLWA
(BUPOBHMLTBO
Hepo3dacoBaHo
T npoayKu;i,
nepBuHHE
nakyBaHHs);
Pouu
[LiarHocTuke
m6X,
HimeuunHa
(BunpobyBaHHs
KOHTPO/II0
AKOCTI); PoLwu
®apma Arl',
HimeuunHa
(BnpobyBaHHs
KOHTPO/0

AKOCTI);

®.XohpmaHH-
Na Pouw Nita,
LLseiiuapis
(BnpobyBaHHs
KOHTPO/0
AKOCTI);
®.XohpmaHH-
Na Pouw Nita,
Llseiiuapis
(Bunyck cepii);
®.XodhhmaHH-
13 Pow T,

CLA/
Himeuumnna/
LLiBefuapis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny
- BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs” MKA 13: 3miHn
BHECEHO B TEKCT MapKyBaHHS yNakoBKMN MiKapCbKoro
3acoby. BBefeHHs 3MiH MpPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/13770/01/01




78

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

LBeiiuapis
(BUPOBHMLTBO
Hepo3dacoBaHo
T npoAyku;i,
nepBuHHE
nakyBaHHs);
®.XodhcpmaHH-
Na Pouw ita,
Llseiuapis
(BTOPUHHE
nakyBaHHs)

103.

KAZACINA®

NOPOLLIOK A/1A
KOHLeHTpaTy ans
PO34uHy ANs iHgy3ili
no 160 mr, 1 chnakoH 3
MOPOLUKOM B
KapTOHHIlA KopooLi

®.XothpmaHH-
Na Pow N1,

LLBeiuapis

MaTeoH
MaHydeKkTypuHr
Cepsicus I/1Ci,

CLUA
(BMpPOGHMLTBO
Hepo3ghacoBaHO
T npoAyKu;i,
nepBuHHe
nakyBaHHs);
Pouu
[iarHocTurkc
m6X,
HimeuunHa
(BnpobyBaHHs
KOHTPO/0
aKocTi); Pow
dapma Arl',
HimeuunHa
(BnpobyBaHHs
KOHTPO/0

SAKOCTI);

®.XodhpmaHH-
Na Pow N1,
Lseiiapis
(BnpobyBaHHs
KOHTPO/0
SAKOCTI);
®.XodhpmaHH-
Na Pow N1,
Lseiiapis
(Buinyck cepil);
®.XohpmaHH-
Na Pouw Nita,
Llseiiuapis
(BMpPOGHMLTBO
Hepo3ghacoBaHO

I npoAyku,ii,

CLiA/
HimeuunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3miHu | Tuny
- BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHs” MKA N13: 3MiHu
BHECEHO B TEKCT MapKyBaHHS YNaKoBKW NiKapcbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsALiB nicns
3aTBEPAKEHHSA

3a
peyerimom

UA/13770/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nepBuHHE
nakyBaHHs);
®.XodhpmaHH-
Na Pow N1,
LBeiiLapis
(BTOPUHHE
nakyBaHHs)
104. | KANEUMBEK | Tabnetku, BKpUTI Akkopg, Xenckea Benvka BupobHuymso IHais/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/14799/01/01
C 150 N1iBKOBOIO Nimviteq BputaHis 20mMoBo20 Benvka - 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHN y peyenmom
060/10HKO10, Mo 150 J1iKapCbKO20 BpuTtanisa/ BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
Mmr, no 10 TabneTok y 3acoby, ITanis BMPOBHULTBA A5 YACTUHM ab0 BCbOro BUPOBHNYOro
6nicTepi; no 3, 6 abo rnepsuHHe npoLecy rotToBoro Nikapcbkoro 3acoby (ginbHUUA ans
12 6nictepiB y rnakyBsaHHs1, BTOPVHHOrO NakyBaHHS) - BBEAEHHS [04ATKOBOI AiflbHUL
KapTOHHIlA KopooLi BMOPUHHE 015 BTOpUHHOro nakyBaHHA DHL Supply Chain, Italy SPA,
nakyBsaHHs, Italy / AYN Canni Yelin, ITania CMNA, Itanis; 3mibv | Tuny -
KOHMPO/ib 3MiHK 3 SKOCTi. F0TOBWIA NiKapcbkuii 3aci6. 3MiHW y
sKkocmi cepil: BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPO6GHULTBA FOTOBOrO
IHTac NiKapcbKoro 3acoby, BK/IOUAUM NPOMDKHUIA NPOAYKT, LU0

dapmacbioTikas
3 NlimiTeq, IHAjs;
BupobHuymso
20moB0o20
JliKapcbKo20
3acoby,
rnepsuHHe ma
BMOPUHHE
rnakyBsaHHs1,
KOHMpPO/ib
sskocmi cepil
(aslbmepHamusH
uli BUPOBHUK):
IHTac
dapmacbloTikan
3 Jlimiteq, IHAis;
lMepsuHHe ma
BMOPUHHE
nakysaHHs1:
AKKOpf Xenckea
NimiTen, Benvka
BpuTaHis;
BupobHUK
BionosioasbHUl
3a BUINYCK cepii:
AKKop Xenckea
NimiTen, Benvka
BpuTaHis;
BmopuHHe
rnaKyBaHHs1:

3aCTOCOBYETHLCA NPV BUPOBGHMULITBI FOTOBOTO NiKapCbKOro
3aco06y (iHLi 3MiHW) - 36iNbLUEHHS TEPMiHY NPUAATHOCTI
Hepo3gracoBaHOi NPoAyKLii 3 6 MicsLiB 40 24 micsuiB
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
a4n Canni
Yeiin, ITania
CIA, lTanis
105. | KAPAOMAH- TabneTku, BKpUTI CaHoBenb Insay TypeyunHa CaHoBenb 1nsy TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasiiB: TeXHiYHa 3a UA/14714/01/01
CAHOBE/Ib nAiBKOBOO CaHai Be CaHai Be noMusIKa B IHCTPYKLUIT ANs MeAWYHOro 3acTocyBaHHA 13y | peyenmom
06010HKot0, Mo 80 Mr Tumpxapet A.LL. Tumxapet A.LL. p. "MicuesHaxomkeHHs"
Ne 28 (14x2) Ta Ne 98
(14x7) y 6nictepax y
nayui 3 KApPTOHY
106. | KAPAOMAH- TabneTku, BKpUTI CaHoBenb Insay TypeyunHa CaHoBenb 1nsy TypeyuunHa BHECEHHS 3MiH 40 peECTpaLiiiHMX MaTepiasiiB: TexHiYHa 3a UA/14714/01/02
CAHOBE/Ib NAiBKOBOIO CaHai Be CaHai Be noMusIKa B iIHCTPYKLUIT ANs MeAUYHOro 3acTocyBaHHA 13y | peyernmom
0060/10HKOI0, M0 160 Mr Tumxapet A.LL. Tumkapet A.LL. p. "Micue3HaxomKeHHs"
Ne 28 (14x2) Ta Ne 98
(14x7) y 6nicTepax y
nayui 3 KApPTOHY
107. | KAPAOMAH- TabneTku, BKpUTI CaHoBenb Insay TypeyunHa CaHoBenb 1nsy TypeyuunHa BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasliB: TeXHIYHa 3a UA/14714/01/03
CAHOBE/Ib nAiBKOBOIO CaHai Be CaHai Be noMusIKa B iHCTPYKUIT 415 MeAWYHOro 3acTocyBaHHA 13y | peyenmom
060/10HKOH0, M0 320 Mr Tupxapet A.LL. Tupxapet A.LL. p. "MicuesHaxomkeHHs"
Ne 28 (14x2) y
6nictepax y nauui 3
KapToHY
108. | KA®®DETIH TabneTku, BKPUTI ANKANOIQ AL Pecny6nika Ankanoig AL - Pecny6nika | BHECEHHS 3MiH 1O peecTpaLiliHix maTepianis: 3miHu | TUNy 3a UA/9711/01/01
Kona® nAiBKOBOO Ckon'e MakefoHis Ckon'e MakefoHis - 3MiHW Y IHCTPYKUiT 4151 MeAMUYHOro 3acTocyBaHHs 40 peyenmom
obonoHkoto, no 10 po3ginis "®apmMakonoriyHi BnactusocTi", "B3aemogis 3
Tabnetok y 6nictepi; iHLUIMMKU NikapcbKMKU 3acobamMu Ta iHLWi BUAW B3aemMogiii",
no 1 6nictepy B nauui "Ocob6nuBocTi 3acTocyBaHHs", "Mepeno3yBaHHs", "To6IYHI
KapTOHHIA peakuii" BiAMoBigHO 4O OHOBMEHOI iHChopMaL,i 3 6e3neku
3aCTOCYBaHHS Ail0YNX PEYOBUH
109. | KETOAIH cyno3uTopil BariHanbHi CninbHe YKpaiHa CninbHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/5825/01/01
no 400 mr, no 5 YKpaiHCbKO- YKpaiHCbKO- - 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
Cyno3uTOpIiB y CTpUni; icnaHcbke icnaHcbke KOHTeliHep/3akynopoBasibHUiA 3aci6. 3MiHa po3mipy
no 2 CTpunu B nauuj 3 niANPMEMCTBO nignpYeMCTBO yNakoBKM rOTOBOrO NiKapCbKOro 3acoby (BUyYEHHS
KapTOHY "Cnepko "Cnepko yNaKkoBKW NMEeBHOr0 PO3Mipy) - BUSTYYEHHS YNakoBku no 1
YkpaiHa" YkpaiHa" CTpuny B Nauuj 3 kKapToHY. 3MiHWM BHECEHI B pO34in
"YnakoBka" B iIHCTPYKLiO A/19 MEAMYHOr0 3aCTOCYBaHHS
NiKapCbKoro 3acoby y 3B"A3Ky 3 BU/Ty4YEHHSM MEBHOrO
PO3Mipy YNakoBKW, SIK HACNIAOK - BUTYYEHHS TEKCTY
MapKyBaHHS BifMnoBigHOT ynakoBkn (BBefeHHs 3MiH
NpoTArom 3-x MicsUiB NiC/1a 3aTBEPMAKEHHS)
110. | KETOJIOHI- Tabnetku no 10 mr, no MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/2190/02/01
AAPHUNLA® 10 TabneTok y "®apmaueBTUYH "®apmaueBTNYH - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOrO NiKapCbKoro peyenmom
KOHTYPHIli YapyHKOBIi a thipma a hipma 3acoby; cynyTHS 3MiHa: 3MiHa napameTpiB crnevmdikauii
ynakosui, no 1 "fapHuus” "OapHuus” Ta/abo fonyCTUMUX MEX roTOBOrO JliKapCbKoro 3acoby;
KOHTYPHIli YapyHKOBIl 3MiHM | TUNY - 3aMiHa rpachiyHOro 306paxXeHHsT Ha TEKCT
ynakoBLi B nayi MapKyBaHHs ynakoBok J13. BBeieHHS1 3MiH NPOTAroM 6-Tu
MicsLiB NicNs 3aTBEPA)KEHHS
111. | KITPYOA® KOHLeHTpaT Ans LepiHr-Mnay LLBeiuapis BVPOGHMK Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu I 3a UA/16209/01/01
pO34MHYy ANs iHdY3il, CeHTpan Ict Al Hepo3sdhacoBaHo | HigepnaHau TMNy - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
25 mr/mn; no 4 mn T npoAykuji, / thapmakoHarnagy. 3MiH1 y TepaneBTUYHMX NOKa3aHHSX
KOHLieHTpaTy y KOHTPO/b AKOCTI Benvka (oofaBaHHs HOBOTO TepaneBTUYHOIO NokasaHHA abo 3MiHa
thnakoHi; no 1 Ta TecTyBaHHsA Bputanis/ y 3aTBEPKEHOMY NOKa3aHHi) - 3MiHN BHECEHO A0
chnakoHy 3 cTabinbHOCTI, HimeuunHa/ IHCTPYKUIiT NS MeAMYHOro 3aCTOCYBaHHS MiKapCbKoro
npenaparom B nepBuHHe Benbris 3acoby o po3giny "MokasaHHS" (LO4AHO HOBE NOKa3aHHS:
KapTOHHI KOpoobLii nakyBaHHS: KapumHoma knitnH Mepkens. Mpenapar Kitpyga®
MCJ, IpnaHgis nokasaHui Ans flikyBaHHS OOPOC/UX i AiTel i3
(Kapnoy), peumamnByYOI0 MICLLeBO MOLLUMPEHOK abo MeTacTaTUYHO
IpnaHgis; KapuumHomoto knitH Mepkens (Merkel Cell Carcinona,

KOHTPO/Tb AKOCTI
Ta TeCTyBaHHs
cTabiNbHOCTI:
MCA
IHTepHeLLHN
rM6X/MCL,
Ipnangis
(BpinHI),
IpnaHgjs;
H.B. OpraHoH,
HigepnaHaw;
KosaHc
JNlabopaTopis
Nimiteq
(Kosanc),
Benuka
BpuTaHis;
TeCcTyBaHHS
CTabiNbHOCTI:
HysicaH MM6X,
HimeuunHa;
BTOPVIHHE
nakyBaHHs1,
L03BiN Ha
BWMYCK Cepil:
LWepiHr-Mnay
Na6o H.B.,
Benbris

MCC), Ta, Ak Hacnigok, Ao po3ginis "Cnocib 3acTocyBaHHS
Ta nosun”, "Mob6ivHi peakuii” (BBefeHHS 3MiH NPOTAroM 6-Tu
MicSLiB MiCNA 3aTBEPAYKEHHS); 3MiHM || Tuny - 3MiHM Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHMX NoKasaHHAX (4oAaBaHHSA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepIKeHOMY
nokasaHHi) - 3MiH/ BHECEHO A0 IHCTPYKUIiT 4518 Mean4HOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"MokasaHHs" (404AaHO YTOUHEHHS 40 3aTBEPKEHHOMO
nokasaHHs "MenaHoma": MNMpenapat Kitpyaa® nokasaHuii
015 af'l0BaHTHOI Tepanii nayieHTiB 3 MeNaHoOMOHo 3
ypaxeHHsIM nimcpaTnyHoro(-ux) By3na(-is) nicns NoBHOI
pes3exuii.), Ta, SK HacnigoK, Ao po3ainis "Cnoci6
3acTocyBaHHA Ta go3un”, "MobiyHi peakui™ (BBegeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNA 3aTBEPMKEHHS); 3MiHu || Tuny
- 3miHu Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NMOKa3aHHAX
(AofaBaHHA HOBOro TepaneBTUYHOIO MOKa3aHHSA abo 3MiHa
y 3aTBEepXEHOMY NOKa3aHHi) - 3MiHN BHECEHO A0
IHCTpPYKUIiT 415 MeAMYHOro 3aCTOCyBaHHS Nikapcbkoro
3acoby A0 po3giny "MokasaHHA" (404AHO YTOUHEHHS A0
3aTBEPAXEHHOro nokasaHHs "HeapibHOKNITUHHNI pak
nereHb": Mpenapar Kitpyga® sk MoHOTeparnis nokasaHuii
AK Npenapar nepwoi AiHii gnsa nauieHtis 3 NSCLC, konn
nyxvHW ekcripecytoTb PD-L1 [Tumor Proportion Score
(TPS) ? 1 %], wo niagTBEpPAXEHO BanifoBaHUM TECTOM NpU
BiACYTHOCTI MyTauili B reHi EGFR a6o ALK Tay pasi: « Il
cTagii, AKLWO nalieHTam He nokasaHa XipypriyHa pesekuis
abo ocTaTtoyHa xiMionpomeHesa Tepanisi, abo ¢
MeTacTaTUYHOro 3axXBOPIOBaHHS.), Ta, K Hacnigok, Ao
po3ginis "OcobaMBOCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta fo3mn", "MobivHI peakuii. BBeAeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHu || Tuny
- 3miHu Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHn y TepaneBTUHHUX NMOKa3aHHAX
(AofaBaHHA HOBOro TepaneBTUYHOIO MOKa3aHHSA abo 3MiHa
y 3aTBEpXEHOMY NOKa3aHHi) - 3MiHN BHECEHO [0
IHCTPYKUIT 415 MeAMYHOro 3aCTOCyBaHHS NiKapcbkoro
3acoby Ao po3giny "MokasaHHs" (4O4AaHO HOBE NOKasaHHs:
HWpKOBO-KNITUHHWIA pak. MpenapaT KiTpyaa® y kombiHauii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

3 aKCUTUHIGOM NoKa3aHwWil K Npenapar nepLoi NiHii s
nauieHTiB 3 MPOrpecyoyMM HUPKOBO-KITUHHUM pakom
(Renall Cell Carcinoma, RCC).), Ta, fik Hacnigok, Ao
po3ginis "OcobaMBOCTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta go3un”, "MobiyHi peakui™ (BBegeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHu || TUny
- 3miHu Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NMOKa3aHHAX
(AofaBaHHA HOBOro TepaneBTUYHOIO MOKa3aHHSA abo 3MiHa
y 3aTBEepXEHOMY NOKa3aHHi) - 3MiHN BHECEHO A0
IHCTPYKUIT 415 MeAMYHOro 3aCTOCyBaHHS NiKapcbKoro
3acoby Ao po3giny "MokasaHHs" (404AaHO HOBE NOKasaHHs:
[Lpi6HOKNITUHHKIA pak nereHb. MNpenapaT Kitpyga®
nokasaHwi ans NikyBaHHA NauieHTiB 3 MeTacTaTUYHUM
Api6HOKNITUHHKMM pakom nereHb (Small Cell Lung Cancer,
SCLC) 3 nporpecyBaHHAM 3aXBOPIOBaHHSA Mif 4Yac abo
nicns ximiotepanii Ha OCHOBI NIATWUHW | NPUHAMHI e
ofHiel nonepeaHbOI NiHii Tepanii.), Ta, Ak Hacnigok, Ao
po3ginis "Cnoci6 3actocyBaHHs Ta go3u", "MobiyHi
peakuii". BBefeHHS 3MiH NpoTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM |l TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
TepaneBTUYHMX NoKasaHHAX (4oAaBaHHsA HOBOrO
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepIKeHOMY
nokasaHHi) - 3MiH/ BHECEHO A0 IHCTPYKLUIiT A58 Mean4HOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"MokasaHHs" (404AaHO YTOUHEHHS 40 3aTBEPLKEHHOMO
nokasaHHs "M10CKOKNITUHHUIA pak ro/loBu Ta Wui™;
Mpenapar Kitpyga® y kombiHaLii 3 nnaTtnHoto Ta
hropypauunom (PY) nokasaHuin Sk Tepanis nepLuoi NiHii
NS NauieHTiB 3 MeTacTaTuyHUM abo Hepe3sekTabenbHUM,
peunanBYOHMM NAIOCKOKAITUHHUM PakoM rof10BuU Ta LUK
(Head and Neck Squamous Cell Cancer, HNSCC).
MpenapaT KiTpyaa® sik MOHOTepanis nokasaHuii sk
npenapar nepLuol NiHil 415 NaLlieHTiB 3 MeTacTaTtuyHUM
a60 Hepe3ekTabenbHum, peunamsytounm HNSCC, konm
nyxnuHu ekcrpecytoTb PD-L1 [Combined Positive Score
(CPS) = 1], wo niaTBEpP4XKEHO BaNifoBaHNM TECTOM.), Ta,
AK HacNigokK, fo po3sainis "OcobaMBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3actocyBaHHs Ta go3un", "IMobiyHi peakuii”
(BBEAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHW || Tuny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKiil XapakTepuCTu1Li NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLii 4151 MeANYHOro 3aCTOCyBaHHSA Yy
3B'AA3KY i3 HOBVMU JaHUMW 3 SIKOCTI, JOKMIHIYHMMU,
KNIHIYHUMY faHMKW Ta faHuMK 3 dapMakoHarnsagy - 3miHu
BHECEHO 0 IHCTPYKUIiT A/19 MEANYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby Ao posgdinis "B3aemogis 3 iHWymMmn
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nikapcbkMun 3acobamu Ta iHWi BUan B3aeMogiii",
"Oco61BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[o3un" BignosigHo fo USPI. TekcT iHCTpYKLUiT pegaroBaHo,
a came, nokasaHHs NoAaHoO CKOPOUYEHO Y BUTNAAI
abpes.iaTyp aHrilicbkuMu nitepamu (BBeeHHS 3MiH
npoTArom 6-T1 MicALiB NicNs 3aTBEPAKEHHS)
112. | KNEKCAH® PO34MH A5 iH'EKUIN, TOB "CaHodi- YkpaiHa CAHO®I ®paHuin BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny 3a UA/7182/01/01
10 000 aHTK-Xa ABeHTIC BIHTPOI - OHOBJIEHHS TEKCTY MapKyBaHHS YNakoBKV NikapCbKoro peyenmom
MO/mn, Ne 10 (2x5): Ykpaina" IHOACTPIA 3ac06y 3 BHECEHHAM iHhopMmaL,i WoA0 3a3HaYeHHs
no 0,2 Mny wnpuuy- OAVHULb BUMIpIOBaHHA y cucteMi Sl. BHeceHHs 3MiH o
[03i i3 3aXMCHOI0 po3ziny "MapkyBaHHA"MKHA 3. TepMiH BBEAEHHS 3MiH:
CUCTEMOIO rOJIKN, No 2 npoTArom 6 micsAuiB nicns 3aTBepAXKEHHS
LUNPUL-A031 Y
6nictepi, no 5
6nicTepiB y KAPTOHHIl
kopo6ui; no 0,4 Mny
LINpu1L-A03i i3
3aXMCHOI CUCTEMOLD
rofikui; Mo 2 Wwnpuy-
[o3uny énictepi; no 5
6nicTepiB y KAPTOHHIl
Kopo6ui
113. | KO-AIOBAH® | Tabnetku, BKPUTI HoBapric ®apma | LUselilapis Micbapm C.n.A., ITanis/ BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: 3miHu | TUNY 3a UA/8688/01/01
NAiBKOBOIO Al ITanis LLIseliyapis - 3riJHO BUCHOBKY fenapTaMeHTy dapMaLeBTUUHOT peuyenmom
o6onoHkoto, no 80 (nepBuHHe Ta AiSNbHOCTI: 3amiHa po3ainy «I paciyHe 306paXKeHHs
mr/12,5 wr; no 14 BTOpPUHHE yNakoBKU» Ha po3ain «MapkyBaHHs1» B MKA N13:
TabneTtok y 6rictepi; nakyBaHHs); 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAYKEHOrO
no 1 a6o 2 6nictepn y Hosaprtic ®apma TEKCTY MapKyBaHHS. 3riiHO BUCHOBKY YNpaBniHHA
KOpPOO6LIi 3 KapTOHY C.n.A, Itanis; eKCMepTN3N IHCTPYKLi Ta HOMEHKNATYpK: 3aTBEPAKEHHS
Hosapric ®apma MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ao
LLTelH AT, PeecTpauiiHoro nocigueHHss UA/8688/01/01,
Lseiiapis 3aTBepaxeHoro Hakaszom MO3 Ykpainu Big 03.04.2019 Ne
716. BBefeHHS 3MiH NpOTSArom 6-Tv MicsiLiB micas
3aTBEPMKEHHS; 3MiHM Il TUNY - 3aTBEPAKEHHA TEKCTY
IHCTPYKLT 4151 MEAUYHOr0 3aCTOCYBaAHHSA NMiKapCbKOro
3acoby Ao PeecTpauiiiHoro nocsigyeHHss UA/8688/01/01,
3aTBepxeHoro Hakaszom MO3 YkpaiHu Big 03.04.2019 Ne
716. IHchopmavia BUKNageHa B iHCTPYKLIT 418 MeAnyYHOro
3acTOCyBaHHS MikapcbKoro 3acoby, BignoBigae
mMarepianamM peecTpauiiiHoro AOCbe Ta OHOBJIEHIN
iHchopMmawii 3 6e3nekn 3acToCyBaHHA Ail0UMX PEYOBUH.
BBegeHHS 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBEPAKEHHS
114. | KO-AIOBAH® | TabneTku, BKPUTI HoBapric ®apma | LUBelilapis Micbapm C.n.A., ITanis/ BHECEHHS 3MiH 10 peeCTpaLiiiHNX maTepianis: 3MiHu | TUNY 3a UA/8688/01/02
MN/1iBKOBOIO Al ITanisa LLiBefiuapis - 3iHO BUCHOBKY AenapTaMeHTy hapmaLeBTUYHOI peyenmom
060/10HKO10, N0 160 (nepBuHHe Ta LisNbHOCTI: 3aMiHa po3ainy «IpadivuHe 306paKeHHs
mr/12,5 wr; no 14 BTOPUHHE ynakoBKu» Ha po3ain «MapkysaHHs» B MKA N13:

TabneTok y brictepi;

nakyBaHHs);

3anponoHoBaHo: MapkyBaHHs. 3rifjHO 3aTBepAKEHOro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
no 1 a6o 2 6nictepn y HoBapTic ®apma TEKCTy MapKyBaHHS. 3rigHO BUCHOBKY ynpaBiHHA
KopoOLi 3 KapTOHY C.n.A., ITanisi; €eKCNepTu3un iIHCTPYKL Ta HOMEHKNAaTypu: 3aTBEepPKEHHS
HosapTic ®apma MapKyBaHHs1 yNakoBKM JlikapCbKOro 3acoby Ao
LTeiH Al, PeecTpauiiHoro noceigyeHHsi, UA/8688/01/02,
LBeiiLapis 3aTBepxeHoro Hakaszom MO3 YkpaiHu Big 03.04.2019 Ne
716. BBegeHHsA 3MiH NpoTArom 6-Tm MicAUiB nicns
3aTBEPMKEHHS; 3MiHW Il TUNY - 3aTBEPAKEHHA TEKCTY
IHCTPYKLUT ANA MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao PeecTpauiiiHoro nocsigyeHHs, UA/8688/01/02,
3aTBepmxeHoro Hakazom MO3 Ykpainu Big 03.04.2019 Ne
716. IHdhopMaLia BUKNaAeHa B IHCTPYKLUIT ANs MeAUYHOro
3acTOCyBaHHs Nikapcbkoro 3acoby, Bignosigae
mMarepianamMm peecTpauiiiHoro A0CbE Ta OHOBJIEHIN
iHbopmaLii 3 6e3nekn 3acToCyBaHHS Ail0UMX PEYOBYH.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
115. | KO-OIOBAH® | Tabnetku, BKpUTI HoBaprTic ®apma | Lseiiuapis Midpapm C.n.A., ITania/ BHECEHHS 3MiH [10 peecTpavjiiiHix matepianis: 3miHu | Tuny 3a UA/8688/01/03
NAiBKOBOIO Al ITanis LLIseliapis - 3riAHO BUCHOBKY AenapTaMeHTy (papMaLeBTUUHOT peyenmom
060n0HkKot0, No 160 (nepBuHHe Ta AiSNBbHOCTI: 3aMiHa po3ainy «I padivyHe 306paXKeHHs
Mmr/25 mr; no 14 BTOpPUHHE yNakoBKU» Ha po3ain «MapkyBaHHs1» B MKA N13:
TabneTtok y 6nictepi; nakyBaHHs); 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPOYKEHOrO
no 1 a6o 2 6nictepu y Hosaprtic ®apma TEeKCTY MapKyBaHHS. 3riflHO BUCHOBKY YNpaBniHHA
Kopo6Li 3 KapTOHY C.n.A., lTanisi; €eKCNepTn3n IHCTPYKLi Ta HOMEHKNATypu: 3aTBEpPLKEHHS
HosapTic ®apma MapKyBaHHS1 YNakoBKM JlikapCbKoro 3acoby Ao
LTeiH Al, PeecTpauiiiHoro noceigueHHss UA/8688/01/03,
Lseiiapis 3aTBepaxeHoro Hakaszom MO3 Ykpainu Big 03.04.2019 Ne
716. BBegeHHA 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHS; 3MiHW Il TUNY - 3aTBEPAKEHHA TEKCTY
IHCTPYKLUT ANA MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao PeecTtpauiiiHoro nocsigyeHHss UA/8688/01/03,
3aTBepxeHoro Hakaszom MO3 Ykpainn Big 03.04.2019 Ne
716. IHdhopMaLia BUKNaAeHa B IHCTPYKLUIT ANs MeAUYHOro
3acTocyBaHHs Nikapcbkoro 3acoby, Bignosigae
mMaTepianaM peecTpauiiiHoro AOCbe Ta OHOBJIEHIN
iHbopmaLii 3 6e3nekn 3acToCyBaHHS Lil04MX PEYOBYH.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA
116. | KO-AIOBAH® | Tabnetku, BKPUTI HoBapric ®apma | LUselilapis Micbapm C.n.A., ITanis/ BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis: 3miHu | TUNY 3a UA/8688/01/04
NAiBKOBOIO Al ITanis LLIseliyapis - 3riAJHO BUCHOBKY enapTaMeHTy dapMaLeBTUUHOT peuyenmom
o60noHkoto, no 320 (nepBuHHe Ta AiSNbHOCTI: 3amiHa po3ainy «IpacivyHe 306paXKeHHs
mr/12,5 wr; no 14 BTOpPUHHE yNakoBKM» Ha po34in «MapkyBaHHs1» B MKA N13:
TabneTtok y 6nictepi; nakyBaHHs); 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAYKEHOr0
no 1 a6o 2 6nictepu y Hosaprtic ®apma TEKCTY MapKyBaHHS. 3riiHO BUCHOBKY YNpaBniHHA
KOpPOOLii 3 KApTOHY C.n.A, Itanis; eKCMepTN3N IHCTPYKLi Ta HOMEHKNATYpK: 3aTBEPMKEHHS
Hosapric ®apma MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Ao
LLTelH AT, PeecTpauiiiHoro noceigueHHss UA/8688/01/04,
Lseiiyapis 3aTBepaxeHoro Hakazom MO3 Ykpainu Big 03.04.2019 Ne

716. BBefeHHS 3MiH NpoTsirom 6-Tv MicsiLiB micast
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aTBEPMKEHHS; 3MiHW Il TUNY - 3aTBEPAKEHHA TEKCTY
IHCTPYKLUT ANA MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao PeectpauiiiHoro nocsigyeHHss UA/8688/01/04,
3aTBepmxeHoro Hakazom MO3 Ykpainu Big 03.04.2019 Ne
716. IHdhopMaLia BUKNaAeHa B IHCTPYKLUIT ANs MeAUYHOro
3acToCyBaHHs Nikapcbkoro 3acoby, Bignosigae
mMarepianamMm peecTpauiiiHoro A0CbE Ta OHOBJIEHIN
iHbopmaLii 3 6e3nekn 3acToCyBaHHS Lil0UUX PEYOBYH.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
117. | KO-OIOBAH® | TabneTku, BKpUTI HoBaprTic ®apma | LUseliuapis Midpapm C.n.A., ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix matepianis: 3miHu | Tuny 3a UA/8688/01/05
NAiBKOBOO Al ITanis LLIseliapis - 3ri/HO BUCHOBKY AenapTaMeHTy papMaLeBTUUHOT peyenmom
o6onoHkoto, no 320 (nepBuHHe Ta AiSNIbHOCTI: 3amiHa po3ainy «IpadivyHe 306paXKeHHs
Mmr/25 mr; no 14 BTOpPVHHE yNakoBKU» Ha po3ain «MapkyBaHHs1» B MKA /13:
TabneTtok y 6nictepi; nakyBaHHs); 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAYKEHOrO
no 1 a6o 2 6nictepu y Hosaprtic ®apma TEeKCTY MapKyBaHHS. 3rifiHO BUCHOBKY YNpaBniHHA
Kopo6Li 3 KapTOHY C.n.A., lTanisi; €eKCNepTn3un IHCTPYKL Ta HOMEHKNATypu: 3aTBEpPKEHHS
HosapTic ®apma MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby Ao
LTeiH Al, PeecTpauiiHoro noceigueHHss UA/8688/01/05
Lseiiapis 3aTBepaxeHoro Hakaszom MO3 Ykpainu Big 03.04.2019 Ne
716. BBegeHHA 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHS; 3MiHW Il TUNY - 3aTBEPAKEHHA TEKCTY
IHCTPYKLUT ANA MEANYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao PeectpauiiiHoro nocsigyeHHss UA/8688/01/05,
3aTBepxeHoro Hakaszom MO3 Ykpainn Big 03.04.2019 Ne
716. IHdhopMaLia BUKNaAeHa B IHCTPYKLUIT ANs MeAUYHOro
3acTocyBaHHs Nikapcbkoro 3acoby, Bignosigae
mMarepianamM peecTpauiiiHoro AOCbe Ta OHOBJIEHIN
iHbopmaLii 3 6e3nekn 3acToCyBaHHS Lil0UMX PEYOBYH.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
118. | KOMNAKCOH PO3YMH ANA iH'EKLN, TeBa I3painb AGIK NT4., I13paine/ BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianiB: yTOYHEHHS 3a UA/6307/01/02
40 40 mr/mn, no 1 mn dapmaveBTikan I3painb YropwmHa/ B Hakasi MO3 Ykpainu Ne 577 Big 27.02.2020 wofo Ha3su | peyenmom
pO34uMHy B IHoacTpi3 T4 (KoHTponb cepii Benuka 3asiBHVKa B NMpoLeci npouenypy BHECEHHS 3MiH: 3MiHM |
nonepeaHL0 (TinbKM BputaHia/ UMY - AofaBaHHA a/IbTEPHATVBHOIO METOAY KiflbKiCHOro
HanoBHEHOMY LUMPUL; 6ionorivyHe Higepnanan BM3HAYEHHSs (TUTPYBaHHS) 4151 NPOMIXKHOrO NPoAyKTY -
no 1 wnpuuy B TecTyBaHHs)); MOHOMep L- Tyrosine; 3miHu | Tuny - fofaBaHHsA
6nicTepi; no 12 Asia Kemikan a/IbTEPHATUBHOIO METOAY KifIbKICHOrO BU3HAYEHHS
LUNPWLIB B KAPTOHHIN IHgacTpi3 /T4,., (TMTpyBaHHS) 4151 NPOMIXKHOTO MPOAYKTY - MOHOMep L-
KopoobLi I3painL Lysine; 3MiHK | TUNy - oAaBaHHA albTEPHATUBHOIO
(KoHTponb cepii MeToAy KiNlbKICHOro BU3Ha4YeHHs (TUTpyBaHHSA) A1A
(aHaniT4YHe MPOMIXXHOTrO MPOAYKTY — MOHOMep L- Alanine; 3miHu | Tuny
TecTyBaHHA Ta - [loflaBaHHSA a/lbTEPHATVBHOIO MeTOAY KifIbKiICHOro
BUBYEHHSA BMU3HAYEHHA (TUTPYBaAHHSA) A4/15 NPOMDKHOIO NPOAYKTY —
cTabinbHoCTI)); MoHoMmep L- Glutamate
AT
PapmaLeBTUYHN

1 3aBog TEBA,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

YropumHa
(KoHTponb cepil
(TinbKM
6ionoriuHe
TeCTyBaHHs));
HopToH
Xesnckea
Nimiten T/A
AVBEKC
dapmMacbioTUKaU
3 IOK, Benvka
BputaHis
(BnpobHuuTBO
3a NOBHUM
LMK/IOM);
MnanTekc Jita,.,
13painb
(KoHTponb cepii
(aHanitnyHi
BUNPOBYBaHHSA
Ta BUBYEHHS
cTabinbHoCcTi));
TeBa
dapmaueBTikan
IHpacTpi3 N14.,
13painb
(BnpobHuuTBO
3a NOBHUM
umkiom); Tesa
dapmauesTikan
IHpacTpi3 N14.,
13painb
(KoHTponb cepii
(TinbKM
MiKpOGionoriyHe
TecTyBaHHs));
dapmaxemi
B.B.,
Higepnangu
(KoHTponb cepii
(noBHe
TecTyBaHHs,
BK/IHOHAK0UM HA
CTepWbHICTb Ta
6akTepiasnibHi
€HA0TOKCUHMU,
ane okKpim
6ios10riYHOroO
TECTyBaHHs))
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
119. | KOMAKCOH® | po3uuH s iH'ekuiid, TeBa I3painb A6ik NT4., I13pains/ BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis: 3MiHu | Tuny 3a UA/6307/01/01
-TEBA 20 mr/mn no 1 mn dapmaLeBTikan I13painb YropwmHa/ -3MiHa y napameTpax cneuudikauii Ta/abo gonyctummx | peyenmom
npenapary y IHpacTpi3 /74, (koHTpOsb cepii Benvka MeX, BU3HaUYeHNX y cneumdikauisx Ha A®l, abo
nonepeaHbLO (TinbKM BputaHis/ BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
HanoBHEHOMY LUNPUL; 6ionorivyHe Higepnanan BMKOPUCTOBYIOTLCA Y Npoueci BUpobHMuTBa AP (iHLi
no 1 nonepeaHLo TecTyBaHHs)); 3MiHW)
HarnoBHEHOMY LUNPULY A3ia Kemikan
B KOHTYPHIli IHpacTpi3 NT4,.,
YapyHKOBIli ynakoBLyi I13painb
3anasHii nanepom (koHTpOsb cepii
a6o no 1 nonepegHbLO (aHaniT4YHe
HarnoBHEHOMY LUNPULLY TecTyBaHHA Ta
B KOHTYPHIi BMBYEHHS
YapyHKOBIli ynakoBLj cTabinbHocTi));
3anasHili nniskoto 6e3 AT
MapKyBaHHs; no 28 PapmaLeBTUYHN
nonepeaHL0 1 3aBog TEBA,
HanMoBHEHMX LUMPULIB YropumHa
Y KOHTYPHMX (koHTpOsb cepii
YapyHKOBMX YnakoBKax (TiNbKM
Y KapTOHHiIl kopobui 6ionoriuHe
TecTyBaHHs));
AT
PapmaLeBTUYHN
1 3aBog TEBA,
YropumHa
(koHTpOsb cepii
(TinbKM
6ionoriuHe
TecTyBaHHs));
HopToH
Xenckea
Nimiteq T/A
AMBEKC
PapmacboTuKan
3 0K, Benuka
BputaHis
(BUPOBHMLTBO
3a NOBHUM
LyKIoM);
MnaHTekc N14,,
I13painb
(koHTpOsb cepii
(aHaniT4YHe
TecTyBaHHA Ta
BUBYEHHSA
cTabinbHocTi));
TeBa

dapmaueBTikan
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
IHpacTpi3 N14.,
13painb
(BMPOGHNLTBO
3a NOBHUM
umkiom); Tesa
dapmaueBTikan
IHpacTpi3 N14.,
13painb
(koHTpOsb cepii
(TinbKM
MiKpOGionoriyHe
TecTyBaHHs));
dapmaxemi
B.B.,
Higepnangu
(koHTpOsb cepii
(noBHe
TecTyBaHHs,
BK/IIOHAK0UM HA
CTepWbHICTb Ta
6akTepiasnibHi
€HA0TOKCUHMU,
ane okKpim
6ios10rivHOroO
TECTyBaHHs))
120. | KOPAKCAH® | Tabnetku, BKpUTI ne PpaHuis Na6opaTopii PpaHuia/ BHECEHHS 3MiH [10 peecTpavjiiiHix matepianis: 3miHu | Tuny 3a UA/3905/01/02
7,5MIr N1iBKOBOIO NNABOPATYAP Ceps’e IHgacTpi, IpnaHgis - Buny4yeHHa EGIS PHARMACEUTICALS PLC, sk peyenmom
o060noHkoto, no 7,5 mr CEPBE€ PpaHuisn; Ceps'e BMPOGHMKA BifNOBiAaNIbHOTO 3a BUPOGHULITBO MPOMIXKHOIO
no 14 tabneTtok y (IpnaHgis) npoaykTy 6yTamiHy rigpoxsiopuay; 3aTBepaxeHo:
6nicTepi; no 2 abo 4 IHpgacTpic N14, LABORATORIOS SERVIER, S.L.; 3MiH¥ | TUMY - HE3HAYHI
6nicTepy B KOpo6Lji 3 IpnaHgis 3MiHM B npoueci BUpo6HuuTea Adl, 1o 06yMoBIeHO
KapTOHY BU3HAYEHHAM BUXIAHVX PEYOBUHM B Npoueci cuHtesy Adl;
3MiHM | TRy - AonoBHEHHS cneuudikauii APl nokasHMKom
«Aomilka Y1425 ?100 ppm» 3 BiANOBIiAHUM METOAOM
BMNPOBYBaHHS; 3MiHW | TUMNY - BUAYYEHHS 3i cneumdikaui
Ad| nokasHuka «Badkki MmeTanu», Wo 06ymMoBAEHO
BBeEHHAM B fito kepiBHUUTBa ICH Q3D; 3MiHu | TUNy -
BUYyYEHHA 3i cneyudikauii A®| nokasHuka «Managiii»
121. | KOTE/JIK® TabneTkn, BKPUTI ®.XohchmaHH- LLIBeliyapis BupobHmuTBO LLIBeliyapisi/ | BHECEHHSI 3MiH 4O PEECTPALiiHNX MaTepiasiB: 3MiHu | Tuny 3a UA/15199/01/01
NNiBKOBOO Na Pow N1g, Hepo3ghacoBaHO ITanis - 3MiHM 3 sKoCTi. FoTOBUIA Nikapcbkuii 3aci6. CTabinbHICTb. | peyenmom
060/10HKO0, N0 20 Mr; T npoAyKu;, 3MiHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
no 21 TabneTtuiy BUMNPOOYBaHHSA roTOBOrO /liKapCbKOro 3acoby (36iNbLIEHHS TEPMiHY
6nicTepi; no 3 KOHTPOS0 npuaaTHOCTI TOTOBOrO fikapcbkoro 3acoby) - [Ans Toprosoi
6nicTepn y KapTOHHIl AKOCTI: ynakoBku (MiATBEPLKYETLCS AAHNMUN peasbHOro vacy) -
Kopobu,i ®.XodhhbmaHH- 36i/IbLUEHHST TEPMIHY NPUAATHOCTI FOTOBOTO JTiKapCbKOro
Na Pouw Jita, 3aco6y Ha OCHOBI NO3UTUBHKX pe3ynbTaTiB

Liseliuapis;

[0BrOCTPOKOBMX A0CAIMKEHb CTabiNIbHOCTI Y peasibHOMY
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BrnpobyBaHHs yaci: 3aTBepxeHo: TepMiH NpUAAaTHOCTI 4 POKW.
KOHTPOO 3anponoHoBaHo: TepMiH NpuaaTHOCTI 5 pokiB. 3MiHW
AKOCTI: BHECEHO B iHCTPYKLiI0 AN15 MEANYHOro 3aCTOCYyBaHHS
®.XodhcpmaHH- nikapcbKoro 3acoby y p. "TepMiH npuaaTHocCTi". BBeAeHHS
Na Pow N1pa, 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS
LLseiuapis; 3miHu | TUny - 3miHn Wwogo 6e3nekn/eddekTMBHOCTI Ta
MepBrHHE Ta hapmakoHarnsgy (iHwi 3MiHn). BBegeHHs po3giny
BTOpPVHHE «MapkyBaHHsa» B cknag MKA /13. OHOBNEHHA TEKCTY
nakyBaHHs1, MapKyBaHHS YMakoBKMN MIKAPCbKOro 3ac00y 3 BHECEHHAM
BMNpPOOYBaHHS iHchopmawii LWoAo 3a3HaYEHHS OAVHULIL BUMIPIOBAHHS y
KOHTPOO cuctemi Sl. BBeieHHs 3MiH NPOTArom 6-T MicsLiB nicns
AKOCTI: 3aTBEPAKEHHS.
Henbdhapm
Minaxo, C.P./1.,
ITanis;
Bunyck cepii:
®.XodhhmaHH-
Na Pow Nta,
LBeiiuapis
122. | KPEOH® Kancynu Teepai 3 A660TT HimeuunHa A66OTT HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 6e3 UA/9842/01/01
10000 racTpopesnCTeHTHUMU Na6opatopis JNlabopaTopis - 3MiHa YMOB 36epiraHHs BUxigHoi pevyoBuHM (Liquid peyenma
rpaHynamu no 150 wr; m6X 6X Starter), L0 BUKOPUCTOBYETbLCS Y NPOLLECi BUPOBGHULITBA
no 20 a6o 50, a6o 100 naHkpeaTuHy: 3a3HaYeHHs yMOB 3bepiraHHs y
Kancyn y dpiakoHi; no 3aMOpPOXEHOMY CTaHi A0 12 micAuiB; 3MiHu Il Tuny -
1 dhnakoHy B [0AaBaHHA HOBUX KpaiH NocTayaHHs MifLIyHKOBMX 3a/103
KapTOHHI Kopo6Lii; no CBVHeN Ansa BUPO6GHMLTBA NaHkpeaTuHy - LLiseiiuapis,
10 kancyn y 6nictepi; Yecbka Pecnybnika
no 1 a6o 2, a6o 3
6nicTepy B KAPTOHHii
Kopo6ui
123. | KPEOH® Kancynu Teepai 3 A660TT HimeyunHa A660TT HimeuuunHa BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3miHu | Tuny 6e3 UA/9842/01/02
25000 racTpope3nCTeHTHUMM JlabopaTtopi3 JNabopaTtopis - 3MiHa YMOB 36€epiraHHs1 BUxigHoi pevoBunm (Liquid peuyenma
rpadynamu no 300 mr; m6X M6X Starter), L0 BUKOPUCTOBYETLCS Y NPOLLECi BUPOOHULITBA
no 20 a6o 50, a6o 100 naHKpeaTuHy: 3a3Ha4eHHs yMOB 36epiraHHs y
Kancyn y cpsiakoHi; no 3aMOpPOXEHOMY CTaHi A0 12 micsauis; 3miHm Il Tuny -
1 donakoHy B [0AaBaHHA HOBUX KPaiH NocTavaHHs MifLIyHKOBMX 3a/103
KapTOHHIiA KopobLy; no CBUHel AN BUPOOGHMLTBA NaHKpeaTuHy - LBeiiuapis,
10 kancyn y 6nictepi; Yecbka Pecny6rika
no 2 6nictepu B
KapTOHHI KOpo6Li
124. | KPEOH® Kancynv TBepgi 3 AGGOTT HimeuunHa AG6OTT HimeuunmHa | BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasiB: 3MiHu | Tuny 6e3 UA/9842/01/03
40000 racTpopesnCTeHTHUMU Nab6opaTtopi3 Na6opaTtopi3 - 3MiHa YMOB 36epiraHHs BUXigHoi pevoBuHu (Liquid peuyenma
rpaHynamu no 400 wmr; 6X M6X Starter), L0 BUKOPUCTOBYETLCSA Y NpoLLeCi BUPOOHULITBA

no 20 a6o 50, a6o 100
Kancyn y cpniakoHi; no
1 chnakoHy B
KapPTOHHI KopobLi; no

naHKpeaTuHy: 3a3Ha4eHHs1 yMOB 3bepiraHHs y
3aMOpPOXEHOMY CTaHi A0 12 micAuiB; 3MiHu Il Tuny -
[0AaBaHHA HOBMX KpaiH NOCTaYaHHs MifLIyHKOBMX 3a/103
CBWHEN ANnsi BAPOOHULTBA NaHKpeaTuHy - LLBeliuapis,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
10 kancyn y 6nictepi; Yecbka Pecnybnika
no 2 6nictepu B
KapTOHHI Kopobui
125. | KCAPENTO® | TabneTku, BKPUTI Baiiep Al HimeyunHa Baiiep AT, HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHW | Tuny 3a UA/9201/01/04
NNiBKOBOO HimewunHa (ans ITanisa - OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW Nikapcbkoro | peyenmom
060n10HKo0, N0 2,5 ™r, BCbOrO 3ac06y 3 BHECEHHAM iHhopMaLii LOA0 3a3HaYeHHS
no 14 TabneTtok y BUPOGHNYOrO OVHULIb BUMIPIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
6nictepi; no 1 a6o 4 npouecy); NPOTArom 6-TW MiCALIB NiCNA 3aTBEPAKEHHS
6nicTepy B KAPTOHHii Baiep Xenckep
nauui MaHydakTypiHr
C.P.N., Itanis
(N5 BCbOro
BMPOBGHUYOro
npouecy);
LLiteremaHH
JNoHbepnakyHr
& NoricTiwep
Cepsic e K.,
HimeuuunHa (ans
BTOPVHHOIO
nakyBaHHs)
126. | KCENOAA® TabneTku, BKpUTI ®.XohpmaHH- LBeiuapis Brpo6HMLUTBO HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHW | Tuny 3a UA/5142/01/01
NAiBKOBOIO Na Pow Nitg Hepo3g)acoBaHO LLIBeiiuapis - BUNy4YeHHs 3aTBepAKeHoro BupobHuka Adl peyenmom
060/10HKO10, Mo 150 T npoAykKu,ii, kaneynTabiHy F.Hoffmann-La Roche Ltd, Switzerland. Ak
mr, no 10 Tabnetok y BMNpPO6YBaHHS HacnifoK BiANOBIAHI 3MiHW 0 peecTpauiiHnx matepianis,
6nicTepi, no 6 KOHTpPO/I0 a came BUyYeHHS aHaNiTUYHUX METOANK, LLO €
6n1icTepiB Y KAPTOHHIN SIKOCTi: Ekcenna crneungiyHumn ans Bmpo6bHuka F.Hoffmann-La Roche Ltd,
ynaxoBLi vM6X eHg Ko. Switzerland
KI, HimeuunHa
MNepBuHHE Ta
BTOPVIHHE
naxkyBaHHs,
BUMNPOGYBaHHSA
KOHTPO/0
AKOCTI:
®.XodhhbmaHH-
Na Pouw Jita,
Lseliuapis
BunpobyBaHHs
KOHTPO/0
AKocTi: Pow
dapma Arl',
HimeuyunHa
Bunyck cepii:
®.XodhhbmaHH-
Na Pouw Jita,
Lseliuapis
127. | KCENOJA® TabNeTkn, BKPUTI ®.XodhpmaHH- LLiBeliyapis Bupo6bHMUTBO HimeyumHa/ | BHeCeHHs 3MiH 10 peecTpauiiHux maTtepianiB: 3mMiHu | Tuny 3a UA/5142/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

N/1iBKOBOIO
060n10Hkotono 500 mr,
no 10 TabneTtok y
6nicTepi, no 12
6nicTepiB y KApTOHHIl
ynakoBLi

Na Pow /14,

Hepo3dacoBaHo
T npoAyku,i,
BMNpoByBaHHSA
KOHTPO/0
AkocTi: Ekcenna
m6X eHg Ko.
Kr, Himeuunna
MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/I0
AKOCTI:
®.XodhhmaHH-
Na Pow Nta,
LBeiiuapis
BunpobyBaHHs
KOHTPO/II0
AKOCTI: PoLu
®apma Arl',
HimeuunHa
Bunyck cepii:
®.XodhhmaHH-
Na Pow Nta,
LLiBeiuapis;
Bupo6bHMuTBO
Hepo3acoBaHo
T npoAyKuji:
LllaHxav PoLu
PapmacboTikan
3 /lTa., Kutai

LLiseiiuapisi/
KuTaii

- BWIyY€eHHS 3aTBEepA)KEHOr0 BUPOGHMKa AdI
kaneumTabiHy F.Hoffmann-La Roche Ltd, Switzerland. Hk
HacnifoK BiANOBIAHI 3MiHW A0 peecTpauiiHnx marepianis,

a came BW/TyYEHHS aHauTiTUYHNX METOAVK, WO €
cneundiyHumn ana supobHuka F.Hoffmann-La Roche Ltd,
Switzerland

peyerimom

128.

KCENOAA®

TabneTtku, BKPUTI
NNiBKOBOKO
060/10HKO0, M0 150 mr
in bulk: no 10
TabneTok y bricrepax

® . XohpmaHH-
Na Pow Ntg

Lseiiuapis

Bupo6bHnuTBO
Hepo3dacoBaHo
T npoayKu;i,
BUNPOBYBaHHSA
KOHTPO/II0
AKocTi: Ekcenna
'v6X eHp Ko.
KI, HimeyunHa
MepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
BMNpPO6YBaHHS
KOHTPO/0
AKOCTI:
®.XohpmaHH-
Na Pouw Nita,
Lseiiuapis

Himeyumnna/
LLiBefuapis

BHECEHHS 3MiH [10 peecTpavjiiiHix matepianis: 3miHu | Tuny
- BWTYY€eHHS 3aTBEpPA)KEHOro BUPOGHMKa Ad|
kaneunTabiHy F.Hoffmann-La Roche Ltd, Switzerland. fk
HacnifoK BiANOBIAHI 3MiHW A0 peecTpauiiHnx matepianis,
a came BUTyYeHHS aHaNiTUYHUX METOANK, Lo €
cneuudivHnMmn ansa Bupo6bHuka F.Hoffmann-La Roche Ltd,
Switzerland

UA/5143/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BrnpobyBaHHs
KOHTPO/0
AKocTi: Pow
®apma Arl,
HimeuunHa
Bunyck cepii:
®.XodhcpmaHH-
Na Pouw ita,
Lseiiuapis

129.

KCENOAA®

TabneTku, BKpUTI
nAiBKOBOO
060/10HKOI0, M0 500
Mr, in bulk: no 10
Tabnetok y bnicrepax

® . XohpmaHH-
Na Pow Nitg

LLBeiuapis

Brpo6HMUTBO
Hepo3ghacoBaHO
T npoAayKuji:
LllaHxav PoLu
dapmacbloTikan
3 /114,
KuTaii Bupo6Hm
LTBO
Hepo3acoBaHo
T npoayku;i,
BUNPOBYBaHHSA
KOHTPO/II0
AKocTi: Ekcenna
'v6X eHp Ko.
KI, HimeyunHa
MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
BMNpPO6YyBaHHS
KOHTPO/0
AKOCTI:
®.XohpmaHH-
Na Pouw Nita,
Llseiiuapis
BrnpobyBaHHs
KOHTPO/0
AkocTi: Pow
dapma Arl',
HimeuunHa
Bunyck cepii:
®.XohpmaHH-
Na Pow Nitg,,
Lseiiuapis

HimeuunHa/
LLIseiiuapisi/
Kutaii

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | Tuny
- BUy4eHHs 3aTBepmkeHoro BupobHuka Ad|
kaneuynTabiHy F.Hoffmann-La Roche Ltd, Switzerland. fk
HacnifoK BiANOBIAHI 3MiHW 0 peecTpauiiHnx matepianis,
a came BUTyYeHHs! aHaNiTUYHUX METOANK, Lo €
cneumdiyHnMmn ans supobHuka F.Hoffmann-La Roche Ltd,
Switzerland

UA/5143/01/02

130.

KCENOAA®

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKO10, Mo 150
mr, in bulk: no 10
TabneTtok y 6nicrepax

® . XohpmaHH-
Na Pow N1g

LBeiuapis

Brpo6HMLUTBO
Hepo3acoBaHo
T npoAykKu,ii,
BMNpPO6YBaHHS
KOHTPO/0
AKOCTI:

HimeuunHa/
LBeliuapis/
HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecyn Micua NPOBaKEHHS AissNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BK/IOYAIOUY AiNbHULi BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOJIH SKOCTI. (AisANbHICTb, 3a AKY

UA/5143/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Ekcenna r'm6X BiANOBigae BUPOGHMK/IMNOpTEp, BKIOUAKUY BUMYCK
eHp Ko. KT, cepiid)- 3MiHa agpecy BUPOGHMYOI AinbHUL ®.XoddpMaHH-
HimeuunHa; Na Pow N1a, Wseiuapis (Bunyck cepii) BHACNIAOK 3aMiHN
MepBrHHE Ta IOPUANYHOI agpecu Ha hakTuuHy, 6e3 3MiHM Micus
BTOPUHHE BUPOGHMLTBA. 3MiHV BHECEHO B IHCTPYKLiO 415
nakyBaHHs, MEeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby Lwoao
BMNpPOOYBaHHS MiCLie3HaxoMKeHHS1 BUPOOHMKA 3 BiANOBIAHUMY 3MiHAMY B
KOHTPO/0 TEKCTi MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby.
AKOCTI, BUNYCK BBefeHHs1 3MiH NpoTArom 6 micALiB Nicns 3aTBEPAXKEHHS.
cepii: 3miHu | TYNy - 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta
®.XodhhmaHH- hapmakoHarnsagy (iHwi 3miHn). OHOBMIEHHS BXe
Na Pow Nta, 3aTBEPKEHOro TEKCTY MapKyBaHHA ynakosBok /13
LBeiiuapis (3a3HaueHHs1 oAMHMLB BUMIpOBaHHS S, Towo) Ta
BunpobyBaHHs BHECEHHS 3MiH A0 p. «MapkyBaHHs» MKA /13. 3miHu go
KOHTPOO TEeKCTY MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby, a came
AKOCTI: BHECEHi NO3HaYeHHs NaTUHULIEIO OAVHNL BUMIPIOBAHHS.
Pow ®apma Al BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
HimeuunHa 3aTBEpMKEHHS. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHN.
3miHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHs
LiSiNbHOCTI BUPOGHMKa/iMnopTepa roToBoro J1ikapcbKoro
3aco6y, BKIOUaUN AiNbHNL BUNYCKY cepii abo Micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a AKy
BignoBigae BUPOGHMK/iIMNOPTEp, HE BKIOYAOUK BUMYCK
cepii) - 3MiHa agpecy BUPOOHNYOT AiNbHULL
®.XodhcpmanH-/15 Pow fiTg, LBeliuapia (nepBuHHE Ta
BTOPWHHE MakKyBaHHS, BUNPOGYBaHHA KOHTPOSIIO AKOCTI),
6e3 3MiHN MicuA BUpO6HMLTBA. BBEEHHS 3MiH NpoTArom 6
MicsILiB Mmicnsi 3aTBepAKEHHS.
131. | KCENOJA® TabneTkun, BKPUTI ®.XothpmaHH- LBeliuapis Bnpo6HuLUTBO Kntaii/ BHECEHHS 3MiH [j0 peecTpaLiiiHux matepianis: 3MiHu | - UA/5143/01/02
N1iBKOBOIO Na Pow NtA Hepo3scacoBaHo | HimeyunHa/ TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
060/10HKO10, Mo 500 T npoayKu,i: LLsevapis Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI

mr; in bulk: no 10
TabneTok y 6ricrepax

LaHxaii PoLu
dapmacbloTikan
3 /174., Kutaij;

BupobHmuTBO
Hepo3dacoBaHo

T npoaykKu;i,
BUNPOBYBaHHSA

KOHTPO/II0
AKOCTI:
Ekcenna Mmé6X
eHp Ko. KT,
HimeuunHa,;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,

BUNPOBYBaHHSA

KOHTPO/I0

BUPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY
BignoBigae BUPOGHMK/iMNOPTEp, BKIKOYAOUM BUNYCK
cepiii)- 3MiHa agpecy BUPO6HMYOI AinbHULi ®.XoddhmaHH-
Na Pow N1a, WBeiiuapis (BMNyck cepi) BHACNiAOK 3aMiHN
IOPUANYHOI agpecu Ha akTUyHy, 6e3 3MiHU Micus
BMPOGHMLUTBA. 3MiHV BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby LoAo
MicLle3HaxoMpKeHHS BUPO6HMKa 3 BiAMNOBIAHUMN 3MiHAMW B
TEKCTi MapKyBaHHs1 yNakoBKy/ NiKapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6 MiCALIB MiC/s 3aTBEPKEHHS.
3MiHu | TNy - 3MiHK Wopao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsay (iHwi 3miHn). OHOBMIEHHS BXe
3aTBEPKEHOr0 TEKCTY MapkyBaHHS ynakoBok /13
(3a3HaYeHHsA 0AMHYLL BUMIPIOBAHHSA Sl, TOWWO) Ta
BHECEHHS 3MiH A0 p. «MapkyBaHHs» MKA J13. 3miHn o
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AKOCTI, BUMYCK TEKCTY MapKyBaHHS ynakoBKW flikapCbkoro 3acoby, a came
cepii: BHeCEHi NO3HaYeHHS NaTUHULIEIO OAVHNLb BUMIPIOBAHHS.
®.XodhpmaHH- BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
Na Pow NTg, 3aTBEpMKXEHHS. 3MiHM | TUny - AOMIHICTPaTUBHI 3MiHN.
LBeiiLapis 3MiHa HalilmeHyBaHHs Ta/abo agpecu MicLs NPOBaXEHHSI
BunpobyBaHHs LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
KOHTpO/II0 3aco6y, BK/IH0YAKuU AibHUL BUNYCKY cepii abo Micue
AKOCTI: NPoBeAEeHHS KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
Pow ®apma Al BiANOBiAae BMPOGHMK/IMNOPTEP, HE BK/THOYAOYM BUMYCK
HimeuyunHa cepii) - 3miHa agpecn BUPOOHNYOT AiNbHUL
®.XohcpmaHH-/15 Pow fiTg, LLBeliuapis (nepBuHHE Ta
BTOPWHHE NaKyBaHHS, BUNPOOYBaHHSA KOHTPO/IHO SKOCTI),
6e3 3MiHN MicLA BUpO6GHMLTBA. BBEeHHS 3MiH NpoTsArom 6
MicsILiB Micns 3aTBepAKEHHS.
132. | NAMI3UN Kpem 1 %; no 15 r abo CK LLIselinapis CK LLIseliapis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/1005/03/01
30 r B Ty6i; Mo 1 Ty6i y KoHcblomep KoHcbtomep - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma
KapTOHHIlA KopooLi Xenckep C.A. Xenckep C.A. agpecy Micus NPoBaMKEHHS AiSNIbHOCTI
BMPOBGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
NPOBeAEHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepii)
- 3miHa agpecu Brpo6Hrka M3 MCK KoHcblomep Xenckep
C.A., LLBeliuapisi, 6€3 3MiHM MicLst BAPOOHMLTBA. 3MiHM
BHECEHO B IHCTPYKLiO /19 MeAMYHOro 3aCTOCYBaHHS
LLIOA0 MiCLLe3HaXOMKEHHSI BUPOOHMKA 3 BiANOBIAHUMM
3MiHaMK y TEKCTi MapKyBaHHS YNakoBKM MiKapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micALiB nicns
3aTBEPAKEHHS.
133. | NIEBITPA TabneTkun, BKpUTI Baiiep Al HimeuyunHa Baviep Al Himeuunna BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 3a UA/0226/01/01
060/10HKO0, N0 5 Mr; - OHOBJIEHHA TEKCTY MapKyBaHHS yrakoBKW NiKapCbKoro | peyenmom
no 1 Tabnetuiy 3ac00y 3 BHECEHHAM iH(hopMaLii LLoA0 3a3HaYeHHS
6nicTepi; no 1 OAMHULb BUMIpOBaHHA Y cuctemi Sl. BeefeHHs 3MiH
61icTepy B KapTOHHil NPOTSrom 6-TM MiCALIB MiC/A 3aTBePAKEHHS
nayui
134. | NEBITPA TabneTkun, BKPUTI Baiiep Al HimeuunHa Baviep Al HimeuumHa | BHECEHHS 3MiH [0 peecTpauiiHux MaTtepianis: 3MiHu | TUny 3a UA/0226/01/03
060/10HKO0, M0 20 Mr - OHOBJIEHHS TEKCTY MapKyBaHHS yrakoBKW NiKkapCbKoro | peyenmom
no 1 a6o no 4 3acoby 3 BHeCeHHsM iHdhopMaLil LWoa0 3a3HaYeHHs
Tabnetkn y 6nictepi; OAMHMLb BUMIpOBaHHA Y cuctemi Sl. BBefeHHs 3MiH
no 1 6nictepy B MPOTArom 6-T1 MIiCALIB MiC/A 3aTBEPAKEHHS
KapTOHHI nayui
135. | IEMKEPAH™ | TabneTku, BKpUTI AcneH ®apma Ipnangis Ekcenna rv6X i HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/3396/01/01
N/1iBKOBOIO TpeigiHr Ko. KI - 3MiHM WoAo 6e3neku/eheKTBHOCTI Ta hapmakoHarnagy. | peyenmom
060/10HKOI0, M0 2 Mr Nimitep BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHuX Npo

no 25 TabneTtok y
thnakoHi; no 1
(h/1aKOHY Y KapTOHHiIlA
Kopobu,i

cuctemy chapmakoHarnagy (BBeAeHHS y3araslbHEHNX
AaHnx Npo cuctemy hapmakoHarnsgy, smiHa
YMNOBHOBaXXeHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnsgy
3asiBHMKa AN 3[ilICHeHHA hapmakoHarnsay B YkpaiHi,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-ghaiina cuctemm hapmakoHarnsgy) - 3aMiHa
KOHTaKTHOT 0CO6U YNOBHOBAXEHOT 0CO6M 3as1BHYIKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogvmup
OnekcaHApoBKY. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXXEHOT 0CO6Y 3asiBHMKA, BifgnoBiganibHOT
3a hapmakoHarnag B YkpaiHi. 3miHa Micus 34iiCHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLie3HaxXOKEHHS MacTep-haina
136. | JIEUMPOPESI | imnnaHTar no 3,6 Mr CaHpo3 CnoseHis BMPOGHMLTBO "in | HimeuunHa/ | BHECEHHs 3MiH 4O peecTpauiiHnx Martepianis: 3mMiHu | Tuny 3a UA/13229/01/01
H CAHAO3® no 1 wnpuuy 3 dapmacbloTikas bulk", ABCTpist - 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHW y peuenmom
iMnaaHTaTom Ta 34.4. nakyBaHHs, BMPO6HMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BO/IOrONOrMHa4YeM y BUMYCK cepii: BUMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapPCbKOro
naketi, no 1, a6o 3, EBep ®apma 3aco6by (3amiHa abo fofaBaHHS BUPOOHMKA, LU0
abo 6 nakeTiB B Viena rm6X, BiANoBiAae 3a BBe3eHHA Ta/abo BMnyck cepii) - He
KapTOHHIlA KopoobLi HimeuunHa,; BK/10UAKUM KOHTPO/b/BUNPOGYBaHHS cepii - foAaBaHHS
BTopvHHe BMPOGHMKa, BIANOBIAa/ILHOIO 3a BUNYycK cepii CaHao03
nakyBaHHs: MM6X — BisHec nigpo3ain AnTu-lHdekuiini N3 (AI-FN3
EBEP ®apma KyHanb), ABCTpIS; 3MiHM | TUNY - 3MiHK WoA0
Mena Mm6X, 6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy. 3miHa y
HimeuunHa,; KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
Bunyck cepii: MapKyBaHHS Ta IHCTPYKLUiT 4719 MeAMYHOro 3aCTOCYBaHHSA
EBEBE dapma Ha nifgcTaBsi perynsipHoO OHOB/OBAHOIO 3BiTY 3 6e3neku
lec.m.6.X. Hdpr. nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
KI', ABCTpis; 3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/ispeecTpauiiHmi
CaHpo3 M'mM6X — nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3 AOC/IAKEHb,
Brpo6Huya npoBefeHVX BiANOBIAHO A0 MaaHy negiaTpuyHmnX
OinbHUUA pocnigkeHb (PIP) (3MiHY y3rofiXeHo 3 KOMNEeTEHTHUM
AHTUIHGEKUVHI YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHI [0 iIHCTPYKU,i
N3 Ta XimiyHi 0151 MeMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby y
onepauii KyHanb po3ginu “INo6iyHi peakuii” BiANOBIAHO 4O OHOBMEHOT
(AIXO N3 iHbopMmawii 3 6e3neku Ajitoyoi pevyoBUHN
KyHanb),
ABCTpIs
137. | NEWUNPOPESI | imnnaHTaT no 5 Mr no CaHpo3 CnoseHis BMPOGHMLTBO "in | HiMeuumHa/ | BHECEHHS 3MiH A0 peecTpauiiiHnx maTepianis: 3miHu | Tuny 3a UA/13229/01/02
H CAHAO3® 1 wnpuuy 3 dapmacboTikas bulk", ABCTpisi - 3MiHM 3 IKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y peuyenmom
iMnNaHTaTom y naketi; 340.0. nakyBaHHs, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
no 1, a6o 3, abo 6 BUMYCK cepil: BUMNYCKY Cepii Ta KOHTPOSIHO SIKOCTi FOTOBOrO NiKapCbKOro
nakeTiB B KAPTOHHINA EBep d®apma 3acoby (3amiHa abo foAaBaHHS BUPOOHMKA, LLLO
KopoobLi Vena Mm6X, BiANOBiAae 3a BBe3eHHA Ta/abo BMNYycK cepii) - He
HimeuunHa,; BK/1HOYAKOUN KOHTPO/L/BUNPOBYBaHHSA cepil - AoAaBaHHSA
BTopuHHe BMPOGHMKa, BiANOBIAa/IbHOTO 3a BUNYycK cepii CaHpo3
nakyBaHHs: 'm6X — BizHec niapo3ain AHTu-IHdekuUiHi TN3 (AI-ITN3
EBEP ®apma KyHanb), ABCTpIs; 3MiHM | TUny - 3MiHK Woa0
MeHa Mm6X, 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarasgy. 3miHa y
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
HimeuunHa; KOPOTKiil XapakTepuCTu1Lj NikapCbKoro 3acoby, TEKCTi
Bunyck cepii: MapKyBaHHS Ta IHCTPYKLiT 4719 MeMYHOro 3aCTOCYBaHHsA
EBEBE dapma Ha nigCcTaBi perynsipHO OHOB/IKOBAHOIO 3BiTY 3 6e3neku
lec.m.6.X. Hdr. nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
KI', ABCTpis; 3aCTOCyBaHHS NiKapCbKoro 3acoby B Mic/ispeecTpaviiiHmii
CaHpo3 F'mbX — nepiog, abo sk pe3ynbTaT OLiHKV 3BITy 3 AOC/IKEHD,
Brpo6Huya npoBefeHVX BiANOBIAHO A0 MiaHy neiaTpuyHmnX
OinbHUUA pocnipkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNeTEHTHUM
AHTWIHAEKLIVHI YNOBHOB&XEHVIM OpPraHoM) - 3MiHW BHECEHI [0 IHCTPYKLT
N3 Ta XimiyHi ON51 MeMYHOro 3acTOCyBaHHS NiKapCcbKoro 3acoby y
onepauii KyHanb po3zainu "Mo6ivHi peakuii” BigNOBIAHO 40 OHOBNEHOT
(AIXO N3 iHchopmawii 3 6e3nekun Ajroyoi pevyoBUHN
KyHanb),
ABCTpist
138. | MENNPOPENI | imnnaHTart no 5 mr, no CaHpo3 CnoseHis BMPO6HMUTBO "in | HimeuunHa/ BHeCeHHs 3MiH A0 peecTpauiiiHnx matepianis: 3MiHu | 3a UA/13229/01/02
H CAHAO3® 1 wnpuuy 3 PapmacbloTikau bulk”, ABCTpIf TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
iMnaHTaTom Ta 34.4. nakyBaHHs1, chapmakoHarnsgy. BeegeHHsa abo 3miHM [0 y3arasibHEHNX
BOJ1IOrONOrNINHAYEM Y BWMYCK Cepil: JaHnx npo cuctemy dapmakoHarnsagy (BBefeHHs
nakeTi, no 1, a6o 3, EBep ®apma y3ara/lbHeHUx faHvx npo cuctemy hapmakoHarnagy,
a60o 6 nakeTiB B Mena Mm6X, 3MiHa YNOBHOBaXEHOT 0C06MU, BignoBigansLHOI 3a
KapTOHHI KOpOOLii HimeuunHa,; 3ilicHEeHHS dpapMakoHarna4y; KOHTakTHOT 0cobu 3
BTOPVIHHE thapmakoHarnsgy 3asBHvKa 415 34iACHEHHS
nakyBaHHs: hapMakoHarnsgy B YkpaiHi, KO BOHa BigMiHHA Bif,
EBEP ®apma yNOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
Vena Mm6X, thapmakoHarnagy (BK/ovakum KOHTaKTHi AaHi) Ta/abo
HimeuunHa,; 3MiHW Y PO3MIiLLEHHI MacTep-thaiina cuctemu
BWMYCK Cepil: thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnX
EBEBE ®dapma YNOBHOBaXEHOI 0CO6U 3asBHMKA O151 34iACHEHHS
Fec.m.6.X. Hdpr. thapmakoHarnagy. 3MiHa Micus 34ilACHEHHSI OCHOBHOT
KI', ABCTpis LisiNbHOCTI 3 thapmakoHariagy. 3MiHa agpecu macTep-
dhaiina
139. | NIEUNPOPESI | imnnaHTar no 3,6 Mr CaHpo3 CnoseHis BMPO6HMUTBO "in | HimeuunHa/ BHeCeHHs 3MiH 10 peecTpaLiliHix maTtepianis: 3MiHu | 3a UA/13229/01/01
H CAHAO3® no 1 wnpuuy 3 dapmacboTikas bulk", ABCTpisi TMny - 3MiHKM Wop[o 6e3nekn/edheKTUBHOCTI Ta peuyenmom
iMnNaHTaTom Ta 34.4. nakyBaHHs, chapmakoHarnsgy. BeegeHHsa abo 3miHu [0 y3araslbHEHNX
BO/IOTONOININHAYEM Y BUMNYCK cepil: JaHnx npo cuctemy chapmakoHarnsagy (ssefeHHs
nakeTi, no 1, a6o 3, Esep ®dapma y3ara/lbHeHux faHvx npo cuctemy hapmakoHarnagy,
abo 6 nakeTiB B Vena Mm6X, 3MiHa yNOBHOBaXEHOI 0co6u, BiANOBiAaLHOI 3a
KapTOHHIA KOpO6L HimeuunHa,; 3AilicHeHHA hapMakoHarnaay; KOHTaKTHOT 0cobu 3
BTOPVIHHE thapmakoHarnsgy 3asBHvKa 415 34iACHEHHS
nakyBaHHs: hapMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
EBEP ®apma YNOBHOBaXXEHOI 0CO6U, BifNOBIAANbHOI 3a 34iICHEHHS
MeHa Mm6X, hapmakoHarnsgy (BkoUakoum KOHTaKTHI AaHi) Ta/abo
HimeuunHa,; 3MiHW Y PO3MiLLLEHHI MacTep-thaiina cuctemu
BUMNYCK cepil: thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnX
EBEBE ®apma YNOBHOB&XEHOT 0COOM 3asBHUKA A/151 3AiNCHEHHSA
lec.m.6.X. Hdr. thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHS] OCHOBHOT
KI, ABCTpis LisinbHOCTI 3 thapmakoHarnagy. 3MiHa agpecu MacTep-

dharina
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
140. | NIBEPATTI® TabneTku, BKpUTI TOB YkpaiHa Na6opaTopioc Icnanis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 3MiHa 3a UA/16408/01/01
NAiBKOBOO "BOPBAPTC NleoH dapma, 3asBHMKa (BNacHMKa peecTpauiiHoro noceigveHHs) (3rigHo | peyenmom
o6onoHkoto, 0,02 mr/3 PAPMA" C.A. Hakasy MO3 Big 23.07.2015 Ne 460); 3MmiHW | Tuny - 3MiHK
Mr, no 28 (24+4) Loao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnagy.
Tabnetok y 6nictepi, BBeneHHs abo 3MiHM [0 y3arasibHeHUX JaHuX Npo
no 1 6nictepy pasom 3 cuctemy thapmakoHarnsgy (BBeAEHHS y3araslbHEHUX
KaneHgapHo AaHnx Npo cuctemy hapmakoHarnsgy, smiHa
LKasIol0, TpUMadyem YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
ans énictepy y hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
KOpOO6Lii 3 KapTOHY 3as9BHUKa A5 34iiCHEHHA hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarnsay
(BK/THOYAKOUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
MacTep-aiina cucremu chapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6MN 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
30iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
3miHa MicLe3HaxomkeHHs MacTep-chaiina cucremm
hapmakoHarnagy Ta iioro Homepy; 3MiHu | TUny - 3MiHK
oo 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsagy. 3MiHu
Y KOPOTKiA XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHNX/6ionofibHMX NikapCbkMx 3ac06iB
nicns BHECEHHS TiEl camoi 3MiHU Ha pedhepeHTHUI
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[4aTKOBUX [laHWX) - 3MiHW BHECEHI [0 IHCTPYKLT Ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby y po3gin
"MokasaHHs" Ta po3ainu: "dapmMakosoriyHi BacTuBocTi"”,
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi BUAW B3aemogiin”, "OcobamsocTi
3actocyBaHHsA" (y T. Y. "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHa rpyaar”, "3aaTHiCTb BNAMBATU Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBToTpaHCcnopTomM abo
iHWKUMK MexaHi3mammn™), "Cnoci6 3acTocyBaHHS Ta go3un",
"Mepepo3yBaHHA", "M06IYHI peakuil™ BigNOBIAHO A0
iHdbopMmaLii pedpepeHTHOro fikapcbkoro 3acoby HKA3
141. | MIBONIH kancynu no 10 kancyn METFA TainaHpg, Mera TainaHg BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | TUny 6e3 UA/5581/01/01
DOPTE y 6nictepi; no 3 NAN®CAVNEHCI NaiidpcalieHci3 - 3MiHM B TEKCT MapKyBaHHS yNakoBKU flikapcbKoro 3acoby | peyenma
6nictepu B 3 Mabnik Mab6nik KomnaHi
iHOUBIgYya/ilbHOMY Komnawi flimiteq Nimiteq
nakeTi B KAPTOHHiIl
Kopobu,i
142. | NIKCAPUT Tabnetku no 100 wmr, TOB "ACIHO YkpaiHa Na6opaTopioc IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3a UA/17741/01/01
no 15 tabnetok y YKPAIHA" HopmoH, C.A. BUNPaBIEHHA TEXHIYHUX MOMUNIOK B MeTofdax KOHTPON | peyernmom

6nictepi; no 2
6nicTepy y KapTOHHIl
nauuj

skocTi (MKHA), a came, B p. «Cknag», B 3a3Ha4YEHHi

BMPOGHMKIB ADI, NOMUIKOBO 3a3HauyeHi BUPOGHMKM

NPOMDKHUX NPOAYKTIB, SIKi BUKOPUCTOBYIOTLCA NpK
BMPOGHULTBI ADI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
143. | MIHNAP3A kancynv TBepgi, no 50 AcTpa3eHeka LBeuis Brpo6HMUTBO CLUA/ BHECEHHS 3MiH [0 peecTpavyiiiHiX MmaTepianis: 3MiHu | Tuny 3a UA/14747/01/01
Mr no 112 kancyn Ab in-bulk: Benuka - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
TBEPAMX Y (DNIaKoHI; MaTteoH BpuTtaHis afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
no 4 dpnakoHn B dapmacbloTikan BMPOGHMKa/imMnopTepa roToBoro ikapcbKoro 3acoby,
KapTOHHIlA KopooLi ¢ IHk, CLUA; BKJ/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
lMepBuHHE Ta NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BTOPUHHE BiANOBiAa€e BNPOGHMK/IMNOpTEp, BKOYAUY BUMYCK CEpiid)
nakyBaHHs, - 3MiHa agpecu Bupo6HuKa M3 Actpa3eHeka tOK JNlimiTes,
BWMYCK Cepil: Benwuka BputaHis, 6€3 3MiHW Micus BUPO6HULTBA. 3MiHK
AcTpa3eHeka BHECEHO B iHCTPYKL,itO0 415 MEANYHOIO 3aCTOCyBaHHSA
IOK Nimiten, LLOA0 MiCLEe3HaXOMKEHHA BUPOOHUKA 3 BifNoBigHMMN
Benuvka 3MiHamM y TEKCTi MapKyBaHHS yMakoBKM NikapCbKoro
BputaHis 3acoby (BBeaeHHs 3MiH NpoTArom 6 micAyis nicns
3aTBEPKEHHS)
144. | NIOTPOMb renb, 1000 MO/r no 25 ToBapucTBo 3 YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 6e3 UA/11418/01/01
1000- r,50ra6o 100 ry obmexeHo 06MexeHo - 3MiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
3400POB'A Ty6i; no 1 1y6i y BiANOBiAa/IbHICT BignoBiganbHICT KOHTeliHep/3akynopoBasibHUiA 3aci6. 3MiHa po3mipy
KOpo6L,i 3 KapTOHY 10 10 YyNaKoBKM FOTOBOTO J1iKAPCbKOro 3acoby (BUyYEHHS
"GapmaueBTUyH "®apmaueBTUYH yNakoBKW NMEBHOI0 Po3Mipy) - BU/TyYeHHs ynakosku /13 no
a KoMnaHis a KomMnaHis 15 r y Ty6i; no 1 Ty6i y KopobLi 3 KapTOHY 3 BiANOBIAHUMU
"3p0pos'a” "3p0pos'a” 3MiHaMV B p. «YNakoBKa» Ta K HaC/iA0K, BUNYyYEHHS
ynakoBku i3 Cneuudikauii Ta METOLIB KOHTPOJTHO AKOCTI
nokasHuk «Maca BMICTYy yNnakoBKu». TakoX 3MiH/ BHECEHI
B IHCTPYKLi0 AN19 MeANYHOro 3actocyBaHHs /13y p.
"YnakoBka" (BUy4eHHS YNakoBKN NEBHOro po3mipy)
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHSA
145. | NINO®NIABO | kpanni ouHi, AT "BIOJTIK" YkpaiHa AT "BIONIK" Ykpaina BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3MiHu | TUny 6e3 UA/3053/01/01
H niodpinizat ana - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma

emy/ibCil, 1 pakoH 3
niocpinizatom Ta 1
tonakoH 3 1,5 mn
PO34MHHMKA (PO3YNH
HaTpito xnopugy

9 mr/mn) pasom i3
KPWILLIKOO-
KpanenbHULE B
iHAVBIAYyaNbHUX
naykax 3 KapToHy

agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS Ta afpecu 3asaBHUKa
(BnacHvKa peecTpauiiiHoro noceigyeHHs) (TepMi
BBE[EHHS 3MiH MPOTArOM 6 MICALIB NiC/1A 3aTBEPAXKEHHS);
3MiHW | TUNY - AQMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
LisiNIbHOCTI BUPOBGHMKa/iMnopTepa roToBOro J1iKkapCbKoro
3acoby, BKIHYauK AibHULL BUNYCKY cepii abo Micue
NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy
BignoBigae BMPOGHMK/iMNopTep, BKIOUYAKUM BUNYCK Cepiit)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6Huka M3, 6e3
3MiHV Micus BUpO6HULTBA (TepMiH BBEAEHHS 3MiH
NpOTArom 6 MicsiLiB MicAsi 3aTBEPAKEHHS); 3MiHU | Tuny -
AAMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo
agpecu Micus NpoBaMKEHHS AisNbHOCTI BUPOGHMKA
(BKKOUAOUM, 32 HEOOXIAHOCTI, MiCLe NPOBEeAEHHS
KOHTPO/O SIKOCTi), abo BracHuka mactep-caiina Ha Adl,
abo noctavasnbHuka A®l/BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOIoO NPOAYKTY, WO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3Ha4EHO Yy
[0CbE Ha nikapcbkuid 3acib) 3a BifACYTHOCTI cepTudpikata
BIANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEpXEHOMY [OCbE, 260 BUPOOHMKA HOBOI JOMOMIKHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y JOCLE) - 3MiHA Ha3BU
BMPOGHMKA Ait040T PEHOBMHU NELMTUH-CTaH4apT Ta
KBepLeTvH; 3MiHu | Tuny - 3MiHu WoAao
6e3nekn/echekTMBHOCTI Ta thapmakoHarnagy (iHWwi 3miHu) -
BHeceHHs 3MiH fo po3giny «MapkyBaHHs» MKA N13:
3artBepkeHo: MapkupoBka. TeKCT MapKMpOBKU
npunaraeTcs. 3anponoHoBaHo: MapkyBaHHs. BignosigHo
[0 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHSA
TEKCTYy MapKyBaHHA yNakoBKMW /likapCbKoro 3acoby 3
BHECEHHSAM iHhopMaLlii LWoA0 3a3HaYeHHS 0AVHULL
BVMIiptOBaHHA y cuctemi Sl. TepmiH BBEAEHHS 3MiH
npoTsrom 6 MicsiliB Mmicnsi 3aTBEPAKEHHS.
146. | NINPUMAP® TabneTtku, BKPUTI MOAN3EP IHK. CWA Mdpaiizep HimeuunHa/ | BHECEHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3miHW | Tuny 3a UA/2377/01/01
NAiBKOBOIO MeHtodekuypuH CLA - 3MiHa Ha3BM BUpPo6HMKa APl aTopBacTaTVHy KasibLiito, peyenmom
060/10HKOI0, M0 20 Mr r JoliuneHp, posTawoBaHoro Ha ginbHui Little Island 3 Pfizer Ireland
no 10 TabneTtok y mM6X, Pharmaceuticals, Ireland Ha Upjohn Manufacturing Ireland
6nictepi; no 3 HimeuyunHa Unlimited Company, Ireland Ta yTouHeHHs agpecu, 6e3
6nictepu abo no 10 (BMpOGHMLTBO in 3MiHM MicUst BUPO6HMLTBA. BHECEHHSI YTOUHEHHS agpecu
6nicTepiB y KAPTOHHIl bulk, nepBuHHa BUpo6HMKa APl aTopBacTaTuHy Kanbuito Pfizer Ireland
Kopoobui Ta BTOPUHHA Pharmaceuticals, po3TalioBaHoro Ha AiflbHuL
ynakoBKa, (Ringaskiddy), 6e3 3miHV Micus BUpO6HULITBA
KOHTPO/b SKOCTI,
BWMYCK Cepil;
Mdpaiizep
dapmactoTikans
NnNnc, CWA
(BMpOGHMLTBO in
bulk, koHTpoNb
AKOCTI)
147. | NINPUMAP® TabneTku, BKpUTI MOAN3EP IHK. CWA Mdpaiizep HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHW | Tuny 3a UA/2377/01/02
NAiBKOBOIO MeHtodekuypuH CLA - 3MiHa Ha3BY BUpPo6HMKa APl aTopBacTaTVHy KasbLiito, peyenmom
060/10HKOH0, M0 40 Mmr, r Joliunens, po3TaloBaHoro Ha ginbHui Little Island 3 Pfizer Ireland
no 10 Tabnetok y v6X, Pharmaceuticals, Ireland Ha Upjohn Manufacturing Ireland
6nicTepi; no 3 HimeuunHa Unlimited Company, Ireland Ta yTouHeHHs agpecu, 6e3

6/1icTepy B KApTOHHIl
KopoobLi

(BMPOGHMLTBO in
bulk, nepBuHHa
Ta BTOPUHHA
ynakoBka,
KOHTPO/Tb AKOCTI,
BUNYCK cepil);
Mdcpaiizep
dapmactoTikans
NAC, CWA
(BMPOGHMLTBO in

3MiHU MicLiS BUPOGHULTBA. BHECEHHS YTOUHEeHH: agpecu
BMpOGHMKa AD| aTopBacTaTuHy kanbuito Pfizer Ireland
Pharmaceuticals, po3TaliosaHoro Ha AislbHuL
(Ringaskiddy), 6e3 3miHM MicLa BUPOGHNLITBA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
bulk, KoHTposb
SKOCTI)
148. | NINPUMAP® TabneTkun, BKpUTI MPANIEP IHK. CWA Mdpaiizep HimeuunHa/ | BHeCeHHs 3MiH A0 peecTpauiiHnx Matepianis: 3miHu | Tuny 3a UA/2377/01/03
NNiBKOBOO MeHtodekuypuH CLWA - 3MiHa Ha3BU BUPOOHKKa A®| aTopBacTaTuHy KasbLiito, peyenmom
060/10HKO10, N0 80 Mr r Joinunens po3TaloBaHoro Ha ginbHui Little Island 3 Pfizer Ireland
no 10 Tabnetok y v6X, Pharmaceuticals, Ireland Ha Upjohn Manufacturing Ireland
6nicTepi; no 3 HimeuyunHa Unlimited Company, Ireland Ta yTouHeHHs agpecu, 6e3
6nicTepy B KAPTOHHii (nepBuHHa Ta 3MiHM MicLA BUPO6HULTBA. BHECEHHS YyTOUHEHHA aapecu
KopoobLi BTOPUHHA BMpOGHMKa A®| aTopBacTaTuHy kanbuito Pfizer Ireland
ynakoBKa, Pharmaceuticals, po3tawoBaHoro Ha Ai/ibH1Lj
KOHTPO/Ib SIKOCTI, (Ringaskiddy), 6e3 3miHV Micusi BUpobHULTBa
BWMYCK Cepil;
Mdpaiizep
dapmactoTikans
Nnnc, CWA
(BMpOGHMLTBO in
bulk, koHTpoNb
AKOCTI)
149. | NINPUMAP® TabneTku, BKpUTI MOAN3EP IHK. CWA Mcpaiizep HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHnx MaTepianis: 3miHu | Tuny 3a UA/2377/01/04
NAiBKOBOIO MeHtodekuypuH CLA - 3MiHa Ha3BY BUpPo6HMKa APl aTopBacTaTVHy KasbLiito, peyenmom
060/10HKOH0, M0 10 Mmr, r Joliunens, po3TaloBaHoro Ha ginbHui Little Island 3 Pfizer Ireland
no 10 Tabnetok y v6X, Pharmaceuticals, Ireland Ha Upjohn Manufacturing Ireland
6nicTepi; no 3 HimeuunHa Unlimited Company, Ireland Ta yTouHeHHs agpecu, 6e3
6nictepu abo no 10 (BMPOGHMLTBO in 3MiHM MicLA BUPOGHMLTBA. BHECEHHS YTOUHEHHS agpecu
6nicTepiB y KAPTOHHIl bulk, nepBuHHa BMpOGHMKa AD| aTopBacTaTuHy kanbLito Pfizer Ireland
KopooLi Ta BTOPUHHA Pharmaceuticals, po3TalioBaHoro Ha AislbHuL
yNakoBKa, (Ringaskiddy), 6e3 3miHu Micusi BUpo6HMLTBA
KOHTPO/b SKOCTI,
BUNYCK cepil);
Mdcpaiizep
dapmactoTikans
NnNnc, CWA
(BMPOGHMLTBO in
bulk, koHTpoNb
AKOCTI)
150. | NO3APTAH- TabneTku, BKpUTI TOB "TeBa YkpaiHa AT YropumHa BHECEHHS 3MiH 0 peecTpavyiiiHiX maTepianis: 3MiHu | Tuny 3a UA/16398/01/01
TEBA NNiBKOBOO YkpaiHa" dapmaLeBTUYHN - NOAAHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI peuenmom

060/10HKO10, No 12,5
mr mr no 10 TabneTtok
y 6nictepi; no 3
6nicTepy Y KAPTOHHIl
Kopobui

i 3aBog TEBA

€Bponeiicbkili hapmakonei Ne R1-CEP 2009-332-Rev 02
Ans gilyoi peyoBmHM Losartan potassium Big Bxe
3aTBepmxeHoro BMpo6Huka Assia Chemical Industries
Ltd., Teva Tech Site (Israel), Ak Hacnifgok 3miHn B
cneundikauii A®l, a came BUIYyYEHHS MOKa3HMKa «Baxkki
MeTann» Ta BNPOBaKEHHSA [04ATKOBNX BUMOT A0
KOHTPOIO0 BMICTY HiTpo3amiHiB N -nitrosodimethylamine
(NDMA)-He 6inbwe 0,30 ppm; N-nitrosodiethylamine
(NDEA)-He 6inbLue 0,08 ppm; 3MiHM | TUNY - NogaHHA
OHOB/IEHOr0 cepTudikaTa BiAnoBigHOCTI EBponelichkil
apmakonei Ne R1-CEP 2011-105-Rev 00 ans giro4oi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocsBi0OYEeHHs

PeyoBMHM N103apTaH Kasito Bif, BXe 3aTBepKeHoro
BMpo6Huka Teva API India Private Limited, IHAis; 3MiHK |
TUNY - NOAAHHA OHOB/IEHOrO cepTudiikaTa BifnoBIAHOCTI
€poneiicbkiii hbapmakonei Ne R1-CEP 2011-105-Rev 02

015 Ai040T pevyoBrHN N03apTaH Kalito Bif, Bxe
3aTBepAxeHoro BupobHuka Teva API India Private
Limited, IHgisa, Sk Hacnigok 3miHK B cneyndikauii A®l, a
came BMNpoBafKeHHs 40AaTKOBUX BUMOT [0 KOHTPOJIHO
BMICTY HiTpo3amiHiB N -nitrosodimethylamine (NDMA)-He
6inblwe 0,640 ppm, N-nitrosodiethylamine (NDEA)-He
6inbwe 0,177 ppm; N-Nitroso-N-Methyl-4-Aminobutyric
acid (NMBA) He 6inbLwe 0,64 ppm

151.

NO3APTAH-
TEBA

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 25 Mr
no 10 Tabnetok y
6nictepi; no 3
61icTepy y KapTOHHIN
Kopobui

TOB "TeBa
YkpaiHa"

YKpaiHa

AT

dapmMaLeBTUYHN

 3aBog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | TUny
- NO4AHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€sponeiickkin papmakonei Ne R1-CEP 2009-332-Rev 02
0N [io4voi pevyoBrHK Losartan potassium Bif Bxe
3aTBepxeHoro Bupo6Huka Assia Chemical Industries
Ltd., Teva Tech Site (Israel), Ak Hacnigok 3miHn B
cneumnaikauii A®l, a came BUIyYEHHS NOKa3HUKa «Baxki
MeTann» Ta BNPOBaKEHHSA [0AATKOBNX BUMOT A0
KOHTPOI0 BMICTY HiTpo3amiHiB N -nitrosodimethylamine
(NDMA)-He 6inbe 0,30 ppm; N-nitrosodiethylamine
(NDEA)-He 6inbLue 0,08 ppm; 3MiHM | TURNY - NOgaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI €BpoONenchbkili
hapmakonei Ne R1-CEP 2011-105-Rev 00 ans gito4oi
peyoBMHM N103apTaH Kasito Bif, BXe 3aTBepKeHoro
BMpo6Huka Teva API India Private Limited, IHgis; 3MiHK |
TUNYy - NoAaHHA OHOBJ/IEHOrO cepTuddikaTa Bi4noBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2011-105-Rev 02
ANs Oil4oi peyoBMHY N103apTaH Kaulilo Bif BXe
3aTBepmkeHoro BupobHuka Teva API India Private
Limited, IHAis, Sk Hacnigok 3miHK B cneumdikayii A®l, a
came BNpPOBaKEeHHS A0AaTKOBUX BUMOT [0 KOHTPO/O
BMICTYy HiTpo3amiHiB N -nitrosodimethylamine (NDMA)-He
6inbLwe 0,640 ppm, N-nitrosodiethylamine (NDEA)-He
6inblwe 0,177 ppm; N-Nitroso-N-Methyl-4-Aminobutyric
acid (NMBA) He 6inbLwe 0,64 ppm

3a
peyenmom

UA/16398/01/02

152.

NO3APTAH-
TEBA

TabneTkun, BKpUTI
MN/1iBKOBOIO
o60noHkoto, no 50 wmr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHIl
Kopo6ui, no 9
6n1icTepiB Y KAPTOHHIN
KopoobLi.

TOB "TeBa
YkpaiHa"

YkpaiHa

AT

dapmaleBTUYHN

1 3aBog TEBA

YropLumHa

BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny
- MOJAHHS OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2009-332-Rev 02
Ana gioyoi peyoBmHM Losartan potassium Bif Bxe
3aTBepAxeHoro BupobHmka Assia Chemical Industries
Ltd., Teva Tech Site (Israel), sk Hacnigok 3miHu B
cneumaikalii A®l, a came BUIyYEHHS NOKasHUKa «Badkki
MeTan» Ta BNPOBaKEHHSA [04ATKOBUX BUMOT A0
KOHTPO/I0 BMICTY HiTpo3amiHiB N -nitrosodimethylamine
(NDMA)-He 6inble 0,30 ppm; N-nitrosodiethylamine

3a
peyenmom

UA/16398/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(NDEA)-He 6inbwe 0,08 ppm; 3miHM | TURy - nogaHHA
OHOBJ/IEHOrO cepTudpikaTa BiAnoBigHOCTI EBponeichkili
chapmakonei Ne R1-CEP 2011-105-Rev 00 gns gitouoi
PeyYoBMHM N103apTaH Kasito Bif, BXe 3aTBepKeHoro
BMpo6Huka Teva API India Private Limited, IHAjis; 3MiHK |
TUNY - NOAAHHA OHOB/IEHOrO cepTudiikaTa BifnoBIAHOCTI
€poneiicbkiii hbapmakonei Ne R1-CEP 2011-105-Rev 02
015 Ai040T pevyoBrHN N03apTaH Kalito Bif, Bxe
3aTBepAXeHoro BupobHuka Teva API India Private
Limited, IHgisa, Sk Hacnigok 3miHK B cneyndikauii A®l, a
came BMNpoBafKeHHs 404aTKOBUX BUMOT [0 KOHTPO/IIO
BMICTY HiTpo3amiHiB N -nitrosodimethylamine (NDMA)-He
6inblwe 0,640 ppm, N-nitrosodiethylamine (NDEA)-He
6inbwe 0,177 ppm; N-Nitroso-N-Methyl-4-Aminobutyric
acid (NMBA) He 6inbLe 0,64 ppm

153.

NO3APTAH-
TEBA

TabneTku, BKpUTI
NAiBKOBOO
06010HKOt0, N0 100 Mr
no 10 Tabnetok y
6nictepi; no 3
61icTepy y KapTOHHIN
Kopoobui

TOB "TeBa
YkpaiHa"

YKpaiHa

AT
dapmMaLeBTUYHN
 3aBog TEBA

YropumHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | TUny
- MOAAHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI
€Bponeiickkin papmakonei Ne R1-CEP 2009-332-Rev 02
0N [io4voi pevyoBrHK Losartan potassium Big Bxe
3aTBepxeHoro Bupo6Huka Assia Chemical Industries
Ltd., Teva Tech Site (Israel), Ak Hacnigok 3miHn B
cneumnadikauii A®l, a came BUIyYEHHS NOKa3HUKa «Baxki
MeTann» Ta BNPOBaKEHHSA [0AATKOBNX BUMOT A0
KOHTPOI0 BMICTY HiTpo3amiHiB N -nitrosodimethylamine
(NDMA)-He 6inbie 0,30 ppm; N-nitrosodiethylamine
(NDEA)-He 6inbLue 0,08 ppm; 3MiHM | TURNY - NOgaHHA
OHOB/IEHOrO cepTudpikaTa BiANoBigHOCTI €BpoONenchbkili
hapmakonei Ne R1-CEP 2011-105-Rev 00 ans gito4oi
PeyoBMHM N103apTaH Kasito Bif, BXe 3aTBepKeHoro
BMpo6Huka Teva API India Private Limited, IHgis; 3MiHK |
TMNYy - NoAaHHA OHOBJ/IEHOro cepTuddikaTa BiAnoBi4HOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2011-105-Rev 02
ANs Oil4oi peyoBMHY N103apTaH Kaulilo Bif BXe
3aTBepmkeHoro BupobHuka Teva API India Private
Limited, IHAis, Sk Hacnigok 3miHK B cneumdikayii A®l, a
came BNPOBaMKEeHHS A0AaTKOBUX BUMOT [0 KOHTPO/HO
BMICTYy HiTpo3amiHiB N -nitrosodimethylamine (NDMA)-He
6inbLwe 0,640 ppm, N-nitrosodiethylamine (NDEA)-He
6inblwe 0,177 ppm; N-Nitroso-N-Methyl-4-Aminobutyric
acid (NMBA) He 6inbLwe 0,64 ppm

3a
peyenmom

UA/16398/01/04

154.

NOPA3ENAM
-3H

PO34MH ANs iH exLii, 2
mr/Mn no 1 mn B
amnyni, no 5 amnyn y
6nictepi; no 1, 2
6nictepa y kopobui 3
KapTOHY

ToBapucTso 3
obmexeHor
BiANoBifa/IbHICT
10 "XapkKiBCbke
hapmMaueBTNUHE
nignpMeMcTBO

YkpaiHa

ToBapucTBo 3
0bMexeHot
BignoBigasIbHICT
10 "XapkiBcbke
hapmaueBTNUHE
nignpueMcTBO

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny
- 3MiHa y KOPOTKIil XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro
3acTOCyBaHHs Ha MifcTasi perysspHO OHOB/IIOBAHOTO 3BITY
3 6esnekun nikapcbkoro 3acoby, abo gocnigpkeHb 3 6esnekn
3acTOCyBaHHS NiKapcbkoro 3acoby B nmicnspeecTpauiiHvii

3a
peyenmom

UA/16804/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

"3p0poB'a
Hapoay"”

"3a0poB'a
Hapoay"

nepiog, abo sk pe3ynbTaT OLiHKV 3BITy 3 [OC/iKEHD,
npoBefeHnX Bi4NoBigHO A0 NAaHy negiatpudHnx
pocnipxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNeTEHTHUM
YMOBHOB&XXEHVIM OpraHoM); CyMyTHS 3MiHa - 3MiHW A0
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby y po3ginm "OcobamBocTi 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHsA Ta Ao3n" (LWoao 6e3nekun) BignoBigHO 40
OHOB/EHOI iHhopMaLlii 3 6e3neku Ail4oi peyoBUHU

155.

noronda
PO34MH 3
rNILEPUHO
M

PO34unH ANA POTOBOI
MOPOXHUHM MO 25 Ty
hnakoHax

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu |1
TUNy - BBEEHHS HOBOTO BMPO6HUKa ans Ad| Mog
ORGANICA Feinchemie GmbH Wolfen, HimeuunHa
(BignoBifaNbHWIA 38 KOHTPO/Ib SKOCTi, BTOPUHHE
nakyBaHHs, BUNyck cepir), Atacama Minerals Chile S.C.M.,
Yuni (BUpoOHULTBO, KOHTPOJIb SKOCTI, NEPBUHHE
nakyBaHHs) 3 HafaHHAM maiicTep-chaiina Ha Ad|

6e3
peyenma

UA/8255/01/01

156.

MAHIT-
HOBO®APM

pO34uH ANs iHgy3il,
150 mr/mn; no 200 mn,
abo 250 mn, abo 400
mn, abo 500 mny
NAAWL

ToBapucTso 3
obmexeHoto
BiANOBIQa/TbHICT
10 chipma
"HoBodhapm-
BiocnHTes"

YKpaiHa

ToBapucTBo 3
06MexeHot
BignoBiAa/IbHICT
10 thipma
"HoBothapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu |
™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA (BNacHMKa peecTpauiiHoro
noceigueHHs) 3miHa agpecu 3asaBHWKa ToBapuUCTBO 3
obmexeHolo BignosiganbHicTio thipma "Hosodapm-
BiocuHTes", YkpaiHa. TepmiH BBeAEHHS 3MiH - NPOTSArom 6-
TV MiICALB NicNa 3aTBEPLXEHHA. 3MiHW | TNy -
AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micusi NPOBaKEHHS 4isiSIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BK/OYAKOUY AiNbHULj BUNYCKY cepil abo micue
NpPOBeAEeHHS KOHTPOJTHO SKOCTI. (AisANbHICTb, 3a SKYy
BiANOBigae BUPOGHMK/IMNOpTEp, BK/IOUAKUY BUMYCK CEpiid)
3miHa agpecy BUpo6HMKa /13 ToBapnCTBO 3 0OMEXEHO
BignoBigasbHICTIO chipma "HoBodhapm-biocuHTes",
YkpaiHa, 6e3 3MiHu micust BUpobHuUTBa: TepMiH BBEAEHHS
3MiH - MPOTAroM 6-TW MicsLiB NicNsA 3aTBepAKEHHS. 3MiHM |
TMny - 3MiHKM Wop[o 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy - OHOBNEHHS BXe 3aTBepAKEeHOro
TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby i3
3a3HayYeHHAM MiKHaPOHMX NO3HaYeHb OAVNHULIb
BMMIpIOBaHHS. 3a3HayeHHs iHhopMaLii LWoA0 MOX/IMBOCTI
[0[AaTKOBOrO HAHECEHHS CreLia/lbHOro KOHTPO/ILHOro
(ipeHTucpikauiiHoro) 3Haky. TepMiH BBEAEHHS 3MiH -
NPOTArom 6-Tu MicsAUIB NicNs 3aTBEPAYKEHHS.

3a
peyenmom

UA/3653/01/01

157.

MAPLO3IA

Kpanni O4Hi, PO34¥H Mo
5 mn y chnakoHax-
KpanensHuuax Nel

®APMATEH
CA.

Ipeuis

AT ®apmarteH,

Ipevis; Pamap
A.B.E. (3aBog,
Animoc) , peuis

pevyis

BHECEHHSA 3MiH 10 peecTpauiiiHux maTepianis: 3MiHu | TUny
- 3MiHM WoAo 6e3neku/eheKTMBHOCTI Ta hapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX AaHux Npo
cuctemy chbapmakoHarnagy (BBeAeHHS y3araslbHEHNX
AaHnx Npo cuctemy hapmakoHarnisgy, smiHa
YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
3asiBHMKA ANs 34iCHEHHA hapmakoHarnsgy B YkpaiHi,

3a
peyerimom

UA/14427/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-ghaiina cuctemm hapmakoHarnsgy) - 3aMiHa
YNOBHOBaXXEHOT 0CO6U 3aBHMKA, BigNoBigaNbHOI 3a
thapmakoHarniag: NponoHoBaHa pefakuisi: YNOBHOBaXKeHa
ocoba 3asBHUKa, BiANOBiAa/IbHA 3a hapMakoHarIaa:
Evangelia Dova.
3MiHa KOHTaKTHMX faHMX YNOBHOBaXXEHOI 0coba 3asiBHUKA,
BiANoBigasibHa 3a hapmakoHarisg. 3MiHa KOHTaKTHOT
0Cco6U 3asiBHMKA B YKpaiHi A1 30iACHEHHS
thapmakoHarnsgy: MNponoHoBaHa pefakLis: KOHTaKTHa
0Cco6U 3asBHMKa B YKpaiHi 4115 34iACHEHHSA
hapmakoHarnsagy: flenewwkiHa IpuHa AHaToniiBHa. 3MiHa
KOHTaKTHUX JaHWX KOHTaKTHOI 0CO6M 3asBHMKa B YKpaiHi
018 30iCHEHHS dhapMakoHarnsay
158. | ME®EHAMIH | MikpoKpuCTasliuHWiA TOB "TK YkpaiHa HiH60 CmapT Kutaii BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3miHu | Tuny - UA/15469/01/01
OBA MOPOLLIOK (Cy6CTaHLis) "ABpopa dapmacboTikan - BHECEHHS 3MiH A0 p. «MapkyBaHHs» 3anponoHoBaHo: Ha
KNCNOTA B NOJETUNEHOBUX Ko., 14 eTUKeTLi BKa3yloTb: iHhopMmaLiito WoA0 TOBAPHOr0o 3HaKy
MiLLKax ans 3anBHWKa, Ha3BY NPOAYKTY, HOMEp NapTii, Macy HeTTo,
hapMaLeBTUYHOTO mMacy 6pyTTo, AaTy BUrOTOBJ/IEHHS, TEPMiH NEPEKOHTPONIO,
3aCTOCYBaHHSA YMOBW 36epiraHHs, kpaiHy BUPOOHWK, (DipMy BUPOGHUK Ta
ajipecy posTallyBaHHsi
159. | MINICTAH NMopoLOK ANs Mini Xenckepe Benvka IKCEnb IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 6e3 UA/2368/01/01
FAPSYMI OpasibHOro Po34nHy no Nimitep BpuTaHis Na6opaTopiec - 3MiHM [0 [HCTPYKUIT 4N MegUYHOro 3acTocyBaHHs peyenma
YAIA 31 6 ry naketmkax Ne 10 Met. NTA,. nikapcbKoro 3acoby [0 po3giny "3acTocyBaHHA y nepiog,
CMAKOM BariTHOCTi ab0 rogyBaHHsA rpyaa” BignoBigHo 4o
NUMOHA OHOBJIEHOI iHGhopMaLii 3 6e3neky 3acToCyBaHHS Ailounx
PeyoBUH (JOMNOBHEHO AaHNMK WoL0 6e3neku
3aCTOCYBaHHSA AiH040T PeUOBMHY «napaueTamos»).
BBefeHHS 3MiH NpoTAroM 3-X MicsLiB NicNsA 3aTBEPAKEHHS
160. | MIOPUKC® Kancynm Takega Mv6X HimeyunHa Apape CLiA/ BHECEHHS 3MiH [10 peecTpavjiiiHix matepianis: 3miHu | Tuny 3a UA/14641/01/01
NPOJIOHroBaHoOI fji dapmacboTikan Monbwa - 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta ddapmakoHarnsagy. | peyenmom
TBepAi no 15 wmr; no 14 3, IHk., CLUA BBefeHHst a60 3MiHU [0 y3araslbHeHUX AaHUX Npo
Kancyn y énictepi; no (BMpPOGHMLTBO cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
1 6nictepy y Hepo3dacoBaHo OaHnx npo cuctemMy chapmMakoHarnisay, 3miHa
KapTOHHIlA KopooLi T npoaykuii); YMNOBHOBaXEHOI 0CO6Y, BiANOBIAA/ILHOI 3a 3A4iiCHEHHS
Takega Papma hapMakoHarnagy; KOHTakTHoOI 0cobu 3 hapmakoHarnsgy
Cn. 30.0., 3a8BHMKa 415 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
Monbwa AKLLO BOHA BiAMIHHA Bif YNOBHOBaXXEHOI 0cobu,
(nepBuHHa Ta BifiNOBIfaANbHOI 3a 34iiCHEHHS (hapMakoHarnsay
BTOPUHHA (BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MiLLEHHI
ynakoBKa, macTep-chaiina cuctemm hapMakoHarnsay) - amMiHa
[03BiN Ha KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0CO6U, BiAMNOBIfasIbHOT
BMMYCK cepii) 3a hapmakoHarnag. 3miHa mMicus 34iACHEHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxoKeHHs
MacTep-goaiina cuctemy dpapMakoHarasgy
161. | MIOPUKC® Kancynm Takega MM6X HimeyunHa Agape CLUA/ BHECEHHS 3MiH [0 peecTpauiiHux martepianiB: 3MiHu | Tuny 3a UA/14641/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
NPOJIOHrOBaHOI fji dapmacbloTikan Monbwa - 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. | peyenmom
TBepAi no 30 wmr; no 14 3, IHk., CLLUA BBeneHHs1 a60 3MiHM [0 y3arasibHeHVX AaHunxX npo
Kancyn y 6nictepi; no (BMPOGHNLTBO cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
1 6nictepy y Hepo3dacoBaHo OaHnx npo cuctemMy hapmMakoHarnisay, 3miHa
KapTOHHIlA KopooLi T npoaykuii); YNOBHOBaXEHOI 0CO6Y, BiANOBIAA/ILHOI 3a 3AiiCHEHHS
Takepa dapma hapMakoHarnaay; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
Cn. 30.0., 3asBHMKa 415 34iICHEHHA hapMakoHarnsgy B YkpaiHi,
Monbwa AKLLO BOHA BiAMIHHA Bif YyNOBHOBaXKEHOI 0Cco6bu,
(nepBuHHa Ta Bi4NOBIAA/IbHOT 3a 34iICHEHHST dhapMakoHarnsay
BTOPUHHA (BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Y PO3MILLEHHI
ynakoBKa, mMacTep-thaiina cuctemu hapmMakoHarasay) - amiHa
[03BiN Ha KOHTaKTHUX AaHnX YNOBHOBA&XEHOI 0CO6U, BiAMOBIAasIbHOT
BMMYCK cepii) 3a hapmakoHarnag. 3miHa micus 34iACHeHHSI OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxXoKEeHHs
MacTep-harina cuctemm dpapmakoHarnsgy
162. | MIPIYM Tabnetku no 5 mr, no AT "TpiHoekc” Nartsis BCi cTagii IcnaHis/ BHECEHHS 3MiH 0 peecTpaviliHiX MmaTepianis: 3MiHu | TUny 3a UA/15664/01/01
7 Tabnetok y 6nictepi, BMPOBHUYOrO Bonrapisi/ - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
no2,4,7, 8a6o 14 npowecy: Yecbka afipecyt MicLsA NPoBaKEHHS Ais/IbHOCTI
6nicTepiB y nayui 3 CiHTOH XicnaHia, | Pecny6nika/ BMPOGHMKa/imnopTepa roToBoro ikapcbkoro 3acoby,
KapToHy; no 10 C. N1, IcnaHis; HimeuuunHa BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue

TabneTtok y 6nictepi,
no 1, 3, 5 a6o 10
6nicTepiB y naui 3
KapToHy

anbTepHaTMBHa
BMPOGHMYA
OinbHULSA, Ha
AKIN
nNpoBOANTLCA
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
i |
dapmacbloTikan
c, ITq,
Bonrapis;
anbTepHaTMBHa
BMPOGHMYA
OinbHULSA, Ha
AKIN
3[iACHIOETbCSA
KOHTpO/b
cepii/sunpobysa
HHS:
KBiHTa-
AHaniTvka c.p.o,
Yecbka
Pecnyb6nika;
Na6op N+C AT,
HimeuunHa,;
ITECT nnioc,
C.p.0., Yecbka

NpPOBeAEeHHSI KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBigae BUPOGHMK/IMNOpTep, BKIOYAUY BUMYCK CEpiid)
- 3MiHa agpecu BUpo6HuKa 13 CiHToH XicnaHis, C.J1.,
Icnanis (Bci cTagii BUpo6HMYOro npouecy), 6e3 3miHu
MicLA BAPOOHMLTBA; 3MiHU | TURY - 3MiHN LWOA0
6e3nekn/edpekTBHOCTI Ta thapMakoHarniagy. BunyyeHHs
(cvna gii) - BHECEHI B IHCTPYKLiO 4718 MeANYHOro
3acTocyBaHHA J13 y p. "Cknag” (Buny4veHHsa cunu giji 30
Mr), SIK Hacnigok y p. "/likapcbka dopma”; BUTyYEHHs
po3yBaHHsa 30 mr /13 Mipiym 3 maTepianiB peectpaviiiHoro
f0Cbe
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Pecny6nika
163. | MIPIYM Tabnetku no 10 mr, no AT "T'piHgekc" Narteis BCi cTagii Icnanis/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/15664/01/02
7 Tabnetok y 6nictepi, BMPOBHUYOro Bonrapis/ - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
no2,4,7, 8a6o 14 npowecy: Yecbka agpecy Micus NPoBaMKEHHS AiSNIbHOCTI
6nicTepiB y nauui 3 CiHTOH XicnaHisi, | Pecnyb6nika/ BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
KapToHy; no 10 C. 1., IcnaHis; HimeuuunHa BK/IOUAKUY AiNbHULj BUNYCKY cepil abo micue
Tabnetok y 6nictepi, anbTepHaTVBHa NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
no 1, 3, 5a6o 10 BMPOGHMYA BiANoBigae BUPOGHMK/iIMNopTep, BKIOYaUM BUMYCK Cepii)
6nicTepiB y nayui 3 OiNbHUUSA, Ha - 3miHa agpecu BupobHuka 13 CiHToH XicnaHis, C.J1.,
KapToHy AKil IcnaHis (Bci cTagii BMpobHMYOro npouecy), 6e3 3miHn
NpoOBOAUTLCA MiCLA BUPOBHMLTBA; 3MiHW | TUMY - 3MiHN LLOAO
nepBrHHe Ta 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BunyuyeHHs
BTOpPUHHE (cuna pji) - BHECEHI B IHCTPYKLiIO 4719 MeUYHOro
nakyBaHHA: 3actocyBaHHs /13y p. "Cknag" (BunyueHHs cunm gii 30
i | Mr), SIK Hacnigok y p. “/likapcbka dpopma”; BUTyYEHHS
dapmacbloTikan po3yBaHHsa 30 Mr /13 Mipiym 3 maTepianis peectpauiiiHoro
c, 14, [ocbe
Bonrapis;
anbTepHaTuBHa
BMPOGHMYA
OiNbHULS, Ha
AKIN
3[iACHIOETbCSA
KOHTPO/b
cepii/Bunpobysa
HHS:
KBiHTa-
AHanituka c.p.o,
Yecbka
Pecny6nika;
Na6op N+C Al,
HimeuunHa;
ITECT nntoc,
C.p.o., Yecbka
Pecny6nika
164. | MIPIYM Tabnetkv no 15 mr, no AT "I'piHaekc" Nat.is BCi cTagil Icnania/ BHECEHHSA 3MiH 0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY 3a UA/15664/01/03
7 TabneTok y 6nictepi, BMPOBGHNYOTO Bonrapisi/ - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaiMeHyBaHHA Ta/abo peuyenmom
no2,4,7, 8a6o 14 npovecy: Yecbka agpecu Micus NpoBaMKEHHS AisNbHOCTI
6nicTepiB y naui 3 CiHTOH XicnaHisi, | Pecnyb6nika/ BUPO6GHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
KapToHy; no 10 C. 1., IcnaHisi; HimeuunHa BK/THOYAIOUM AiNbHULI BUMYCKY cepil abo micue

Tabnetok y 6nictepi,
no 1, 3, 5a6o 10
6nicTepiB y nayui 3
KapTOHY

anbTepHaTMBHA
BMPOGHMYA
OiNbHUUSA, Ha
AKil
npoBOANTLCA
nepBUHHE Ta

NpoBeAEeHHS KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiNOBifa€e BUPOGHMK/iIMIOPTEP, BKIOYAKOUMN BUMYCK CEPild)
- 3MiHa agpecu Bupo6HuKa 13 CiHToH Xicnanis, C.J1.,
Icnanis (Bci cTagii BUpo6HMYoro npotecy), 6e3 3miHu
MiCLA BUPOBHMLTBA; 3MiHW | TUMY - 3MiHK LLIOAO
6e3nekn/edpeKTNBHOCTI Ta hapMakoHarasgy. BuayyeHHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BTOPUHHE (cvna gii) - BHECEHI B IHCTPYKL0 4519 MeANYHOro
nakyBaHHs: 3acTocyBaHHA /13 y p. "Cknag” (Buny4deHHs cunu aji 30
Oxi | Mr), SIK HacnigokK y p. "Jlikapcbka chopma’; BUNy4eHHs
dapmacbloTikan po3yBaHHsa 30 Mr /13 Mipiym 3 maTepianiB peectpaviiiHoro
c, ita, [OCbEe
Bonrapisi;
aibTepHaTUBHa
BMpO6HUYa
AinbHUUS, Ha
AKIRA
3[iICHI0ETbCA
KOHTPO/Ib
cepii/sBunpobysa
HHSA:
KBiHTa-
AHanituka c.p.o,
Yecbka
Pecnyb6nika;
Na6op N1+C AT,
HimeuunHa,;
ITECT nntoc,
C.p.o., Yecbka
Pecny6nika
165. | MOBAJNIC® Tabnetku no 7,5 mMr no BepiHrep HimeyunHa BepiHrep peuis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny 3a UA/2683/02/01
10 TabneTok; no 2 IHrenbxaiim IHrenbxainm Himeuunna - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW NiKapcbKoro | peyenmom
6nicTepy B KAPTOHHii IHTEepHeLwHN Ennac A.E., 3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micALiB nicns
Kopobui 6X Ipeuis, 3aTBEePMKEHHS; 3MiHM | TUNY - BHeceHHA 3MiH [0 po3giny
BepiHrep «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
IHrenbxainm MAPKYBAHHSA. 3rigHO 3aTBEPAXEHOrO TEKCTY
dapma M'v6X i MapKyBaHHs. BBeieHHA 3MiH NPOTAroMm 6-Tu MicALiB nicis
Ko. KT, 3aTBepAXeHHA
HimeuynHa
166. | MOBANIC® Tabnetku no 15 wmr, no BepiHrep HimeyunHa BepiHrep Ipeuis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3miHu | TUny 3a UA/2683/02/02
10 TabneTtok; no 1 a6o IHrenbxaiim IHrenbxaim Himeuunna - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW NikapcbKoro | peyenmom
2 6nictepu B IHTEpHEeLUHN Ennac A.E., 3aco6y. BBefeHHs 3MiH NPOTArom 6-T MicsLiB micns
KapTOHHIlA KopoobLi m6X Ipeuis, 3aTBEePKEHHS; 3MiHM | TUNY - BHeCeHHs 3MiH 10 po3ainy
Bepixrep «MapkyBaHHsA» MKA J13: 3anponoHoBaHo:
IHrenbxainm MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOro TeKCTY
dapma M'v6X i MapKyBaHHs. BBeileHHS 3MiH NPOTAroM 6-Tu MicALiB nicis
Ko. KT, 3aTBepAXeHHA
HimeyunHa
167. | MOBANIC® PO34UH ONS iH'EKUN, BepiHrep HimeyunHa BepiHrep IcnaHis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/2683/03/01
15 mr/1,5 mn, no 1,5 IHrenbxanmv IHrenbxaim - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs" MKA N3: peyenmom
mMA 'y amnyni; no 5 IHTEepHeLHN Ecnana, CA, 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPKEHOTO
amnysn B KApTOHHIlA m6X IcnaHis TEKCTY MapKyBaHHsl. BBeZileHHS 3MiH NPOTArom 6-1u
KopoobLi (BMpPOGHMLTBO MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUMY - OHOBEHHS

Ta NnepsBuHHe

TEKCTY MapKyBaHHs yNaKoBKM JIiKapCbKoro 3acoby 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nakyBaHHs);
BepiHrep
IHrenbxainm
Ecnana, CA,
Icnanis
(BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
Ta BMUNycK cepii)

BHECEHHAM iHhopMaLii LLoA0 3a3HaYeHHS OANHMLb
BMMIpIOBaHHA y cucteMi Sl. BBeeHHS1 3MiH NpoTAroM 6-Tu
MicsLiB MiCNsA 3aTBEPAYKEHHS

168.

MOAENNb
TIH

TabneTku, BKpUTI
nAiBKOBOO
0060/10HKOI0; N0 28
Tabnetok (24 XoBTi
Tabnetkn Ta 4 6ini
Tabnetkn (nnauebo))
y 6nicTepi; no 1
6nictepy pasom 3
KaneHgapem gns
3aCTOCYyBaHHA B
Kopobui

TOB «TeBa
YKpaiHa»

YKpaiHa

Brpo6HMUTBO
Hepo3ghacoBaHO
T npoAyKu;i,
nepBnHHa Ta
BTOPUHHA
yrnakoBka,
KOHTPO/b Ccepil:
Xaynt ®apma
MioHcTep 'm6X,
HimeuuunHa,;
[o3Bin Ha
BWMYCK Cepil:
MniBA
Xpsarcka f4.0.0.,
Xopsaris

HimeuunHa/
Xopsaris

BHECEHHS 3MiH [0 peecTpavliliHiX MmaTepianis: 3MiHu | TUny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecu 3asBHUKaA (BNacHMKa peectpauiniHoro
NoCBigYeHHSs) - 3MiHa afpecn 3asBHMKa

3a
peyenmom

UA/13890/01/01

169.

MYKO®A/bK
ANENBbCUH

rpaHynu, 3,25 r/5 r, no
5 r rpaHyn y nakeri; no
20 nakeTiB y
KapTOHHIlA KopoobLi

Ap. danbk
Papma M'v6X

HimeyunHa

BiANoBiga/IbHUIA
3a BUMyCK cepil
KiHLLeBOro
npoaykTy Ta
aNbTepHaTVBHe
BTOPUHHE
nakyBaHHs:
Op. ®anbk
dapma 'vbX,
HimeuunHa,;
BUPOGHUKM
[,030BaHo|
chopmu,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs:
NosaH ®apma
v6X,
HimeuunHa,;
KaTtaneHt
HimeuunHa
LopHAaopch
mM6X,
HimeuunHa;

HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3miHu I
TMny - 3MiHK LWoao 6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. 3MiHv y TepaneBTUYHUX NoKa3aHHAX
(oofaBaHHS HOBOTO TepaneBTUYHOIO NokasaHHA abo 3miHa
y 3aTBepKEHOMY NoKasaHHi) - 3MiH1 BHECEHO 0
IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3gainy “lMNokasaHHa" (Aof4aBaHHS NokasaHHs:
3aCTOCOBYBATU AK NiATPMMYBa/IbHY Tepanito [40AaTKoBO [0
LOIETV NpwW rinepxonecTtepuHemii), Ta ik HacnigoK 4o
po3ainis "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(nopasaHHs: Ninigomogudikytodi 3acobu. Kog ATX C
10AX), "®apmakonoriyHi BnactneocTi”, "OcobmBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta f03un"

6e3
peyenma

UA/6104/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BMPOGHUK,
BiANoOBiga/IbHUIA
3a nepBuHHe,
BTOPVIHHE
nakyBaHHA Ta
KOHTPO/Ib SIKOCTI:
Ninpgodhapm
m6X,
HimeuunHa
170. | MYNIbTUIPU cnpeii HasaslbHUIA, JenbTta Megiken LLBeiuapis K.O. biothapm PyMmyHis BHECEHHS 3MiH [0 peecTpavliliHiX MmaTepianis: 3MiHu | TUny 6e3 UA/15756/01/01
M HA3A/b po3uuH 0,05 %; no 10 MpomoyH3 Al C.A. - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta papMakoHarnagy | peyenma
My chakoHi 3 (iHLWi 3MiHW).
posnuntoBayem; no 1 OHOB/IEHHS BXE 3aTBEPKEHOIO TEKCTY MapKyBaHHS
dhnakoHy B KapTOHHiiA NepBMHHOT Ta BTOPVMHHOT YNaKoBKW Ta 3a3HauYeHHs
Kopobu,i NaTUHNLE OA4MHULb BUMIPIOBaHHS 3a cMcTemoro Sl 3
BHECEHHAM 3MiH 0 po3ainy “MapkysaHHA" MKA /13.
BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEpMKEHHS. 3MiHM | Tuny - AOMIHICTPaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peecTpauiiiHoro noceigueHHs). 3MiHa agpecy 3asiBHMKa
[enbta Megiken MpomoywH3 Al, LLBeiiuapis (ykpaiHcbka
MoBa). BBefieHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.
171. | MYNIbTUTPU cnpeli Has3aNbHUiA, [enbTta Megiken LLIBeliyapis K.O. biothapm PyMmyHis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/15756/01/02
M HA3A/b po3uuH 0,1 %; no 10 MpomoywH3 Al C.A. - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy | peyenma
My hakoHi 3 (iHLWi 3MiHW).
posnuntoBayem; no 1 OHOB/IEHHS BXE 3aTBEPKEHOIO TEKCTY MapKyBaHHS
dhnakoHy B KapTOHHiiA NepBMHHOT Ta BTOPVMHHOT YNaKoBKM Ta 3a3Ha4YeHHs
KopooLi NaTVHULE OAMHULB BUMIPIOBaHHSA 3a cuctemoro Sl 3
BHECEHHSIM 3MiH 0 po3ainy “MapkyBaHHsA" MKA N13.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBePMKEHHSA. 3MiHKM | TUNy - AOMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BacHUKa
peecTpauiiiHoro noceig4eHHs). 3MiHa agpecy 3asiBHMKa
LenbTa Megiken MpomoyLwiH3 Al, LBeliyapia (ykpaiHcbka
MOoBa). BBeAeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicas
3aTBEPMAKEHHS.
172. | MYNTIbTUIPU Kpanni HasanbHi, lenbTta Megjken LBeliuapis K.O. Biodhapm PymyHis BHECEHHSA 3MiH 0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 6e3 UA/15882/01/01
N HA3A/b po3uuH 0,05% no 10 MpomoywH3 Al C.A. - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHa” MKA N13; peyenma
My donakoHi 3 3anponoHoBaHo: 3riHO 3aTBEP)KEHOr0 TEKCTY
Has3a/lbHUM MapKyBaHHA OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKW
annikatopom; no 1 nNikapcbKoro 3acoby i3 3a3Ha4eHHAM MKHapOHMX
(h/1aKOHY B KapTOHHii no3HayeHb OAMHULb BUMIPIOBaHHSA. BBeAeHHS 3MiH
ynakoBLi NPOTArom 6-T1 MiCALIB NMiCNs 3aTBEPKEHHS
173. | MYNbTUIPU Kpanni HasanbHi, [enbTta Megjken LLBeiuapis K.O. Biodhapm PymyHis BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis: 3MiHu | Tuny 6e3 UA/15882/01/02
nMnHA3A/b po34uH 0,1% no 10 mn MpomoyLiH3 Al C.A. - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N3; peyenma

y thnakoHi 3
Hasa/IbHUM

3anponoHoBaHo: 3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHs OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
annikatopom, no 1 nikapcbKoro 3acoby i3 3a3Ha4eHHAM MKHapOHUX
(h/1aKOHY B KapTOHHii nosHayeHb OAMHULb BUMIPIOBaHHSA. BBeAeHHS 3MiH
yNaKkoBLi NPOTArom 6-T1 MiCALIB MiCNSA 3aTBEPKEHHS
174. | MYNIbTUIPU cnpeii HasaslbHUIA, JenbTta Megiken LLBeiuapis K.O. biothapm PyMmyHis BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: pMiHu | 6e3 UA/15720/01/01
M HA3A/b po3uuH 0,1 %; no 10 MpomoyH3 Al C.A. TUNy - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peuyenma
®PITO My chrakoHi 3 Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
posnwaoBayem; no 1 noceigyeHHs). 3miHa agpecu 3aaBHuKa denbta Megiken
(h/1aKOHY B KapTOHHii MpomoywH3 AT, LLBeliuapisi ( ykpaiHcbka MOBa).
Kopobu,i 3aTBepmkeHo: 26 OteHbaxracce, Lipopix CH-8001,
LLIBefiuapis 3anponoHoBaHo: 26 OTeHbaxracce, Lipopux
CH-8001, LUseiiuapis
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepKeHHA. 3MiHu | TUny - 3MiHW Woa0
6e3nekn/edekTVBHOCTI Ta thapmakoHarnagy (iHwi 3miHu).
OHOB/EHHS BXe 3aTBEPXEHOr0 TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBKW Ta 3a3HayeHHsA
NaTUHULEID OAVHWLbB BUMIpIOBaHHSA 3a cuctemoto Sl 3
BHECEHHSAM 3MiH A0 po3giny “MapkysaHHs” MKA N3.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
175. | HA3UBIH® Kpanni HasasbHi 0,01 Mi enp Oxi Xenc HimeuunHa [03BiN Ha ABcTpisi/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/11620/01/01
CEHCUTUB %; no 5 mn npenapaty | [xepmaHi TM6X BUNYCK cepil: IcnaHis - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma
y dhnakoHi; no 1 Mi eng [xi Xenc afipecy 3asiBHMKa (BNnacHWka peecTpaviiiHoro
(pNakoHy B KAPTOHHIl OcTpis TM6X NOCBI4YEHHST) - 3MiHA Ha3BM Ta afpecy 3asiBHUKA.
KopoobLi eHp Ko. Or, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
ABCTpiS; 3aTBePMKEHHAI0 3MiHU | TUNY - AAMIHICTPATUBHI 3MiHW.

BMPOBHMUTBO 3a
NOBHVM LMK/IOM:
Pamap Xenc
Keap Cepgici3
Magpwug, C.AY.,
IcnaHis

3MiHa HaliMeHyBaHHA Ta/abo agpecu MicLa NPoBapKEHHSI
LOisSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BK/IYaUmM 4inbHULL BUNYCKY cepil abo micue
NpPOBeAEHHS KOHTPOJIHO SKOCTI. (4isANbHICTb, 3a AKY
BiANOBigae BUPOGHMK/IMNOpTEp, BK/IOUAKUY BUMYCK CEpiid)
- 3MiHa Ha3BW Ta agpecu BUPOGHMKA, BifNOBIfaIbHOTO 3a
BMNYCK cepii. 3MiHN BHECEHO B iHCTPYKLitO0 47151 MeANYHOT0
3aCTOCYBaHHS LLOAO HaliMeHyBaHHA Ta
MiCLLe3HaxXoKEeHHS BUPOOHMKA 3 BiANOBIAHUMM 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBePMKEHHSA. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edpeKTBHOCTI Ta thapMakoHarsgy. BeeaeHHs
ab0 3MiHU [0 y3araslbHeHNX AaHUX Npo cuctemy
thapmakoHarnagy (BBefeHHs y3arasibHeHUX gaHnx npo
cuctemy hapMakoHarnagy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiAANbLHOI 3a 3ilicHEHHS chapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3assHvKa Ans
3[iicCHEHHS (hapMakoHarnsay B YKpaiHi, SKL0 BOHA
BiIMiHHa BiJ YNOBHOBaXeHOI 0co6W, BiANOBIAa/IbHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYatouy KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MileHHI MacTep-daiiia cuctemm
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

thapmakoHarnsgy). 3miHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0co6M, BiANoOBigaNbHOI 3a
hapMakoHarnag. 3miHa Micus 34iCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarnagy. 3MiHa MicL,e3HaxX0o4KeHHS
mMacTep-gaiina. 3minum | Tuny - 3miHn Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHECEHHS 3MiH 10 TEKCTY MapKyBaHHA. OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSIM
iHthopmawii LWoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
cuctemi Sl. BHeCeHHS 3MiH NpoTArom 6-Tu Micauis nicns
3aTBepKEHHS. 3MiHM | TNy - 3MiHKU 3 AKOCTIi. FoTOBUIA
nikapcbKnit 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby
(iHLWi 3MiHW) - OHOB/EHHS BXeE 3aTBEPAKEHNX METOAIB
KOHTPOJII0 AKOCTi NiKapCbKOro 3acoby, a came BUKNafeHHS
TEKCTY AEePXXaBHOK MOBOIO 3rigHO CyYaCHMX BUMOT. 3MiHK |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT
OinbHULI (BKIOYaoun AinbHUL Ana AP, NPpOMKHOIo
NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AibHUL 4N
NpoBefieHHA NakyBaHHS, BUPOOHWKa, BiANOBifa/IbHOIO 3a
BWMYCK Cepiii, MicLle NPOBELEHHSI KOHTPOSIKO cepii) abo
rnocTavasibHMKa BUXiAHOro maTepiasty, peareHTy abo
[O0MOMIKXHOT pEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCHE) -
BU/TyYEHHSI BUPOOHUYOI AiNbHULI Ypcadapm
ApuHeimiTtens MM6X, HimeuunHa, BignoBigasibHOI 3a
BMPOGHUMLTBO Hepo3dacoBaHOoi NPOAYKLii, NEPBMHHE Ta
BTOPVHHE NakKyBaHHA. 3anuLWunam BUPO6HNKa, L0 BUKOHYE
Ti cami (pyHKUiT, WO i BUAYyYeHui. 3minu | Tuny - 3MiHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJHO0 SIKOCTi rOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo goaBaHHA BUPOOHUKA, LLO BiAMoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkovaroum
KOHTpONb/BMNPOGYBaHHSA cepii. [logaBaHHsa BUPOOGHUYUNX
oyHKLUIlA AO3BINT HA BUMYCK Cepii Ta KOHTPO/b AKOCTi AN
BUpo6HuKa ®amap Xenc Keap Cepsiciz Magpua, C.A.Y.,
Icnanis fo paHiwe 3aTBepaKeHVX BUPOOGHULITBO
Hepo3hacoBaHOI NPOAYKLi, NepBMHHE Ta BTOPUHHE
nakyBaHHs1. Hapasi BUpO6HUK BiNOBIAAaE 3a NOBHWI LMK/
BMPOGHMLUTBA. 3MiHVM BHECEHO B IHCTPYKLit0 4715
MeAMYHOr0 3aCTOCYBaHHS LOA0 HaliMeHyBaHHA Ta
MiCLLe3HaxoMKEHHSI BUPOOHMKA 3 BiANOBIAHUMM 3MiHAMU Y
TEKCTi MapKyBaHHs1 yNakoBKy/ NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPKEHHS.

176.

HA3OHEKC®

cnpeli HazaNbHWiA,
[030BaHuiA, 50
MKr/go3y; no 18 r (140
[03) cycneHsii y

LepiHr-Mnay
CeHTpan IcT Al

LLBeiuapis

MC/A
IHTEpHeLLHN
v6X (chinis

CiHranyp),

Cinranyp/
Benbrisa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3miHu | Tuny
- OHOB/IEHHS TEKCTY MapKyBaHHS YMakoBKW NiKapCbKoro
3acoby 3 BHeCeHHAM iHhopmMaLii o0 3a3HaYeHHS
OAMHULb BMMIpIOBaHHS Y cuctemi Sl. TepMiH BBeAEHHSA

3a
peyenmom

UA/7491/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nonieTusieHoBoOMy Cinranyp; 3MiH - MPOTAroM 6 MicALiB MicNs 3aTBEPMAKEHHS
hnakoHi 3 4,03yUnUM LWepiHr-Mnay
Hacocom- Na6o H.B.,
posnuatoBayem, Benbris
3aKPUTUM KOBMAYKOM,
no 1 dpnakony y
KapPTOHHI KOpoOLi
177. | HA3OHEKC® | cnpeii HazasibHuiA, LepiHr-Mnay Lseiiuapis LWepiHr-Mnay Cinranyp/ BHECEHHS 3MiH [10 peecTpavjiiiHix matepianis: 3miHu | Tuny 3a UA/11264/01/01
CUHYC [o30BaHuii, 50 CeHtpan lct Al Jla6o H.B., Benbris - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW MiKapCbKOro peyenmom
MKr/go3y; no 10 r (60 Benbris; MCJ, 3aco6y 3 BHECEHHSAM iHChopMaLii LoA0 3a3HaueHHs
[03) cycneHsii y IHTepHeLwwHN OAMHWLb BUMIPIOBAHHSA Y cucTemi Sl. TepmiH BBeAeHHS
nonieTueHoBoMy Mv6X (chinis 3MiH - MPOTAroM 6 MiCALIB MiCNs 3aTBEPMAKEHHS
hnakoHi 3 4,03y4nUM Cinranyp),
Hacocom- CiHranyp
posnuoBaveM,
3aKPUTUM KOBMAYKOM,
no 1 chnakony y
KapTOHHI Kopobui
178. | HAMIBOP® niodpinizat ana AT "®apmak” YkpaiHa Brpo6HMLTBO, Yecbka BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/16585/01/01
PO34MHY ANS iH EKLA nakyBaHHs, Pecny6nika/ - AIMiHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
no 1 mr; 1 chriakoH 3 KOHTPONb Npu Bonrapisi/ agpecu 3asBHUKaA (BNacHUKa peectpauiiHoro
niocpinizaToM y nauuj 3 BWMYCKY Cepiii: Icnanis/ noceigyeHHs). 3MiHa HaiMeHyBaHHS Ta afpecy 3asiBHMKa
KapToHy OHKOME[, Himeuunna (BnacHuKa peecTpauiiHoro NocBig4YeHHS)
MaHyaKTypiHr BBegeHHSs 3MiH NPOTArom 6-Tu MicALiB nic/s
a.c., Yecbka 3aTBepKeHHSA. 3MiHW | TUny - AgMIHICTPaTUBHI 3MiHN.
Pecny6nika,; 3MiHa HalilmeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS
BTopuHHe LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1iKkapCbKoro
nakyBaHHs: 3acoby, BKIHYauK AibHULL BUNYCKY cepii abo Micue
(= NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy

dapmacbroTika
¢ Nitp, Bonrapis;
Pi3nyHi/XiMiYHI
Ta
MiKpo6ionoriyHi
BMNpPobyBaHHA
npu BANYCKY
cepiid, BUMycK
cepiii:
CiHTOH XicnaHis,
C.J1., IcnaHis;
Pi3nyHi/XiMiYHI
BUMNPOOYBaHHSA
npu BANYycKy
cepiii, BUNYycK
cepiit:
CiHTOH, c.p.0.,
Yecbka
Pecny6nika;

BignoBigae BMPOGHMK/iMNOpTEp, BKIKOYAOUM BUMYCK
cepiif).
3MiHa agpecu Bupo6HuKka M3 CiHToH Xicnanis, C.J1.,
Icnanisi, BignoBigabHOro 3a isnyHi/XiMivHi Ta
MiKpo6ionoriyHi BUNpobyBaHHA Npu BUMYCKY Cepiid, BUMYCK
cepiii, 6e3 3mMiHN Micua BUPOOHMLTBA. BBEAEHHSA 3MiH
NPOTSArom 6-Tv MiCSILIB MiCNs 3aTBEPAXKEHHS.
3MmiHu | TMNY - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
3aTBEPKEHOr0 TEKCTY MapKyBaHHS YNakoBOK NiKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEPLKEHHS.
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dapmacbioTiKas
¢ itp, Bonrapis;
®i3nyHi/XiMiuHI
Ta
MiKPOGIONOriyHi
BMNpPO6yBaHHsA
npv BUNYCKy
cepiid, BUNYycK
cepiit:
CiHTOH XicnaHis,
C.J1., IcnaHis;
®i3nyHi/XiMiuHI
BMNpPO6YyBaHHS
npv BUNYCKy
cepiid, BUMYCK
cepiii:
CiHTOH, c.p.0.,
Yecbka
Pecny6nika;
Pi3nNYHI/XiMIYHI

BMNpo6yBaHHSA

BiANOBiAae BUPOGHMK/IMNOpTEp, BKIOUAKUN BUMYCK
cepiif).
3MiHa agpecu BupobHuka M3 CiHToH Xicnanis, C.J1.,
IcnaHis, BignoBiganbHOro 3a gisnyHi/XiMivHi Ta

MiKpo6iosioriuHi BUNpo6yBaHHA Npu BUMYCKY Cepild, BUMYyCcK

cepili, 6e3 3MiHM MicLa BUpO6HMLTBA. BBEAEHHSA 3MiH
NPOTArom 6-Tv MiCALIB MiC/1A 3aTBEPIXKEHHS.

3MiHu | TNy - 3MiHK Wopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA

3aTBEPKEHOr0 TEKCTY MapKyBaHHS YMakoBOK NiKapCbKOro

3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns

3aTBEPLKEHHS.

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Di3NYHI/XIMIYHI
BUNPOBYBaHHSA
npu BUNYCKY
cepiii:
KBiHTa-AHaniTika
c.p.o., Yecbka
Pecny6nika;
Mikpo6ionoriyHi
BMNpPoByBaHHSA
npv BUNYCKy
cepiii:
ANTECT nnioc,
C.p.o., Yecbka
Pecnyb6nika;
Na6op N+C AT,
HimeyunHa
179. | HAMIBOP® niodpinizat ana AT "dapmak” YkpaiHa Bupo6bHuyTBO, Yecbka BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny 3a UA/16585/01/02
PO34nNHY A5 iH EKLi nakyBaHHs, Pecny6nika/ - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
no 3,5 mr; 1 donakoH 3 KOHTPOb Npu Bonrapis/ afpecy 3asiBHMKa (BnacHuKa peecTpaviiiHoro
niocpinizaTom y nauui 3 BUWMYCKY Cepiii: Icnanis/ noceigyeHHs). 3MiHa HaliMeHyBaHHS Ta afpecy 3asiBHMKa
KapToHYy OHKOME[, Himeuunna (BNacHviKka peecTpauiiHoro nNocBig4YeHHs)
MaHyhakTypiHr BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
a.c., Yecbka 3aTBEPAXKEHHS. 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHN.
Pecny6nika; 3miHa HaliMeHyBaHHs Ta/abo agpecu micus NpoBafKeHHs
BTopuHHe LOiSbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
nakyBaHHs: 3aco0by, BK/IYaUmM 4inbHULL BUNYCKy cepii abo micue
(= NpPOBeAEeHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
npv BUNYCKy
cepiii:
KBiHTa-AHaniTika
C.p.o., Yecbka
Pecnyb6nika;
Mikpob6ionoriuHi
BMNpPOOYBaHHS
npv BUNYCKy
cepiit:
ATECT nnioc,
C.p.o., Yecbka
Pecnyb6nika;
Na6op N1+C AT,
HimeuunHa
180. | HATPIO KpucTaniyHmi MAT YkpaiHa Op. NMaynb Himeuunna BHECEHHS 3MiH [0 peecTpavuiiHiX maTtepianis: 3MiHu | Tuny - UA/12913/01/01
ALUETAT nopoLLoK abo "Fanuucapm” JNoxmaHH M'meX - 3MiHu 3 AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
TPUTIAPAT KpucTtanu (cybcraHuis) KIr cneumdikauin Ta/abo fonNycTUMKUX MEX, BUSHAUYEHUX Y
y nosnieTuneHoBmxX cneumdikauisix Ha Adl, abo BMXigHWIA/NPOMDKHWIA
nakeTtax Ans NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMpOBGHULTBA BUpo6HMUTBa AP (iHLWi 3MiHM). BHECEHHS 3MiH B
CTEePU/IbHUX Ta cneundikauito Ta MeToam KOHTpoto Ad| nos'asaHe 3
HeCcTepu/IbHUX npvBefeHHAM po3ainis: Onuc, PO3UMHHICT,
nikapcbknx gopm laeHTudikalis, BigHOBHI pevoBuHK, KanbLili i marHii,
Mikpob6ionoriuHa uncrota, KinbkicHe BU3HaYeHHS y
BignoBigHicTb A0 MoHorpadii EP 9.0. CynyTHA 3MiHa-
3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOrO MaTepiasly/npomMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIEC
BUpo6HMLTBA AP (iHLWi 3MiHM Yy MeToAax BUNPO6yBaHHS
(BKIIOYAtOUM 3aMiHy ab0 AONOBHEHHS) AdD| abo
BUXiZHOro/MPOMIXXHOIo NPOAYKTY)
181. | HEMPOMY/b | TaBneTku, BKpUTI TOB «BAYLU YkpaiHa r.J1. dapma , ABCTpIis BHECEHHSA 3MiH 0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY 6e3 UA/5926/01/01
TUBIT NAiBKOBOIO XE/IC» 'M6X, ABCTpISi; - 3MiHM 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc Ta peuyenma
o060n0Hkoto; no 20 BUPOGHMK cknag. 3miHa y cknagi (4oNoMKHUX pevyoBMHax) roToBoro
Tabnetok y 6nictepi; BiNOBIfabHNIA nNikapcbKoro 3acoby (iHLUi AONOMDKHI pevoBUHN) - Byab-aka
no 1 6nictepy B 3a BUMYCK He3Ha4yHa 3MiHa KiJIbKiCHOr0 cknagy AOMNOMiIXXHUX PevyoBUH
KOpPOO6LLi 3 KapTOHY NPOAYKTY: y rOTOBOMY JlikapCbKOMY 3aco6i - 3MiHa KisibKicHOro cknagy
r.1. dapma [LOMOMDKHUX PEYOBUH FOTOBOrO NiKapcbKoro 3acooby,

m6X, ABCTpist

30Kpema: LiaHokobasiamiH BOYAOBYOTb B CTabiNisyrouy
Matpuuto (Ha3Ba "LliaHokobanamiH 1%") i3 HaCTyMHUX
[OMOMIXXHUX PEYOBWH: KPOXMaslb NpexenaTuHi3oBaHuii
MoAMNIKOBaHWIA, HATPIKO uUTpaT Aurigpart, Kuciota
NIMMOHHA, MOHOTIAPAT i KPeMHIt0 AioKCU KONoigHWiA
6e3BoaHuiA. BHacnifok goaaBaHHs "LiiaHoko6anamiH 1%"
KiNIbKICTb MIKPOKPUCTaTIYHOI LieNt0/1031 3MEHLIN/IACh.
3MiHV BHECeHO A0 [HCTPYKLiT Ana MeanuyHoro
3acTocyBaHHSA nikapcbkoro 3acoby Ao posziny "Cknag”,
Ta, SIK Hacnifgok, Ao po3ainy "Oco6/MBOCTI 3aCTOCYBaHHS"
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocsBi0OYEeHHs

Ta 40 TeKTy MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby
(BBEAEHHS 3MiH NPOTAroM 6 MicALIB 3 AaTU 3aTBEPAKEHHSA
Hakazom MO3); 3miHu | Tuny - 3miHK 3 sKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHW y NpoLieci
BMPOGHMLITBA FOTOBOrO /1iKapCbKOro 3acoby, Bkovatoun
NPOMDXHWUI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOHULITBI
roTOBOrO JlikapCcbKoro 3acoby (He3HayHa 3miHa y npoLieci
BMPOOHULTBA) - BHECEHHS He3HAYHUX 3MiH B npoLec
BMpo6HMUTBA /13, 30Kpema: gofaBaHHS TEXHOMOrYHOT
cTagii NpuroTyBaHHsA MaTpuLi 3 LiaHokobaiamiHOM
("LiaHoKo6anamiH 1%) Ta iHLWWX NOC/iAOBHUX 3MiH Y
BMPOBHMYOMY npoLieci (BBeAeHHS 3MiH npoTarom 6
MiCALIB 3 AaTu 3aTBepKeHHA Haka3om MO3); 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULTBI. 3MiHA PO3Mmipy cepii (BkIoYarun gianasoH
pO3Mmipy cepii) roTOBOro Mikapcbkoro 3acoby (36i/bLIeHHS
00 10 pasiB NOPIiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBE/IEHHS fiana3oHy po3Mmipy cepii roTOBOro /likapCbKoro
3aco6y 200 000 - 1 400 000 TabneTok (BBefeHHs 3MiH
nNpoTArom 6 MicsLiB 3 faTu 3aTBepAKeHHs HakazoM MO3);
3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkWii 3aci6.
3MiHU y BUPO6HMUTBI. 3MiHK BUNpobyBaHb abo
[0NyCTUMMUX MEX, BCTAHOBMEHNX Y cneundikauisx, nig vac
BMPOGHMLITBA FOTOBOTO NiKapCbKOro 3aco6y (iHLUi 3MiHN) -
BHECEHHS 3MiH A0 po3ainy 3.2.P.3.4. KOHTpOosb KPUTUYHUX
CTagili Ta NPOMIXHOT NPOAYKLIT y 3B'A3KY i3 3MiHamu y
BMPOBHMYOMY npoLieci (BBeAeHHS 3MiH npoTarom 6
MiCALIB 3 AaTu 3aTBepXeHHA Haka3om MO3); 3MiHu |
Tuny - 3MiHM 3 AKoCTi. FOTOBWIA Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6. 3MiHa y NepBuHHIN
ynakoBLii FOTOBOro NikapcbKoro 3acoby (Tun KoHTelHepa
abo gofaBaHHA HOBOrO KOHTeliHepa) - TBepai, M'siki Ta
HecTepw/bHi pigki Nikapcbki )OPMMN - BHECEHHS 3MiH A0
nepBUHHOT ynakosku /13, 30kpema: fofaBaHHS TUMy
NepBMHHOIO NakyBaHHa 6nictep Aluminium- Aluminium
(BBeaeHHsA 3MiH MPOTAroM 6 MicAUiB 3 4aTu 3aTBEPAKEHHS
Hakazom MO3); 3miHu | Trny - 3miHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynoproBasibHUIA
3aci6. 3miHa y NepBMHHIl yNakoBLji rOTOBOr0 NiKapCbKOro
3acoby (Tvn KoHTelHepa abo foAaBaHHSA HOBOMO
KOHTeliHepa) - BuiyyeHHs NepBUHHOI YNakoBKY, L0 He
NPU3BOANTL A0 NMOBHOTO BUTYYEHHS NiKapCbKOro 3acoby 3
NEeBHOI CW/I0H0 Aji @60 Y NeBHii nikapcbkii hopmi -
BUTYYEHHS TUNY NePBMHHOIO NakyBaHHS - 611icTep
PVC/PVdC — Aluminium (BBegeHHS 3MiH npoTarom 6
MicsILiB Micnsi 3aTBEPAKEHHS)

182.

HEKCABAP®

TabneTtku, BKPUTI
MN/1iBKOBOIO

Baiiep Al

HimeyunHa

Baiiep AT,
HimeyunHa;

Himeuumnna/
ITanis

BHECEHHS 3MiH [10 peecTpaLjiiiHix matepianis: 3miHu | Tuny
- OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBKU /likapcbKoro

3a
peyenmom

UA/7141/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
o60noHkoto, no 200 Baiiep Xenckep 3ac06y 3 BHECEHHSAM iHhopMaLii LoA0 3a3Ha4YeHHS
Mr; o 28 TabneTok y MaHyakTypiHr OIMHULb BUMIPIOBAHHSA Y cucTeMmi Sl. BBeeHHS 3MiH
6nicTepi, no 4 C.P.N., Itanisa NPOTArom 6-T1 MIiCALIB MiCNSA 3aTBEPAKEHHS
6nicTepy y KapTOHHIl
nayui
183. | HOBAPUHI® | «inbue BariHasbHe, LepiHr-Mnay LLiBeiuapis H.B. OpraHoH, HigepnaHan | BHeCeHHS 3MiH 40 peecTpaviiiHux MaTepiasnis: 3MiHu | Tuny 3a UA/9613/01/01
11,7 mr/2,7 mrno 1 CeHTpan IcT Al Higepnangu (3a - OHOBJ/IEHHSA TEKCTY MapKyBaHHS YNakoBKW NMikapCcbkoro | peyenmom
Kinbuto y cawe; no 1 NMOBHUM LUK/IOM) 3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
calle B KapTOHHIi 3aTBEepKEHHSA
Kopobui
184. | HOBOKCUKA | po3uuH Ans iH'eKUiid, ToBapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/12940/01/01
M 10 mr/mn no 1,5 mny 06MEXEHOI0 06MeXeHo - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
donakoHi; no 5 BiAMOBIQA/TbHICT BigNoBiAa/IbHICT agpecu 3asBHUKA (BNacHUKa peectpauiiHoro
h/1aKOHIB Y KOHTYpHIlA 10 thipma 10 thipma noceigueHHs). 3MiHa agpecu 3asaBHVKa ToBapuUCTBO 3
YapyHKOBIli ynakoBL; "Hosochapm- "Hosodhapm- o6MexeHolo BignosifasbHicTIo thipma "Hosohapm-
no 1 KOHTYpHIN BiocuHTes" BiocnHTes" BiocnHTes", YkpaiHa. TepMmiH BBeAEHHS 3MiH NPOTSArom 6
YapyHKOBIli ynakoBLj y MicAUiB nicna 3aTBepmkeHHs. 3MiHu | Tuny -
nayti 3 KapTOHY AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPOBaMKEHHS 4isiSTIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAIOUY AiNbHULi BUNYCKY cepil abo micue
NpPOBeAEHHS KOHTPOJTHO SKOCTI. (4isANbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/IMNOpTEp, BKIOHAKUN BUMYCK
cepiit). 3miHa agpecu BUpobHKKa 13 ToBapnCTBO 3
06MeXeHoto BiANoBigasbHICTIO chipma "HoBochapm-
BiocuHTes", YkpaiHa, 6e3 3mMiHu Micus BUpOGHMLTBA.
TepMmiH BBELlEHHS 3MiH NpoTAroM 6 micauis nicns
3aTBepMKEHHA. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHu).
OHOB/EHHS 3aTBEPKEHOIO TEKCTY MapKyBaHHS yNakoBOK
N13. TepMmiH BBeAEHHS 3MiH NPOTArom 6 MicsiliB micas
3aTBEPMAKEHHS.
185. | HOBOIMY/IbM | nopoLuok A MEOA ®apma HimeuunHa BMPOGHMLITBO, HimeuunHa/ | BHECEHHs 3MiH [0 peecTpaLiiiHnx MmaTepianis: 3MiHu | Tuny 3a UA/4376/02/01
OHE iHransAujin Jo3o0BaHWi, v6X eHg Ko. nakyBaHHs1, Ipnangis - 3MiHM 3 SKOCTi. [0TOBUIA NiKapCbKuiA 3aci6. 3MiHM y peyenmom
HOBOJIAN3E | 200 mkr/gosy; no 2,18 KIr KOHTPO/b cepil: BMPOOHULTBI. 3amiHa ab0 BBeeHHS [404ATKOBOI AiNbHUL
P® r nopouky (200 go3) y MEOA BMPOGHMLTBA A1 YHACTUHM abo BCbOro BUPOGHUYOTO
KapTpuaxi; no 1 MeHbtochekyepu npoLecy rotToBOro Nikapcbkoro 3acoby (4inbHUUA ans
KapTpuaxy B Hr TM6X, BTOPWHHOTO MakKyBaHHS) - BBEAEHHS BUPOOHUYOT AiNbHULL
KOHTeliHepi; no 1 HimeuunHa; BiANOBIA&/1bHOI 38 BTOPVHHE NMakyBaHHSA roTOBOro
KOHTEliHepy y anbTepHaTuBHe nikapcbkoro 3acoby Mak/lepmoT JlabopaTtopi3 T/A MaiinaH
KOMMNIeKTi 3 Mmicue Ly6nin PecnipeliTopi, IpnaHgis; 3miHu | Tuny - 3miHu 3
iHransaTopom y BTOPUHHOIO AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
KapTOHHI/ nayuj; no nakyBaHHs: 3miHa iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii Ta
2,18 r nopoLuky (200 Pow-AenbTa KOHTPOJI0 SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
[03) y kKapTpuaxi; no 1 v6X, abo gofasBaHHA BUPOOHMKA, LLIO BiANoBigaE 3a BBE3EHHSA
KapTpuaXy B HimeuunHa; Ta/abo BMMNyckK cepii) - Bknovaroun
KOHTeliHepi; no 1 BUNYCK cepil: KOHTPONb/BUNPOGYBAHHS cepil - BBEAEHHA BUPOOHNYOT
KOHTelHepy Y MEOA ®apma AiNbHULI BIANOBIAA/ILHOI 38 KOHTPO/Ib Ta BUMYCK cepii
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI navw,i

m6X eHg Ko.
K, Himewunna;
anbTepHaTuBHE
Mmicue
BTOPVHHOIO
nakyBaHHs1,
KOHTpOsb cepii,
BUNYCK cepil:
MakJepmoT
JNlabopaTopis
T/A MaiinaH
Ay6nin
PecnipeTopi,
IpnaHgis

roToBOro flikapcbkoro 3acoby MakepmMoT Jlabopatopi3
T/A MaiinaH Oy6niH Pecnipeiitopi, IpnaHgis

186.

HOKCA®IN®

CyCMeHs3is opasibHa,
40 mr/mn; no 105 mny
donakoHi; no 1
oNakoHy 3 MipHOK
NOXEUKOLO Y KAPTOHHIl
Kopobu,i

LepiHr-Mnay
CeHtpan lct Al

LLBeiuapis

MaTteoH IHK.,
KaHapa
(BMPOGHYMK
Hepo3g)acoBaHO
T npoAyku,ii,
nepBuHHe
nakyBaHHs);
CEHEKCI HSC-
EPYBI/Ib CEHT
KNEP, ®paHuis
(BTOpUHHE
nakyBaHHs,
BUNYCK cepii);
LWepiHr-Mnay
Na6o H.B.,
Benbria
(BTOpUHHE
nakyBaHHs,
BUMYCK cepil)

KaHapa/
PpaHuia/
Benbris

BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny
- BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs” MKA N13:
3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
3aTBEPKEHOro TEKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YMakoBKMN MIKAPCbKOro 3aC00y 3 BHECEHHAM
iHchopMmawii WoAo 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
cuctemi Sl. BBeieHHA 3MiH NpPOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHSA

3a
peyenmom

UA/9269/01/01

187.

HOPAAPEHA
niHy
TAPTPAT
ATETAH 2
MF/MN (BE3
CY/b®ITIB)

KOHLeHTpaT Ans

PO34urHy aNns iHdysin 2
mr/Mn no 4 mn abo no

8 mn B amnynax Ne 10
(5x2)

Na6opartopis
AretaH CAC

®paHuisa

Na6opaTopis
AreTaH

PpaHuis

BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny
- 3MiHM [0 IHCTPYKLUiT 4719 MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby [0 po3giny «OcobamBoCTi
3acToCyBaHHsA», a came fofaHHs iHopmauii LWoao BMIiCTy
HaTPil0 Ha NiACTaBi OHOB/IEHOI KOPOTKOI XapakTepUCTUKN
npenapary (SmPC). BBeieHHs 3MiH NPOTAroM 6-u
MicsLiB NicNsA 3aTBEPAYKEHHS; 3MiHW | TUMY - 3rigHO
BWCHOBKY JlenapaTMeHTy dhapMaLeBTUYHOT AISNIbHOCT:
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHa” MKA /13:
3anponoHoBaHo: MapkupoBka. B cooTBeTcTBUM C
YTBEPXEHHbIM TEKCTOM MapKUPOBKW.
3riiHO BUCHOBKY YNpaB/iHHSA EKCNepTU3u iHCTPYKLiA Ta
HOMeHKnaTypu: 3MiHN BHECEHO [i0 MapKyBaHHS YNakoBKM
NiKapcbKoro 3acoby Ao po3ainy «/onoMixHi pe4oBUHM»

3a
peyenmom

UA/4671/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BTOPWHHOT yNakoBKM NiKkapCbKoro 3acoby, a came fofaHHSA
iHhopmawii Wwoao BMICTY HaTpIlo 415 NikapcbKoro 3acoby
Ha nifcTasi OHOBMEHOI KOPOTKOI XapaKTepucTUku
npenapaty (SmPC). BBeAeHHS 3MiH NpOTArom 6-Tu
MiCSILiB MicNs 3aTBEPIKEHHS; 3MiHM | TNy - 3MiHW J0
IHCTPYKLii 415 MeANYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby Ao posginy "MNob6iyHi peakuii”, a came fodaHHSA
"cTpecoBa kapAiomionartia” Ao NOGIYHUX peakwiil 3 6oky
cepus Ha nigctasi pekomeHgauii PRAC, Lo po3MilleHi Ha
odpiniiHomy cainTi EMA, 3a nocunaHHAM:
https://www.ema.europa.eu/en/documents/prac-
recommendation/prac-recommendations-signals-adopted-
5-8-march-2018-prac-meeting_en.pdf BBegeHHs 3MiH
NPOTArom 6-TM MicALIB Mic/A 3aTBePAKEHHS
188. | HYBIIXXNN® Tabnetku no 50 mr: no TOB "TeBa YKpaiHa MNNIBA Xopsaris/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3miHn | Tuny 3a UA/17446/01/01
10 TabneTok y YkpaiHa" XpBaTcka 4.0.0., CLWA - 3MiHa napameTpiB cneuudikauii Ta/abo AonNycTUMMX peyenmom
6nictepi, no 3 Xopsartis MeX rOTOBOr0 /NiKapCbKoro 3acoby. BBegeHHs 3MiH
6nicTepy B KOPOOL (nepBuHHe, npoTarom 3 MicALiB NiCNA 3aTBEPXKEHHS; 3MiHM Il Tuny -
BTOPVIHHE BBEJleHHA f0AaTKoBoro BupobHuka A®l apmogadiHiny -
nakyBaHHs Ta PLIVA CROATIA LTD., XopBaris
[03BiN Ha
BUNYyCK cepii);
LledhanoH IHk.,
CLUA
(BMpPOGHMLTBO
Hepo3ghacoBaHO
T npoAyKu;i,
KOHTPO/b cepil)
189. | HYBIIXXNN® Tabnetku no 150 wmr: TOB "TeBa YKpaiHa MNNIBA Xopsarisi/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3miHu | Tuny 3a UA/17446/01/02
no 7 TabneTok y YkpaiHa" XpBaTcka 4.0.0., CLIA - 3MiHa NapamMeTpiB cneundikauiii Ta/abo gonycTuMmx peuyenmom
6nicTepi, no 1 Xopsaris MEX roTOBOrO JlikapcbKoro 3acoby. BBeieHHS 3MiH
6nictepy y kopobuj; no (nepBuHHE, npoTsArom 3 MicsALB NicNsA 3aTBEPLKEHHS; 3MiHK || Tuny -
10 TabneTok y BTOPUHHE BBEEHHS 404AaTKOBOro BUPo6bHuka A®l apmogadpiHiny -
6nicTepi, no 3 nakyBaHHs Ta PLIVA CROATIA LTD., XopBaris
6nictepu y Kopobui [03BiN Ha
BUMYyCK cepii);
LledasnoH IHk.,
CLUA
(BUPOGHMLTBO
Hepo3ghacoBaHO
T npoAyKu;,
KOHTPO/b cepii)
190. | HYBIDKUN® Tabnetku no 250 mr: TOB "TeBa YkpaiHa MNIBA Xopsarisi/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3miHu | Tuny 3a UA/17446/01/03
no 7 TabneTtok y YkpaiHa" XpBaTcka 4.0.0., CLWA - 3MiHa NapameTpiB crieyudikaliii Ta/abo fonycTuMmnx peyenmom
6nicTepi, no 1 XopsarTist MEX roTOBOrO JlikapcbKoro 3acoby. BBeeHHS 3MiH
6nictepy y kopobuj; no (nepBuHHe, npoTsArom 3 MicsALiB NicNsA 3aTBepKEHHS; 3MiHK |l Tuny -
10 TabneTok y BTOPUHHE BBEAEHHSA 40AaTKOBOro BUpobHuka APl apmogadiHiny -

6nicTepi, no 3

nakyBaHHA Ta

PLIVA CROATIA LTD., XopBarisi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
6nicTepu y kopobui [03BiN Ha
BUNYyCK cepii);
LlecbanoH IHk.,
CLWA
(BUPOBHMLTBO
Hepo3dacoBaHo
T npoAykuji,
KOHTpO/b cepii)
191. | O3EP/IK® TabneTkn, BKPUTI KYCYM IHais KYCYM IHais BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny 3a UA/7652/01/02
060/10HKO10, Mo 400 XENTXKEP MBT XENTXKEP MBT - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Mmr; no 10 TabneTok y nTa nTa thapmakoHarnagy. 3MiHa y KOPOTKiil xapakTepucTuui

6nictepi; no 1
6nicTepy y KapTOHHii
ynakosLi; no 10
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHIA ynakoBLy;
no 10 KapTOHHUX
YNaKoBOK Y KapTOHHIl
Kopobui

nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcLKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiiHuii nepiog, abo sik pe3ynbTar OLiHK/
3BiTy 3 OC/iAXEeHb, NPoBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBa&XXEHUM OpraHom). 3MiHW BHECEH
00 IHCTpyKLUii y poginu: "OcobnmMBOCTi 3acToCyBaHHS"
3rigHO 3 4aHMMU WoA0 6e3nekn 4ityol PpevyoBUHN.
CynyTHSA 3MiHa - 3MiHM Woa0 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb
Ta YMOB BMAa4i peecTpauiiiHoro nocBigYeHHs, BKIYaum
MnaH ynpasniHHA pu3nkamm (3aCTOCyBaHHSA TEKCTY, SKWIA
NOroXEHW 3 KOMNETEHTHUM OpraHom). 3MiHu | Tiny -
3MiHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTyL, NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOrO
3aCTOCyBaHHA Ha NigcTasi perynsipHO OHOB/IOBAHOTO 3BIiTy
3 6e3neku nikapcbkoro 3acoby, abo AocnigpKeHb 3 6e3nekun
3aCTOCyBaHHs NiKapCbKoro 3acoby B nicspeecTpaviiiHmii
nepiog, abo sk pe3yfnbTaT OLiHKV 3BITy 3 AOC/IIKEHD,
npoBeAeHVX BiAnoBigHO 40 NniaHy negiatpudHnx
pocnigpkeHb (PIP) (3MiHY y3rofi)eHo 3 KOMNEeTEHTHUM
YMOBHOB&XEHVNM OpraHom).
3MiHV BHECEHI 10 IHCTPYKUiT y po3ain “MNokasaHHA". MNpu
3aroCTPEeHHI XPOHIYHOro BPOHXITY, FOCTPOMY CUHYCUTI Ta
LMCTUTI Nikapcbkunii 3acié O3epnik® cnifg 3acTocoByBaTht
e Togi, KO BBaXKAETLCA HELOLTbHUM
3aCTOCOBYBaTW aHTMOaKTepiasibHI Npenapatu, ski
3a3BMYali peKoMeHAYITLCA A1 MiKyBaHHA LWX iHEKLIN.
HeobxigHo BpaxoByBaTV odiLiiiHi pekomeHAaaL,i Woao
Ha/1IeXHOro 3aCTOCOBYBaHHA aHTUGaKTepiasibHUX
npenaparis.", BiAnoBiAHI 3MiHN BHeceHi y po3gin "Cnocib
3aCTOCYyBaHHA Ta [03M1"; TAKOX 3MiHN BHECEHI Yy po34inn
"Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iYHI peakuii” 3rigHO 3
[AaHMMK WoA0 6e3nekun Aityol pevyoBUHN.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
192. | OKCUTOUWH | po3uunH gns iH'ekuiid, 5 AT "BIOJIIK" YkpaiHa AT "BIONIK" YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHiX MmaTepianis: 3MiHu | Tuny 3a UA/5369/01/01
-BIONIK MO/mn no 1 mn B - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
amnyni, no 10 amnyn B agpecu 3asBHUKa (BNacHUKa peectpauiniHoro
nauuj NnocBiAYeHHS) - 3MiHa HaliMeHyBaHHS Ta afpecu 3asBHUKa
(BNnacHvka peecTpauiiHoro noceig4yeHHs) TepMiH
BBEAEHHS 3MiH - NPOTAroM 6 MicALiB NiCNs 3aTBEPAKEHHS;
3MiHM | TUNY - AQMIHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AOiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3acoby, BKIH0YaKuU AibHUL BUNYCKY cepii abo Micue
NPoBeAEeHHS KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNOpTEp, BKIOYAOUM BUMYCK CEPIi)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6Huka M3, 6e3
3MiHU MicLA BUPO6HULTBA (TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsliB nicns 3aTBepAKeHHS); 3MiHW | Tuny -
3MiHKM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3miHW) - 3amiHa po3ainy «IpadivyHe ohopmneHHs
ynakoBku» Ha po3gin «MapkysaHHa» MKA N13 (TepmiH
BBEJEHHS 3MiH - MPOTAroM 6 MicALiB Nic/1a 3aTBepAKEHHS)
193. | OKTATAM pO34nH ANs iHdysil, Okradhapma ABCTpist OKTA®APMA LWseuist/ BHECEHHS 3MiH [10 peecTpaLjiiiHix matepianis: 3miHu | Tuny 3a UA/13905/01/01
50 mr/mn, no 20 mn dapmaveBTVKa AB, LLiBewjs; HimeuunHa/ - 3aTBEPKEHHA a/IbTEPHATUBHOIO TEKCTY MapKyBaHHSA peyenmom
abo no 50 mn, abo no MpopaykTioHcrec. OkTadhapma ABcTpisi/ yMakKoBKM NiKapCbKOro 3acoby i3 3a3Ha4eHHAM
100 mn, a6o no 200 M.6.X. [eccay M'mM6X, PpaHuis MiXHapPOAHMX MO3HAYEHb OAMHNLL BUMIpOBaHHSA. TepMiH
My nAswui; no 1 HimeuunHa BBE/EHHS 3MiH - NPOTArom 6 MicsLiB NicNsA 3aTBEPAYKEHHS
NAAWLU Y KAPTOHHIi (AnbTepHaTVBHA
Kopobui BMpO6HUYaA
AinsHka gns
BTOPVHHOIO
nakyBaHHs);
OkTadhapma
dapmaueBTrKa
MpopykTioHcrec
M.6.X., ABCTpisi;
Oktadhapma,
PpaHuis
194. | OMAKOP Kancynu m'ski no 1000 A660TT HimeyunHa A66OTT HimeuunHa/ | BHeceHHs 3MiH 4O peecTpauiiHux martepianiB: 3MiHu | Tuny 3a UA/10147/01/01
mr no 20, 28 a6o 100 Na6opatopis JNlabopaTtopis Hopserisi/ - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro peyenmom
Kancyn y thnakoHi; no 6X v6X, [Nanis/ 3ac06y 3 BHECEHHAM iHhopMaLil LWOoA0 3a3HaUYeHHS
1 chnakoHy B KOpobL,i HimeuunHa Higepnanan OAMHMLb BUMIPIOBaHHS Y cucTemi Sl. BBegeHHs 3MiH

(BignoBiganbHuiA
3a BUnyck cepi);
BAC® AC,
Hopseris
(BignoBiganbHwi
3a KOHTPO/b
cepii); 'M Mek
AnC, flaHis
(BignoBigansHuii

NPOTArom 6-TW MICALIB NicNA 3aTBePAKEHHSA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3a NepBuHHe Ta
BTOPVHHE
nakyBaHHs);
MaTteoH
Coptaxens
B.B.,
HigepnaHngu
(BignoBifansHwMia
3a BUPOGHMLTBO
Hepo3dacoBaHo
T npoAykuii Ta
KOHTpPO/b cepii)
195. | OPFAMETPU | Tabnetku no 5 mr, no LepiHr-Mnay LLBeiuapis H.B. OpraHoH, HigepnaHan | BHeCeHHs 3MiH 40 peecTpauiiiHux MaTepiasiB: 3MiHu | Tuny 3a UA/2844/01/01
ne 30 Tabnetok y CeHtpan lct Al Higepnangu (3a - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKV NikapCbKoro peyenmom
6nicTepi, no 1 MOBHUM LMK/I0M) 3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsALiB nicns
6nicTepy y KapTOHHii 3aTBEPAKEHHSA
Kopobui
196. | OTOPA Kpanni ByLUHi, PO34uH, Na6opaTopil ®paHuisa Na6opaTopii PpaHuis BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 3a UA/2690/01/01
26 mr/mn (20000 Bywapa Bywapa - BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA N13: peuyenmom
MO/mn) no 10 mny Pekopparti Pekopparti 3anponoHoBaHo: Po3zin «MapkyBaHHs» 3rifHO
thnakoHi, no 1 3aTBEPKEHOr0 TEKCTY MapkKyBaHHs. OHOB/IEHHSA TEKCTY
dhnakoHy 3 nineTkor y MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHSM
KapTOHHIlA KopoobLi iHhopmaLii WoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHSA Y
cucTeMi Sl. BBefieHHs 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS
197. | OTOPA Kpanni ByLUHi, PO34uH, Na6opatopii PpaHuis Na6opaTopii ®paHuis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | TUny 3a UA/2690/01/01
26 mr/mn (20000 Bywapa Bywapa - OHOB/IEHHSA BiANOBIAHOT MOHOrpacdii EP ans gonomikHoi | peyenmom
MO/mn) no 10 mny Pekopgari Pekopgaari PEYOBUHM HITPOTEH 3 HU3bKMM BMICTOM KUCHIO
dhnakoHi, no 1
donakoHy 3 MiNeTkow y
KapPTOHHI KOpoOLii
198. | OPTAKBIKC Kpanni o4Hi, 5 mr/mn; CaHTeH AT DiHNAHAIA Brpo6HuK PiHNAHAiA BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/11401/01/01
® no 0,3 Mny THbukK- BiANOBiga/IbHUI TMny - 3MiHK LWoAo 6e3nekn/edekTBHOCTI Ta peyenmom
KpanesnbHuui; no 10 3a BYPOGHMLUTBO thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
THOOUK-KpanenbHULb Y in bulk, niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUIT ANns
nakeTi 3 chonbru; no 1 nepBuHHE Ta Me[MYHOr0 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMW JaHUMU 3
nakeTy B KapTOHHii BTOPUHHE AKOCTI, AOKNIHIYHMMMU, KTIHIYHUMW AaHVMU Ta JaHUMK 3
Kopobui nakyBaHHs, hapmakoHarnsgy. 3miHv BHeceHi A0 IHCTPYKLUii ans

KOHTPO/Ib SKOCTI:

Hekctdapma
AT, OiHNAHAIS;
Brpo6HWK,
BiANoOBiga/IbHUIA
3a BUMNYCK Cepii:
CaHteH AT,
PiHNAHAIA

MeJMNYHOro 3aCTOCYBaHHA MiKapCbKOro 3acoby y po3ainu:
"Cknag" (pefaryBaHHs TeKCTy), "®apmakosioriyHi
BNacTUBOCTI" (pefaryBaHHs TEKCTy),
"®apmakoTepaneBTMyHa rpyna" (yTOYHEHHSI TEKCTY, 6e3
3MiHM Koay), "lNoka3aHHA" (pefaryBaHHs TEKCTY),
"B3aemopis 3 iHWMMK NiKapcbknmuy 3aco6amu Ta iHLi BUAn
B3aemMogiin", "OcobaMBOCTi 3acToCyBaHHSA", "3acTOCyBaHHS
y nepioA BariTHOCTi abo rogyBaHHS rpyaar” (YTOUHEHHS
iHhopmawii), "Cnocib 3acTocyBaHHs Ta fgo3un”, "ditn"
(peparyBaHHs TekcTy), "lMepenosyBaHHs", "TMoGiYHI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
peakuii”, "TepmiH npugaTHoCTI" (pefaryBaHHs TEKCTY)
BiANOBIAHO [0 MaTepianiB peecTpauiliHoro fochbe.
BBefeHHs 3MiH npoTarom 3-T1 MicALiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoA0
6e3nekn/edpekTMBHOCTI Ta thapMakoHarniagy. 3miHa y
KOPOTKI XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHS
Ha nigcTaBsi perynspHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCcTOCyBaHHSA NiKapCbKoro 3acoby B Mic/iAspeecTpauiiHmi
nepiog, abo Sk pe3ynbTaTt OLiHKM 3BITY 3 AOC/IAKEHb,
npoBefeHnX BiANOBIAHO A0 MnaHy negiaTpuyHmnX
pocnipxeHb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHVM BHECEHI [0 IHCTPYKUT
0151 MeQMYHOro 3acToCyBaHHS NikapCbKoro 3acoby y
po3ainu: "OcobmBocTi 3acTocyBaHHs", "INo6Gi4HI peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku Aitoyol
peyoBuHW. BBEAEHHSA 3MiH NpoTAaromM 3-Xx micauis nicns
3aTBEPAKEHHS.
199. | OPTUMON® Kpanni o4Hi, 2,5 mr/mn; AT "dapmak” YkpaiHa AT "dapmax" Ykpaina BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/4314/01/01
no 5 mn a6o no 10 mn - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
y thnakoHi; no 1 agpecy Micus NpoBaKEHHS AisNIbHOCTI
dhnakoHy y naudi i3 BUPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
KapToHYy BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY
BiANoOBigae BUPOGHMK/IMNOPTEP, BK/OUAOUM BUMYCK CEPiid)
- 3MiHa HallMeHyBaHHs Ta agpecu BUPOGHVKa 6e3 3MiHN
Micusl BUpO6HULTBA (BBEAEHHS 3MiH NPOTArOM 6-Tu
MicAILiB Nicns 3aTBEPAKEHHS); 3MiHU | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNacHWKa peecTpauiiniHoro
NOCBIAYEHHS) - 3MiHA HaliMeHyBaHHS Ta afpecy 3asaBHUKa
(BnacHvKa peecTpauiiiHoro noceig4yeHHs1) BBegeHHs 3MiH
NpOTArom 6-T1 MicsAUIB Nicns 3aTBEPAKEHHS
200. | NAPOKCETW | TabneTtku no 20 mr, no Mepokemi T4 Kinp Mepokemi 1T/, Kinp BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 3a UA/1498/01/01
H 10 TabneTok y (3aBog AZ) - OHOBJIEHHS TEKCTY MapKyBaHHS yrnakoBok J13. BBefeHHs | peyenmom
6nicTepi; no 3 3MiH NpOTAroM 3-x MicsLiB Nicns 3aTBepKeHHS
6nicTepy y KapTOHHiIl
Kopobu,i
201. | NEHTAKCUM | nopowok Haemophilus | CaHodpi MacTep PpaHuis CaHodi MNacrep, PpaHuia/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3miHu | Tuny 3a UA/13010/01/01
® BAKUUMHA influenzae Tuny b Ta dpaHuis; ITanis/ - AOfaBaHHsA TeCTY KifIbKiCHOro BU3HAYEHHS peyenmom
ana CycneHsis ons iH'ekujn CAHO®I C.IM.A., YropumHa pVGOHYKIETHOBOI KMCNOTU A0 cheuudikawii
MPO®DINAKT (0,5mn); no 1 ITania; CaHodi- YNbTPadiNbTPOBAHOrO APDKIPKOBOr0 eKCTPaKTy
NKN h1akoHy 3 NOPOLLKOM ABeHTiC MpaiiBiT (Ultrafiltered Yeast Extract) 3 BignoBigH1Mu kputepismm
OVNDTEPII, Ta 1 nonepegHbL0 Ko. Nl14., MPUIAHATHOCTI, LLIO BUKOPUCTOBYETHCS NPU BUPOOHNLTBI
MPABLS, 3arnoBHeHOMY LUNpuLy YropwmHa AVdTepPIiHOrO aHaTOKCUHY Ta nonicaxapuay Haemophilus
KALLUTHOKY (0,5mn) 3 influenzae tybe b. TepmiH BBeAEHHS 3MiH - NuneHb 2022

(ALENONAP

MPUKPINSIEHOK TOJIKOK0
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
HUN (abo 2 okpemmmun
KOMMOHEHT | ronkamu), Lo MiCTUTb
) cycneHsito ans
noniomieni iH'EKL, B KAPTOHHIM
TY Kopob6u,i. Mo 1
IHAKTUBOBA | hb/1akoHy 3 NOPOLLKOM
HATA Ta 1 nonepegHbLo
BAKUVHA 3anoBHeHOMY LWnpuuy
ana (0,5mn) 3
MPO®INAKT MPUKPIMNIEHOIO FO/KOO
KN (abo 2 okpemumu
IHOEKLIIA, ronkamu), Lo MiCTUTb
CMNPUYUNHEH | cycneHsito ans
nx iH'eKwii1, B
HAEMOPHIL cTaHgapTHO-
us Tuny B €KCMOPTHI ynakoBLi,
KOH'FOFOBA | sika MiCTUTbCS Y
HA, KapTOHHI Kopoo6Li 3
AQNICOPBOBA | iHCTpyKLUieto Ans
HA MeauyHoro
3acToCyBaHHs
202. | NEHTANrH kancynu no 10 kancyn TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 0 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/10881/01/01
®C EKCTPA y 6nictepi; no 1 abo 2 YKPAIHA" Crapt" - NO4AHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI peuenmom
KAMNCYNn 61icTepy B KApTOHHIl €ponelicbkili hapmakonei R1-CEP 2000-124-Rev 08 ansa
nauui A®I MapayeTamony Bif ye 3aTBEpAXKEHOro BUPOGHMKa
A®| «<ANQIU LU’ AN PHARMACEUTICAL CO., LTD.»,
Kutan
203. | NEHTANrH kancynu in bulk: no 3 TOB "ACIHO YkpaiHa TOB "®dapma Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny - UA/10882/01/01
®C EKCTPA Kr B NOAi€TUNEHOBUX YKPAIHA" Crapt" - MOAAHHS OHOBEHOTO cepTudikaTa BignoBigHOCTI
KANCYNn naketax B €ponelicbkiii thapmakonei R1-CEP 2000-124-Rev 08 ans
KOHTeliHepax A®I MapayeTamony Bif ye 3aTBepAXKEHOro BUPOGHMKa
A®| «<ANQIU LU’ AN PHARMACEUTICAL CO., LTD.»,
Kvtai
204. | NEHTANTIH- Tabnetku no 10 TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/2617/01/01
»C Tabnetok y 6nictepi; YKPAIHA" Crapt” - NofaHHs1 OHOBNEHOrO cepTudpikaTa BiANOBIAHOCTI peyenmom
no 1 6nictepy B naui €sponelicbkin dhapmakonei R1-CEP 2000-124-Rev 08 gns
3 KapToHy; no 10 Al MapaveTtamony Bif yxe 3aTBEPI)KEHON0 BUPOOGHMKA
Tabnetok y 6nicrepax A®| «<ANQIU LU’ AN PHARMACEUTICAL CO., LTD.»,
Kvtai
205. | NEUE® TabneTku, BKPUTI O-p Peppi'c IHais Mepnpaiik IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHU | TUNy 3a UA/16732/01/01
N1iBKOBOIO NabopaTtopic Nimiteg tOHIT-V - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKO10, Mo 100 nta afpecyt MicLs NPOBaXEHHS AiS/IbHOCTI

Mmr, no 10 TabneTok y
6nictepi, no 1
6nicTepy B KapTOHHIl
Kopobui

BUpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a AKy
BiANOBigae BUPOGHMK/IMNOPTEp, BK/IOUAUM BUMYCK CEPiid)
- 3MiHa Ha3BM Ta agpecu BupobHuka M3, 6e3 3miHn micus
BMpo6HMUTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nicnsl 3aTBEPAKEHHS)
206. | NEUE® TabneTtku, BKPUTI O-p Peppi'c IHais Mepnpaiik IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/16732/01/02
N1iBKOBOIO NabopaTtopic Nimiteg tOHIT-V - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKO10, Mo 200 nip agpecy Micus NpoBaKEHHS AisNIbHOCTI
Mmr, no 10 TabneTok y BUPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
6nicTepi, no 1 BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
6nicTepy B KapTOHHiIl NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (4iSANbHICTb, 3a AKY
Kopobui BiANoOBigae BUPOGHMK/IMNOPTEP, BK/OUAOUM BUMYCK CEPiid)
- 3MiHa Ha3BuM Ta agpecu BUpobHuka M3, 6e3 3amiHn micus
BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTAroM 6-Tu MicsuiB
nicns 3aTBepPAKEHHS)
207. | NOBEPKOPT | kpem 0,05 %, no5r1 neHmapk IHais neHmapk IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/8193/01/01
a6o 15 r B Ty6i; no 1 PapmacbloTuKan PapmacboTuKa - 3aTBEePKEHHSA TEKCTY IHCTPYKLii 419 MeMYHOro peyenmom
Ty6i y KAPTOHHiIl 3 /ITa. 3114, 3acTocyBaHHs Nikapcbkoro 3acoby Ao PeecTpadiiHoro
ynakoBLi noceigueHHst UA/8193/01/01, 3aTBepa)KeHoro Hakasom
MO3 Big 02.10.2019 Ne 2004. IHchopmaLisi, BUKNageHa B
IHCTPYKUIT 4N MEeANYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby, Bignosigae iHhopmau,ii pedpepeHTHOro
nikapcbKoro 3acoby (JEPMOBEMT™, kpem); 3MiHn | Tuny
- iHdbopmaLlis, BUKiageHa B IHCTPYKUiT 418 MeanyHoro
3acTOCyBaHHS MikapcbKoro 3acoby, BifgnoBigae OHOB/IEHNM
JaHuM LWoo0 6e3neky AONOMiKHUX PeYOBUH
208. | NONIAEKCA Kpanni BYLUHi, PO34uH, Na6opaTopil ®paHuisa Na6opaTopii ®paHuin BHECEHHSA 3MiH 0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 3a UA/2699/01/01
no 10,5 mn 'y dhnakoHi, Bywapa Bywapa - BHECEHHS 3MiH A0 po3ziny «MapkyBaHHsa» MKA N13: peyenmom
no 1 cpnakoHy 3 Pekopparti Pekopparti 3anponoHoBaHo: Po3zin «MapkyBaHHs» 3rigHo
MiNeTKOI B KAPTOHHIi 3aTBEPKEHOr0 TEKCTY MapkKyBaHHS. OHOB/IEHHSA TEKCTY
Kopobui MapKyBaHHS! yMakoBKM IKAPCbKOro 3ac0by 3 BHECEHHAM
iHhopmaLii WoAo 3a3HAYEHHS OAMHULL BUMIPIOBAHHSA Y
cucTemi Sl. BBeieHHs 3MiH NPOTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
209. | NOCUDOPMI | masbo4yHa 2% no5r YPCA®APM HimeyunHa YPCA®APM HimeuuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/12755/01/01
H masiy Ty6i; no 1 Ty6iy | ApuHaimitTenb ApuHaiimiTTens - 3MiHa meToAy BMNpobyBaHHA 3a NoKasHuKamu peyenmom
KapTOHHIli KopoobLi 6X rM6X «laeHTudikauis 6ipokatony. Metog b» Ta «BmicT
6i6poKaTONy>»; 3aNPONOHOBAHO: KOMMN/IEKCOMETPUYHE
TUTPYBAaHHS; 3MiHM | TUMY - 3MiHA MeToAy BMNPOGYyBaHHSA
3a NOKa3HUKOM «XiMi4Ha YACTOTax»; 3anpOonoHOBaHO:
piamHHa xpomatorpadis (BEPX); 3minu Il Tuny -
36inbLUEHHS po3Mmipy cepii [/13; 3anponoHoBaHo: 100 Kkr
a60 200 kr.
210. | NPAMINEKC NnopoLUOK (cybCTaHLis) How Na6c¢ MerT. IHais How Na6c MBT. IHais BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny - UA/11321/01/01
ony y NoABiiHNX nra. Nrp. - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
ANrigPOXN10 | nonieTuneHoBux afpecy MicLs NPoOBaXEHHS Ais/IbHOCTi BUPOOHMKaA
Pug naketax gns (BKOYalOUK, 3a HeOH6XiAHOCTI, MicLe NPOBeAEHHS
MOHOrIAPA hapMaLeBTUYHOTO KOHTPO/O SIKOCTI), 260 BnacHuka macTtep-haina Ha AdI,
T 3acToCcyBaHHA abo noctavansHuka A®l/BuxigHoro

mMartepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
3aCTOCOBYOTbCH Y BUPOOHNLTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha JiKapCbKMii 3acib) 3a BiACYTHOCTI cepTudiikara
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEpPKEHOMY [10Cbe, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHAa agpecu
BMpo6GHMKa A®| npaminekcony awvrigpoxnopuay How labe
MBT. 174., IHAiA /Nosch Labs Pvt. Ltd., India, 63 3MiHU
MiCLil BUPOGHMLTBA
211. | NPEOHIKAPB | ma3sb no 15 ry Ty6ax MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny 3a UA/6024/01/01
-AAPHNLA Ne 1 "®apmaueBTUYH "®apmaueBTUYH - BBEleHHS A04aTKOBOI BUPOOGHMYOI AiNbHULi ANs peyenmom
a thipma a hipma BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby
"OapHuus” "OapHuus” Bi4NOBiAa/IbHOT 38 KOHTPO/b AKOCTI Ta BUNYCK cepii
3aTBEpPKEHOro BUpo6HuKa MpAT "dapmaueBTnyHa
dipma "JapHuus"; 3miHu | Tuny - 3amiHa abo BBeAEeHHSA
[0AaTKOBOI AiNIbHUL BUPOBHMLITBA A1 YacTUHU abo
BCbOro BUPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3acoby (AiNbHWLSA, Ha AKili NPOBOAATLCS ByAb-AKi
BMPOGHWUI CTagii, 38 BUHATKOM BUMYCKY Cepili, KOHTPO/O
AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NakyBaHHA, AN
HecTepuIbHUX Mikapcbknx 3acobiB); CymyTHS 3MiHa:
BBE/IEHHS N0AATKOBOT BUPOBHMYOT AiNbHULI AN1A
BMPOBHULTBA FOTOBOrO NiKapcbKoro 3acoby
BiANOBIA&/IbHOI 3@ BUPOOHULITBO, NEPBUHHE Ta BTOPUHHE
naKyBaHHS 3aTBepAXeHOro BupobHuka MpAT
"®apmaueBTnyHa ipma "dapHuua”; 3miHu | Tuny -
BBEJEHHS 40AATKOBOro, 3MEHLLEHOr0 po3Mipy cepil
roToBOrO Nikapcbkoro 3acoby (3anponoHoBaHo: 470 kr,
400 Kr); 3MiHK | TMNY - HE3HAYHI 3MIHU Ta pefakLuiiHi
YTOUHeHHs fo po3ginis 3.2.P.3.2 «Cknag Ha cepito» Ta
3.2.P.3.3 «Onwnc BNpOGHMYOro NpoLecy Ta KOHTPO/Ib
npowuecy»
212. | NPECTUNON | Tabnetkn, BKPUTI ne dpaHuis BMPOGHULTBO, DdpaHuia/ BHECEHHS 3MiH [0 peecTpayiiHnx martepianis: 3miHn | Tuny 3a UA/15827/01/02
® 10 Mr/10 N/1iBKOBOIO NNTABOPATYAP aHanis, IpnaHgis - 3MiHW [0 iHCTPYKUIT 4151 MeANYHOro 3acToCyBaHHS peuyenmom
Mmr 060/10HKOI0, M0 10 CEPB'E€ nepBuHHE Ta nikapcbKoro 3acoby A0 po3ainis "MobiyHi peakuii Ta
mr/10 mr, no 30 a6o BTOPUHHE "Oco6MBOCTI 3aCTOCYBaHHA" LOA0 6e3nekn Aityoi Ta
100 TabneTtok y nakyBaHHs, [OONOMDKHUX peYOBUH. BBefleHHA 3MiH NpoTArom 6 Micsiuis
KOHTeliHepi ans BUMNYCK cepil: nicns saTBepikeHHs
Tabnetok; no 1 Nab6opaTtopii
KOHTEliHepy Ans Ceps'e IHpacTpi,
TabneTok y kopobui 3 PpaHuis;
KapTOHY NakKyBaslbHOro nepBuHHe Ta
BTOPVIHHE
naxkyBaHHs,
BMNYCK cepil:
Ceps'e
(Ipnangis)
IHgacTpic /Ta,
IpnaHais
213. | NPECTUNON | TabneTtku, BKpUTI ne PpaHuis BMPOGHMLITBO, PpaHuis/ BHECEHHS 3MiH 10 peecTpaLiiiH1X MaTepianis: 3MmiHu | TMNY 3a UA/15828/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
® 10 MI/5 MI' | nniBkoBOKO NTABOPATYAP aHanis, IpnaHgis - 3MiHN BHECEHO A0 IHCTPYKLUIii A1 MEeANYHOro peyenmom
060/10HKO10, M0 10 CEPB'E€ nepBrHHe Ta 3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3zinis "MobiyHi
mr/5 mr, no 30 abo BTOPUHHE peakuji Ta "OcobmMBOCTi 3acTOCyBaHHA" LWOA0 6e3nekn
100 TabnetoK y nakyBaHHs, AiloYoi Ta ONOMDKHUX PevoBWH. BBeeHHs 3MiH NpoTArom
KOHTEliHepi ans BUNYCK cepil: 6 MicALiB nicna 3aTBepIKEHHS
Tabnetok; no 1 Na6opaTopii
KOHTEliHepy Ans Ceps'e IHAacTpi,
TabneTok y kopobui 3 PpaHuis;
KapTOHY NaKyBa/lbHOro nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
BWMYCK Cepil:
CepB'e
(IpnaHgis)
IHgacTpic /iTa,
IpnaHgis
214. | NPECTUNON | Tabnetku, BKPUTI ne PpaHuin BMPOBHULTBO, PpaHuia/ BHECEHHS 3MiH [10 peecTpavjiiiHix matepianis: 3miHu | Tuny 3a UA/15827/01/01
®5Mr/5Mr N1iBKOBOIO NNABOPATYAP aHanis, IpnaHgis - 3MiHW A0 IHCTPYKUii AN MEAMYHOro 3aCTOCYBaHHS peyenmom
o060onoHkoto, no 5 mr /5 CEPBE€ nepBrHHe Ta nikapcbKoro 3acoby Ao po3ainis "Mo6ivHi peakuii Ta
mr, o 10, 30 a6o 100 BTOpPUHHE "Oco6nMBOCTI 3acTOCyBaHHA" LOA0 6e3nekn Aitoyoi Ta
Tabnetoky nakyBaHHs, [OMNOMDKHUX peyvoBuH. BBeaeHHs 3MiH npoTsarom 6 micauis
KOHTEliHepi Ans BUNYCK cepil: nicnsa 3aTBepXeHHs
Tabnetok; no 1 Na6opaTopii
KOHTeliHepy Ans Ceps'e IHgacTpi,
Tabnetok y kopobui 3 dpaHLis;
KapTOHY NakyBaslbHOrO nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNYCK cepil:
Ceps'e
(IpnaHgis)
IHpacTpic NTa,
Ipnangis
215. | NPECTUNON | TabneTtku, BKpUTI ne PpaHuis BMPOGHMLITBO, PpaHuia/ BHECEHHS 3MiH 10 peecTpavjiiiHix matepianis: 3miHu | Tuny 3a UA/15829/01/01
® 5 MI/10 Ml | nniskoBOO NNABOPATYAP aHanis, IpnaHgis - 3MiHW A0 IHCTPYKUIT 415 MEANYHOrO 3aCTOCyBaHHS peyenmom
060/10HKOI0, M0 5 CEPB'E€ nepBrHHe Ta nikapcbKoro 3acoby Ao po3ainie "MobiyHi peakuii Ta
mr/10 mr, no 30 abo BTOpPUHHE "Oco6MBOCTI 3aCTOCYBaHHA" LWoA0 6e3nekn Aioyoi Ta
100 TabneTok y nakyBaHHs, [OMNOMDKHUX peyvoBUH. BBeaeHHs 3MiH npoTsaroM 6 micauis
KOHTelHepi ans BMNYCK cepil: nicns 3aTBEpAKEHHS
Tabnetok; no 1 Na6opaTopii
KOHTeliHepy ans Ceps'e IlHAacTpi,
TabneTok y kopobui 3 dpaHuis;
KapTOHY nakyBaslbHOrO nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
BUNYCK cepil:
Ceps'e

(IpnaHgis)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
IHpacTpic N14,
IpnaHgis
216. | NTPUCUNKA MOPOLLOK HaLLKipHWIA, AT YkpaiHa AT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/3599/01/01
ANTAYA 0,1r/rmo40ra6o50r "Nly6Hnchapm” "Nly6HNchapm" - 3miHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
y 6aHkax KOHTeliHep/3akynopoBasibHUiA 3aci6. 3MiHa po3mipy
yNaKoBKM FOTOBOrO /likapCbKoro 3acoby (3MiHa
Macu/o6'eMy BMICTy KOHTellHepa 6arato030BOro
nikapcbKoro 3acoby Ansi HenapeHTepaibHOro
3acTocyBaHHs (a0 04HOL030BOr0, YaCTKOBOro
BUKOPWCTaHHSA)) - BBEAEHHS AOAATKOBOI YNakoBKW, a came
no 40 r y 6aHKu 3aKkynopeHi kpuikamu, 6e3 3miHu
NepBNHHOTO NakyBaslbHOro Matepiasny 3 BiAnoBigHUMM
3MiHaMK y p. «YnakoBka» Ta n. «Maca BMICTy ynakoBKu».
3MiHM BHECEHI B p034in "YnakoBka" B iHCTPYKLitO ANns
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby y 3B"s3Ky 3
BBEAEHHAM [0AAaTKOBOI ynakoBku (6aHku no 40 r), sk
HacnifokK - 3aTBEPKEHHS TEKCTY MapKyBaHHA [04aTKOBOI
ynakoBKU nikapcbkoro 3acoby (BBegeHHs 3MiH MPOTArom
6-TV MicAUIB MiCN1A 3aTBEPMAKEHHS)
217. | NPIOPUKC™ niodpinizat ana nakcoCwmitKns Benuka nakcoCmiTKns Benbris BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/13694/01/01
| PRIORIX™ PO34MHY ONs iH'EKUIN, nH ExcnopTt BpuTaHia H Bionomxikana - 3MiHa y meTogax BunpobyBaHHA AdD| abo BUXiAHOTO peuyenmom
KOMBIHOBA 1 MOHOZ030BWi Nimitep C.A. mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
HA onakoH (1 posa) 3 BUKOPUCTOBYETLCS Y npoLieci BUpo6HuLTBa A®I - 3MiHM [0
BAKUWHA niodpinisatom y onncy aHaniTnyHoro metoay “ldentity by DNA
ansa KOMMJIEKTi 3 fingerprinting” ansa kniTMHHOro cybeTpaTy, Lo
MPO®DINAKT PO34YMHHMKOM (BOAA BMKOPUCTOBYETLCA MPU BUPOOHULITBI fil040i peYOBUHN
MKW KOPY, ONS1iH'EKUIN) y (BipyC KpacHyxw), ANsi NpUBEAEHHS Y BiANOBIAHICTb 3
EMIAEMIYHO | nonepegHb0 BMPOGHMYOI0 NPaKTMKOK. PefakuiiiHi npaBku o po3ainy
ro HanoBHEHOMY LUNPUL nocbe 3.2.5.4.2.
MNAPOTUTY Ta ABOMa rosikamu B
TA KapTOHHI KopobL;
KPACHYXU 100 moHop030BUKX (1

[[03a) h/1akoHiB 3
niodcpinizatom y
KOMNeKTi 3
PO34YMHHMKOM (BOAA
Ans iH'exuiii) B
amnynax Ne 100 B
oKpewmiin ynakosui; 1
MyNbTUA030BUIA (2
[031) hakoH 3
niodpinisatom y
KOMMJIEKTi 3
pO34MHHMKOM (BOAA
008 iH'exUin) B amnyni;
no 100 wtyK donakoHis
Ta amnysn B oKpemux
Kopobkax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
218. | NPIOPUKC- niodpinizoBaHuii nakcoCwmiTKnsa Benuka nakcoCmiTKns Benbrisa BHECEHHS 3MiH [0 peecTpavliiiHix maTepianis: 3MiHu | Tuny 3a UA/16549/01/01
TETPA™ MOPOLLIOK A5t iH'EKLiA, H Ekcnopt BpuTaHia H Bionopxikana - 3MiHa y 6e3nocepefHiii ynakosLi A®| - fofaBaHHs peuenmom
KOMBIHOBA 1 chnakoH 3 NOPOLLKOM Nimiteq C.A. anbTepHaTMBHOrO KoHTelHepa 1000 mn Thermo Fisher
HA Y KOMM/IeKTi 3 [Ans 36epiraHHA NPOMIKHOTO MPOAYKTY OYKMLLEHOrO BipycCy
BAKUWHA PO34MHHMKOM (BOOA KpacHyxu (Rubella clarified bulk)
ana Ans iv’ekuin) no 0,5
MNPO®INAKT mn (1 gosa) y
KW KOPY, nonepeaHL0
ENIAEMIYHO | HanoBHeHOMY LUNPULi
ro (y koMnnekTi 3 ABOMA
MNAPOTUTY, ronkamu abo 6e3
KPACHYXU ronok) abo y amnynax
TA BITPAHOI | y BakyyMmHit
BICnN, CTEpUSIbHIl ynakoBLi;
XNBA no 1 BakyyMHii
ATEHYNOBA | cTepunbHili ynakosL y
HA KapTOHHI kopobui; 1

h1akoH 3 NOPOLLKOM Y
KOMMN/IEeKTi 3
PO34MHHMKOM (BOAA
Ans iv’ekuin) no 0,5
mn (1 gosa) y
nonepegHLo
HanoOBHEHOMY LUNPUL
(y koMnnekTi 3 ABOMA
ronKamu) y BakyyMHii
CTEPUSIbHIl yNakoBLi;
no 10 BakyyMHUX
CTepU/IbHUX YNakoBOK
Y KapTOHHiIi kopobu,; 1
dp1akoH 3 NOPOLLKOM Y
KOMMNEKTi 3
PO34YMHHMKOM (BOAA
Ans iv'ekujin) no 0,5
M (1 gosa) y
nonepeaHLo
HarnoBHEHOMY LUNPULi
Y BaKyyMHil
CTEPUSIbHIl yNakoBLi;
no 1, 10, 20 a6o 50
BaKyyMHUX
CTepUIbHUX YNaKkoBOK
Y KapTOHHiIi1 kopobu,; 1
dh/1akoH 3 NOPOLLKOM Y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH’ekuiin) no 0,5
M (1 gosa) B amnyni y
BaKyYMHiil CTepu/bHili
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
ynakosui; no 1, 10 a6o
100 BaKyyMHUX
CTEPUSIBHUX YNaKOBOK
Y KapTOHHIli Kopobui
219. | NPOTE®/IA3I | pigknii ekcTpakT ToBapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny - UA/16415/01/01
Jil (cy6eTaHuin) B 06MEXEHOI0 06MeXeHo - BUK/THOUEHHS i3 cneyudpikauii Ha Hepo3sdacoBaHy
EMHOCTSIX abo BignoBigabHICT BignosiganbHicT NpoAyKLito NokasHukiB «MikpobiosoriyHa yncrora,
KaHicTpax ans 10 "HaykoBo- 10 "HaykoBo- «MeTaHo/M», «2-NPoNaHoN», AK TakuX, WO BU3HAYAOTLCA Y
thapmavLeBTUYHOro BMPOGHMYA BMPOGHMYA po3chacoBaHili cyocTaHLii
3aCTOCYyBaHHSA KOMnaHis KomnaHis
"Ekochapm” "Ekodhapm”
220. | NYIbMO3UM | po34uH 415 iHransuii, ®.XohchbmaHH- LLIBeliyapis BupobHmuTBO CuwA/ BHECEHHS 3MiH 40 peecTpaviiHnx martepiasi: 3MiHu | 3a UA/12438/01/01
® 2,5 mMr/2,5 mn; no 2,5 Na Pow N1g, Hepo3dhacoBaHo | Llseiiuapis/ TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuyenmom
M1 B amnysi; no 6 T npoAyKuji: Himeuunna Ta/abo afpecy MicLA NPOBaKEHHS Aif/IbHOCTI
amnyn y KOHTelHepi; L[DKeHeHTeK IHK., BMPO6HMKa/iMnopTepa roToBOro JlikapCbkoro 3acoby,
no 1 KoHTeliHepy B CUA; BK/IOUAKUM AiNbHULi BUNYCKY cepil abo micue
KapTOHHIiA ynakoBL,i MepBuHHe NPOBeEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKY
nakyBaHHS: BignoBigae BUPOGHMK/iMNoOpTep, BKIOUYAKUM BUNYCK Cepiit)
KeTeneHt 3MiHa agpecu BUpo6Huka ®.XodhchmaHH-/18 Pow J1Tg,
Papma LLBeliLapia (BTOpPMHHE nakyBaHHs, BUNYCK cepil), 6e3
ContowHs JINC, 3MiHM MicLA BUPOGHMLTBA
CUA; BBefeHHA 3MiH NPOTAroM 6 MiCALIB MiCNs 3aTBEPKEHHS.
BTopuHHe
nakyBaHHs,
BUNYCK cepil:
®.XodhpmaHH-
Na Pow N1,
LLiBeiiuapis;
BunpobysaHHs
KOHTPO/0
AKOCTI:
Pow ®apma Al
HimeyunHa
Pouu
[iarHoctukc
m6X,
HimeuyunHa
221. | NYNbMO3WUM | po3uuH Anst iHranswujin, ®.XothpmaHH- LBeliuapis Brpo6HMLUTBO CLIA/ BHECEHHS 3MiH 10 peecTpaLiiiHux MaTtepianis: 3MiHu I 3a UA/12438/01/01
® 2,5 mr/2,5 mn; no 2,5 Na Pow N1a Hepo3dacoBaHo | Llseiiuapis/ TUMY - 3MiHW [0 iHCTPYKLiT A5 MeAMYHOro 3acToCyBaHHS | peyernmom
M/1 B amnyni; no 6 T npoAyKu,i: HimeuuunHa nikapcbKoro 3acoby Ao po3ainis "Aitn" Ta "Mo6iyHi

amnyn y KOHTelHepi;
no 1 KoHTeliHepy B
KapTOHHIiA ynakoBL,i

[XeHeHTekK IHK.,
CUWA; NepsuHHe
nakyBaHHs:
KeTeneHt
Papma
ContowH3s JIN1C,
CLUA; BTopuHHe
nakyBaHHs,

peakuji" CTOCOBHO KNiHIYHMX AOCNIMKEHb 3 6e3nekn
nikapcbkoro 3acoby BignosigHoO Ao iHdopmauii FPI.
BBefeHHs 3MiH NpOTAroM 6 MicALiB Nic/a 3aTBepPAXEHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BWMYCK Cepil:
®.XodhhmaHH-
Na Pow Nta,
LLiBeiuapis;
BunpobyBaHHs
KOHTPO/II0
AKOCTI: PoLu
®apma Arl',
HimeyuunHa; Poww
LiarHocTurkc
m6X,
HimeuunHa
222. | NyPu- Tabnetku no 50 mr no AcneH ®apma Ipnangis Ekcenna 'm6X i HimeuuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | TUny 3a UA/14862/01/01
HETONM™ 25 TabneTtok y TpelgiHr Ko. KI - 3MiHM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. | peyenmom
thnakoHi; no 1 Nimviteq BBefeHHst ab0o 3MiHM [0 y3arasibHeHUX AaHuX Npo
donakoHy y KapTOHHil cuctemy chapmakoHarnagy (BBefeHHs y3arasibHeHNX
Kopobui LaHuX Npo cuctemy dpapmakoHarnsgy, amiHa
yNOBHOB&XeHOT 0cobu, BiANoBiAanbHOT 3a 34iCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobum 3 hapmakoHarnagy
3asiBHUKA 4151 3AiICHEHHSA hapMmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/KOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
macTep-haiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: Kyuma Bonogumup
OnekcaHApoBMY. 3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOT
0Cco6M YyNOBHOBaXEHOI 0CO6M 3asiBHMKA, BignoBiga/bHOT
3a hapmakoHarnag B YkpaiHi. 3miHa micus 34iicHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHSI MacTep-haiina
223. | PE®AKTO niodpinisar gna Mdpaiizep CWA KOHTPO/Tb SAKOCTi Icnanis/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasis: 3MiHa cuam 3a UA/15929/01/05
AD PO34UNHY ONS iH EKLil Eiiu.Ci.Mi. npu BUMNYyCKy HimeuunHa 4ii, nikapcbkoi chopMmM Ta cnocoby 3acToCyBaHHS: 3MiHa | peyenmom
no 3000 MO y BepxHiii Kopnope#uH cepiit Ta npu abo gofasaHHA HOBOI CUNK Ajii/po3BefeHH:
Kamepi Ta PO34MHHKK LOCTiIKEHHI (3aTBEpAXEHO: PedakTo AD, niodhinisart gna pos3unHy ans
no 4 My HUXHINA cTabinbHoCTI, iH ekuii no 250 MO, 500 MO, 1000 MO a6o 2000 MO, 1
Kamepi nonepeAHbL0 MapKyBaHHs, hnakoH 3 niodpiniaTom y KOMNAekTi 3 1 nonepeaHLo
HanoBHEHOrO LUMpuLa BTOPVIHHE HarMoBHEHVM LUNPULIOM 3 PO3UYNHHWKOM)
Ne 1 pa3om 3i nakyBaHHs,
CTEPUSIBHUM HAbopPOM BUMYCK cepil: MepioanyHiCTb NOAAHHA PErYNIAPHO OHOB/IIOBAHOIO 3BITY 3
Baet ®apma 6e3neku, BiANoBigHO A0 MopsaKy 34iINCHEeHHS
C.A., IcnaHis; thapmakoHarnagy, 3aTsepAkeHoro Hakasom MiHicTepcTBa
BMPOGHMLTBO OXOPOHU 340p0B’A YKpaiHu Bif, 27 rpyaHs 2006 poky Ne
niKkapcbkoro 898, 3apeecTpoBaHOro B MiHicTepcTBi lOCTULii YKpaiHn 29
3acoby, ciuHs 2007 poky 3a Ne 73/13340 (y pepakuii Hakasy
Bi3ya/lbHWiA MiHicTepcTBa OXOpPOHU 340POB'A YKpaiHu Bif 26 BepecHs

KOHTPOJ1b

2016 poky Ne 996), CTaHOBUTb: 3rigHO 3i CTPOKaMK,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

nikapcbkoro
3acoby,
KOHTPO/Ib SIKOCTI:
BetTtep ®apma-
PepTuryHr rmex
& Ko. KT,
HimeyuunHa;
Bi3ya/lbHWiA
KOHTPO/Ib
nikapcbkoro
3acoby,
KOHTPO/b AKOCTI
nikapcbkoro
3acoby:
BetTtep ®apma-
®epTuryHr M6X
& Ko. KT,
HimeuunHa;
BisyasibHWit
KOHTPO/b
nikapcbkoro
3aco0by,
KOHTPO/b AKOCTI
nikapcbkoro
3acoby:
BetTep ®apma-
®epTuryHr Frm6X
& Ko. KT,
HimeuunHa,;
Bi3yasibHWi1
KOHTPO/b
niKapcbkoro
3acoby:
BetTtep ®apma-
PepTuryHr rmex
& Ko. KT,
HimeyunHa

3a3Ha4yeHUMN Y NepiogUYHOCTI MoJaHHS perynsipHux 3BiTiB
3 6esneku.

224,

PE®AKTO
AD

niodpinizat ana
PO34nNHY A5 iH EKLil
no 250 MO; 1 dpnakoH
3 niogpinizatom y
KommnnekTi 3 1
nonepegHL0
HanoBHEHNM
LUINPULLOM 3
PO34YMHHMKOM N0 4 MA
(HaTpito xnopug (9
mr/mn), Boga ans

Mdpaiizep
Eiiu.Ci.Mi.
KopnopeiLuH

CWA

BUPOGHULTBO
niodpinizaty 3a
MOBHUM LIIK/TOM;
KOHTPO/b AKOCTI
PO3YMHHMKA
(okpim
LOCAIMKEHHS
cunn TepTa
NOPLLHSA),
nakyBaHHS
PO3YMHHKKE Y

Icnanis/
HimeyunHa

BHeceHHs 3MiH 10 peecTpaviliHix maTtepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - 3MiHV BHECeHOo A0
IHCTpPYKLUIT 415 MEeAMYHOro 3aCTOCyBaHHS NiKapcbkoro
3acoby ao posginis "Cknag", "Nlikapcbka chopma’,
"Oco6nmBOCTI 3acTocyBaHHS", "Cnoci6 3acTocyBaHHS Ta
no3n", "YmoBu 36epiraHHs", "YnakoBka", "TepMiH
npugaTHoOCTI" 3 METOI 3aTBEPAKEHHS OAHIET CNiNbHOT
IHCTPYKL,T AN MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby A1 BCiX 3apeecTpoBaHnX [03yBaHb Ta NakyBaHb

3a
peyenmom

UA/15929/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

iH ekuin), 1 Habip;

ajantepom Ans BiANoOBiga/IbHUIA

chnakoHy, 1 cucremotro 3a BUNycCK cepil:

ans iHdysii, 2 BaeT dapma

TamnoHamm 3i C.A., IcnaHis;

cnupTtom, 1 a/ibTepHaTuBHa

nnactmpem Ta 1 naboparopis

Map/ieBoI0 [ONSA TeCTyBaHHA

NnoAyLLIEYKOH B
KapTOHHIli KopoobLi

npenapary 3a
MOKa3HNKOM
CTepPU/IbHICTb:
Na6opaTopis
Biona6, C.J1.,
Icnanis;
BVMPOGHMLTBO
PO3YMHHVKKa B
wnpuuax Ta
KOHTPO/Ib AKOCTI
(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
NOpPLUHS),
Bi3yasibHWi1
KOHTPO/b
PO3YMHHYMKA:
BetTtep ®apma-
®epTuryHr M6X
& Ko. KT,
HimeuunHa;
BisyaslbHWit
KOHTPO/b
PO3UMHHYIKA,
KOHTPO/Tb AKOCTI
PO3YMHHYKA
(okpim
LOCNiMKEHHS
repMeTUYHOCTI,
cunn TepTa
NOpLUHSA):
Betep dapma-
®epTuryHr rm6X
& Ko. KT,
HimeuuunHa;
Bi3yasibHWi1
KOHTPO/b
PO3UMHHNIKa,
KOHTPO/b AKOCTI
PO3YMHHMKA
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
nopLuHs): Betep
Papma-
®epTuryHr M6X
& Ko. KT,
HimeuunHa;
BisyasibHWit
KOHTPO/b
PO3UMHHYIKA,
KOHTPO/Tb AKOCTI
PO34MHHYKKA
(okpim
LOCNiMKEHHS
repMeTUYHOCTI,
cunn TepTa
NopLUHSA)):
Betep dapma-
®epTuryHr FrmM6X
& Ko. KT,
HimeuunHa

225,

PE®AKTO

AD®

niodpinizat gns
PO34UNHY A5 iH EKLil
no 500 MO; 1 dpnakoH
3 fniogpinizaTom y
KOMMekTi 3 1
nonepegHLo
HarnoBHEHUM
LUMPULIOM 3
PO34YMHHMKOM N0 4 Mn
(HaTpito xnopug (9
mr/mn), Boga ans

iH ekuin), 1
afantepom ans
dhnakoHy, 1 cuctemoro
ons iHdysii, 2
TamnoHamm 3i
cnupTom, 1
nnactupem ta 1
MapneBoto
NoAyLLEYKOIO B
KapTOHHIlA KopooLi

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiLuH

CLUA

BVPOGHMLTBO
niodpinizaty 3a
MOBHVM LIMK/IOM;
KOHTPO/Ib SKOCTI
PO3UMHHKKA
(okpim
[OCNiKEHHS
cunn TepTa
NOPLUHS),
nakyBaHHs
PO3UNHHVKE Y
Habip;
BiANoBiga/IbHUI
3a BUNYCK cepil:
Baet ®apma
C.A,, IcnaHis;
albTepHaTUBHa
na6opartopis
015 TeCTyBaHHSA
npenapary 3a
NoKa3HUKOM
CTEepPU/IbHICTb:
NabopaTtopis
Biona6, C.J/1.,
IcnaHisi;

Icnanis/
HimeuunHa

BHeceHHs 3MiH [0 peecTpaviiiHix maTtepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHn) - 3MiHY BHECEHO A0
IHCTPYKUIT NS MEeAMYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby Ao posginis "Cknag", "/likapcbka hopma”,
"Oco6mBocCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
no3n", "YMoBu 36epiraHHs", "YnakoBka", "TepMiH
NPUAATHOCTI" 3 METOI 3aTBEePKEHHSA OAHIET CMi/IbHOT
IHCTPYKLT 419 MeANYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby AN15 BCIX 3apeecTpoBaHMX 403yBaHb Ta NakyBaHb

3a
peyerimom

UA/15929/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BVPOGHMLTBO
PO34MHHKKA B
lwnpuuax Ta
KOHTPO/Tb AKOCTI
(okpim
[OCNiHKEHHSA
repMeTUYHOCTI,
cunm TepTa
NopLUHS),
BisyasibHWit
KOHTPO/b
PO3YMHHYKA:
BetTtep ®apma-
PepTuryHr rmex
& Ko. KT,
HimeyuunHa;
Bi3ya/lbHWiA
KOHTPO/b
PO3UMHHNIKA,
KOHTPO/b AKOCTI
PO34MHHYMKA
(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
NOPLUHS):
Betep dapma-
®epTuryHr M6X
& Ko. KT,
HimeuunHa;
BisyaslbHWit
KOHTPO/b
PO3YMHHYIKA,
KOHTPO/Tb AKOCTI
PO3YMHHYKA
(okpim
LOCNiMKEHHS
repMeTUYHOCTI,
cunm TepTa
nopwHs): Betep
Papma-
®epTuryHr rm6X
& Ko. KT,
HimeuuunHa;
Bi3yasibHWi1
KOHTPO/b
PO3UMHHNIKa,
KOHTPO/b AKOCTI
PO3YMHHMKA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
NopLUHA)):
Betep dapma-
®epTuryHr M6X
& Ko. KT,
HimeuunHa
226. | PE®AKTO niodpinisar ana Mdpaiizep CWA BVPOGHMLTBO IcnaHis/ BHeceHHs 3MiH 10 peecTpaviiiHix maTepianis: 3minHu | 3a UA/15929/01/03
AD PO34UHY A5t iH KLl Eiiu.Ci.Mi. niodpinizaty 3a HimeuuunHa My - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta peuenmom
no 1000 MO; 1 Kopnope/iLuH MOBHUM LNKNOM; hapmakoHarnagy (iHwi 3MiHun) - 3MiHM BHECEHO A0
donakoH 3 KOHTPO/Tb AKOCTI IHCTPYKUIT 415 MEANYHOro 3aCTOCyBaHHS NiKapcbkoro

niodpinizatom y
KommnnekTi 3 1
nonepegHL0
HanoBHEHNM
LUINPULLOM 3
PO3YMHHMKOM N0 4 MA
(HaTpito xnopug (9
mr/mn), Boga ans

iH ekuin), 1
ajanTepom ons
donakoHy, 1 cuctemoto
Ons indysii, 2
TamrnoHamm 3i
cnmpTom, 1
nnactupem ta 1
Map/ieBoI0
noAyLLEYKOH B
KapTOHHIA KopoobLi

PO3YMHHYKA
(okpim
[OCNIMKEHHSA
cunm TepTa
NopLUHS),
nakyBaHHS
PO3YMHHKKA Y
Habip;
BignoBiganbHNi
3a BMNYCK cepil:
Baet ®apma
C.A., IcnaHis;
anbTepHaTuBHa
nabopartopis
[ONA TeCTyBaHHSA
npenapary 3a
NoKa3HUKOM
CTepPW/IbHICTb:
Nab6opaTtopis
Biona6, C.J1.,
Icnanis;
BUPOGHULTBO
PO34YMHHVKA B
wnpuuax ta
KOHTPO/Tb SKOCTI
(okpim
[OCNIMHKEHHSA
repMeTUYHOCTI,
cunn TepTa
NOPLLHSA),
Bi3ya/lbHWiA
KOHTPO/Ib
PO3YMHHYMKA:
BetTep ®apma-
PepTuryHr rm6X

3acoby ao po3zinis "Cknag", "Nikapcbka hopma’,
"Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHs Ta
[o3n", "YmoBw 36epiraHHs", "YnakoBka", "TepMiH
NpUAATHOCTI" 3 METOH 3aTBEPAKEHHS OAHIET CMibHOT
IHCTPYKLii 415 MeANYHOro 3acTocyBaHHS NikapCbKoro
3acoby /719 BCiX 3apeecTpoBaHnX [03yBaHb Ta NakyBaHb
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

& Ko. KT,
HimeuunHa,;
Bi3yaslbHWi1

KOHTPO/b
PO3UMHHNIKa,

KOHTPO/Ib AKOCTI
PO3YMHHVKA
(okpim
[OCNiKEHHS
repMeTUYHOCTI,
cunm TepTa

NOpLUHSA):

Betep dapma-
PepTuryHr rmex

& Ko. KT,
HimeyuunHa;
Bi3ya/lbHWiA

KOHTPO/Ib
PO3UMHHNIKA,

KOHTPO/b AKOCTI
PO3YMHHMKA
(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
nopLuHs): Betep

Papma-

®epTuryHr M6X

& Ko. KT,
HimeuunHa;
BisyaslbHWit

KOHTPO/b
PO3UMHHYIKA,

KOHTPO/Tb AKOCTI
PO3YMHHYKA
(okpim
LOCNiMKEHHS
repMeTUYHOCTI,
cunn TepTa

NopLUHSA)):

Betep dapma-
®epTuryHr rm6X

& Ko. KT,
HimeuunHa

227.

PE®AKTO

AD®

niodpinizat gns
PO34UNHY A5 iH EKLil
no 2000 MO; 1
doNakoH 3

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiLuH

CLIA

BVPOGHMLTBO
niodpinizaty 3a
MOBHUM LIK/TOM;
KOHTPO/Ib SKOCTI

Icnanis/
HimeuunHa

BHeceHHs 3MiH [0 peecTpaviiiHux maTtepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHK) - 3MiHY BHECEHO A0
IHCTPYKUIT NS MEAMYHOrO 3aCTOCYBaHHS NikapCbKoro

3a
peyerimom

UA/15929/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

niodpinizatom y PO3UYMHHKKA 3acoby Ao posginis "Cknag", "/likapcbka gopma”,

KomnaekTi 3 1 (okpim "Oco61BoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta

nonepeaHL0 LOCAIMKEHHS no3n", "YMoBm 36epiraHHs”, "YnakoBka", "TepMiH

HanoBHEHUM cunn TepTa npugaTHoOCTI" 3 METOI0 3aTBEPAKEHHS OAHIET CiNbHOT

LUNPULLOM 3 nopLuHS), IHCTPYKLT 4719 Me4NYHOro 3acTOCyBaHHS NiKapCbKOro

PO3UYMHHMKOM 10 4 Mn nakyBaHHs 3acoby 419 BCiX 3apeecTpoBaHUX A03yBaHb Ta nakyBaHb

(Hatpito xopug (9 PO34YUHHKKA Y

mr/mn), Boga ans Habip;

iH ekuin), 1 BiANOBIga/IbHUI

ajantepom ans 3a BUNyCK cepil:

hnakoHy, 1 cuctemotro Baet ®apma

ans iHdysii, 2 C.A., IcnaHis;

TamrnoHamm 3i a/lbTepHaTUBHa

cnupTtom, 1 na6opartopis

nnactmpem Ta 1 015 TECTYBaHHSA

MapneBolo npenapary 3a

NoAyLLIEYKoto B
KapTOHHI Kopobui

NOKa3HNKOM
CTEepPW/IbHICTb:
NabopaTtopis
Biona6, C./1.,

IcnaHis;
BVPOGHMLTBO
PO34MHHKKA B

wnpuuax Ta

KOHTPO/Tb AKOCTI

(okpim
[OCNiKEHHS
repMeTUYHOCTI,
cunm TepTa
NopLUHS),
BisyaslbHWit
KOHTPO/b
PO3YMHHYKA:
BetTtep ®apma-
PepTuryHr rmex
& Ko. KT,
HimeyuunHa;
Bi3ya/lbHWiA
KOHTPO/b
PO3UMHHNIKa,
KOHTPO/b AKOCTI
PO34MHHYMKA
(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
NOPLUHSA):
Betep dapma-
PepTuryHr rmeXx
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
& Ko. KT,
HimeuunHa,;
Bi3yaslbHWi1
KOHTPO/b
PO3UMHHNIKa,
KOHTPO/Ib AKOCTI
PO3YMHHVKA
(okpim
[OCNiKEHHS
repMeTUYHOCTI,
cunm TepTa
nopwHs): Betep
Papma-
PepTuryHr rmex
& Ko. KT,
HimeyuunHa;
Bi3ya/lbHWiA
KOHTPO/Ib
PO3UMHHNIKA,
KOHTPO/b AKOCTI
PO3YMHHMKA
(okpim
LOCNiMKEHHS
repMeTMYHOCTI,
cunn TepTa
NopLUHA)):
Betep dapma-
®epTuryHr M6X
& Ko. KT,
HimeuunHa
228. | PO3YBACTA MOPOLLIOK (Cy6CTaHLis) TOB "KYCYM YkpaiHa MopeneH IHais BHECEHHS 3MiH 0 peecTpaviliHiX MmaTepianis: 3MiHu | TUny - UA/14949/01/01
TUH y nakeTax noAgiliHmx PAPM" Na6opaTtopi3 - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
KANbLIKO noslieTuIeHoBUX gNs nTg agpecu 3asBHUKaA (BNacHMKa peectpauiiHoro
dhapmaLeBTU4YHOro NOCBIAYEHHS) - 3MiHA HaliMeHyBaHHS Ta afpecu 3asaBHUKa
3aCTOCYyBaHHSA
229. | CEKPENAT TabNeTKN XyBaslbHI 3i CninbHe YkpaiHa NABOPATOPIO IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/7782/01/01
POPTE CMakoM aHicy, no 10 YKpaiHCbKO- C AIKANA - 3miHu 3 siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. Cuctema peyenma
Tabnetok y 6nictepi; icnaHcbke PAPMA, C.1. KOHTelHep/3aKynopoBasibHWi 3aci6. 3miHa po3mipy
no 5 6nictepis y nignpueMcTBo yNaKoBKM FOTOBOTO JTiKAPCbKOro 3acoby (BUTyYeHHS
KapTOHHI navvi "Cnepko yNaKkoBKW MEBHOr0 PO3Mipy) - BUNTyYEHHs ynakoBku NelO
YKpaiHa" (BBeAeHHA 3MiH NpoTAroM 3 MicALUiB nicns 3aTBepAXeHHs)
230. | CEKPENAT TabneTku XyBasbHi 3i CninbHe YkpaiHa NNABOPATOPIO Icnanis BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 6e3 UA/7783/01/01
DPOPTE CMakoMm M'aTu, no 10 YKpaiHCbKO- C AIKANA - 3MiHu 3 siKocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema peuyenma
Tabnetok y 6nictepi; icnaHcbke ®APMA, C.J1. KOHTelHep/3akynopoBasibHWiA 3aci6. 3miHa po3mipy
no 5 6nictepiB y niANPMEMCTBO yMakoBKM rOTOBOTO NiKApCbKOro 3acoby (BUTyYEHHS
KapTOHHI nauwi "Cnepko yNakoBKW NMEBHOr0 PO3Mipy) - BUNyYEHHs ynakoBku NelO
YKpaiHa" (BBeAeHHA 3MiH NPOTAroM 3 MicALB Nicns 3aTBEPAKEHHS)
231. | CENNCENT® | kancyav no 250 mr, no ®.XohcpmaHH- LLiBeliyapis Buypo6HMUTBO ITanis/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/6612/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
10 kancyn y 6nictepi; Na Pow N1a Hepo3dacoBaHo LLiBefiuapis - AgMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
no 10 6nictepiB y T npoAyku,i, agpecu Micus NpoBaMKEHHS AisNIbHOCTI
KapTOHHIM nauui BUNPOGYBaHHSA BMPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
KOHTpO/II0 BK/IOUAI0UY AiNbHULj BUNYCKY cepil abo micue
AKOCTI: NPoBeAEeHHS KOHTPOJIHO AKOCTI. (LisANbHICTb, 3a AKY
[Jenbdapm BiANoBigae BMPOGHMK/iIMNOpTEp, BKIOYAOUM BUMYCK CEpii)
MinaHo, C.P.J1., - 3MiHa agpecyn BUPO6HUYOI AinbHULi ®.XothdmaHH-/15
ITanis; Pow Nita, WBeliyapisa (Bunyck cepii), 6e3 3MiHU Micua
MakyBaHHA, BMPOGHMLTBA. BBEAEHHS 3MiH NpoTsArom 6 micauis nicns
BWMYCK Cepil: 3aTBEpMXEHHS. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHN.
®.XodhhmaHH- 3MiHa HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaXEHHS
Na Pow Nta, LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
LBeiiuapis 3aco6y, BK/IH0YAKuU AibHUL BUNYCKY cepii abo Micue
NPoBeAEeHHS KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiANOBIAa€e BMPOGHMK/IMNOPTEP, HE BK/THOYAOYM BUMYCK
cepiid) -3MiHa agpecy BUPO6HMYOI AinbHuLi ®.XodcpmaHH-
Na Pow /1A, WBeiiuapis (nakyBaHHs), 6€3 3MiHK Micus
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEpPMKEHHA. 3MiHK | Tuny - 3MiHW WoA0
6e3nekun/edekTVBHOCTI Ta thapmakoHarnagy (iHwi 3miHu).
3MiHVM BHECEHO Y TEKCT MapKyBaHHS yNakoBK/ NiKapCbKoro
3ac00y LWOoA0 3a3HaYeHHA MiXXHApPOLHMX NO3HaYeHb
OfVHULb BUMIpIOBaHHA. BBeAEeHHA 3MiH NpoTArom 6
MiCALIB MiC/1A 3aTBEPKEHHS.
232. | CENNCENT® | kancynu no 250 mr, no ® . XohpmaHH- LLBeiuapis Lenbchapm ITania/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3miHu Il 3a UA/6612/01/01
10 kancyn y 6nicTepi; Na Pow N1g, Minano, C.P./1., LLiBeiiuapis UMY - 3MiHW 40 IHCTPYKLUIT A5 MeAMYHOro 3aCTOCYBaHHA | peyenmom
no 10 6nictepiB y ITanisa nikapcbkoro 3acoby A0 po3ainis "dapmMakonoriyHi
KapTOHHI navw,i (BMpPOGHMLTBO BnacTmBocTi", "OcobmMBOCTi 3acTocyBaHHS", "3aaTHiCTb
Hepo3ghacoBaHO BM/IMBATW Ha LWBMAKICTb peakLii Npy kepyBaHHi
T npoAayKu;i; aBTOTpaHcnopToM abo iHWKMK MexaHiamamn”,"Cnocio
BMNpPO6YyBaHHS 3acTocyBaHHA Ta 031" (YTOYHEHHS iHdhopmauit), "Aitn"
KOHTPOO (yTouHeHHs iHdhopMaLiT), "MobiuHi peakuii”. BBegeHHS
AKOCTI); 3MiH NPOTAroM 6 MiCALIB MiCNsA 3aTBEPAXEHHS
®.XohpmaHH-
Na Pouw Nita,
Llseiiuapis
(nakyBaHHs,
BMNYyCK cepii)
233. | CENNO®EH kancynu no 10 mr; no AT "Apavep, MonbLia BUPOOHMLUTBO Monbwa BHECEHHS 3MiH 40 peecTpaviiHnx martepiasi: 3MiHu | 3a UA/5258/01/01
10 kancyn y 6nicTepi; Papma” Hepo3ghacoBaHO TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y | peyenmom
no 1 a6o no 2 T npoAyKu;, BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHU, L0 CTOCYIOTLCA
6/1icTepy y KapTOHHii nepBuHHE i BUMYCKy Cepii Ta KOHTPOJIIO SKOCTi FOTOBOrO NiKapCbKoro
KopoobLi BTOPUHHE 3acoby (3aMiHa abo gofaBaHHA BUPOOHMKA, LLO
nakyBaHHs: BiAnosifae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
AT «Agames BKJ/THOYAIOUN KOHTPO/Ib/BUNPOOYBaHHS cepii - 3MiHa
dapma», BMPOGHMKa, LU0 BiANOBiAaEe 3a BUNycK cepii BBegeHHs 3MiH
MonbLa; NpoTArom 6-Tn MicALIB Nicna 3aTBepMKEHHS. 3MiHn | Tuny

BMNYCK cepil:

- AOMiHICTpaTVBHI 3MiHK. 3MiHA HaiMeHyBaHHA Ta/abo
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AT «Agamesq afpecyt MicLs NPOBaKEHHS AiS/IbHOCTI
dapma», BUpPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
Monbwa BK/IOYAIOUY AiNbHULj BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a AKy
BignoBigae BUPOGHMK/iIMNOPTEp, HE BKIOYAOUK BUMYCK
cepiii) 3miHa Ha3BW BMPOGHWKA, BiANOBifa/IbHOTO 3a
BMPOGHUMLTBO Hepo3dacoBaHOoi NPOAYKLii, NEPBMHHE Ta
BTOPWHHE NakyBaHHA BBeAeHHSA 3MiH NpOTAroM 6-Tu
MiCALIB MiCN1SA 3aTBEPKEHHS.
234. | CUHIYNAP® | Tabnetkv XyBasbHi N0 Mepk Wapn i LLBeiuapis Brpo6HMLTBO Benuvka BHECEHHS 3MiH [0 peecTpavliliHiX MmaTepianis: 3MiHu | TUny 3a UA/10208/01/01
4 mr; no 14 TabneTok y Ooym |JEA 3a NOBHUM BpuTtaHisa/ - 3MiHK 3 sIKOCTi. FOTOBWIA NiKapCbKUii 3aci6. 3MiHW y peuenmom
6nicTepi; no 2 6X LMK/IOM: HigepnaHngm BMPO6HMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
6nicTepy B KAPTOHHii Mepk Wapn i BUMNYCKY Cepii Ta KOHTPOJIHO AKOCTI FOTOBOrO NiKapCbKoro
Kopobui [Joym Nimiten, 3aco6y (3amiHa abo AofaBaHHsA AifbHULI, Ha SKii
Benuvka 3[iCHIOETLCA KOHTPO/Ib/BUNPOBYBaHHS cepii) - foAaBaHHA
BpuTaHis; Mepk Wapn i foym B.B., Higepnanav sk ginbHuu, Wo
MepBuHHA Ta 3[i/iCHIOE KOHTPO/b AKOCTi. BBEAEHHA 3MiHN NPOTArOM 6-
BTOPUHHA TN MiCALB NiCNs 3aTBEPAKEHHS.
ynakoBka,
KOHTPO/Tb SKOCTI
[03BiN Ha
BUNYCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnanau
235. | CUHIYNAP® | Tabnetkvi XysBasibHi N0 Mepk Wapn i LBeliuapis Brpo6HuLTBO Benuka BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY 3a UA/10208/01/02
5 Mr; no 14 TabneTok y Ooym IQEA 3a MOBHUM BpuTanisa/ - 3MiHM 3 IKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y peuyenmom
6nicTepi; no 2 m6X LMKIOM: Higepnanau BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
6nicTepy B KAPTOHHIiA Mepk Wapn i BUMNYCKY Cepii Ta KOHTPOSIHO SAKOCTi FOTOBOrO NiKapCbKOro
Kopobu,i Loym Nimitenq, 3acoby (3amiHa abo foAaBaHHS fifbHUL, Ha AKi
Benuvka 3[iICHIETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) - oAaBaHHSA
BputaHis; Mepk Wapn i Joym B.B., Higepnanan sk ginbHui, WwWo
MepBWHHA Ta 3[iiCHIOE KOHTPO/Ib SIKOCTi. BBEAEHHS 3MiHM NPOTSrom 6-
BTOPWHHA TW MICALIB NiC/IA 3aTBEPAXKEHHS.
ynakoBka,
KOHTPO/Tb AKOCTI
[03BiN Ha
BUMYCK cepil:
Mepk Wapn i
Joym B.B.,
Higepnangu
236. | CUHIYNAP® | TabneTtku, BKpUTI Mepk Wapn i LLBeiuapis Mepk Wapn i HigepnaHan | BHeCeHHS 3MiH 40 peecTpavliiiHMX MaTepiasiB: 3MiHu | Tuny 3a UA/10208/01/03
NNiBKOBOO Joym IAEA Joym B.B., / Benuka - OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW NMikapCbKoro peyenmom
06010HKOt0, NO 10 Mr; 6X HigepnaHngn BpuTtaHis 3acoby. BBefieHHA 3MiH NPOTAroM 6-Tu micsALiB nicns
no 14 TabneTtok y (nepeuHHa Ta 3aTBEPAKEHHS
6nictepi; no 2 BTOPWHHA
6nicTepy B KAPTOHHIiA ynaKoBKa,

Kopo6ui

[03BiN Ha
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BUNYCK cepi);
Mepk Wapn i
[Joym Nimites,
Benuka
BpuTaHis
(BMPOGHNLTBO
3a NOBHUM
LIMK/IOM)

237.

CUHIYNAP®

TabneTkv XyBasibHi No
4 mr; no 14 Tabnetok y
6nictepi; no 2
6nicTepy B KAPTOHHii
Kopobui

Mepk Wapn i

Joym IAEA
m6X

LLBeiuapis

Mepk Wapn i
Joym B.B.,
HigepnaHan
(nepBuHHa Ta
BTOPUHHA
ynakoBka,
L03BiN Ha
BUNYCK cepii);
Mepk Wapn i
[Joywm Nimites,
Benvka
BpuTaHis
(BMPOGHMLTBO
3a MNoBHUM
LIMK/IOM)

HigepnaHngm
/ Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny
- 3MiHM B TEKCT MapKyBaHHSA YNakoBKW NiKapCbKoro 3acooy.
BBefeHHs 3MiH NpoTAroM 6 MicALiB Nic/a 3aTBePAXEHHS

3a
peyerimom

UA/10208/01/01

238.

CUHIYNAP®

TabNeTKkn XyBasibHi MO
5 wr; no 14 Tabnetok y
6nictepi; no 2
6/1icTepy B KApTOHHIl
KopoobLi

Mepk LWapn i

Joym IAEA
6X

LLIBeliyapis

Mepk Wapn i
Joym B.B.,
Higepnangn
(nepBuHHa Ta
BTOPUHHA
ynakoBka,
[03BiN Ha
BUNYCK cepii);
Mepk Wapn i
Loym Nimitenq,
Benuka
BputaHis
(BUPOGHMLTBO
3a MOBHUM
LMKIOM)

Higepnanan
/ Benuka
BpuTtaHis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny
- 3MiHM B TEKCT MapKyBaHHS1 YNakoBKW JlikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6 micAuis nicns saTsepakKeHHs

3a
peyenmom

UA/10208/01/02

239.

CWHEKOA,

cupon, 1,5 mr/mn no
100 mn a6o no 200 mn
y dh1aKkoHi 3 KPULLIKOHO
Ta MiPHOIO CK/ISIHKOIO;
no 1 cpnakony y
KapTOHHI KOpO6L

'CK KoHcbtomep
Xenckep C.A.

LLBeiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

BHECEHHS 3MiH 0 peecTpavyiiiHix maTepianis: 3miHu | Tuny
- 3MiHU [0 TEKCTY MapKyBaHHS - OHOB/IEHO TEKCT
MapKyBaHHS1 YNakoBKY JliKapCbKOro 3acoby i3 fofgaBaHHAM
O4VHWLb BMMIpOBaHHSA B cucTtemi Sl. BBeeHHS 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPKEHHS; 3MiHM |l TUny
- 3MiHM A0 IHCTPYKUIT 419 MEANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis "®apmakoTepaneBTuyHa
rpyna”, "®apmakonoriyHi BnactusocTti”, "Oco6/MBOCTi
3acTocyBaHHs", "3acTocyBaHHs Y nepiog, BaritTHocTi abo
roflyBaHHs rpyaar”, "3aatHicTb BNMBATU Ha LWBMAKICTb

6e3
peyenma

UA/5260/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM a60 iHLIMMK
MexaHismamu”, "Cnoci6b 3acTocyBaHHA Ta 4o3mn",
"MepepnosyBaHHsA", "YMOBY 36epiraHHs" (pegaryBaHHA
TEKCTY), Ta, SIK HacnifokK, 3MiHV B TEKCTi MapKyBaHHs
ynakoBKM NikapcbKoro 3acoby. BeefeHHs 3MiH NpoTAarom 6-
TV MicsiLiB Nicnsi 3aTBEpAKEHHS
240. | CMHYMNPET® | cupon no 100 mny BioHopvka CE HimeyunHa BioHopuka CE HimeuuunHa BHeceHHSs 3MiH 0 peecTpaviiiHix maTepianis: 3miHu | 6e3 UA/4373/03/01
dhnakoHi no 1 My - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peuyenma
hnakoHy 3 MipHUM hapmakoHarnsgy (iHwi 3MiHK) - 3MiHW BHECEHI B TEKCT
KOBMa4ykoM B MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby Lwoao
KapTOHHIlA KopooLi 3a3HavyeHHs MbKHapOAHMX NO3Ha4YeHb OAUHULL
BMMiptOBaHHSA. BHECEHHS 3MiH B po34in «MapKyBaHHS»
MKSA N3: 3atBepaKeHo: TEKCT MapKMPOBKM YNaKOBKNU:
npunaraetcsa 3anponoHoBaHo: MapkyBaHHs 3rigHo 3
3aTBEPKEHUM TEKCTOM MapKyBaHHS. BBefieHHS 3MiH
NPOTArom 6-Tu MicsAUIB NicNsA 3aTBEPAYKEHHS.
241. | CUHYNPET® | TabneTtku, BKpUTI BioHopuka CE HimeuyunHa BioHopuka CE Himeuunna BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 6e3 UA/4373/04/01
POPTE 0060/10HKOH0, M0 20 - 00 po3giny “MapkyBaHHs” MKA J13: 3anponoHoBaHo: peyenma
Tabnetok y 6nictepi; MapkyBaHHS. 3rifHo i3 3aTBEPKEHNM TEKCTOM
no 1 6nictepy B MapKyBaHHs. OHOB/IEHHS 3aTBEPA)KEHOIO TEKCTY
KapTOHHI KopobLi; no MapKyBaHHSs1 YNakoBKM MNikapcbKoro 3acoby. BBegeHHs
25 TabneTtok y 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPIAKEHHS
6nictepi; no 2 abo 4
6/1icTepn y KapTOHHIN
Kopobui
242, | CIMBPUH3A Kpanni ouHi; no5mny | Hoeaptic ®apma | LUBeiiyapis AnkoH-KyBpbop Benbrisa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/15669/01/01
® chnakoHax- Al TUMy - BHECEHHA ab0 3miHa(n) 40 3060B'A3aHb Ta yMOB peyenmom
KpanenbHuusAx "Apon- BMAavi peecTpauiiHoro NocBigYeHHs, BKIOYaoum MNnaH
TeiiHep®"; no 1 a6o 3 ynpas/iHHA pu3nkamu (3acTocyBaHHs 3MiH(1), AKi(a)
h/1aKOHW Yy KaPTOHHIl BMMaratTb(€) NOJabLIOro 06r'pyHTYBaHHS HOBUMM
KOpoo6Li [0AaTKOBUM AaHVMW, L0 MaloTb HagaBaTucs
KOMMNETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbCs CyTTEBA
OLliHKa KOMMETEHTHUM OpraHom) 3asiBHVKOM HafaHo
OHOBJIEHWIA MnaH ynpaBniHHA pusnkamm (Bepcis 3.0)
BiNOBIAHO 0 pekoMeHAaaLii, wo micTaTbea Guideline on
good pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2). BHeceHi 3MiHW 40 YacTUHU
«Cneuudpikauisi 3 6e3nekn» BigNoBigHO A0 pekoMeHaawil
Guideline on good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev 2)
243. | CIMYNEKT® niogpinizat gns HosaprTic ®apma | Llseiiuapis ArEC I'pas AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | Tuny 3a UA/17146/01/01
po3unHy ons Al IMEL, ABcTpis LBefiuapis | - 3MiHM Wop0 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsagy. | peyenmom
iH'ekuii/iHdy3ili, no 20 (KOHTpO/b BBeneHHs ab0 3MiHM [0 y3arasibHeHUX JaHuX Npo
Mr y donakoHax Nel B AKOCTI cuctemy thapmakoHarnsgy (BBeAEHHS y3araslbHEHUX
KOMMNIeKTi 3 PO3YMHHVIKA); AaHnx Npo cuctemy hapmakoHarnsgy, smiHa

pO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5 mn B
amnysiax Nel

Hosaprtic ®apma
Ar, Wseiuapis
(KOHTPO/1b

YMNOBHOBaXXeHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnsgy
3asiBHMKa AN 3[ilICHeHHA hapmakoHarnsay B YkpaiHi,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
AKOCTI AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
nikapcbKoro BiANOBIAA/IbHOI 3a 34iiCHEHHA dapmakoHarnsgy
3acoby); (BK/THOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLLeHHi
HoBapTic ®apma macTep-ghaiina cuctemm hapmakoHarnsgy) - 3aMiHa
LLTelH AT, YNOBHOBaXXEHOT 0CO6U 3aBHMKA, BigNoBigaNbHOI 3a
Llseiiuapis thapmakoHarnsg. MNponoHosBaHa pegakuis: David J Lewis,
(BMpPOGHMLTBO B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX JaHuX
nikapcbkoro YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBiganbHOI 3a
3acoby 3a hapmakoHarnsg. 3mMiHa KOHTakTHOI 0CO6U YNMOBHOBaXEHOT
NMOBHMM LMK/10M 0co6u 3as1BHMKA, BiANoBiAa/IbHOT 3a 34iNCHEHHS
Ta BTOpUHHE hapmakoHarnsgy B YkpaiHi. MponoHoBaHa pefakuis:
nakyBaHHs, OpnoB B'ayecnas. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
BUMYyCK cepil 0cobu ynoBHOBaXEHOT 0C06Y 3asBHMKA, BignoBiganbHOT
PO3YMHHVKKA); 3a 34jiicHeHHs chapMakoHarnsgy B YkpaiHi. 3miHa micus
Takepa ABCTpIst 3[iICHEHHS OCHOBHOI AisfNbHOCTI 3 thapmakoHarnsagy.
M6X, ABCTpis 3miHa MicLe3HaxomkeHHs: MacTep-chaiina cucremm
(BUPOBHMLTBO, thapmakoHarnagy
KOHTPO/Ib SIKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHMKA)
244. | CONKOBATIH | po3uuH, no 0,5 mny MEOA LLBeiuapis Neraci LLiBefiuapis BHECEHHS 3MiH 0 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/5526/01/01
chnakoHi 3i ckna; no 2 dapmacbloTikas dapmacbloTikan - 3MiHM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. | peyenmom
h/1aKOHW B KOMMEKTI 3 CeiTceneHg, 3 CeiTCeneHsa BBefeHHst ab0 3MiHM [0 y3arasibHeHUX AaHuX Npo
3 ryMOBMMU npobKamu v6X r6X cuctemy chapmakoHarnagy (BBefeHHs y3araslbHeHNX
Y KOHTeHepi 3 [aHux Npo cuctemy hapmakoHarnsgy, amiHa
niHonnacty; no 1 yMNOBHOB&XeHOT 0cobu, BiANoBiAanbHOT 3a 34iACHEHHS
KOHTelHepy B KOpoobLi chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 3AiICHEHHSA hapMmakoHarnsgy B Ykpaii,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 34iicCHEHHSA ddapmakoHarnsgy
(BK/KOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEeHHI
macTep-haiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0CO6W YNOBHOBAXEHOT
0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, 8
YKpaiHi
245. | COPBI®EP TabneTku, BKpUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiais: 3a UA/0498/01/01
AYPYNEC 060/10HKOIO, 3 PapmaLeBTUYHN PapmaLeBTUYHN BUMNPaB/IEHO TEXHIYHY NOMUIIKY Y TEKCTI MapKyBaHHs peyenmom
MoAndikoBaHUM i 3aBog ElC i 3aBog ETIC YyNaKkoBKM NiKapCbKoro 3acoby
BMBi/IbHEHHAM 320
mr/60 mr, no 30 a6o
50 TabneTok y
CKNAAHOMY (pr1akoHi; no
1 chnakoHy B
KapPTOHHIi ynakoBLi
246. | COPLE®® TabneTku, BKpUTI Ankanoig A- Pecny6nika Ankanoig A- Pecny6nika | BHECEHHS 3MiH [0 peecTpaLiliHix maTepianis: 3miHu | TUNYy 3a UA/11157/02/01
nAiBKOBOIO Ckon'e MakefoHis Ckon'e MakefoHis - BHECEHHS 3MiH 40 MEeTOoAMKM BUNpo6yBaHHs /13 3a peyenmom

0060/10HKOH0, N0 400

NOKa3HWKOM «P0O34MHEHHSA» CTOCOBHO I'IpO6OI'Ii,D,FOTOBKVI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
mr, no 5 a6o 7 BMMPOOYBaHOro Ta CTaHAAPTHOTO PO3UUHIB Ta
Tabnetok y 6nictepi; npo6oniaroToBkM 6ydepy, sIKMIA BUKOPUCTOBYETLCS B
no 1 6nictepy y meToauui. MNepernsag hopmynn pospaxyHky; 3MiHu | Tuny -
KapTOHHIA Kopo6Li; Mo BHECEHHS 3MiH 40 MeToAVK BUnpobyBaHHsa /13 3a
5 Tabnetok y 6nictepi; nokasHnkamu: «KisibkicHe BU3HaYeHHS Lmdikcumy
no 2 6nictepun y (BEPX)» 3i 3miHamu cniBBiAHOLWEHHS 4715 pyXoMoi dhasu,
KapTOHHIli Kopoobui XpomaTorpadiyHux ymMmoB, 3MiHOK Y MPO6ONiAroToBL,
BUNPOGYBAHOIO PO34MHY Ta DOPMYyv PO3PaxyHKY.
MeToavKy AONOBHEHO KpUTEPIAMW NPUAATHOCTI CUCTEMMN.
«CynpoBigHi AOMILLKM» 3i 3MiIHOK NPO6ONIArOTOBKM
BMMPOBYBAHOro PO34MHY Ta PO34MHY NOPIBHSAHHS, 3MiHOKO
XpomaTtorpadiyHnx ymMoB, 3MiHOK hopMynn po3paxyHky;
3MiHM | TUNY - BBEAEHHS A0AATKOBOrO po3mipy cepii
463,500 kr abo 618000 Tab/1eTOK, BKPUTUX O6O/TOHKO A0
BXE 3aTBEP)KEHOro po3mipy cepinn 77,250 kr abo 103000
Tab/1eToK; 3MiHU | TUMY - BHECEHHS 3MiH 10 METOAUKM
BunpobysaHHA /13 3a nokasHukoMm «MikpobionoriyHa
yncToTa», a caMe HafaHuin feTanbHWUn ONMC METOAUKN Y
BiANOBIAHICTb 4O BMMOT 3ara/ibHux cTatein EP 2.6.12 Ta
2.6.13.

247. | CTAMAPUN NMopoLLUOK AN CaHodpi MacTep ®paHuisa CAHO®I PpaHuis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTepianis: 3MiHu | Tuny 3a UA/16354/01/01
BAKUVHA cycneHsii Ans iH'exuii, BIHTPOMN YropLmHa - 3MiHa Ha3BMW Ta agpecu noctavyasibHNKa Kypsumnx seLb, peyernmom
ansa He MeHLe Hix 1000 IHOACTPIA, BiNIbHWX Bif, cnewumndivHoi natoreHHoi diopu (SPF eggs).

MPODINAKT MO/go3a, no 1 gosiy dpaHuis 3anponoHoBaHo: Charles River, USA, Charles River,
MKW XXOBTOI | dpiiakoHi Ta po3umMHHIK (MOBHWIA LYKN Hungary BHeceHHs1 pefakuiiHnx npaBokK A0 po3ainis
NMNXOMAHKMWM | (Hatpito xnopug, Boga BMPOBHULTBA, 2.3.5.21a3.25.2.3.
(KMBA Ans iv’ekuin) no 0,5 nepBuHHE TepmiH BBefeHHS 3MiHW - 01.06.2020; 3miHW | Tuny -
ATEHYWOBA | mny nonepeaHbo nakyBaHHs, BUJTYYEHHS NOCTavasibHNKa KypPSAUYnNX SELb, BIIbHUX Bif,
HA) 3arnoBHEHOMY LUMNpULly KOHTPO/1b SAKOCTI cneundivHoi natoreHHoi donopu (SPF eggs) Alpes,
3 MPVIKpiNJeHo PO3UYNHHMKA); Mexico. TepmiH BBeA€HHS 3MiHM - 01.06.2020; 3MiHu |
rosikoto; no 1 cpnaxkoHy CaHodi MNacrep, Tuny - 3MiHa pobouunx nocisHux cepiii (Working Seed Lot) 3
3 nopolukom Ta 1 PpaHuis FA238666 Ta FA238667 Ha cepito FA648014 ana aitoyoi
nonepeaHbL0 (nepBuHHe Ta pPeyoBMHM 3 BIANOBIAHUMY 3MiHAMW [0 PEECTPaLiiHOro
3aMNOBHEHOMY LUMPULY BTOpUHE [ocbe. BHeCeHHA pegakuiiHnx NpaBok A0 TekcTiB Moayns
3 MPUKPINJIEHo nakyBaHHs1, 2 i Moayns 3 3 METOH Y0CKOHa/IeHHS i KpaLloro
rO/IKOI0 B KAPTOHHIi KOHTPO/Ib SIKOCTI, BUKadeHHs iHpopmauii 6e3 3MiH y BUPOBHMYIN npakTuL,.
kopo6ui; no 1 BUNYCK cepil; TepMiH BBeEeHHs 3MiHM - 01.06.2020
dhnakoHy 3 NOpPOLLKOM NOBHWUIA LIMKN
Ta 1 nonepeAHb0 BMPOGHMLITBA,
3aMNOBHEHOMY LUMPULY nepBuHHe Ta
3 MPUKPINJIEHo BTOPVIHHE
rO/IKOK0 B CTaHAAPTHO- nakyBaHHs,

€KCMOPTHI ynakoBLi,
fKa MiCTUTbCA Y
KapTOHHI Kopoo6Lii 3
IHCTPYKUie0 Ans
MeAMYHOro
3aCTOCyBaHHS; - Mo 1

KOHTPO/Tb AKOCTI
Ta BMNyck cepil
PO3UYNHHMKA);
CaHodi MNacrep,
PpaHuis
(MOBHWIA LMKN
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs

[03i y chnakoHi Ta BMPOGHMLITBA,

PO3YMHHUKK (HaTpito 3aMnoBHEHHSA,

xnopwga, Boga s niocpinizauis,

iH’ekuiii) no 0,5 mny nepBuUHHE Ta

nonepegHLo BTOpUWHE

3anoBHEHOMY LUMPULY nakyBaHHs1,

3 ofHiel0 abo ABOMa KOHTPO/Ib SIKOCTI,

OKPEMMUMM rofikamu; BUMYCK cepii;

no 1 dpnakony 3 NOBHUIA LMK

nopotukom Ta 1 BUPOGHULITBA,

nonepegHLo nepBuHHe Ta

3anoBHEHOMY LUMPULY BTOPVHHE

31 abo 2 okpemMummn nakyBaHHs,

ronkamu y 6nictepi B
KapTOHHI KopobLi; -
no 1 gosiy chnakoHi Ta
PO3YMHHUKK (HaTpito
xnopwvg, Boga ans
iH’ekuiii) no 0,5 mny
nonepegHLo
3arnoBHEHOMY LUMPULLY
3 ofHiel0 abo ABOMa
OKPEMMUMM rofikamu;
no 1 dpnakony 3
nopoLukom Ta 1
nonepegHLo
3arnoBHEHOMY LUMPULLY
31 abo 2 okpeMumu
ronkamu y 6nictepi B
cTaHgapTHO-
€KCMOPTHI ynakoBLi,
fKa MICTUTbCA Y
KapTOHHI Kopoo6Li 3
iHCTpYKUi€eto Ans
MeAMYHOro
3acToCyBaHHs.
MapkyBaHHsA
YKpPaiHCLKO MOBOIO.
no 1 gosiy chnakoni Ta
PO34YMHHMK (HaTpito
xnopug, Boga ans
iH’ekuiii) no 0,5 mny
nonepegHL0
3aMNOBHEHOMY LUNPULY
3 MPVIKpiNJeHo
rofikoto; no 1 donakony
3 NopoLukom T1a 1
nonepeAHL0
3aNOBHEHOMY LUMPULLY

KOHTPO/b AKOCTI
Ta BuUnyck cepii
PO34YMNHHVKA);
CaHochi-ABeHTiC
MpaiisiT Ko.
nra.,
Mnatdopma
NoricTvkn Ta
ancTpubyuii y m.
Bypanewr,
YroplmHa
(BTOPUHHE
nakyBaHHs1,
BWMYCK cepii)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3 NPUKPINIEHOD
rO/IKOK0 B KAPTOHHIi
KopobL,i 3i CTKepom
YKpaiHCLKOK MOBOIO;
no 1 go3siy chnakoHi Ta
PO3UYMHHWK (HaTpito
X/10png, Boga Ans
iH’ekuili) no 0,5 mn y
nonepeAHL0
3aMNOBHEHOMY LUNPULY
3 ofHielo abo ABoma
OKPEMUMU ronKamu;
no 1 dprakoHy 3
nopowkom Tta 1
nonepeAHL0
3aMNOBHEHOMY LUNPULY
31 abo 2 okpemumu
ronkamu y 6nictepi B
KapTOHHI KopoobLi 3i
CTVKepOM
YKPaiHCbKOK MOBOIO.
248. | cynbniPng Tabnetkun no 200 mr TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH 0 peecTpaviliHix maTepianis: 3MiHu | TUny 3a UA/4832/02/01
no 12 tabneTtok y dapmaLeBTikan OnepeiiwH3 - OHOBJ/IEHHSA BUMOT cneuudikauii 415 Ajo4oTl pevyoBrHN | peyenmom
6nicTepi; no 1 IHpacTpi3 /174, Monang Cynbnipug, 3 npuBeAeHHsAM Y BiANOBIAHICTb A0 BUMOr EP
6nicTepy B kopobuj; no (noToyHe BMAaHHA). 3anponoHoBaHo: Specification
15 TabneTok y SARR011808/7
6nictepi; no 2
6nicTepy B KOpoo6LL
249. | CcynbniPng Kancynu Teepgi no 50 TeBa I3painb TOB TeBa Monbua BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUny 3a UA/4832/01/01
Mr no 12 kancyny dapmaveBTikan OnepeiiwH3 - OHOBJ/IEHHS! BUMOT cneumdikauii 415 4iovoil peyoBrHN | peyenmom
6nicTepi; no 2 IHpacTpi3 114, MonaHpg Cynbnipug, 3 NpYBeAEHHAM 1X Y BIAMNOBIAHICTb 4O BUMOT
6nicTepu y kopobui EP (notouHe BugaHHs). 3anponoHosaHo: Specification
SARR011808/7
250. | cynbniPUg Kancynu Teepai no TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | TUny 3a UA/4832/01/02
100 mr no 12 kancyny dapmaLeBTikan OnepeiiwH3 - OHOB/IEHHSA BUMOT cneuudikauii 415 Aio4oi pevyoBrHN peyenmom
6nicTepi; no 2 IHpacTpi3 /T4, MonaHg Cynbnipyg, 3 NpyBeAeHHsM iX Y BiAMOBIAHICTb 40 BUMOT
6nictepu y Kopoobui EP (noTouHe BMaaHHSA). 3anponoHoBaHo: Specification
SARR011808/7
251. | TAHI3® Kancynu 3 KPKA, o.4., CnoBeHis Brpo6HuK, HimeuunHa/ | BHeceHHs 3MiH A0 peecTpauiiHnx Martepianis: 3miHu | Tuny 3a UA/5887/01/01
MoAandiKoBaHUM HoBo mecTo BiANoBigaIbHUIA Ipeuis/ - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
BVBI/TbHEHHAM, TBEpA| 3a BUPOGHMLTBO CnoseHis afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
no 0,4 mr no 10 «bulk»: BMPOGHMKa/imMnopTepa roToBoro ikapcbKoro 3acoby,
Kancyn y 6nictepi; no PotteHgopd BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
1,2,3,6,9a6020 dapma 'v6X, NPOBeAEHHSI KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
6nicTepiB y KAPTOHHIl HimeuunHa; BiANOBIAAE BMPOGHMK/IMNOPTEp, He BK/THOYAKYM BUMYCK
Kopobui $amap A.B.E., cepiid) - 3MiHa aapecu BMpo6Huka 13 damvap A.B.E.,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
Ipeuis; pevjis (BUPOBHUK, BigNOBiAaNbHWIA 32 BUPOGHULTBO
CiHTOH IcnaHis "bulk™), 6e€3 3MiHM MicLA BUPOGHULTBA
C.JN., Icnanis;
Brpo6HuK,
BiANoOBiga/IbHUIA
3a NepBuHHE i
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
Ta BUNycCK cepil:
KPKA, a.4.,
Hoso mecTo,
CnoseHis
252. | TEKTA Tabnetkn Takena Mv6X HimeyunHa ApsaHc ®apma HimeuuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 6e3 UA/11085/01/01
KOHTPO/I® racTpope3nCTEeHTHI No m6X, - 3MiHM WoAo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. | peyenma
20 mr no 7 a6o no 14 HimeyunHa BBefeHHs1 ab0 3MiHU 0 y3arasibHeHUX AaHKX Npo
Tabnetok y 6nictepi, (HaHeceHHs cuctemy hapmakoHarnsagy (BBefeHHs y3ararbHeHNxX
no 1 6nictepy B NOKPUTTSA Ha LaHnX Npo cuctemy dhapmakoHarnsgy, amiHa
KapTOHHIlA KopoobLi aapa Tabnetok); yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
Takepa 'm6X, hapmakoHarnaay; KOHTakTHoOI ocobu 3 chapmakoHarnsagy
Micue 3as8BHUKa ANA 34iICHEHHA hapmakoHarnsay B YKpaii,
BUPOGHMLTBA AKLLO BOHA BifAMiHHA Bifi YNOBHOBaXEHOI 0cobu,
OpaHieHbypr, BiANOBIAA/IbHOI 3a 34iliCHEHHA dapmakoHarnsgy
HimeuunHa (BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
(BMpPOGHMLTBO macTep-gaiina cuctemm hapmakoHarnsay) - 3aMiHa
3a NoBHUM KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobu, BiANOBiAaIbHOI
LMK/IOM) 3a (hapmakoHarnsg,. 3MiHa micus 34iCHEHHST OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxoMKeHHsA
mMacTep-chaiina cuctemu chapmakoHarnsgy
253. | TIEHAM® MOPOLUOK A1 PO3UNHY Mepk LWapn i LLIBeliyapis Nab6opaTtopii DdpaHuia/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/0524/01/01
ans iHdysiit; 10 Ooym |QEA Mepk Wapn i HigepnaHau - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NMikapCcbkoro | peyernmom
(h/1aKOHIB 3 MOPOLLKOM 6X [Joym LWn6pe, / CWWA 3acoby. BeegeHHs 3MiH npoTsarom 6 Micauis nicns
y N1acTUKOBOMY dpaHuis 3aTBEPAKEHHS
nigaoHi (BTOpUHHE
naxkyBaHHs,
[03BiN Ha
BUNYyCK cepii);
Mepk Wapn i
Joywm B.B.,
HigepnaHaun
(BTOPUHHE
nakyBaHHS,
[03BiN Ha
BUNYCK cepil);
Mepk Wapn i
[Joym Kopn.,

CLA (B1pO6HUMK
Hepo3dglacoBaHo
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Ne

Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
T npoAykuji,
nepBuHHE
nakyBaHHs)
254. | TIOKTAUNAO® | Tabnetku, BKpUTI MEZOA ®apma HimeyunHa BMPOGHUK, HimeuunHa/ | BHecCeHHs 3MiH 4O peecTpauiiHnx MaTepianis: 3mMiHu | Tuny 3a UA/6616/01/01
600 HR 060/10HKO10, N0 600 'm6X eHg Ko. BiAnNoBigabHUIA IpnaHgais - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy | peyenmom
mr; no 30 a6o no 100 Kr 3a BUPOGHMLTBO (iHLWi 3MiHW).
TabneTok y priakoHi; Hepo3g)acoBaHO OHoOB/EHHSA iHhopMaLlii LLOAO0 KOHTAKTHUX JaHuUX 41
no 1 chnakoHy B T npoAyku,ii, noBifOM/IEHb NP0 BMNAAKM NOGIYHUX peakuiii. 3miHun | Tuny
Kopobu,i nepBuHHE Ta - 3MiHM 3 AIKOCTi. FOTOBWMIA NiKapCbKUiA 3aci6. 3MiHN Y
BTOPUHHE BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
nakyBaHHs1, BMPOGHMLITBA A151 YACTMHM ab0 BCbOro BUPOGHUYOro
KOHTPO/Ib SIKOCTI: npoLecy rotToBoro Nikapcbkoro 3acoby (ginbHUUA ans
MEJA BTOPWHHOIO NakyBaHHS) - BBEAEHHS aflbTEPHATUBHOIO
MeHblodekuepmn BMpobHuka PotTadapm /ITa. JamactayH IHgacTpian Mapk,
Hr TM6X, Manxagpapt, Qy6nit 15, Ipnangis, ge nposoanTbCs
HimeyuunHa; BTOPWHHE MaKyBaHHS.
BUPOBHUK, 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.

BiANoBiga/IbHUI
3a BUNYCK cepil:
MEJA ®apma
m6X eHg Ko.
Kr, Himewunna;
anbTepHaTUBHU
1 BUPOGHUIK,
BignoBiganbHN
3a BUPOGHULITBO
Hepo3dacoBaHo
T npoaykKu;i,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Tb SKOCTI
Ta BUNycK cepil:
Potracapm
Nta., lpnaHgis

3MiHn y BUPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AiNbHML BUPOGHULTBA 418 YacTMHU abo BCbOro
BMPOGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AinbHULUA ANA NEPBUHHOIO NakyBaHHS) -
BBe/leHHs1 a/lbTepHaTUBHOIO BUPOGHUKa PoTTadapm /114,
[amacTayH IHgacTpian Mapk, ManxagaapT, Ay6niH 15,
IpnaHgis, fe NpoBOANTLCS NEPBUHHE NakyBaHHA. 3MiHW |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOOHULTBI. 3amiHa abo BBeEHHS [A04ATKOBOI AiNbHULI
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHMYOTO
npoLiecy rotToBoro Nikapcbkoro 3acoby (AiNbHMLSA, Ha SKi
npoBoAATLCA ByAb-AKi BUPOOHMYI CTagji, 3a BUHATKOM
BWMYCKY Cepiii, KOHTPOIO SKOCTi, MEPBNHHOTO Ta
BTOPWHHOTO MakKyBaHHSA, A1 HECTEPUSTbHUX NiKapCbKuNX
3ac06iB) - BBEIEHHA a/IbTEPHATUBHOIO BUPOGHMKA
Pottachapm ITa. LamacTayH IHgacTpian MNapk,
Manxagpaapt, Qy6nid 15, IpnaHgis BianosiganbHoro 3a
BUPOGHMLTBO Hepo3dacoBaHoi Nnpoaykuii. logaTkoBo
BHOCATbCS YTOUHEHHS LLOAO PYHKLIA 3aTBEPLKEHOIO
BMpo6HMKa MEJA MeHbtodhekuepuHr MM6X. 3miHu | Tuny -
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6HMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKaPCbKOro
3aco6y (3amiHa abo AofaBaHHsA AifbHULI, Ha SKii
3[iICHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) - BBEAEHHSA
anbTepHaTNBHOro BUpobHWKa PoTTadapm /T4,
[amacTayH IHgacTpian Mapk, ManxagaapT, Ay6niH 15,
Ipnangis, e npoBoAnbCS KOHTPOsIb cepii MN3. 3MiHn |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOBOHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOThCSA
BUNYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOr0 NiKapCbKoro
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Ne

Hassa

o ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3acoby (3amiHa abo gofaBaHHA BUPOOHMKA, LLO
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) -
Bkntoyaroun KOHTPOb/BUNPobyBaHHS cepii — BBEAEHHS
anbTepHaT1BHOro BUpo6HMKa PoTtTadapm /T4,
BiANOBIAA/ILHOIO 3a BUMNYCK cepii 3 NoAanbLLIo
peecTpauielo f04aTKOBOI ynakoBky A1 nakyBaHHSA Ne 30
Ta Ne 100. Takox 3MiHV BHECEBI B IHCTPYKLitO ANA
MeAMYHOro 3aCTOCYBaHHSA L0A0 BUPOGHMKa Ta iioro
MiCLie3HaXOMKEHHS, K HAcNifoK nosisa foAaTKOBOro
naKyBaHHS 4715 IHWOro BUPO6HMKa. 3MiHW | Tuny - 3miHu 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHN y npovLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3aco6y, BK/IH0YAKUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHLCH NPV BUPOGHMLITBI FOTOBOTO NiKapCbKOro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHMUTBA) -
BiJO6paKeHi He3HAYHI 3MiHM Y BUPOGHMYOMY MPOLIECi, SKi
He MaloTb BNMBY Ha AKICTb FOTOBOrO NPOAYKTY.
255. | TOPACEMIA Tabnetkn no 5 mr no CaHpo3 CnoseHis Nek C.A., Monbwa/ BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/9619/01/02
CAHAO3® 10 TabneTok y PapmacboTikau Monbla HimeuunHa - MO4AHHSA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI peyenmom
6nictepi; no 2 a6o 10 34.4. (BUPOBHMLTBO €Bponelicbkiin hapmakonei R1-CEP 2006-127-Rev 03 Big,
6nicTepiB y KAPTOHHIl 3a MOBHUM 3aTBepmxeHoro BupobHuka Arevipharma GmbH gitouoi
Kopoobui umknom); fek pPEeYoBUHM TOpacemif,
C.A., MonbLa
(nepBuHHe i
BTOPVIHHE
nakyBaHHs1,
BMNYCK cepil);
Cantotac
dapma N'vbX,
HimeuunHa
(BMpPOGHMLTBO
3a NOBHUM
LMKIOM)
256. | TOPACEMIA Tabnetku no 10 mr no CaHpo3 CnoseHis Nek C.A., Monbwa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3miHu | TUny 3a UA/9619/01/03
CAHAO3® 10 TabneTok y dapmacbloTikan Monblwa Himeuunna - NoflaHHs1 OHOBEHOrO cepTudpikaTa BiANOBIAHOCTI peyenmom
6nicTepi; no 2 abo 10 34.4. (BUPOGHMLTBO €ponelicbkiii hapmakonei R1-CEP 2006-127-Rev 03 Big
6nicTepiB y KAPTOHHIl 3a NOBHUM 3aTBepAxeHoro BupobHuka Arevipharma GmbH gitouoi
KopooLi LvKnom); flek peyoBuHM Topacemis
C.A., Monba
(nepBuHHe i
BTOPUHHE
nakyBaHHS,
BUNYyCK cepii);
Cantotac
dapma 'vbX,
HimeuunHa
(BMpPOGHMLTBO

3a NOBHUM
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

LMK/TOM)

257.

TOPACEMIZ,
CAHA03®

Tabnetku no 20 mr no
10 TabneTok y
6nicTepi; no 2 a6o 10
6nicTepiB y KAPTOHHIl
Kopobu,i

CaHpo3
dapmacbloTikan
3 4.0

CnoBeHis

Nexk C.A.,
MonbLa
(BMpPOGHMLTBO
3a NOBHUM
uvknom); flek
C.A., Monba
(nepBuHHe i
BTOPUHHE
nakyBaHHs,
BUNYyCK cepii);
Cantotac
dapma 'v6X,
HimeuunHa
(BMPOGHMLTBO
3a NOBHUM
LIMK/IOM)

Monbwa/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny
- NofaHHs OHOBEHOro cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkinn hapmakonei R1-CEP 2006-127-Rev 03 Big,
3aTBepAxeHoro Bupo6Hvika Arevipharma GmbH pgjtouoi
peyoBuHM Topacemia

3a
peyenmom

UA/9619/01/04

258.

TOPACEMIA
CAHAO3®

TabneTku no 50 mr no
10 TabneTok y
6nictepi; no 2 a6o 10
6n1icTepiB Y KAPTOHHIN
Kopobuii

CaHpo3
PapmacboTikau

3 4.4

CnoBeHist

Nexk C.A.,
MonbLa
(BMpPOGHNLTBO
3a NOBHUM
uuknom); fek
C.A,, Monblua
(NepBuHHeE i
BTOPUHHE
nakyBaHHs1,
BUMYyCK cepii);
Cantotac
dapma N'vbX,
HimeuunHa
(BMpPOGHMLTBO
3a NOBHUM
LMK/TOM)

Monbwa/
HimeyunHa

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny
- MOLAHHS OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2006-127-Rev 03 Big,
3aTBepAKeHoro BMpo6Huka Arevipharma GmbH pgitouoi
pevoBUHM TOpacemis

3a
peyenmom

UA/9619/01/05

259.

TOPACEMIJ,
CAHA03®

Tabnetku no 100 mr
no 10 TabneTtok y
6nicTepi; no 2 a6o 10
6nicTepiB y KApTOHHIl
KopoobLi

CaHpo3
dapmacbloTikan
3 4.0

CnoseHis

Nexk C.A.,
MonbLa
(BMpPOGHMLTBO
3a NOBHUM
LvKnom); flek
C.A., Monba
(nepBuHHe i
BTOPUHHE
nakyBaHHs,
BUNYyCK cepii);
Cantotac
dapma 'm6X,
HimeuunHa
(BMpPOGHMLTBO
3a NOBHUM

Monbwa/
HimeuunHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny
- NofaHHs1 OHOBNEHOrO cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkin hapmakonei R1-CEP 2006-127-Rev 03 Big,
3aTBepxeHoro Bupo6Huka Arevipharma GmbH pgjtouoi
peyoBuHM Topacemis

3a
peyenmom

UA/9619/01/06
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
LMK/TOM)
260. | TOPACEMIA Tabnetkun no 200 mr CaHpo3 CnoseHis Nek C.A., Monbwa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny 3a UA/9619/01/07
CAHAO3® no 10 TabneTok y dapmacbloTikan Monbwa Himeuunna - NofaHHs OHOBEHOro cepTudpikaTa BiANOBIAHOCTI peyenmom
6nicTepi; no 2 a6o 10 34.4 (BMpPOGHMLTBO €Bponelicbkinn hapmakonei R1-CEP 2006-127-Rev 03 Big,
6nicTepiB y KAPTOHHIl 3a NOBHUM 3aTBepAxeHoro Bupo6Hvika Arevipharma GmbH pgjtouoi
Kopoobui uvknom); flek peyoBuHM Topacemia
C.A., Monba
(nepBuHHe i
BTOPUHHE
nakyBaHHs,
BUNYyCK cepii);
Cantotac
dapma 'v6X,
HimeuunHa
(BMPOGHMLTBO
3a NOBHUM
LIMK/IOM)
261. | TOPACEMIA- | TabneTtkun no 5 mr no TOB "TeBa YkpaiHa NNIBA Xopgaris BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | Tuny 3a UA/10754/01/01
TEBA 10 TabneTok y Ykpaida" Xpsarcka f4.0.0. - MOLAHHS OHOB/IEHOTO cepTudlikaTa BifgnoBigHOCTI peyernmom
6nicTepi; no 2 abo 3 €sponeiicbkiii hapmakonei Ne R1-CEP 2010-299-Rev 01
6/1icTepun y KapTOHHiIN 08 fjtoyvoi pevoBrHM Torasemide Big BXe 3aTBEPAKEHOr0
KopoobLi BMpo6Huka TEVA PHARMACEUTICAL INDUSTRIES LTD.
3 BignosigHMMK 3MiHamu B cneuudikauii A®l, 3okpema
BUJTYYEHHS NOKasHVKa «Badkki meTann»; 3miHun | Tuny -
BU/TyYEHO NOKa3HUK «TOBLYMHY TabneTkn» B NpoLeci
BMPOGHMLTBA, 63 3MiH B cneuundikauii M13; peaakyiiHi
3MiHM y p. 3.2.P.3.3. Onuc BMpoGHMYOro npouecy Ta
KOHTpoNto npouecy, 3.2.P.3.4. KOHTPOb KPUTUUHUX
cTafiii i npomixkHOT NpoayKLi
262. | TOPACEMIA- | Ttabnetkv no 10 mr no TOB "TeBa YkpaiHa MniBA Xopsartis BHECEHHS 3MiH 0 peecTpavyiiiHix maTepianis: 3miHu | Tuny 3a UA/10754/01/02
TEBA 10 TabneTok y YkpaiHa" XpBarcka f.0.0. - MOAAHHS OHOBNEHOTO cepTudikaTa BignoBigHOCTI peuenmom
6nicTepi; no 2 abo 3 €Bponeiicbkiii hapmakonei Ne R1-CEP 2010-299-Rev 01
6nicTepy y KapTOHHIl Ans givyoi peyoBrHY Torasemide Bif, BXe 3aTBEPAKEHOrO
Kopobui Bupo6bHuka TEVA PHARMACEUTICAL INDUSTRIES LTD.
3 BignosigHMMK 3MiHamu B cneuudikauii A®l, 3okpema
BUJTyYEHHS NoKasHvKa «Badkki meTann»; 3miHun | Tuny -
BU/TYYEHO NOKa3HUK «TOBLYMHY TabneTkn» B NPoLEeCi
BMPOGHMLTBA, 6e3 3MiH B cneuundikauii M13; peaakyiiHi
3MiHM y p. 3.2.P.3.3. On1c BMpo6HUYOro npouecy Ta
KOHTpoNto npouecy, 3.2.P.3.4. KOHTPOb KPUTUUHUX
cTagiii i npomiXkHOT NpoayKui
263. | TPACTYMAB | fliodhinizar gns ®.XodhpmaHH- LLBeiuapis Brpo6HMUTBO HimeuunHa/ | BHeceHHs 3MiH A0 peecTpauiiHnx Martepianis: 3miHu | Tuny - UA/15327/01/01
KOHUeHTpaTy ons Na Pow N1g, Hepo3ghacoBaHO cuwA/ - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
pO3unHy ANns iHdysil T npoAykuji, LLiseiuapis afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
no 150 wmr; in bulk: 130 nepBUHHE BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
hNakoHiB y nakyBaHHs, BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
noninponineHoB.i BTOPUHHE NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
Kopo6u,i nakyBaHHs, BignoBigae BUPOGHMK/iMNOpTEp, BKAKYAUM BUMYCK
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
BMNpPOOYBaHHS cepiii). 3miHa agpecy BUpobHuka ®.XodychmaHH-/19 PoLu
KOHTPO/0 N1a, Weeiiuyapia (BTOprHHE NakyBaHHSA, BUNPOOYBaHHA
AKOCTI, BUNYCK KOHTPO/O SIKOCTI, BUMYCK cepil), 6e3 3mMiHn micus
cepii: BMPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB
Pow nicnsa 3aTBepiKeHHs.
[iarHoctuke
m6X,
HimeuuunHa;
Brpo6HMUTBO
Hepo3dacoBaHo
T npoAyku,i,
nepBuHHE
nakyBaHHS:
[XeHeHTeK IHK.,
CLUA;
BTopuHHe
nakyBaHHs1,
BMNpPOByBaHHSA
KOHTPO/0
AIKOCTI, BUNYCK
cepii:
®.XodhcpmaHH-
Na Pouw Jita,
Lseiiuapis
264. | TYNIKCOH NMopoLIOK AN Tynin /1a6. IHais 3eiicc IHais/ BHECEHHS 3MiH 0 peecTpaviliHiX MmaTepianis: 3MiHu | TUny 3a UA/12534/01/01
NPUroTYBaHHSA MpaiisiT MimiTeq $apmac’toTikesnc - 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHM y peuenmom
PO34nHY A5 iH'EKUIN; Met. NIT4., IHAis; BMPO6HMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
1 chnakoH 3 NOPOLLKOM Csicc BUMNYCKY Cepii Ta KOHTPOJIHO AKOCTI FOTOBOrO NiKapCbKoro
B KapTOHHI Kopo6Lyi MapeHTepans 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LU0
nra., IHaia BiANOBIgae 3a BBE3EHHSA Ta/abo Bunyck cepil) -
Bktovatoun KOHTpob/BUNpo6yBaHHS cepii. BBeaeHHs

[04aTKOBOT AiNbHUL BUPOGHMLITBA, LLLO BiANOBIAaE 3a
BWMYCK Cepil, BKIOUa0Uy KOHTPO/b/BUNPOGYBaHHS cepii -
Csicc MNapeHTtepans /1T4., IHAis.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI
AiNbHML BUPOGHULTBA 418 YacTMHU abo BCbOro
BMPOGHNYOro NPOLECY rOTOBOrO JIiKaPCbKOro 3acoby
(BinbHULA, Ha SAKiN NpoBOAATLCS OyAb-AKi BUPOOHUYI
cTagji, 3a BUHATKOM BUNYCKY Cepii, KOHTPO/O AKOCTi Ta
BTOPUHHOIO NakKyBaHHA 415 CTEPUSIbHUX NIKAPCbKNX
3aco6iB (Bk1OYAOUN BUPOGAEHI acenTUYHUM MEeTOA0M),
KpiM nikapcbKux 3aco6iB 6i0N0ri4YHOro/iMyHO/0rYHOr0
NoXoKeHHs1). CynyTHsi 3MiHa - 3MiHU 3 SIKOCTi. FoTOBUIA
nikapcbkuit 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBe/leHHS A0AATKOBOI AiNbHULi BUPOOHWLTBA 4151

4acTVHM a6o BCbOro BUPOGHUYOrO NPOLLECY FOTOBOTO
NiKapcbKoro 3acoby (AibHULA 4718 BTOPUHHOIO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
nakyBaHHS) - BBEAEHHS A0AATKOBOT AiNbHULI 41151 BCbOrO
BUpo6HUYoro npouecy M3 - Ceicc MNapeHTepans /114.,
IHAis.
265. | PIOTTO Kpanni BywHi no 15 mn | denbta Megiken LLBeiuapis K.O. Pomdrapm PyMmyHis BHECEHHS 3MiH 0 peecTpaviliHiX MmaTepianis: 3MiHu | TUny 6e3 UA/15844/01/01
pO34urHy y hriakoHi- MpomoyH3 Al Komnani C.P.J1. - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuyenma
KpanesibHuuj; no 1 agpecu 3asBHUKaA (BNacHMKa peectpauiiHoro
hnakoHy-KpanenbHuLi noceigyeHHs). 3miHa agpecu 3aaBHuKa denbta Megiken
Y KapTOHHili kopobLi MpomoywwH3 AT, LLBeliuapis
(ykpaiHcbka MoBa). BBeAeHHS 3MiH NPOTArom 6-Tu MicsLiB
nicnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHKn Wwoao
6e3nekn/edekTVBHOCTI Ta thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH Ao po3giny “MapkyBaHHsA" MKA /13.
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKM /TiKapCbKoro
3aco0y i3 3a3HaYEeHHAM MiXXKHAPOAHMX NO3HAYEHb OAUHULL
BVMIiptOBaHHS. BBeAEeHHS 3MiH NpoTArom 6-Tu Micauis
nicnsa 3aTBepKEHHS.
266. | PTANNA30/- Tabnetku no 500 wmr, ToBapucTso 3 YKpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny | Ne 10 - 6e3 UA/4692/01/01
340POB'A no 10 TabneTtok y 06MEXEHO BMPOGHULTBA, - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo peyenma;
6nicTepi; no 1 abo no BiANoBifa/IbHICT KOHTPO/1b SIKOCTI, agpecu Micus NpoBaMKEHHS AisNIbHOCTI Ne 100 — 3a
10 6nictepiB y 10 BMNYCK cepil: BUPOGHMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby, peuenmom
KapTOHHI KopobLi; no "dapmaueBTNyH ToBapucTBO 3 BK/THOUAKOUM AiNbHULI BUMYCKY cepil abo micue
10 TabneTok y a KoMnaHis 06MexeHo NpoBeAEeHHS KOHTPOJIH0 AKOCTI. (LiANbHICTb, 3a AKY
6nicTepax "3p0pos'a” BiANOBIga/bHICT BiANoOBiAae BUPOGHMK/IMNOPTEP, HE BK/IKOYAOUN BUMYCK
10 cepiin). 3miHa agpecu BUpo6HuKa /13 ToBapnCcTBO 3
"papmMaueBTUYH obmexeHoto BignosigansHicTio "GAPMEKC IPYT",
a KoMnaHis Ykpaina, 6e3 3MiHu Micus BUpoOOHULTBA.
"3popos's",
YkpaiHa,;
BCi cTagil
BMPOGHMLTBA,
KOHTPO/Tb SKOCTI:
ToBapucTBo 3
06MeXeHoto
BignoBigasbHICT
10 "®APMEKC
reyn.,
YKpaiHa
267. | XONYAEKCA Kancynu Teepgi, no YOPNA Benuvka YOPNA TypeuunmHa | BHeECEHHS 3MiH O peecTpaLiiiH1X MaTepianis: 3MiHu | Tuny 3a UA/14162/01/01
H 300 wr, no 10 kancyn MEAOVLUWH BputaHis MEANLUNH - 3miHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
y 6nicTepi, no 2 a6o 5, NIMITEL INAY CAH. BE KOHTeliHep/3akynopoBasbHuii 3aci6. 3MiHa po3mipy
abo 6, abo 10 TIOK. A.LL. yNakoBKM rOTOBOTO NiKapCbKoro 3acoby (3miHa KinbKOCTi

6nicTepiB B KAPTOHHIA
Kopobui

oavHuUp (Hanpwkias TabneTok, aMmnys TOLLO) B yNakoBL,i:)
- 3MiHa nosa fjana3oHoM 3aTBepXeHNX Po3MipiB
yNakoBKM - BBEAEHHA A0AaTKOBMX ynakosok Ne 50 (10x5),
Ne 60 (10x6), Ne 100 (10x10) y 6nictepax, 6€3 3MiHK
NepBMHHOTO NakKyBa/lbHOrO MaTepiasty Ta 3 BignoBigHAMM
3MiHaMKn [0 po3ainy «Ynakoska» (BBefeHHs 3MiH
npoTsirom 3-x MicsiLiB Nicnis 3aTBEPKEHHS); 3MiHM | Tvny -
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
3MiHKM Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay
(iHLWi 3MiHM) - OHOB/IEHHA TEKCTY MapKyBaHHS yYNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Wwoao
3a3HaYeHHs O4MHUL BUMIPIOBaHHSA Y cucTemi Sl
(BBefeHHs 3MiH NpoTAromM 3-x MicsiLis nicns
3aTBEPKEHHS)
268. | LE®ABOPA Kpanni opasibHi; no 50 Liedhak KI HimeyunHa Lledpak KI HimeuuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny 6e3 UA/10843/01/01
mn a6o 100 mny - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenma
ch1akoHi 3 HacafKoro- hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHeHnX
JosaTtopom; no 1 JaHnx npo cuctemy hapmakoHarnsagy (ssefeHHs
dhnakoHy B KapTOHHiiA y3arasibHeHVX fiaHnx Npo cucTemy hapmakoHarnsgy,
Kopobu,i 3MiHa YNOBHOBaXXEHOT 0CO6MU, BigNoBigabHOI 3a
3[iicHeHHA hapMakoHarnagy; KOHTaKTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsay (Bknoyarouy KOHTakTHI AaHi) Ta/abo
3MiHM Yy PO3MILLIEHHI MacTep-thaiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BigNOBigaNbHOI 3a
3fificHeHHs chapmakoHarnsgy B YkpaiHi. MponoHosaHa
pepakuis — ®artaniesa AniHa BayecnasiBHa.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifNoOBigabHOI 3a
3AiiCHEHHs1 (papMakoHarnsay B YkpaiHi
269. | LE®A3ONMIH MOPOLLOK A1 PO3UNHY MAT YkpaiHa MAT Ykpaina BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | TUnNy 3a UA/14477/01/01
ONnsivekyii no 0,5, "KviBmegnpenap "KniBmegnpenap - 3MiHa HalilMeHyBaHHS 3asiBHMKa. 3anponoHoBaHo: MNMoBHa | peyernmom
10 dpnakoHis 3 ar" at" Ha3Ba AKLioOHepHe ToBapucTBo "KuiBMegnpenapar”.
MOPOLLKOM Y KOHTYPHiiA CkopoyeHa Ha3sa MAT "Kuismegnpenapart"; 3MiHu | Tuny -
YapyHKOBIl ynakoBLyji; 3MiHa HalilMeHyBaHHS1 BUpObHMKa. 3anponoHOBaHo: MNMoBHa
no 1 KOHTYpHIl Ha3Ba AkLioHepHe ToBapucTBO "KuiBmeanpenapar”.
YapyHKOBIli ynakoBLji y CkopoyeHa Ha3Ba NAT "KuiBmegnpenapart”
nauui
270. | ULE®PA3ONMIH MOPOLLIOK A1 PO3UMHY MAT YkpaiHa NnAT YkpaiHa BHECEHHS 3MiH [0 peecTpavyiiiHix maTepianis: 3miHu | Tuny 3a UA/14477/01/02
ans iH'ekuii no 1,0, "Kuismegnpenap "Kuismegnpenap - 3MiHa HaliMeHyBaHHs 3asiBHUKa. 3anpornoHoBaHo: MoBHa | peyenmom
10 dpnakoHis 3 at" ar" Ha3sa AKLioHepHe ToBapucTeo "KuiBmegnpenapar".
MOPOLLKOM Y KOHTYPHIlA CkopouyeHa Ha3Ba AT "KuiBmegnpenapart"; 3mMiHu | Tuny -
YapyHKOBIli ynakosL; 3MiHa HaliMeHyBaHHS BUPOOHKKa. 3anponoHoBaHo: MoBHa
no 1 KOHTYPHIiA Ha3Ba AKLjioHepHe ToBapucTeo "KuiBmegnpenapar”.
YapyHKOBIli ynakoBLji y CkopoyeHa Ha3Ba NAT "KuiBmegnpenapart”
nauui
271. | UE®ENIM NOPOLUOK A1 PO3UNHY MpuBaTHe YkpaiHa KBiny Kutaii BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | Tuny - UA/13348/01/01
ans iH'ekuii no 1,0 rin akujioHepHe dapmaveyTikan - 3MiHa napameTpiB cneundikauiii Ta/abo JonycTuMmx
bulk: 50 chnakoHiB 3 TOBapuCTBO Ko., NiTg,. MEX 4151 AONOMIKHOT peYOBUHU (BUTYYEHHS 3i

NMOPOLLKOM Y KOpo6Li

"JlekxiMm-Xapkis"

cneumdikaLii He3HaYHOro NokasHuka (Hanpukniag,
3aCTapifioro NoKasHWKA)); CynyTHs 3MiHa: 3MiHa y MeTofax
BMNPOOYBaHHSA AONOMDKHOT PEYOBMHY (HE3HAYHI 3MiHU Y
3aTBEepKEHNX MeToax BUNPOBYBaHb); 3MiHu | Tuny -
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiHa y napameTpax crneuudikauiii Ta/abo JonycTUMmx
MeX, BU3HaYeHux y cneumaikauisx Ha A®l, abo
BMXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTBLCSA Y Npoueci BUpobHuuTBa A®I; cynyTHs
3MiHa: 3MiHa y MeTogax BunpobysaHHA APl abo BUXiaHOIO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBA ADI; 3MiHN |
TMny - 3MiHa y Mmetogax BunpobysaHHA APl abo BUXiaHOIO
marepiany/npomikKHOro NPoayKTy/peareHTy, Wwo
BVKOPVCTOBYETbLCS Y NPOLieCi BUPO6HMLTBAa ADI -
BHeCeHHs 3MiH y MeToauky BunpobysaHHa A®I Liecbenim
3a nokasHukom "N-meTunnipponiguH"; 3miHu | Tuny -
BHECEHHS 3MiH 40 po3ainy 3.2.P.3. Mpouec BUpobHMLTBa
niKapcbkoro 3acoby, 30kpemMa: 3MiHa pexumy cTepunisauii
ryMOBVX NMPOGOK Ta BUlyYEHHS TECTY Ha BOASHWIA BMICT
[Ana ryMoBMX Npo6okK; 3MiHu | TUNy - 3MiHa NapameTpiB
cneuudikaLiin Ta/abo goNyCTUMUX MEX NEPBUHHOT
YyNaKoBKM FOTOBOTO J1iKApCbKOr0 3ac0by - BHECEHHS 3MiH
o posginy 3.2.P.7. nonoBHeHHs Creuudikauii /MeTogis
BMNPOBYBaHHA NepBUHHOT ynakoBku 13 (hnakoHu, rymoBi
NPOO6KM) HOBMMM MOKA3HMKaMK SKOCTi 3 BigMNOBigHNMM
mMeToAamy BUNPOOyBaHHS; 3MiHW | Tuny - BBeAEHHS
[0[aTKOBOro po3Mipy cepii roTOBOrO JliKapCbKOro 3acoby;
3anponoHoBaHo: 20 kr (10 000 cnakoHis), 120 kr (60 000
(hN1aKoHiB)

272.

LE®EMNIM

MOPOLLOK A5 PO3UNHY
ans id'ekuiino 1,0r; 1
abo 5, a6o 50
pN1aKoHIB 3 NOPOLLKOM
y nadui 3 kapToHy; 1
dhnakoH 3 NOPOLLKOM
Talamnyna 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn
y 6nictepi, no 1
6nictepy y nauui 3
KapTOHY

MpuBartHe
akujioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YKpaiHa

MNpuBaTtHe
akujioHepHe
TOBapUCTBO

"Nlekxim-Xapkis",
Ykpaina
(nakyBaHHA i3
hopmu in bulk
ipmun-
BMPOGHUKa
KBiny
dapmaveyTikan
Ko., NiTa, Kutai)

Ykpaina/
Kutai

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Tuny
- 3MiHK 3 AKocCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
[OMNOMDKHMX peyoBuH. 3MiHa napameTpiB cnevumdikauii
Ta/abo [onycTUMUX MeX 4715 AONOMDKHOT peyoBrHN
(B1nyYeHHs 3i cneumdikavii He3HaYHOTO NOKA3HNKa,;
CYNyTHSA 3MiHa: - 3MiHM 3 AKOCTIi. F0TOBWIA NiKapCbKMii
3aci6. KOHTpO/1b AONOMDKHUX peYOBUH. 3MiHA Y MeToAax
BMNPOBYBaHHSA AOMNOMDKHOI PEYOBUHY (HE3HAYHI 3MiHW Y
3aTBepaxeHux Mmetogax sunpobysaHs) (6.11.8.2. (a) 1A),
BHeCeHHs 3MiH y Cneuundikaio/ MeToan Bunpo6yBaHHs
AN AONOMDKHOT peyoBUHM ApriHiH, 30KpeMa BUTyYeHHS
nokasHuka "Baxkki meTanu" 3 BigNoOBiAHO METOAMKOHD;
3MiHK | TNy - 3MiHK 3 AkocTi. APL. KoHTponb AP, 3miHa y
napameTpax crneundikauii Ta/abo AONYCTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha A®l, abo
BMXi4HWIA/NPOMIDXHUIA NpOAYKT/peareHT, wo
BVIKOPMCTOBYIOTbCS Y npoueci BUpobHuutBa A®I; cynyTHs
3MiHa: - 3MiHK 3 AKoCTi. A®Il. KoHTposib APl 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npomiKHOr0 NPoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLeci BUpo6HULTBa AD| (He3HauHI
3MiHM y 3aTBEpAXEHNX MeToAax BunpobysaHHs) (b.1.6.2.
(a) 1A), BHeceHHs 3MiH y Cneuudikauito A®I Liedpenim,

3a
peyenmom

UA/13564/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

MocsBi0OYEeHHs

30KpeMa: 3BY)XXEHHS [ONYCTUMUX MEX 3a NMOKa3HUKOM
"CynpoBigHi AOMILLK/'"Ta BHECEHHS HE3HAYHNX 3MiH B
MEeTOAMKY BUNPOOYBaHHS; 3MiHW | TUMY - BHECEHHS 3MiH Y
MeToauky BunpobyBaHHs Ad| Liecenim 3a mokasHUKoM
"N-meTunnipponignH"; 3mMiHu | TUNy - BHECEHHS 3MiH A0
po3giny 3.2.P.3. MNpouec BMPOGHMLTBA NiKapCbKOro
3aco6y, 30kpema: 3MiHa pexumy ctepusizauii 'yMoBmux
NPO60OK Ta BUMYYEHHS TECTY Ha BOASHWIA BMICT 419
ryMOBUX MPO6OK; 3MiHN | TUMY - BHECEHHS 3MiH A0 pO3A4iny
3.2.P.7.Cuctema KoHTeliHep/3aKynopoBasibHuWiA 3acib,
30Kpema: fonoBHeHHsA Cneuudikauii /MeToais
BMNPOGYBaHHSA NepPBUHHOT ynakoBku 13 (hnakoHn, rymosi
NpPo6KM) HOBMMM MOKa3HMKaMM SKOCTi 3 BigMNOBiAHNMM
MeToAamMu BUNPoByBaHHS;
3MiHM | TUNY - BBEAEHHS A04ATKOBOrO Po3mipy cepii
roTOBOrO JlikapcbKoro 3acoby

273.

LE®YPOKCHU
M

MOPOLLOK A5 PO3YNHY
Ans iH'ekuin no 0,75 ;
in bulk: 50 chnakoHiB 3
NMOPOLLKOM Y KOpo6L,i

MpuBartHe
akujioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YKpaiHa

KBiny
dapmaveyTikan
Ko., Jita.

Kutaii

BHECEHHS 3MiH 1O peecTpaviliHix maTepianis: 3miHu | Tuny
- BHECEHHSA 3MiH Ao po3giny 3.2.P.3. MNpouec BMpobHuLTBa
nikapcbKoro 3acoby, 30kpema: 3MiHa pexvmy ctepunizawii
ryMOBWX NMPOBOK Ta BUYYEHHS TECTY Ha BOASHUIA BMICT
0151 TYMOBMX NPO60K; 3anponoHoBaHo: 121? C npoTarom
20 XBUNWH;
3MiHM | TUNY - BHECEHHS 3MiH A0 cnevumdikalii 4onoMKHOT
peyoBuH HiTporeH, 30Kkpema: BUMOr 3a NOKa3HUKOM
"loeHTudpikauis” npuseneHo y BiANOBIAHICTL A0 BUMOr EP;
3MiHM | TUNy - 3MiHa napameTpiB cneuudikavin Ta/abo
[0NYCTUMUX MEX NEePBUHHOT YNakoBKN FOTOBOrO
NikapcbKoro 3acoby (BU/y4eHHS HE3HAYHOTO MOKa3HMKa
(Hanpuknag, 3acTapifioro NokasHuka)); CynyTHs 3MiHa:
BHECEHHS 3MiH o po3giny 3.2.P.7.Cuctema
KOHTelHep/3aKynopoBasibHW 3aci6, 30Kkpema: BUTyYEHHS
3i cneuynqikaLii nepBmMHHOT ynakosku 13 (rymoBi npo6ku)
TECTY Ha e1aCTUYHICTb 3a NOKa3HMKOM «lgeHTudikauisn

UA/15364/01/01

274.

LE®DYPOKCHU
M

MOPOLUOK /151 PO3UNHY
ansiHekuiino 1,5 ;
in bulk: 50 conakoHiB 3
MOPOLUKOM Y KOPO6L

MpueBartHe
aKujioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YKpaiHa

KBiny
PapmaveyTikan
Ko., Jita.

Kutaii

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3miHu | TUny
- BHECEHHSA 3MiH A0 po3ainy 3.2.P.3. MNpouec BMpobHULTBa
NiKapcbKoro 3acoby, 30kpemMa: 3MiHa pexumy ctepunisauii
ryMOBWX NMPOBOK Ta BU/TyYEHHS TECTY Ha BOASAHUIA BMICT
A5 TyMOBUX NPO60K; 3anponoHosaHo: 121? C npoTarom
20 XBUNNH;
3MiHM | TUNY - BHECEHHS 3MiH A0 cneumdikavii 4ONoMiKHOT
peyoBuH HiTporeH, 30kpemMa: BUMOrn 3a NOKa3HUKOM
"lgeHTndbikalis” npuBeAeHo y BiANOBIAHICTL f0 BUMor EP;
3MiHM | TUNy - 3MiHa napameTpiB cneuudikayin Ta/abo
[0NYCTUMUX MEX NEePBUHHOT YNakoBKN rOTOBOrO
NiKapcbKoro 3acoby (BU/y4eHHS! HE3HAYHOTO MOKa3HMKa
(Hanpukniag, 3actapifioro nokasHuka)); CynyTHsa 3MiHa:
BHECEHHS 3MiH 0 po3giny 3.2.P.7.Cuctema
KOHTeliHep/3akynopoBa/ibHNIA 3acib, 30Kpema: BUTyYEHHS

UA/15364/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3i cneuwdikauii nepBnHHOT ynakoBku 13 (rymMmoBi Npo6ku)
TECTY Ha eN1acTUYHICTb 3a NOKa3HMKOM «lAeHTudiKaLlis»

275.

LMHAPIKC
DOPTE

TabneTkn, BKPUTI
060/10HKO10, N0 600
Mmr, no 15 TabneTok B
6nicTepi; no 2 abo 6
6nicTepiB y KApTOHHIl
ynakoBLi

dapmaueyTiwe

habpik
MoHTaBIiT M'M6X

ABcCTpist

dapmaueyTiwe

thabpik
MoHTaBIiT F'M6X

ABCTpIs

BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3MiHu | Tuny
- 3miHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMakoBL{i FOTOBOro NikapCbKoro 3acoby (SKicHWi Ta
KinbKicHUIA cknag) - TBepAi nikapcbki hopMu - BHECEHHS
3MiH o p. 3.2.P.7. Cuctema KoHTeliHep/3aKynoproBasibHWi
3aci6: 3miHa ToBLYMHM dhonbrn GnicTepa (3aTBepmxeHo: 20
MKM; 3anponoHoBaHo: 25 MkM). 3miHa 06ymoBeHa
piLleHHAM BUPOBHUKA LLOAO 36i/bLUEHHS TOBLUMHN DOSbIN
6nictepa Ans ontTumisauii BUpOGHWLTBA NEPBUHHOT
ynakoBKW; 3MiHW | Tuny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro J1ikapCbKoro
3acoby, BK/IHYaKuU AibHULL BUNYCKY cepii abo MicLe
NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
BiANoBigae BMPOGHMK/iIMNOpTep, BKIOYaOUM BUMYCK Cepii)
- NpuBeAeHHs agpecu BUpo6Huka MN3 3rigHo BUcHOBKyY
040 BiANOBIAHOCTI BUPOGHMLTBA BMMOram HBIM,
BMAaHoro [lepxnikciyx60t0 YkpaiHu, BUNyYeHHs
HaliMeHyBaHHs Ta agpecy BUPOOHMKa HIMELIbKOI MOBOIO
3MiHW BHECEHI Y po34iny "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUPO6HMKa Ta oro agpeca micus
NPoBapPKEHHSA AiS/IbHOCTI" B iIHCTPYKLi0 4151 MEAUYHOTO
3aCTOCYBaHHSA Ta K HaC/ifoK - BiANOBIAHI 3MiHWN Y TEKCTi
MapKyBaHHS! ynakoBKW fikapcbKoro 3acoby (BeegeHHs
3MiH NPOTATOM 6-TW MICALIB NIiC/1A 3aTBEPAXEHHS); 3MiHV ||
My - 3MiHK 3 AkocTi. APl BupobHuuUTBO. 3MiHa
BMPOGHMKa BUXIAHOrO/MPOMIKHOIO NPOAYKTYy/peareHTy, Wwo
BMKOPUCTOBYHOTbCS Y BUp0o6HUYOMY npoueci A®l, abo
3MiHa BUPOGHYMKa (BKNtOYauun, ae HeobxigHo, micue
NpoBefeHHs KOHTPO/IO sAKkocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BignosigHOCTI EBponeiickkiil hapmakonei y
3aTBEPLKEHOMY [10CbE)(BBEAEHHSA HOBOrO BUPOGHMKa ADI,
KONN He nogaeTbea MmacTep-chaiin Ha AP| Ta Wwo Bumarae
3Ha4HOI 3MiHM [0 BiANOBIAHOrO PO34isy A0CbE Ha AdI) -
Be/leHHS HOBOrO BNPO6GHMKa APl ekcTpakT nncta
apTuwoky cyxuii Anklam Extrakt GmbH, Germany 3
npeacTaBeHHsAM OHOBNEHOro 3.2.S [0 paHill
3aTBepAxeHoro Bupo6Huka Finzelberg GmbH & Co. KG,
Germany

6e3
peyenma

UA/14913/01/01

276.

LMHAPIKC
®OPTE

TabneTkun, BKpUTI
06010HKOt0, N0 600 Mr
no 15 tabnetok B
6nicTepi; no 2 abo 6
6nicTepiB y KAPTOHHIl
yNakoBLi

dapmaueyTie
Pabpik
MoHTasiT F'M6X

ABCTpIf

dapmaueyTille

habpik
MoHTaBIiT TM6X

ABCTpis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3miHu | TUny
- BHECEHHSA 3MiH A0 p. 3.2.P.3 MNpouec BupobHULTBa
NikapcbKoro 3acoby, 3o0Kkpema: BUAanaTbCa Kputepii
NPUAHATHOCTI "? 15 XBUIMH" 3a NOKa3HMKOM "YHac
po3nagaHHsa"; 3MiHK | TUNY - BHECEHHSA 3MiH fo p. 3.2.P.3
MpoLiec BMPOBHMLTBA NTiKapCbKOro 3acoby, 30kpema:

6e3
peyenma

UA/14913/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKkapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYyeHHs
KOHTPO/b 3a NOKa3HWKOM "Hac po3nagaHHa" 3a3HavyaeTbesa
iH(bopMaTUBHO A/151 MOCTIAHOTO KOHTPOJTH PiIBHOMIPHOCTI
LMKNiB BUPO6HULITBA
277. | UACNNATWUH | koHueHTpart ans EBEBE ®apma ABCTpIA NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH 0 peecTpaviliHiX MmaTepianis: 3MiHu | TUny 3a UA/0032/01/02
"EBEBE" PO34uHYy A5 iHy3il, ec.m.6.X. Hdpr. BMpOBGHULTBA: HimeuuunHa - 3MiHK 3 sIKOCTi. FOTOBUIA NiKapCbKUiA 3aci6. 3MiHW y peuenmom
0,5 mr/mn no 20 mn Kr EBEBE ®apma BMPO6HMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYIOTLCA
(10 wr) a6o no 50 mn lec.m.6.X. Hdr. BUMNYCKY Cepii Ta KOHTPOJIHO AKOCTi FOTOBOrO NiKapCbKoro
(25 wmr), abo no 100 KI', ABCTpis; 3aco6y (3amiHa abo AofaBaHHsA AifbHULI, Ha SKii
mn (50 wmr) y dprakoHi; TeCTyBaHHS: 3[iICHIOETLCA KOHTPOL/BUNPOBYBaHHSA cepii). [logaeTbes
no 1 cpnakoHy B Na6op /IC CE & 30BHILLHA NabopaTopis A58 NpoBefeHHs BUNpobyBaHb 3i
KapTOHHIlA KopooLi Ko. KT, cTabinbHocTi - Seibersdorf Labor GmbH, Austria,
HimeuunHa,; OHOBJIIETLCA PO34iN peecTpauiiHoro goceke 3.2.P.3.1.
TEeCTyBaHHS: 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
Mnn HaliMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHSI
Mikpob6ionoriwe LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
¢ Mprochnabop 3acoby, BK/IHYaKuU AibHULL BUNYCKY cepii abo MicLe
'M6X, ABCTpisi; NPOBeAEHHS KOHTPOIO AKOCTI. (4iSANbHICTb, 3a AKY
TeCTyBaHHS: BiANOBiAae BMPOGHMK/IMNOPTEP, HE BK/IKOYAOUM BUMYCK
3eibepcoopd cepiii) - 3MiHa Ha3BW Ta agpecy BUPOOHMKa,
Nab6op M'v6X, BiANOBIAA/ILHOIO 3a KOHTPO/b cepii (TecTyBaHHs) - Jlabop
ABcCTpis NC CE & Ko. KT, HimeuuunHa, 6e3 3miHn micus
BMPO6GHMLTBA
278. | UACNNATWUH | KoHueHTpart ans EBEBE dapma ABCTpist MOBHUIA LIMKN AscTpisi/ BHECEHHSA 3MiH 0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY 3a UA/0032/01/01
"EBEBE" PO34urHy ANs iHysii, [ec.m.6.X. Hdpr. BMpPOGHMLTBA: HimeuunHa - 3MiHM 3 IKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y peuyenmom
1 mr/mn; no 100 mn KIr EBEBE ®apma BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHu, L0 CTOCYHTLCA
(100 mr) y donakoHi; no lFec.m.6.X. Hdr. BUMNYCKY Cepii Ta KOHTPOSIHO SAKOCTi FOTOBOrO NiKapCbKOro
1 cbnakoHy B KI, ABCTpisi; 3acoby (3amiHa abo foAaBaHHS fifbHUL, Ha AKi
KapTOHHIlA KopoobLi TEeCTYBaHHS: 3[iICHIETLCS KOHTPOL/BUNPOGYBaHHS cepii). JoaaeTbes
Na6op NC CE & 30BHILLHA nabopaTopisa 415 NpoBefeHHs BUNpobyBaHb 3i
Ko. KT, cTabinbHocTi - Seibersdorf Labor GmbH, Austria,
HimeuunHa,; OHOBJIETLCS PO3AiNn peecTpadiiHoro gocke 3.2.P.3.1.
TeCTyBaHHs: 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
Mnn HaliMeHyBaHHS1 Ta/abo agpecu micus NPOBaKeHHs

Mikpob6ionoriwe
¢ MNprochnadop
'M6X, ABCTpISi;
TeCcTyBaHHS:
3eiibepcpopd
JTabop 'v6X,
ABCTpIs

OiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BKIYaoun AinbHUL BUNYCKy cepil abo micue
NpPOBeAEeHHS KOHTPOJTHO SKOCTI. (AisANbHICTb, 3a SKYy
BiANOBIAAa€e BMPOGHMK/IMNOPTEp, He BK/IOYaUM BUMYCK
cepiit) - 3miHa Ha3BW Ta agpecu BUPOGHUKA,
BiANOBIAA/IbHOIO 3a KOHTPO/Ib Cepii (TecTyBaHHs) - Jlabop
NC CE & Ko. KT, HimeuuunHa, 6e3 3miHn micus
BMPOGHULITBA

HauanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOI
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AisnbHoCTI lenapTaMeHTy peasisauii NONiTUK T.M. IACKOBCbKUM
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