MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
06.02.2020 Ne 270
Kuis

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

BignosigHo g0 cratti 9 3akoHy YkpaiHum «IIpo sikapceki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Ilopsgky meprkaBHOI peecTpauii (repepeectpallii) JiKapCbKUX
3acobiB, 3aTBepykeHOro moctaHoBoto Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepmkenHs Ilopsigky JepykaBHOI peecTparii
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX [ep)kaBHY peecTpailito
(nepepeecTpaliito)», ab3aiy TpualsaToro mianyHkTy 10 nyHKTY 4 IToso)keHHs TIpO
MiHicTepcTBO OXOpPOHHM 370pOB’Sl YKpaiHU, 3aTBeppKeHOro MnocraHoBor KabiHety
MinictpiBe Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITepPTHU3U  PEeECTpalliiHUX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeAuUHMX
iMyHOGionOriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/jaHi Ha JeprKaBHY
peectpauiito  (repepeecTpaijito), NOpoBeJeHUX  [lep)KaBHUM  MiATIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMpeTapary), peKOMeHjallii MOro A0 JepkKaBHOI
peecTpaliii (TlepepeecTpailiii) Ta BHeCEeHHs 3MiH [0 peeCTpal[iiHUX MaTepiaiiB

HAKA3Y1O:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChbKMX 3aco0iB
YKpaiHud fiKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTtv) 3rigHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peeCTpPy JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapatv) 3rigHO 3
riepesikoM (JOoAaToK 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).

KOHTpOJ’Ib 3d BUKOHAHHSM LbOI'O HAKA3Yy 3d/IMIIAI0 3d coboro.

Minictp 3. CKAJIEIIbKA



MEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIN4YHUX MPENAPATIB), AKI BHOCATbLCA A0

Jopatok 1
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
06.02.2020 Ne 270

BEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHUN

hapmaveBTUYHOT

Ne Ha3zsa dopma sUMyCKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BIiOnycKy aHHs peecmpayjitiHo2o
3acoby ¢hopma, nocsio4eHHs
yrnakoska)
1. AKBA CMPEN Crnpei HazanbHui, My6niuHe Ykpaina My6niuHe Ykpaina peecTpadist Ha 5 pokis 6e3 nionsizae UA/17924/01/01
OKCI [o3oBaHunii 0,05% akuioHepHe akuioHepHe MepioAnYHICTb MOAAHHS PEryNISAPHO peyenma
no 10 mny TOBapUCTBO TOBap1CTBO OHOB/IIOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO A0
thnakoHax 3 "Ximcpapmsas "Ximcpapmsas Mopsiaky 34iicHeHHs hapmakoHarnagy,
posnuaBayem of "YepsoHa of "YepsoHa 3aTBEpPMAKEHOro Hakasom MiHicTepCcTBa OXOPOHM
HasasibHUM; no 1 3ipka” 3ipka” 3[10p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
thnakoHy B nauu 898, 3apeecTpoBaHuii B MiHiCTepCTBI HoCTULT
Ykpainn 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’sA YKpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
3a3HayYeHMMKN y NepiognYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
2. APTULLUOK PO34YUH OpasTbHUIA ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/17926/01/01
100 mr/mn no 100 06MeXeHo 06MeXeHo MepioAnYHICTb NOAAHHSA PErynsapHo peyenma
MmNy donakoHax Ne | BignosigasibHi BiANOBIAaA/bHI OHOBJIIOBAHOrO 3BITY 3 6e3Mnekun BignoBiAHO [0
1 cTio CTHO Mopsaky 34iicHeHHs dhapMakoHarnagy,
"XapkiBcbke "XapkiBcbke 3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHHU
hapmaneBTuy hapmaueBTUy 370pOB’A YKpainuu Bif 27 rpygHa 2006 poky Ne
He He 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI tOCTULT
nigNpPUEMCTBO nigNPUEMCTBO Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
"3a0poB's "3a0poB's (y pegakuii Hakasy MiHicTepcTBa OXOpPOHK
Hapogay" Hapogay" 300poB’sA YkpaiHu Big 26 BepecHs 2016 poky Ne
(BMpPOGHULTBO 996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3 npogyKuiii "in 3a3HavYeHMN Y NepiogMYHOCTI NoJaHHSA
bulk" chipmu perynsipHux 3BiTiB 3 6e3neku.
TOB
"papmavueBTu
YHa KOMMNaHis
"3p0poB’a")
3. BPUMOHIAWHY | nopotuok AT "dapmak” YkpaiHa LleHTayp IHais peecTpauist Ha 5 pokis - He UA/17928/01/01
TAPTPAT (cybcTaHuis) y dapmaceyTika nionsizae
nakeTax n3 MpiBat
noABiNHMX Nimiteq
nonieTnIeHoBUX
ans




Nimiteq,

Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs1
ynakoska)
0 3aCTOCyBaHHSA
4, BPIOHIT® Kpanni ouHi, AT "dapmak” YkpaiHa AT "dapmak" Ykpaina peecTpauist Ha 5 pokis 3a He UA/17935/01/01
po3unH no 5 mny MepiognyHICTL NOAAHHS PerynsipHo peyenmom nionsi2ae
dhnakoHi; no 1 a6o OHOB/IOBAHOrO 3BITY 3 6€3neku, BigNOBIAHO A0
3 thnakoHn y nauui Mopsaky 34iicHeHHs dhapmakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
3710pOB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBsi toCTULi
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
5. FrEMUUNTABIH KOHUEeHTpaT ans Akkopa Benuka Brpo6HMUTBO, IHgjia/ peecTpauist Ha 5 poikB 3a He UA/17799/01/01
AKKOPJ, pPO34unHy Ansg Xenckea BpuTaHis KOHTpPO/b Benuka MepioAnYHICTb NOAAHHS PErynspHo peyernmom nionsieae
iHdpysin, 100 Nimiteq AKOCTI, BputaHis OHOB/IOBAHOIO 3BiTY 3 6e3neky BiANOBIAHO A0
Mr/mn; no 2 mn nepBuHHE Ta Mopsaky 34iicHeHHs dhapMakoHarnagy,
(200 wmr), 10 mn BTOPVIHHE 3aTBEpPAKEHOro Haka3oMm MiHicTepcTBa OXOPOHMU
(1000 wmr), 15 mn nakyBaHHs: 340pOB’A Ykpainu Bif 27 rpygHs 2006 poky Ne
(1500 wr), 20 mn IHTac 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI toCTULT
(2000 mr) y dapmachbioTika Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
chnakoHax Ne 1 nc Nimiteq, (y pegakuii Hakasy MiHicTepcTBa OXOpPOHK
IHAis; 30,0p0B’A YKpaiHu Bif 26 BepecHs 2016 poky Ne
Bupo6bHnuTBO, 996), CTaHOBUTb: 3riHO 3i CTpOKaMu,
KOHTPO/1b 3a3HayYeHMMN Y NepiogMyYHOCTI NoJaHHS
AKOCTI, perynsipHux 3BiTiB 3 6e3neku.
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
IHTac
dapmacbioTika
nc Nimiten,
IHAis;
BTopuHHe
nakyBaHHs:
Akkopf,
Xenckea
Nimitep,
Benuka
BpwuTaHis;
BignosiganbH
WiA BUNYCK
cepii:
Akkopfa
Xerickea




ApuHaiimitren
b, HimeuuunHa;
BMPOOHULITBO
Ta Bunyck "in
bulk":
KeTteneHt
[xepmati
E6epb6ax
v6X,
HimeuyuunHa;
BMPOGHMLITBO
Ta Bunyck "in
bulk:

YkpaiHu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
304,0p0B’s YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HavYeHMN Y NepiognMYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs1
ynakoska)
Benuvka
BputaHis
6. FE®ITIHIB TabneTku, BKpUTI AnBoreH Manbta BTOpPUHHE Manbta/ peecTpauisi Ha 5 pokis 3a He UA/17929/01/01
ANBOTEH NAiBKOBOIO ManbTta nakyBaHHs, PymyHis/ MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom nionsieae
060/10HKOI0, N0 OnepeiileHc TeCTyBaHHS, TaviBaHb OHOB/IOBAHOrO 3BITY 3 6e3neKku, BigNOBIAHO A0
250 mr no 10 (POY) N1 BWMYCK Cepil: Mopsaky 34iicHeHHs dhapMakoHarnagy,
TabneTok y dapmagokc 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
6nicTepi; no 3 Xenckea N14,., 340pOB’A Ykpainu Bif 27 rpygHa 2006 poky Ne
6nictepu y ManbTa; 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULT
KapTOHHIN nayui BUNYyCK cepil: Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
Nab6opmeg- pepakuii Hakasy MiHicTepcTBa OXOPOHM
®apma C.A., 340pOoB's YkpaiHu Big 26 BepecHs 2016 poky Ne
PyMmyHis; 996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
BMPOGHMLITBO 3a3HayYeHMN Y NepiogMYHOCTI NoJaHHSA
dopmu in perynsipHux 3BiTiB 3 6e3neku.
bulk,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib
AKOCTI,
TecTyBaHHS
CTabiNIbHOCTI:
Notyc
dapMacbiTUK
an Ko., 114,,
TaiiBaHb
7. 30PECAH® Kancynm m’ siki Mi6e Mm6X HimeyunHa nepBuHHE Ta HimeuunHa/ peecTpauist Ha 5 pokis 3a He UA/17901/01/01
20000 MO; no 10 ApuHaiimitten BTOPUHHE LLseliyapis MepiognyHICTb NOAAHHS PErynsapHoO peyernmom nionseae
Kancyn y 6nictepi; b nakyBaHHs, OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neky BiANOBIAHO A0
no 1 a6o no 2, abo KOHTpONb cepil Mopsaky 34iicHeHHs dhapMakoHarnagy,
no 5 6nictepis y Ta BUMYCK 3aTBEPIAXEHOro Haka3oMm MiHicTepcTBa OXOPOHM
navui cepit: 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
Mmi6e Mm6X 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI tCTULT




Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs1
ynakoska)
Csicc Kanc
AT,
LLIBeliyapis
8. 30PECAH® Kancynu Teepgi no KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis - He UA/17908/01/03
100 wr, in bulk: no XENTXKEP XENTXKEP MepioAnYHICTb NO4AHHS PErynspHO nionseae
10 kancyn y MBT NTL MnBT NTA OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neky BiANOBIAHO A0
6nictepi, no 180 Mopsaky 34iicCHeHHs dhapMakoHarnaay,
6nicTepis y 3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI Kopo6Lyi 340pOB’A Ykpaiuu Bif 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI tCTULT
YkpaiHu 19 rpygHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU
30,0p0B’s YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepiognYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
9. 30PECAH® Kancysv Teepgai no KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis - He UA/17908/01/01
25 wr, in bulk: no XENTXKEP XENTXKEP MepioAnYHICTb NOAAHHSA PErynsapHO niosnsieae
10 kancyny MBT NTA MBT NTA OHOBJIIOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
6nicTepi, no 180 Mopsaky 34iicHeHHs dhapMakoHarnagy,
6nicTepiB y 3aTBEepKEHOro Haka3om MiHicTepCcTBa OXOPOHU
KapTOHHI Kopo6Lyi 3710pOB’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI tOCTULLT
Ykpainu 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300poB’sA YKpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
10. 30PECAH® Kancysnu Teepgi no KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis - He UA/17908/01/02
50 wr, in bulk: no XENTXKEP XENTXKEP MepioAnyHICTL NOAAHHS PerynspHo nionsieae
10 kancyny MBT NTA MBT NTA OHOBJIHOBAHOrO 3BiTY 3 6Ge3neKkn BigNOBIgHO A0
6nicTepi, no 120 Mopsaky 34iicHeHHs dhapMakoHarnaay,
6nicTepis y 3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KapPTOHHIn KopooL,i 37,0p0B’sl YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI toCTULii
YkpaiHu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakujii Hakasy MiHicTepcTBa OXOPOHU
30,0p0B’s YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayveHUMK y NepioAnYHOCTI NoAaHHS
pEerynspHux 3BiTiB 3 6e3neku.
11. 30PECAH® Kancysnv Teepgai no KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 3a He UA/17907/01/01
25 wmr, no 10 XENTXKEP XENTXKEP MepiognyHiCTb NOAAHHA PEryNspHO peyenmom nionsizae
Kancyny 6énictepi, MBT NTA MNBT NTA OHOBJIOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
no 3 abo 6 Mopsiaky 34iicHeHHst hapmakoHarnaay,
6nicTepiB y 3aTBEpPAKEHOro Hakasom MiHicTepcTBa OXOPOHM




Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs1
ynakoska)
KapTOHHii 3[10pOB’A YKpaiHu Bifg 27 rpyaHs 2006 poky Ne
ynakoBLi 898, 3apeecTpoBaHuii B MiHiCTepCTBI HOCTULT
Ykpainu 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBUTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
12. 30PECAH® Kancynv Teepgi no KYCYM IHAjis KYCYM IHAisa peecTpauisi Ha 5 pokis 3a He UA/17907/01/03
100 mr, no 10 XENTXKEP XENTXKEP MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom niosnsieae
kancyn y 6nictepi, NBT NTA NBT NTA OHOBJIHOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
no 3 abo 6 Mopsaky 34iicHeHHs dhapMakoHarnagy,
6nictepiB y 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHHU
KapTOHHIi 340poB’A Ykpainuu Bif 27 rpygHa 2006 poky Ne
ynakoBLi 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI toCTULT
Ykpainn 19 rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHK
300poB’A YKpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMyYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
13. INIAAKPUHY MopOLLIOK ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa peecTpadisi Ha 5 pokis - He UA/17930/01/01
FIAPOXNOPUA, | (cybecTaHuis) y 06MexeHot 0bMexeHot nionsizae
MOHOTrIAPAT nonieTnneHoBnx BignoBiganbHi BignosiganbHi
MiLLkax Ans cTio CTIo
thapmaveBTU4HOr "OAPMXIM" "OAPMXIM"
0 3aCTOCyBaHHSA
14. MPUMOBICT po3uunH ansa Baiiep Al HimeuunHa Baiiep Al HimeuunHa peecTpadist Ha 5 pokis 3a He UA/17931/01/01
iH'ekujn 0,25 MepioAnYHICTb MOAAHHS PEryNSAPHO peyenmom nionsieae
MMosb/MA; o 10 OHOBJIHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
MY CKNSAHOMY Mopsiaky 34iicHeHHs hapmakoHarnagy,
wnpuui, no 1 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
wnpuuy B 3[10p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
npo3opii 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTULiT
NAacTUKOBIN Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
KOpOO6Li, 3aKpuTiii pepakuii Hakasy MiHicTepcTBa OXOPOHU
nanepom, 370pOoB'a YKpaiHu Bif, 26 BepecHs 2016 poky Ne
BKNaAeHin y 996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
KapTOHHY KOPOGKY 3a3HayYeHMMK y NepiognYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
15. PEBIBAN Kancynm Mepokemi Kinp BMPOGHMLITBO Kinp peecTpauisi Ha 5 pokis 3a He UA/17932/01/01
racTpopesncTeHTH nTa roToBOro MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
i TBepai no 30 wr; niKkapcbkoro OHOB/IOBAHOrO 3BITY 3 6e3neKku, BigNOBIAHO A0
no 10 kancyny 3acoby, Mopsaky 34iicHeHHs dhapMakoHarnagy,
6nicTepi; no 3, 6 KOHTpO/b 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
abo 9 6nicTepiB y AKOCTI, BUNYCK 340poB’A YKpainuu Bif 27 rpygHa 2006 poky Ne
KopoobUi cepil: 898, 3apeecTpoBaHoro B MiHicTepcTBi locTuuji




n/n

Hassa
JliKapcbK020
3acoby

dopma suUnycKy
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o
nocsioYeHHs

Megokemi
nTa
(UeHTpasnbHuii
3aBsog), Kinp;
BMPOBHMLITBO
roToBOro
niKapcbkoro
3acoby,
nepsBuHHe Ta
BTOPWHHE
nakyBaHHs:
Megokemi
NTA (3aBog,
AZ), Kinp

Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Bifg 26 BepecHss 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

16.

PEBIBAN

Kancynu
racTpopesnCTeHTH
i TBEpAi No 60 wmr;
no 10 kancyny
6nictepi; no 3, 6
abo 9 6nicTepiB y
KOpoo6Li

Megokemi
nTa

Kinp

BMPOGHMLITBO
roToBOro
NiKapcbKoro
3acoby,
KOHTpO/b
AKOCTI, BUNYCK
cepii:
Megokemi
nTa
(UeHTpanbHuii
3aBog), Kinp;
BMPOGHMLITBO
roToBOro
niKapcbkoro
3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
Megokemi
NTA (3aBog,
AZ), Kinp

Kinp

peecTpauisi Ha 5 pokis
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neKku, BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainuu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi oCTULi
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Bifg 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17932/01/02

17.

®EHCMIPUAY
rAPOX/IOPUA,

KpucTanivyHmi
MOPOLLIOK
(cybeTaHuis) y
nonieTnIeHoBuUx
Milkax ans
thapmaveBTU4HOr
0 3aCTOCyBaHHSA

ToBapucTeo 3
06MexeHoto
BiANOBIAa/TbHI
cTio
"OAPMXIM"

Ykpaina

[O0UNLLIEHHSA,
CYLUIHHS,
nakyBaHHs,
BUNYyCK cepil:
ToBapucTso 3
06MeXeHoI0
BignosiganbHi
CTHO
"OAPMXIM",
YkpaiHa,;
BMPOOHULITBO
TEXHIYHOTO

YkpaiHa/
KuTai

peecTpauist Ha 5 pokis

He
nionsieae

UA/17933/01/01




Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asaB8HUKa BUPOGHUKA Bionycky aHHs1 peecmpayitiHo2o
3acoby ¢hopma, nocsi0O4YeHHs1
ynakoska)
(HeounweHoro
) NPOAYKTY:
XaHrgxoy
YemTex
IHaycTpi
Kopn., fita.,
Kntaii
18. ®IHACTEPU/, MOPOLLIOK MpAT YkpaiHa Xyb6ei NepsaHb Kutaii peecTpauist Ha 5 pokis - He UA/17934/01/01
KpucTaniyHmi "TexHonor" XblomeHBeNn nionsizae
(cybeTaHuin) y dapmacbioTika
noABiViHMX n Ko., /ita,.
nonieTnIeHoBUX
Milkax ans
thapmaveBTU4HOr

0 3aCcToCcyBaHHA

HauyanbHUK Bigainy 3 nutaHb papmaleBTUYHOI
AisnbHOCTI [lenapTamMeHTy peasiisauii NONIiTUK

T.M. IacKOBCbKUu




MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTONYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

06.02.2020 Ne 270

niodpinizatom y
KomnnekTi 3 1
h1akoHOM
po3unHHKKa (Boga
Ans iH'ekuii) no 50
M1y KapTOHHIi
Kopobui

Ne Hassa dopma sunycky 3asasHukK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
1. D- MOPOLLIOK MPAT YkpaiHa XKeppkiaHr Kutaii nepepeecTpavjis Ha He0bMeXeHW TepMiH - He UA/14327/01/01
FNMOKO3AMIHY | (cybeTaHuis) y "®ITOGAPM" >KoywaH MyTyo nidnsieae
rAPOXNOPUA | naketax KciHkciHr ®apmac
nonieTuaeHoBmx Ko., NTa.
ans
chapmaLeBTUYHOro
3acTocyBaHHs
2. L-TUPO3UNH MOPOLLIOK AT YkpaiHa TAHbU3IHb TAHbAO KnTaii MepepeecTpauis Ha HEOGMEXEHWNIA TEPMIH - He UA/14373/01/01
(TUPO3WH) KpucTaniyHmin abo "KNIBCbKWW dapmacbloTikan3 niossieae
KpucTanu BITAMIHHWIA Ko., ITA.
(cybeTaHuis) y 3ABOA"
nakeTax
nonieTnIeHoBmx
ans
chapmaLeBTUYHOro
3acTocyBaHHs
3. AKTUNI3E® niodpinizar gns Bepinrep HimeuumnH Bepinrep HimeuunHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/2944/01/01
pO34MHYy AN IHrenbxaim a IHrenbxaim 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom nionsieae
iHcpysin no 50 wr; 1 IHTEepHeLwHN dapma 'm6X i Ko. thapmakoHarnsgy. 3MiH1 y KOpOTKili
chnakoH 3 M6X KIr XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI

MapKyBaHHS Ta iHCTPYKLiT ANt MeAnYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMM AaHUMU 3
SIKOCTI, AOK/IHIYHMMMU, KNIHIYHUMKW JaHUMK Ta
JaHuMK 3 hapMakoHarnagy - 3MiHy BHeCeHo
00 IHCTPYKUiT A4NA MEANYHOrO 3aCTOCYBaHHS

nikapcbKoro 3acoby A0 po3ginis
"MpoTunokasaHHA", "Cnocib 3acTocyBaHHA Ta
[031" (BHECEHHST [OAATKOBUX 3acTEpPEXeHb
|00 3aCTOCyBaHHA Ta A0AaBaHHSA
iHbopmauii Wwoao Ao3yBaHHs), "B3aemogis 3
IHLIMMKM NikapcbkMKM 3acobamu Ta iHLWi BUAan
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"Mepepo3yBaHHA", "M06IYHI peakuii™
BiAMNOBIAHO A0 Marepianis peecTpauiiHoro
[OCbE.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJ/1HOBAHOIO 3BITY 3 6€3NeKn, BigNOBIAHO A0
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KOHTPONb AKOCTI:
ToBapucTso 3
06MeXeHo
BiANOBIAA/IbHICTIO
"®APMEKC
rePyn-,
YkpaiHa

Y3roXXEHO 3 KOMMETEHTHUM YMOBHOBaXXEHNM
opraHoMm) - 3MiHW BHECEHO A0 iIHCTPYKLi Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3ginis "MNMokasaHHS" (YTOYHEHHSI
iHdbopmawuii), "MpoTunokasaHHs", "B3aemogis 3
iHLIMMK niKapcbknMy 3acobamu Ta iHLWWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHoOCTi abo
roflyBaHHs rpyaaro”(4onoBHEHHS iHopMalLii),
"Cnoci6b 3acTocyBaHHs Ta 4031" (YTOYHEHHS
iHdbopmauit), "AiTn" (YTOYHEHHs iHdhopmalii)
BifNOBIAHO A0 OHOB/EHOT iH(hopmaLii 3
6e3nekn 3acTocyBaHHS Ail04oi Ta 4ONOMIKHUX
PEYOBVH.

MepioguyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKku BigNOBIAHO 40
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpyaHs

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Mopsaky 34iiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuil YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynspHuX 3BiTiB 3
6e3neku.
4, AMIAK PO34MH ANns TOB "AKN YkpaiHa TOB "AKM YkpaiHa nepepeecTpauisi Ha HEOOMEXEHHNIA TePMiH 6e3 nidnsieae UA/3179/01/01
30BHILUHLOTO "®apmaueBTu "PapmavueBTnyHa peyenma
3acTocyBaHHsA 10% yHa thabpuka" habpuka”
no 40 mn a6o no
100 mn y dprrakoHax
5. AHTUMITPEH- TabneTtku, BKPUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH 3a He UA/3947/01/02
3400POB'A NNiBKOBOO 06MEXEHO BMPOBGHMLTBA, 3MiHM Woao0 6e3nekn/edeKTUBHOCTI Ta peyernmom nidnsieae
o060n0HKoto, no 50 BignoBigasbHi KOHTPO/b AIKOCTI, hapmakoHarnsgy. 3miHa y KopoTkili
mr, no 1 Tabnetuiy CTHo BUNYyCK cepil: XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
6nictepi; no 1 a6o 3 “®apmavneBTu ToBapucTBo 3 MapKyBaHHS Ta iHCTPYKLIiT 4518 MeANYHOro
6nictepu B YHa KOMnaHis 06MeXeHoI 3acTocyBaHHS Ha nigcTasi perynsapHo
KapTOHHI Kopobuyj; "3popos'a" BiANOBIAA/ILHICTIO OHOB/IOBAHOrO 3BIiTY 3 6e3neKkn Nikapcbkoro
no 3 Tabnetkm y "®apmavueBTuyHa 3acoby, abo gocnigkeHb 3 6esnekn
6nictepi; no 1 KOMnaHis 3acTocyBaHHS NikapcbKoro 3acoby B
6nictepy B "3popos'sa"”, nicnspeecTpauiiiHnii nepiog, abo sk
KapTOHHI/ KopoobLi YKpaiHa; pe3ynbTaT OLiHKV 3BiTY 3 AOC/IMKEHD,
BCi cTagii npoBeAeHVX BifnoBigHO A0 niaHy
BMPOBHULTBA, negiatpnyHux gocnimxkernb (PIP) (3MiHy
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KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHot
BiANOBIAA/IbHICTIO
"®APMEKC
rePyn",
YkpaiHa

Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 IHCTPYKLUIT Ansa
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
00 po3gainis "lMNokazaHHA" (YTOYHEHHS
iHchopmawii), "MpoTunokasaHHs", "B3aemogis 3
IHLIMMK NikapcbkMKM 3acob6amu Ta iHLWi BUAan
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaaro”(40noBHeEHHS iHchopmadyii),
"Cnoci6 3acTocyBaHHS Ta 403U" (YTOYHEHHS
iHbopmauii), "AiTn" (YTOYHEHHs iHdhopmalii)
BiANOBIAHO A0 OHOBNEHOI iHChopMaL,i 3
6e3nekn 3acTocyBaHHS Ail04oi Ta AOMOMiIKHUX
PEYOBUH.

MepiognyHICTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.

Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa 0OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaYeHMK Yy
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6e3neku.
6. AHTUMITPEH- TabneTtku, BKPUTI ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH 3a He UA/3947/01/01
340POB'A NNiBKOBOIO 06MeXeHOo BMPOGHMLITBA, 3MiHM Woao 6e3nekn/edheKkTBHOCTI Ta peyenmom nidnsieae
060/10HKO10, M0 100 BignoBigasbHi KOHTPO/b SIKOCTI, hapmakoHarnsgy. 3miHa y KopoTkili
mr, no 1 Tabnetuyiy CTIo BMNYyCK cepil: XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
6nictepi; no 1 a6o 3 “®apmaueBTu ToBapucTBoO 3 MapKyBaHHS Ta iHCTPYKLIiT 4519 MeANYHOro
6nictepu B YHa KOMNaHis 06MeXeHo 3aCcTOCYyBaHHSA Ha nigcTasi perynsipHo
KapTOHHI kopo6uyj; "3p0pos'a” BiANOBIAALHICTIO OHOB/IKOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
no 3 TabneTtkm y "®apmavueBTUYHa 3acoby, abo gocnimkeHb 3 6e3nekn
6nictepi; no 1 KOMnNaHis 3acTocyBaHHA NikapcbKoro 3acoby B
6nictepy B "3popos's", nicnsapeecTpauiiniii nepiog, abo sk
KapTOHHIA KopooLi YkpaiHa; pe3ynbTaT OLiHKV 3BiTy 3 [OC/TIKEHD,
BCi cTagii npoBeAeHnX BignoBigHO A0 niaHy
BMPOGHMLITBA, negjiarpnuHnx gocnigxens (PIP) (3mMiHy
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060/10HKOI N0 5
Mr/160 mr no 7
Tabnetok y 6nictepi,
no 2, no 4, no 8 aéo

bulk", nepenHHe
Ta BTOPVHHE
nakyBaHHs1,

KOHTpO/b cepii:

thapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANt Men4HOro

3aCcTOCyBaHHA Ha NigcTasi perynsipHo

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
7. AHTUTOKCWUY MOPOLLIOK TOB YkpaiHa CuuyaHb [leebio Kutai MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH - He UA/14470/01/01
HA ®PAKLIA (cybeTaHuis) y "BanapTtiH dapmacbioTikan niossieae
EKCTPAKTY naketax Papma” Ko., 114,
MEYIHKA nonieTNeHoBux
ans
hapmaueBTUYHOro
3acTOCyBaHHSA
8. BPEKCIH® Tabnetku no 20 mr, K'esi ABCTpist BUPOBHMLTBO in ITania MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/4636/01/01
no 10 TabneTtok y dapmac'toTike bulk, nepBuHHe Ta 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
6nictepi, no 1, 2 abo n3 rex BTOpPUHHE thapmakoHarnsgy. 3MiHM y KOpoTkili
3 6nicTepu B Navui 3 nakyBaHHs, XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapToHy KOHTPO/b Ta MapKyBaHHA Ta iHCTPYKLIT 4519 MeANYHOro
BUMYCK Cepii: 3aCTOCyBaHHSA Yy 3B’A3KY i3 HOBUMUW AaHUMK 3
K'esi AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMK Ta
PapmaveyTuui JaHvmu 3 chapmakoHarnsgy - 3MiHy BHECEHO
C.n.A., lTanisi; 00 IHCTPYKLIi ANS MeANYHOro 3acToCyBaHHS
KOHTpO/b Ta nikapcbkoro 3acoby y po3ainv "B3aemogis 3
BWMYCK Cepil: IHLIMMKM NikapcbkMKM 3acob6amu Ta iHLWi BUAan
K'esi B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
dapmaueyTumui "3acTocyBaHHSA y nepiof BariTHOCTi abo
C.n.A,, Itanis rofyBaHHs rpyaar”(yTouHeHHs iHchopmauii),
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuil
npu KepyBaHHi aBTOTPaHCNopPTOM abo iHWMMU
MexaHismamun" (yTO4YHeHHSs iHchopmadii),
"Cnoci6 3acTocyBaHHS Ta 403U" (YTOYHEHHS
iHdhopmawii), "AiTn" (yTouHeHHs iHchopmai),
"Mepepo3yBaHHA", "M06IYHI peakuii™
BiAMNOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 304,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
9. BAnoain TabneTku, BKpUTI KPKA, a.4., CnoBeHis | BignoBifanbHuWii 3a Xopsarisi/ nepepeecTpaLisi Ha He0O6MeXeHW TepMiH 3a He UA/14358/01/01
NNiBKOBOO HoBo mecTo BUPOGHMLUTBO "in CnoBeHis 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom nionsieae
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
no 14 6nictepis y KPKA-®apma OHOB/THOBAHOrO 3BITY 3 6e3Mnekn NikapcbKoro
KapTOHHI kopobuyj; 0.0.0., XopBaris; 3acoby, abo focnimKeHb 3 6e3nekn
no 10 TabneTok y BiANOBIgaNbHMIA 3a 3acToCyBaHHS NiKapCcbKoro 3acoby B
6nictepi, no 3, no 6, BMPOGHMLTBO "in nicnsapeecTpauiiHnii nepiog, abo sk
no 9 aéo no 10 bulk", neperHHe pesynbTaT OLiHKM 3BITY 3 [OCNIIKEHD,
6nictepis y Ta BTOPUHHE npoBefeHnX BigNoBIAHO [0 NnaHy
KapTOHHI Kopoo6Li nakyBaHHs1, negjiatpnyHnx gocnigxens (PIP) (3miHy
KOHTpO/Ib Ta Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
BUNYCK cepil: opraHoMm) - 3MiHN BHECEHO A0 IHCTPYKUiT Ans
KPKA, a.4., Hoso MeAMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby
mMecTo, CroBeHis; [0 po3ainis:"B3aemogis 3 iHWMMKN
BiANOBIaNbHMIA 3a nikapcbkMmn 3acobamu Ta iHWi BUAm
KOHTpO/b cepii: B3aemogiin", "3actocyBaHHs y nepiog,
KPKA, a.4., Hoso BariTHOCTi ab0 rofyBaHHA rpyaa”(YyTOUHEHHS
mMecTo, CroBeHis iHchbopmawii), "Mo6iyHi peakuii™ BiANOBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku
3acToCyBaHHS fitoYiX peYOBUH.
MepiognyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
10. BAnoain TabneTku, BKpUTI KPKA, a.4., CnoBeHisa | BignoBiganbHWii 3a Xopsaris/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/14357/01/01
NNiBKOBOO HoBo mecTo BUPOGHMUTBO "in CnoBeHis 3MiHuM Wwopao 6e3nekn/epekTMBHOCTI Ta peyenmom nionsieae

060/10HKOI N0 5
mr/80 mr no 10

Tabnetok y 6nictepi,

no 3, no 6, no 9 abo
no 10 6nictepiB y
KapTOHHI Kopobuyj;
no 14 TabneTtok y
6nictepi, no 1, no 2,
no 4 a6o no 7
6nictepiB y
KapTOHHIA KopooLi

bulk", nepBunHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA-dapma
0.0.0., XopBarisi;
BiANOBigabHUI 3a
BMPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BMNYCK Cepil:
KPKA, a.4a., Hoso
mecTo, CroBeHis;
BiANOBIAaIbHUI 3@

hapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANt MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNOBIAHO [0 NNaHy
negjatpnyHux gocnigxens (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHVM BHECEHO A0 IHCTPpyKUil Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3ainis:"B3aemopis 3 iHWMMKN
nikapcbknMmn 3acobamu Ta iHWi B1uam
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis

B3aeMogiin", "3actocyBaHHs y nepiog,
BariTHOCTi ab0 rofyBaHHA rpyaa”(YyTOUHEHHS
iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0

OHOBJIEHOT iHdhopMaLii 3 6e3neku
3aCTOCYBaHHSA AitoYiX PEYOBUH.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016

poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!

3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3

6e3neku.

11.

BANOAIN

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0 M0 10
mr/160 mr no 7
Tabnetok y 6nictepi,
no 2, no 4, no 8 abo
no 14 6nictepis y
KapTOHHI Kopobuyj;
no 10 TabneTtok y
6nictepi, no 3, no 6,
no 9 aéo no 10
6nictepiB y
KapTOHHIA KopooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHisi

BiANOBiAA/IbHWIA 32
BUPOGHMUTBO "in
bulk", nepenHHe

Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA-dapma
0.0.0., XopBarisi;

BiANOBigabHUI 3a
BMPOGHMLTBO "in
bulk", neperHHe

Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta
BMNYCK Cepil:
KPKA, a.4a., Hoso
mecTo, CroBeHis;

BiANOBigabHUI 3a
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHist

Xopsaris/
CnoBeHis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT AN MeAnYHOro
3acTOCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiiinii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 [OCAIMKEHD,
npoBefeHnX BigNOBIAHO [0 NnaHy
negjatpnyHux gocnigxens (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHVM BHECEHO A0 IHCTPpyKUil ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
[0 po3inis:"B3aemopis 3 iHWMMKN
nikapcbknMmn 3acobamu Ta iHLWi BUam
B3aemogiin", "3actocyBaHHs y nepiog,
BariTHOCTi ab0 rofyBaHHA rpyaa”(YTOUYHEHHS
iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLiii 3 6e3neku
3aCTOCYBaHHS AitoYiX PEYOBUH.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii YKpainmn 19 rpyaHs 2016

3a
peyenmom

He
nionsieae

UA/14357/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
12. BANbMNPOAT MOPOLLIOK TOB "Toprosa YkpaiHa KATBEWK XEMI HigepnaHgm nepepeecTpaist Ha He0OMeXeHWi TepMiH - He UA/14702/01/01
HATPIO (cybeTaHuis) B KOMnaHis B.B. niossieae
noslieTUIEHOBMX "ABpopa"
Milkax ans
chapmaLeBTUYHOro
3acTOCyBaHHs
13. rBICKYCY NOpPOLLOK TOB YkpaiHa HATIOPEKC CA PpaHuin MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH - He UA/10929/01/01
EKCTPAKT (cybeTaHuin) y "BanapTtiH nionsieae
CYXUI nonieTUNeHOBIX dapma”
"ELLIROSE" nakeTtax gns
chapmaL,eBTUYHOro
3acToCyBaHHs
14. rIATOH® Kancynm m'ski no AT "dapmax" YkpaiHa AT "®apmak” YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHWIA TEPMIH 3a He UA/14536/01/01
400 wr, no 10 OHoBEHO iHhopMaLlito B IHCTPYKUIT Ans peyenmom nionsi2ae
Kancyny énictepi; MeANYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
no 3 a6o 6 6nictepis y po3aini "OcobmMBOCTi 3aCTOCyBaHHS"
y navui BiANOBIAHO [0 OHOBNEHOI iHhopMaL,i 3
6e3nekn JOMOMIKHOI PEHOBUHM.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsigky 34iicHeHHs hapmakoHarnasgy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 3[40P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamK, 3a3HaYeHMK Yy
NepioguYHOCTI MOAAHHS PEryNIsipHUX 3BITIB 3
6e3neku.
15. ECNYMI3AH® Kpanni opasibHi, BEP/IH-XEMI | HimeuuuH BEP/IH-XEMI Al HimeuunHa MepepeecTpaLisiia HeO6MeXeHUli TEPMIH. Ges nionsi2ae UA/10476/01/01
BEBI emynbcis, 100 Al a 3MiHM Woao 6e3nekn/edhekTBHOCTI Ta peyenma

mr/mn; no 30 mn abo
no 50 mn y cpnakoHi
3 HacagKow ans
[03yBaHHA Kpanersb,
KPULLKOIO, L0
3arBMHYyeETbCS, Ta
MipHUM
cTakaHuukom; no 1
donakoHy y

thapmakoHarnsgy. 3MiHu y KOpoTkili

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iHCTPYKLiT 4N MeAnyHOro
3aCTOCYBaHHA Y 3B’AA3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKNIHIYHUMW, KMIHIYHMUN JaHUMK Ta
AaHuMu 3 hapMakoHarnagy - 3MiH1 BHECEHO
00 [HCTPYKUIT 4N MeaUyYHOro 3acTocyBaHHs

nikapcbKoro 3acoby A0 po3ginis

"bapmakoTepaneBTMyHa rpyna'“(yTo4yHeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KapTOHHI KOopoo6Li

TeKcTy, 6e3 3MiHU Kogy), "dapMakonoriyHi
BNACTUBOCTI"(YTOUHEHHS iHhopmalLlii)
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs
y nepiog BariTHoCTi abo rogyBaHHs
rpyaar'(yTouHeHHs iHdopmadii), "Cnocié
3acToCyBaHHA Ta f031"(YTOUHEHHS
iHchbopmawii) , "Mepepo3syBaHHA", "T06IYHI
peakujii”, TakoX BHECEHO pefakLiiiHi npaBku
[0 TekcTy po3ainis "Cknag', "MokasaHHsA",
"MpoTrnoka3aHHsa", "34aTHICTb BNIMBaTK Ha
LWIBWUAKICTb peakuii npy KkepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMKN MexaHi3mamu',
"YMoBU 36epiraHHs", "TepmiH npugaTHocTi"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[10CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHictepcTea
OXOPOHW 30pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

16.

KETOTUDEHY

rNAPO®YMAPA

T

MOPOLLIOK
KpucTanivyHmi
(cy6eTaHuis) B
nonieTMNeHoBux
nakeTax gns
chapmaLeBTUYHOro
3acTocyBaHHs

ToBapucTso 3
06MexeHot
BignoBiga/bHi
CTH
"flocnigHwi
3aBo[
"rHyact

YKpaiHa

XepxnaHr Xyaxaii

dapmac'toTikan
Ko, NTA,

Kutaii

nepepeecTpaLisi Ha He0B6MEeXeHW TepMiH

He
nionsieae

UA/11129/01/01

17.

NAMOTPUH®

Tabnetkun
avcneprosaHi, no 25
mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepu y
KapTOHHI naui

TOB "ACIHO
YKPAIHA"

YkpaiHa

Cnecicbap C.A.

pevis

MepepeecTpauis Ha 5 pokiB.
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3acTocyBaHHS Ha nigcTaBi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekn NiKapcbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 [OCNIIKEHD,
npoBeAeHVX BignoBigHO A0 NaHy
negiarpnyHmx gocnigxkenb (PIP) (3MiHy

3a
peuyernmom

He
nionsieae

UA/14222/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Y3rOXKEHO 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHi [0 iIHCTPYKUii ans
MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
y po3ain "OcobmBocCTi 3acTocyBaHHA"
BiANOBIAHO [0 iHOpMaLi Wwoao 6e3neku
[OMOMDKHOT PEYOBUHW.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHictepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340POB’'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

18.

NAMOTPUH®

TabneTtku
AvcneprosaHi, no 50
mr, no 10 Tabnetok
y 6nictepi, no 3
6nictepn y
KapTOHHI navi

TOB "ACIHO
YKPAIHA"

YKpaiHa

Cnecichap C.A.

peuis

MepepeecTpauis Ha 5 pokiB.
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIT 4519 MeANYHOro
3acTocyBaHHSA Ha NigcTasi perynsapHo
OHOB/IIOBAHOIO 3BITY 3 6e3Mneku NiKapCbKoro
3acoby, abo JocnigxeHb 3 6e3nekn
3aCTOCYBaHHS iKapcbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHD,
npoBefeHnX BigNoBiAHO A0 NnaHy
negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3roXXEHO 3 KOMMETEHTHUM YNOBHOB&XEHNM
opraHom) - 3MiHV BHECEeHi 0 iHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3g4in "OcobMBOCTI 3aCTOCYBaHHS"
BiANOBIAHO A0 iHGopMaL,ii Wwoao 6e3nekn
[0NOMDKHOT PEYOBUHM.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 304,0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 3[40POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:

3a
peyenmom

He
nionsieae

UA/14222/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.

19.

NAMOTPUH®

Tabnetku
aucneprosaHi, no
100 wmr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu y
KapTOHHIM nayui

TOB "ACIHO
YKPAIHA"

YkpaiHa

Cnecicap C.A.

pevis

MepepeecTpauis Ha 5 pokiB.
3MiHuM Wwopao 6e3nekn/epekTMBHOCTI Ta
hapMakoHarnagy. 3miHa y KopoTkil
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANt MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNOBIAHO [0 NNaHy
negjatpnyHux gocnigxens (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHV BHECEHI [0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3gain "OcobnMBOCTi 3aCTOCYBaHHSA"
BiANOBIAHO [0 iHopMaL,i Wwoao 6e3nekn
[OMOMDKHOT PEYOBUHN.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpPOHW 340POB’A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynspHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/14222/01/03

20.

NEBOMILUETUH

Tabnetkv no 500 wmr,
no 10 TabneTok y
6nictepi; no 1
6nicTepy B nauui

My6niuHe
akuioHepHe
TOBapMCTBO

"HaykoBo-
BVPOGHWYNIA
LieHTp
"BopLariscbk
uii Ximiko-
thapmavueBTny
HWi1 3aBog"

YkpaiHa

My6niuHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BUPOGHUUNIA
LieHTp
"BopLuariscbkuii
Ximiko-
thapmaueBTUYHWIA
3asof”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
MepioAnyHICTL NOAAHHA PErynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iiicHeHHs dhapmakoHarisay,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuii YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Big,
26 BepecHsA 2016 poky Ne 996), CTaHOBUTL:
3riiHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMyYHOCTI NoAaHHS PerynsipHuX 3BiTiB 3

3a
peuyernmom

He
nionsieae

UA/3621/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6e3neku
21. NEBO®J/IOKCA | nopoLuok Yemo 16epika, IcnaHis Kimika CiHTeTika, IcnaHis MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH - He UA/14592/01/01
UVH (cybeTaHuis) y C.A. C.A. nionsi2ae
NoABINHMX
nonieTMNeHoBux
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
22. MINYKAHT TabneTkun, BKpUTI AT "Apawmep, Monbwa BMPOGHMK "in MonbLa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/10397/02/01
NNiBKOBOO Papma” bulk", nepenHHa 3MiHu | TUNy - 3MiHK Wwoao peyenmom niossieae
060/10HKO10, Mo 10 Ta BTOPUHHA 6e3nekn/edpekTBHOCTI Ta hapMakoHarniagy.
Mr 110 7 TabNeToK y ynakoBKa, 3MiHa y KOpOTKiil XapaKTepuCcTULi Nikapcbkoro
6nictepi; no 4 KOHTPO/b AKOCTI 3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
6nictepu B Ta [03BiN Ha MeaUYHOro 3acTocyBaHHA Ha niacTasi
KapTOHHI Kopoo6Li BWMYCK Cepil: perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
AT «Apame[ nikapcbKkoro 3acoby, abo AoCiAXeHb 3
dbapma» 6e3nekn 3acTocyBaHHA NiKapcbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBeAeHVX BignoBigHO A0 NaHy
negjiatpnuHnx gocnigxens (PIP) (3MiHy
Y3roXKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHomM) 3MiHU BHECEHO A0 iIHCTPYKLT Ans
MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
[0 posginis "MpoTtunokasaHHsa", "OcobaMBOCTi
3acTocyBaHHSA", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaat”
(monoBHeHHS iHdopmaLii 3 6e3nekn), "TTo6IYHI
peaxuii” BignoBigHO A0 OHOBNEHOT iHChopmaLi
3 6e3nekn 3aCToCyBaHHS Ait04O0i PEYOBUHU.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaky 34jiicHeHHs dhapmakoHarisay,
3aTBEPKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuil YKpaiHu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Big,
26 BepecHsA 2016 poky Ne 996), CTaHOBUTL:
3riiHO 3i CTpOKamK, 3a3HaYeHMK Yy
nepiogMYHOCTI MOAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
23. MITOKCAHTPO | koHueHTpaT gns EBEBE AscCTpist MOBHWIA LKA AscTpist/ MepepeecTpaList Ha HEOOMEXEHNI TEPMIH. 3a He UA/3145/01/01
H "EBEBE" pPO34MHy oNs dapma BMpPOGHMUTBA: HimeuunHa 3MiHun Il TUny - 3MiHK WoAa0 peyenmom nidnsieae
iHcpysiiA, 2 mr/mn; no lec.m.6.X. EBEBE ®apma 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
5 mn (10 mr) a6o no Hdor.KI lec.m.6.X. Hor. 3MiHW y KOPOTKili XapakTepucTuL Nikapcbkoro
10 mn (20 mn) y KI', ABCTpis; 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLUIT Ans
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
chnakoHi; no 1 TeCTyBaHHS: MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
dhnakoHy B KOPO6L Mnn LaHUMU 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMU
Mikpob6ionoriwec JaHVMu Ta faHnumuy 3 dhapmakoHarnagy -
Mptochnabop 3MiHU BHECEHI A0 iHCTPYKLi 415 MeguyHoro
mM6X, ABCTpis; 3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:
TeCTyBaHHSA: "®apmakonorivyHi BnacTmeocTi”,
Na6op N+C Ar, "MpoTunokasaHHsa", "OcobaMBOCTi
HimeuyunHa 3aCcToCyBaHHA".
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOTO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
24. HEMPOMAKC TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsizae UA/14386/01/01
NNiBKOBOO 06MeXeHo 06MeXeHo 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
060510HkKot0, No 10 BiANOBIAaA/bHI BiANOBIAALHICTIO thapmakoHarnsgy. 3MiHM y KOpoTKili
Tabnetok y 6nictepi; CTHO "®apmaueBTUYHa XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
no 3 abo 6 6nictepis | "®apmaueBTu KOMnNaHis MapKyBaHHS Ta IHCTPYKLUIT A1A MeANYHOro
Y KapTOHHiIi kopobu,i YHa KOMNaHis "3p0pos'a” 3aCcTOCyBaHHA
"3popos'a” reHepnyYHuX/ribpuaHnx/6ionogibHNx

nikapcbknx 3acobiB nicns BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW npenapaT (3mMiHa He
notpebye HaflaHHS XOAHWX HOBKX AOAATKOBUX
OaHunX) - 3MiHW BHECEHI A0 IHCTPYKUIT Ans
MeAUYHOro 3aCToCyBaHHA NiKapCbKoro 3acoby
B po3ginu "lMNpoTunokasaHHs", "B3aemogis 3
IHLWMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHocTi abo
rogysaHHa rpyaao”, "MNepenosysaHHsa",
"Mo6iuHi peakwyii" BigNoBigHO A0 iHchopmauii
00 MEANYHOIO 3aCTOCYBaHHS
pedhepeHTHOro /likapcbKoro 3acoby
(MINTbFAMA®, TabneTku, BKpUTI NNIBKOBOO
060/10HKO10).

MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif 27 rpygHs




22

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6e3neku.
25. HITPOKCO/IH TabneTtku, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha HEOOMEXEHN TEPMIH. 3a He UA/3518/01/01
NAiBKOBOIO akujioHepHe akuioHepHe OHoB/eHO iHdhopMaLito B IHCTpyKLii Ans peyenmom nionsizae
o060n0HKoto, no 50 TOBapMCTBO TOBapMCTBO MeAMYHOro 3aCTOCYBaHHS NiKkapCbKoro 3acoby
mr no 10 TabneTok y "HaykoBo- "HaykoBo- y po3gaini "MokasaHHa" (YyTOYHEHHS
6nictepi, no 5 BVPOGHWYNIA BMPOGHUUNIA iHchbopmawii), Lwopo 6e3nekn 3acTocyBaHHSA
6nicTepiB y nayui LeHTp LeHTp Lit0Y0i pevyoBuHU
"BopLariscbk "Bopuuariscbkuii MepiognyHICTb NOAAHHSA PerynsipHo
WA XimiKo- XiMiKo- OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
thapmaueBTny thapmavueBTUYHWIA Mopsaaky 34icCHEeHHsT dhapMakoHarisay,
HWli 3aBog” 3aBofg", 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
YKpaiHa; OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
BTopuHHe 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs: MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
ToBapucTBoO 3 poky 3a Ne 73/13340 (y pefaku,ii Hakazy
06MeXeHo MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
BiANOBIAALHICTIO 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
"Hartyp+", 3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
YkpaiHa nepioguYHOCTI NOAAHHSA PeryssipHUX 3BITIB 3
6e3neku.
26. HOPMOBEH TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKWUM YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 niossieae UA/4475/01/01
NNiBKOBOO "KNIBCbKM BITAMIHHUIA OHoOB/EHO iHghopmaLito B IHCTpyKLii ans peuyenma
060/10HKOH 1Mo 10 BITAMIHHWUIA 3ABO4" MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby
TabneTtok y 6nictepi; 3ABO4" y po3sginax "®apmakosioriyHi BNactmBocTi"

no 3 abo 6 6nictepis
y nauui

(oonoBHeHHs iHdopmalii), "MokasaHHA"
(yTouHeHHs iHchopmauii), "OcobnmsocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[031"(YTOUHEHHS), "Mo6ivHi peakuii” wono
6e3nekn 3acTocyBaHHS Ail04oi Ta 4ONOMIKHUX
pPeYOBUH.

MepiognyHICTL NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6€3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBepKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMU Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nepiogMYHOCTI MOAaHHSA PErynsipHuX 3BiTiB 3
6e3neku.
27. O®DP/TIOKCALUH | po3unH gns iHdysii, TOB "tOpis- YkpaiHa TOB "tOpis-dapm” YkpaiHa MepepeecTpavis HA HEOOMEXEHWNI TePMIH 3a He UA/3040/01/01
2 mr/mn, no 100 mn Papm” 3MiHM Woao 6e3nekn/edhekTBHOCTI Ta peyenmom nionsizae
ab6o no 200 mny hapmakoHarnsgy. 3miHa y KopoTkili
nnaswkax; no 100 mn XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi
abo no 200 mn y MapKyBaHHS Ta iHCTPYKLIiT 4519 MeANYHOro
nnsawuyi, no 1 3acTOCyBaHHSA Ha nigcTasi perynsipHo
nNAAWU Y navwj OHOB/IKOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiinuiii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTY 3 AOC/TMKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negjiatpnyHnx gocnigxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHM BHECEHO A0 IHCTpYKUii ANns
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
[0 posginis: "Moka3aHHs", "B3aemogis 3
IHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"Cnoci6 3acTocyBaHHA Ta fo3un", "INo6iyHi
peaxuii” BignoBigHO 40 OHOBNEHOT iHChopmaLi
3 6e3nekn 3aCTOCyBaHHA Ai04O0i PEYOBUHW.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
28. NMAHKPEATUH rpaHynu MpAT YkpaiHa MpAT "TexHonor" YkpaiHa nepepeecTpaLisi Ha He0OBMEXeHW TePMiH - He UA/14646/01/01
KMLLKOBOPO3UNHHI "TexHonor" nionsizae
(cybeTaHuis) y
naketax i3 nnisku
nonieTuneHoBoi Ans
chapmaLeBTUYHOro
3acTocyBaHHs
29. MAMNABEPUHY KpucTanivyHni MpuBaTHe YkpaiHa PEKOPLATI ITanis nepepeecTpavisi Ha HeOOMEXEHUI TEPMiH - He UA/14610/01/01
raPOXNOPUA | nopoLuok akuioHepHe IHOACTPIA niosnsieae
(cybeTaHuin) y TOBapucTBo KEMIKA E
noABiNHMX NakeTax 3 “Jlekxim — PAPMACBHOTIKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nonieTuneny ans Xapkis” C.n.A.
chapmaLeBTUYHOro
3acToCyBaHHs
30. MPOCMNAH® PO34UH OpasIbHUIA, EHrensrapg, HimeuuunH EHrensrappg, HimeuunHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsizae UA/0672/03/01
PO34MH BIf 35 mr/5 mn no 5 mn ApuHaiimitten a ApuHalimiTTens 3MiHu | TUnNy - 3MiHK Woa0 peyenma
KALU/THO PO34MHY OpasibHOro b M'M6X & Ko. M6X & Ko. KI 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
y CTuky; no 21 a6o Kl 3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro
30 cTukiB y 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
KapTOHHI/ KopoobLi MeJMNYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimkeHs 3
6e3nekn 3acTocyBaHHS likapCbkoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNOBIAHO [0 NNaHy
negjatpnyHux gocnigxens (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
0o po3ginis "Oco6MBOCTI 3aCTOCYBaHHA",
"Cnoci6 3acTocyBaHHs Ta 4031" (YTOYHEHHS
iHdhopmawii), "MepenosysaHHsa", "MoGiyHi
peaxuii” BignoBigHO 40 OHOBNEHOT iHChopmaLi
3 6e3nekun 3acToCyBaHHs Ailoy0Tl PEYOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BiTYy 3 6e3neku, BiANOBiAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NOAaHHSA PerynspHuX 3BiTiB 3
6e3neku.
31. PAHITUAVH TabneTku, BKPUTI ToBapucTso 3 YkpaiHa BCi cTagil YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNI TEPMIH. 3a He UA/3676/01/01
NNiBKOBOO 06MEXeHOo BMPOBHMLTBA, 3MiHu | TURY - 3MiHK WoA[0 peyernmom nidnsieae
060/10HKot0, No 150 BignoBigasbHi KOHTPO/b AIKOCTI, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
mr; no 10 TabneTok CTHo BUNYyCK cepil: 3MiHa Y KOpOTKiil XapakTepuCTuLi NikapcbKoro
y 6nicTepi; no 1 abo "hapmaueBTn ToBapucTso 3 3aco6by, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
2 6nictepu B YHa KoOMNaHis 06MexeHo Me[MYHOro 3acTocyBaHHA Ha nigcrasi
KapTOHHI Kopobuyj; "3popos'a" BiANOBIAA/ILHICTIO perynsipHo OHOB/IOBAHOIO 3BIiTy 3 6e3neku
no 20 TabneTok y "hapmMaueBTUYHA nikapcbKoro 3acoby, abo gocnigpkeHs 3
6nictepi; no 1 KOMnaHis 6e3nekn 3acTocyBaHHS Jlikapcbkoro 3acoby B
6nictepy B "3p0pos'a", nicnspeecTpauiiiHnii nepiog, abo sk

KapTOHHI Kopoo6Li

YKpaina;

pe3ynbTaT OLiHKV 3BiTY 3 AOC/IMKEHD,




25

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BCi cTagii npoBefeHnX BigNoBIAHO JO0 NnaHy
BUPOGHULTBA, negiatpuyHux gocnimxkeHs (PIP) (3MiHy
KOHTPONb AKOCTI: Y3rOZPKEHO 3 KOMNETEHTHUM YNOBHOBAXKEHUM
ToBapucTso 3 opraHom) 3MiHM BHeCeHO A0 IHCTpyKuii ans
06MeXeHoI MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
BiANOBIAA/LHICTIO [o po3ginis "MpoTtunokasaHHsa", "Oco6MBOCTI
"OAPMEKC 3acTocyBaHHS" BifMoBigHO A0 OHOB/EHOI
reyn:, iHchopmaLii 3 6e3neku Aitoyoi Ta LONOMIXKHOT
YkpaiHa PeYOBUH NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku, BigNoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
32. PAHITUOWH- TabneTtku, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/10560/01/01
3400POB'A NNiBKOBOIO 06MEXeEHO BMPOBGHMLTBA, 3MiHM Woa0 6e3nekn/edeKTUBHOCTI Ta peyernmom nionsieae
POPTE o6onoHkoto, no 300 BiANOBIAa/bHI KOHTPO/b AKOCTI, thapmakoHarnsgy. 3miHa y KopoTkili
Mmr, no 10 TabneTok CTIo BUNYyCK cepil: XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
y 6nicTepi; no 1 abo "®apmavneBTu ToBapucTBo 3 MapKyBaHHS Ta iHCTPYKLIT 4519 MeANYHOro
2 6nictepu B YHa KOMNaHis 0bMexeHoto 3acTocyBaHHA Ha MigcTasi perynspHo
KapTOHHIA KOopoo6Li "3popos'a" BiANOBIAA/ILHICTIO OHOB/IOBAHOIO 3BITY 3 6e3neKkn Nikapcbkoro
"hapmMaueBTNYHa 3acoby, abo gocnigxeHb 3 6e3nekn
KOMMaHis 3acTocyBaHHS NiKapcbKoro 3acoby B
"3p0pos'a", nicnspeecTpauiiHnii nepiog, abo sk
YkpaiHa,; pe3ynbTaT OLiHKM 3BITY 3 JOCAIMKEHD,
BCi cTagii npoBefeHnX BigNoBIAHO J0 NnaHy
BUPOBHULTBA, negiatpnyHux gocnimxkeHs (PIP) (3MiHy

KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"®APMEKC
reyn:,
YkpaiHa

Y3roXXEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTpyKUil ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3ginis: "MNMpoTunokasaHHs", "Oco6anBOCTI
3acTocyBaHHs", "lNo6iyHI peakuii” BigNoOBIAHO
[0 OHOBNEHOI iHGhopMaLii 3 6e3neku
3aCTOCyBaHHS Ajito40i Ta AONOMDKHOT PEYOBUH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BiTYy 3 6e3neku, BiANOBiAHO A0
Mopsaaky 3aiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 3710pOB’S YKpaiHu Bifg 27 rpyaHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuULil YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaYeHMK Yy
nepiogMYHOCTI MOAaHHS PerynsipHuX 3BiTiB 3
6e3neku.

33.

CMIPOHONAKT
OH CAHA03®

Tabnetku no 100 mr
no 10 TabneTok y
6nictepi; no 2, abo
no 3, abo 6
6nictepis B
KapTOHHIA KOpooLi

CaHpo3
dapmachboTika
n3 p.no.

CnoBeHis

Cantotac ®apma
meX

Himeuunna

MepepeecTpavisi HA HEOOMEXEHWNI TEPMIH
3MiHM Woao 6e3nekn/edheKkTBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLUiT 4N MeAnyHOro
3acTocyBaHHS Ha nigcTasi perynsapHo
OHOB/IKOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbKoro 3acoby B
nicnsapeecTpauiiniii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTy 3 [OC/TIKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negjiarpnuHnx gocnigxens (PIP) (3mMiHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHI [0 iIHCTPYKUiT ans
MeAUYHOro 3acToCyBaHHA NiKapCbKoro 3acoby
y po3ginu: "B3aemogis 3 iHLWMMK NiKapCbKUMu
3aco6amu Ta iHLWi BUamM B3aemMogiii",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mepepo3yBaHHs", "INo6iyHI peakuji”
Bi4NOBIAHO 4,0 OHOBMEHOT iH(hopmaLi LWofo
6e3nekun Ailo4oi peHOBUHW.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’S YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMYHOCTI NoAaHHSA PerynspHuX 3BiTiB 3
6e3neku.

3a
peyernmom

He
nidnsieae

UA/14227/01/02

34.

CNIPOHO/TAKT
OH CAHAO3®

Tabnetku no 50 mr,
no 10 TabneTtok y
6nictepi; no 2, abo
no 3, abo 6
6nicTtepis B

CaHpo3
dapmachbloTika
n3 a.a.

CnoseHis

Cantotac ®apma
M6X

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHWI TEPMIH
3MiHM WoAo 6e3nekn/ehekTnBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIT A58 MeAn4HOro

3a
peyenmom

He
nidnsieae

UA/14227/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

KapTOHHI KOopoo6Li

3acToCyBaHHSA Ha NigcTasi perynsapHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /iKapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMKEHD,
npoBefeHnX BigNoBIAHO JO0 NnaHy
negiatpnyHux gocnimxkeHs (PIP) (3MiHy
Y3rOZPKEHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHECEHI 0 IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoby
y po3ainu: "B3aemogis 3 iHWMMK NiKapCbKUMmn
3acob6amu Ta iHLWi BuAn B3aEMogii",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"Mepepo3yBaHHA", "M06IYHI peakuji”
BiANOBIAHO 40O OHOBMEHOI iHhopMaL,i Woa0
6e3nekun Ajtoyoi pevyoBUHN.
MepiognyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6esneku.

35.

CTOMNTYCUH-
TEBA

Tabnetku no 10
Tabnetok y 6nictepi,
no 2 6nictepu B
Kopoo6Ui

TeBa
dapmaueBTika
n lHaacTpi3
nTa,

I13painb

BMPOGHMLITBO 3a
NOBHUM LIVIK/TOM:
Tea Yex
IHAacTpi3 c.p.o.,
Yecbka
Pecnyb6nika;
BMPOGHMLITBO 3a
NOBHUM LIVIK/TOM:
TOB TeBa
OnepeiiwH3
MonaHg, Monbuwa

Yecbka
Pecny6nika/
Monbwa

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHu Il TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili XapakTepucTuL, NiKapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOIO 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LAHUMU 3 SIKOCTi, AOKNIHIYHUMM, KNIHIYHUMIN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy -
3MiHU BHECEHO A0 IHCTPYKLii 4na MeguyHoro
3aCTOCYyBaHHSA MiKapcbKoro 3acoby Ao
po3ainis: "MpoTunokasaHHs", "OcobanBoCTI
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato”(yTOUHEHHS
iHhopmawii), "3aaTHicTb BNAMBaTK Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTPaHCNOPTOM abo iHLWMMY MexaHisMamu”,
"Mo6ivHi peakui™ BignoBigHO A0 MaTepianis
PEECTPALLINHOIO OChE.

6e3
peyenma

nidnsieae

UA/2447/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 3AiicHeHHs hapmakoHarnaay,
3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3riiHO 3i CTPOKaMK, 3a3HaYeHMmn y
nepiogMYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

36.

TAXUBEH®

KOHL,eHTparT Ans
po3unHy Ans
iHdpysiia, 5 mr/mn no
20 mn B amnysi; no
5 amnyn y KapTOHHIi
Kopoo6Ui

EBEP Heiipo
dapma M'v6X

ABCTpist

BignosiganbHuii
3a BUNycK cepil:
EBEP Heiipo
dapma M'vbX,
ABCTpIS;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
CEHEKCI,
®paHuisa

ABcTpisi/
PpaHuis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
3MiHN Y KOPOTKIil XapakTepuCTuLi NikapcbKoro
3ac06y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS
reHepUYHMX/ribpuaHNX/6ionodibHMX
niKapcbknx 3acobiB nic/1s BHECEHHS TiEl camoi
3MiHV Ha pedhepeHTHW1 NpenaparT (3MiHa He
notpebye Hafi@HHS XOAHNX HOBKX AOAATKOBUX
AaHnx) 3MiHM BHECEHI A0 iIHCTPYKUii gns
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
B pO34inn "34aTHICTb BNAMBATU Ha LWBUAKICTb
peakLjii npy KepyBaHHi aBTOTpaHCNopToM abo
iHWKXMK MexaHi3mamu”, "To6iuHi peakuii”
BignoBigHO A0 iHhopMaLii Woao MeAnyHOro
3acTocyBaHHs pethepeHTHOro NikapCbKoro
3acoby (E6paHTun).
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi ocTuUuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynspHuX 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/14347/02/01

37.

TAXUBEH®

PO34UH ANS iH'EKLIN,
5 mr/mn; no 5 mn B
amnyni; no 5 amnyn
Y KapTOHHIi1 kopobui;

EBEP Helipo
dapma M'v6X

ABcTpist

BignosiganbHuii
3a BUNYCK cepil:
EBEP Heiipo
dapma 'M6X,

AscTpisi/
PpaHuin

MepepeecTpavis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TUNy - 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy.
3MiHM Y KOPOTKili XapakTepucTyL NiKapCbKoro

3a
peuyernmom

He
nionsieae

UA/14347/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
no 10 mn B amnyni; ABCTpis; 3ac00y, TEKCTIi MapKyBaHHS Ta iIHCTPYKUiT Ans
no 5 amnyny Bnpo6HuuUTBO, MeAMYHOro 3acTOCYBaHHS
KapTOHHiiA KOpo6Li nepBuHHEe Ta reHepnyHuX/ribpuaHnx/6ionogibHmNx
BTOPUHHE nNikapcbknx 3aco6iB Mic/1s BHECEHHS Tiei camol
nakyBaHHs, 3MiHV Ha pethepeHTHW1 NpenaparT (3MiHa He
KOHTPO/b AKOCTI: noTpebye Hafi@HHS XOAHNX HOBKX 4OAATKOBUX
CEHEKCI, AaHyx) 3MiHN BHECEHI A0 iHCTPYKUiT Ans
dpaHuis MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby
B pO34inn "34aTHICTb BNAMBATY Ha LWBUAKICTb
peakujii mpy KepyBaHHi aBTOTpaHCNopToM abo
iHWKXMK MexaHi3mamu”, “To6ivHI peakuii”
BiANOBIAHO A0 iHhopMmaL,i WoA0 MegUuyHOro
3acToCcyBaHHA pethepeHTHOro NMikapCbKoro
3acoby (E6paHTun).
MepioAnyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOTO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegaku,ii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3Ha4YeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.

38. TETPAUUKNIH | TabneTkun, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/3520/01/01
y NNiBKOBOO akuioHepHe akuioHepHe MepioAnYHICTb NOAAHHS PErynsapHO peyenmom nionsieae
riagPOXNOPUA | o6onoHkotw, no 100 TOBapuCTBO TOBapUCTBO OHOBJIHOBAHOrO 3BiTy 3 6€3Meku, BiANOBIAHO A0

mr; no 20 TabneTok "HaykoBo- "HaykoBo- Mopsaky 34jiicHeHHs dhapMakoHarisay,
y 6nictepi, no 1 BPOGHNYMIA BMPOGHUUNIA 3aTBEepAKeHOro Hakasom MiHicTepcTBa
6nictepy B nayui 3 LeHTp LeHTp OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
KapToHy "BopuyariBcbk "BopLuariBcbKuii 2006 poky Ne 898, 3apeecTpoBaHoro B
niA XiMiko- XiMiKo- MiHicTepcTsi ocTuUuil Ykpainm 29 ciuHsa 2007
hapmaneBTny hapmavueBTUYHMi poky 3a Ne 73/13340 (y pegakuii Hakasy
HWi1 3aBog" 3aBog" MiHicTepcTBa OXOpPOHU 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHSA PerynspHuX 3BiTiB 3
6esneku.

39. TPUNDAC® Tabnetkn no 5 mr, MeHapiHi Nokcemby BMPOBHULTBO HimeuunHa MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/2540/01/02

COR no 10 TabneTok y IHTepHeLloHan pr Tabnetok in bulk, 3MiHM Woao 6e3nekn/edheKkTNBHOCTI Ta peyenmom niossieae
6nictepi, no 3 OnepeiioHc KOHTPONb Ccepil: thapmakoHarnsgy. 3MiH1 y KOpoTkili
6nictepn y Jrokcembypr BEP/IH-XEMI Al, XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
KapTOHHIA KopoobLi C.A. HimeuunHa,; MapKyBaHHS Ta IHCTPYKLUIT 4515 MeANYHOro
KiHLeBe 3aCTOCyBaHHS Y 3B'AA3KY i3 HOBUMMW AaHUMK 3
nakyBaHHs, AKOCTI, AOKAIHIYHUMW, KIHIYHUMUY JaHUMK Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

KOHTPO/Ib Ta
BUNYyCK cepil:
BEP/IH-XEMI AT,
HimeuunHa

AaHuMu 3 hapMakoHarnagy - 3MiH1 BHECEHO
[0 IHCTPYKLiT 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"apmakonoriyHi BnactmBocTi"(pefaryBaHHs),
"MpoTunokasaHHA", "B3aemogia 3 iHWMU

nikapcbk1Mmn 3acobamu Ta iHWi BUAm
B3aemogii", "OcobmBoCTi 3acToCyBaHHSA", "
3acTocyBaHHA y nepiog BaritTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTs BNaMBaTu Ha
LWBMAKICTb peakLii Npu KkepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWIMMK MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta A031"(YTOYHEHHS
iHchopmauii), " Aitn" (YTOUHEHHS),
Mepepno3yBaHHs", "Mo6iuHI peakwyii"
BiANOBIAHO [0 MaTepianis peecTpauiiHoro
[0CbE.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsaky 34iiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuUuil YKpaiHm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riAHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MOAaHHS PerynspHuX 3BiTiB 3
6e3neku.

40.

®Y3IJEPM®

renb 2%, nol15r.
anoMiHieBili Ty6i; no
1 Ty6i B KAPTOHHIA
Kopoo6ui

Papma
IHTEepHeLweHan
KomnaHi

Woppanis

Papma
IHTEepHeLeHan
KomnaHi

Mopparis

MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4N MeAnyHOro
3acTocyBaHHS Ha NigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnsapeecTpauiinuiii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTY 3 AOC/TMKEHD,
npoBeAeHnX BignoBigHO A0 niaHy
negjiatpnyHnx gocnigxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 IHCTPYKLUIT Ans
MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
00 po3giniB "B3aemogist 3 iHWMMuK
nikapcbknmy 3acobamm abo iHWi Buau
B3aemogiin", "OcobMBOCTi 3aCTOCyBaHHS",

3a
peyernmom

He
nidnsieae

UA/3093/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

"Mepepo3yBaHHs", "INo6iyHI peakuii”
BiANoBiAHO 0 OHOBMEHOT iH(hopmaLi 3
6e3nekn Aito4oi pevoBrHN
3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3arasibHeHuX faHunx Npo cucremy
thapmakoHarnsgy (BBefeHHs y3arasibHeHnX
[JaHux nNpo cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOT 0cO6MU, BiANOBiAaIbHOI 3a
3[iiCHEeHHS1 hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asaBHuka ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi, AKLo
BOHa BiJMiHHA Bif, yNTOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MmilLieHHi macTep-haiina
cucTemMu hapMakoHarnsgy) - amiHa
YNOBHOBaXXEHOT 0cO6MU, BiANOBIAaIbHOI 3a
chapmakoHarnsag Ta KOHTaKTHUX JaHnX
yrNoBHOBaXeHOT ocobu. [itoya pefakuis:Layla
Omar Jibreen MNponoHoBaHa pefakuis:
Maysoon Belbisi 3miHa kOHTakTHOT 0cobu 3
thapmakoHarnagy B YkpaiHi, Ta 3miHa ii
KOHTaKTHUX AaHuXx. [itoya pegakuis:
JmuTpenko HOnis. MponoHoBaHa pegakuis:
dataniesa AniHa
MepiognyHICTb NOAAHHSA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.

41.

XENINOP

cnpeii 4ns poToBOi
NOPOXHUHK no 20
M abo no 50 mny
chnakoHi; no 1
dhnakoHy y nauui 3
KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHu | TUnNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NiKapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAUYHOro 3aCToCcyBaHHS Ha nigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHs 3
6e3nekn 3acTocyBaHHS /likapCbKoro 3acoby B

6e3
peyenma

nidnsieae

UA/10910/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

nicnsapeecTpauiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
negjiatpnyHux gocnigxens (PIP) (3miHy
Y3rOAXKEeHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHW BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3giny "MokasaHHA" Ta iHWKX po3ainis
"MpoTmnokasaHHsa", "OcobanBOCTi
3acTocyBaHHSA" BifMoBigHO A0 OHOB/EHOI
iHhopmaLii 3 6e3neku 3acToCcyBaHHSA Ail0UnNX
Ta JOMNOMDKHUX PEYOBUH.
MepiognYHICTb NOAAHHS PerysipHO
OHOBJIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPKEHOro Hakasom MiHicTepcTea
OXOPOHW 30pPOB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

42,

XEMINOP

PO34MH ANA POTOBOI
NOPOXHWHWK; no 100
My chnakoHi; no 1
donakoHy y nauui 3
KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHoB/eHO iHdhopMaLito B IHCTpyKLjto Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
y po3gini "MokasaHHa" Ta iHWKX po3ginax
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Mepeno3yBaHHA" WoA0 6e3neku
3aCTOCYBaHHA fjil0UMX PEYOBUH.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaku,ii Hakazy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.

6e3
peyenma

nionsieae

UA/10910/02/01

43.

LE®YPOKCUM
Y HATPIEBA
Cl/ib

MOPOLLIOK
(cybeTaHuin) y
6igoHax

NAT
"Kuismegnpen
apart”

YkpaiHa

Linny AHTibioTikC
dapmac'ioTikan
Ko., ITa.

Kutaii

MepepeecTpauisi Ha HeoBGMexXeHUii TepMiH

He
nionsieae

UA/14539/01/01
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XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT ANt MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo gocnigxeHb 3 6e3nekn
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNOBIAHO [0 NNaHy
negjatpnyHux gocnigxens (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHVM BHECEHO A0 IHCTPpyKUil ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3inis:"B3aeMopis 3 iHWMMKN
nikapcbknMmn 3acobamu Ta iHLWi BUam
B3aemMogiin", "3actocyBaHHs y nepiog,
BariTHOCTi ab0 rofyBaHHA rpyaa”(YyTOUHEHHS
iHchbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBJIEHOT iHdhopMalLii 3 6e3neku
3aCTOCYBaHHSA Ait0HOI PEYOBUHM.
MepiognyHICTb NOAAHHSA PerynspHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
CTEPU/TIbHA QTIOMIHIEBUX AN1A
chapmaLeBTUYHOro
3acTocyBaHHs
44, UMUHY KBiTKM No 50 ry TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH 6e3 nionsizae UA/14435/01/01
MILWAHOIro naJui 3 BHYTPILLHIM "TepHodhapm" "TepHodhapm" 3MiHuM Wwopao 6e3nekn/epekTMBHOCTI Ta peyenma
KBITKW nakeTom thapmakoHarnsgy. 3miHa y KopoTkili

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI

[isnbHOCTI lenapTamMeHTy peasiisauii NONIiTUK

T.M. IackoBCbKUM




AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

06.02.2020 Ne 270

NMEPENIK

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

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 BionyckKy peecmpayjitiHo2o
3acoby nocsioYyeHHs
1. A3NMEL® NOPOLLOK AN1A NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/7234/03/01
OpaU1bHOI CycneHsii no "Kuismegnp "Kuismegnpenap 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS 3asiBHKKa, 6e3 3MiH y MKA | peyenmom
200 mr/5 mn 1 chnakoH enapar” aT» niKapcbKoro 3acoby 6e3 3MiH B iHCTPYKLii 4151 MegnyHoro
3 nopotwukom (1200 mr 3acToCyBaHHS Ta y TeKCTi MapKyBaHHS/TlikapcbKoro 3acoby.
asuTpomiuumHy) ana 30 3anponoHoBaHo: MNMoBHa Ha3Ba AKLiOHepHe TOBapUCTBO
MJ/T OPaJTbHOT CyCneHsil "Kuismegnpenapat” , CkopoyeHa Hassa MNMAT
pasom 3 "KviBmegnpenapat” ; 3MiHu | TUMYy - 3MiHa HaliMeHyBaHHs
KaniopyBasibHUM BMPO6HUKa, 6e3 3miH y MKS nikapcbkoro 3acoby 6e3 3miH B
LUNPULLOM Ta MipHOHO IHCTPYKLi AN151 MeAUYHOro 3aCTOCYBaHHA Ta Y TEKCTI
JIOEYKOIO B MavLi MapKyBaHHS Nikapcbkoro 3acoby
3anponoHosaHo: MNMoBHa Ha3Ba AKLjiOHEpHE TOBapUCTBO
"KuiBmegnpenapar”, CkopoyeHa Ha3sa MNAT
"KniBmegnpenapar"
2. A3SNMEL® NopoLLOK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MmaTepianis 3a UA/7234/03/02
OpPaJ/TbHOI CyCneHsil, "KniBmegnp "KviBmegnpenap 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS 3asiBHMKa, 6e3 3MiH y MKA | peyenmom
100 mr/5 mn 1 donakoH enapar” ar" N3, 6e3 3MiH B iHCTPYKUIiT A1 MEAMYHOrO 3aCTOCYBaHHA Ta 'y
3 nopoLukom (400 mr TeKCTi MapkyBaHHs J13. 3anponoHoBaHo: [MoBHa Ha3Ba
asnTpomiumHy) ana 20 AKujioHepHe ToBapucTBo "KniBmegnpenapat”, CkopoyeHa
MJ1 CycCrneHsii y Ha3Ba
dhnakoHi; no 1 MAT "KuiBmeanpenapat"”; 3miHu | TUNy - 3MiHa HaliMeHyBaHHS
h1aKkoHy pasom 3 BMPO6HUKa, 6e3 3MiH y MKHA /13, 6e3 3MiH B iHCTPYKLUiT 4151
KanibpoBOYHMM MeZIM4YHOro 3aCTOCYBaHHA Ta y TEKCTi MapKyBaHHs J13.
LLUNPULIOM i MipHOIO 3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHEpHE TOBapUCTBO
JIOXKEYKOH B Mauuj "KniBmegnpenapar”, CkopoyeHa Ha3sa MAT
"KviBmegnpenapar”
3. A3SUMEL® kancynu no 250 mr no NAT YKpaiHa NAT YKpaiHa BHECEHHS 3MiH [JO peecTpaujiitHux maTepianis 3miHu | Tuny - 3a UA/7234/01/01
6 abo no 10 kancyn B "KniBmegnp "KviBmegnpenap 3MiHa HaliMeHyBaHHs 3asBHUKa, 6e3 3MiH y MKA /13, 6e3 3miH | peyenmom
6nicTepi; no 1 enapar" at" B IHCTPYKLi AN MeANYHOro 3aCTOCYBaHHSA Ta 'y TEKCTi
6nicTepy B naui mapkyBaHHs J13; 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHEpHEe
ToBapucTeo "Kuismegnpenapar” CkopoyeHa Ha3Ba
MAT "KuiBmegnpenapar”; 3miHu | Tuny - 3mMiHa HaliMeHyBaHHS
BMPO6HUKa, 6e3 3MiH y MKA /13, 6e3 3MiH B iHCTPYKLUiT 415
MeAMYHOro 3aCTOCYBaHHSA Ta Y TeKCTi MapkyBaHHA J13;
3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"KuiBmegnpenapat" CkopoyeHa Ha3sa MAT
"KvniBmegnpenapar"
4. A3NMEL® TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis MiHu | Tuny - 3a UA/7234/02/01
nAiBKOBOO "Knismegnp "Kuismegnpenap 3MiHa HaliMeHyBaHHs 3asiBHMKa, 6e3 3MiH y MKA /13, 6e3 3miH | peyenmom
060n0Hkot0, No 500 Mr enapart" ar" B IHCTPYKL,i 415 MeANYHOro 3acTOCyBaHHS Ta 'y TeKCTi
no 3 a6o 10 TabneTok MapKyBaHHs J13. 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHepHe
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Hepo3dacoBaHo

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
y 6nictepi; no 1 ToBapucTeo "Kuismegnpenapar” CkopoyeHa Ha3Ba
6nicTepy y nauuj 3 MAT "KuiBmegnpenapart”; 3miHu | Tuny - 3mMiHa HaliMeHyBaHHS
KapTOHY BMPOGHUKa, 6e3 3MiH y MKA /13, 6e3 3MiH B iHCTPYKLIT AnA
MeAMYHOro 3aCTOCYBaHHSA Ta Y TeKCTi MapkyBaHHA J13;
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"KuiBmegnpenapar”
Ckopo4eHa Hasa INAT "Kvismegnpenapat"”
5. A3NTPO TabneTku, BKPUTI CaHpo3 CnoseHi C.K. CaHpo3 HimeuuunH BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis MiHu | Tuny - 3a UA/11332/01/02
CAHA03® NNiBKOBOIO dapmacboTi a C.P.J1., PymyHia a 3MiHW BHECEHI A0 IHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS peyenmom
060/10HKOI0, N0 250 Kans3 g.4. (BpPOGHMLTBO TypeuuunH nikapcbKoro 3acoby y po3ginu: "Baaemogis 3 iHWmMn
Mr, o 6 TabneTok y 3a NOBHUM a nikapcbk1MK 3acobamu Ta iHWi BUAM B3aEMoSiid",
6nicTepi, no 1 LMKIOM ); PymyHis "Oco611BOCTI 3acTocyBaHHS", "34aTHICTb BIANBATA Ha
6nicTepy B kOpo6Li Cantotac LIBWAKICTb peakLii Npn kepyBaHHiI aBTOTpaHCNOPTOM abo
dapma 'M6X, iHLWMMK MexaHisamamu”, "Cnoci6 3acTocyBaHHS Ta A03u",
HimeuunHa "Mo6iuHi peakuii" BigNoBigHO A0 iHhopmavii pedepeHTHOro
(nepBuHHa Ta nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-TW MicsLiB
BTOPVHHA nicns 3aTBepaKeHHs.
ynakoBka,
KOHTpOsb cepii,
[03BiN Ha
BUMYCK cepii);
CaHpo3 Inak
CawHali Be
Tikapet A.C.,
TypeyunHa
(BUPOBHMLTBO
Hepo3dacoBaHo
T npoaykuii)
6. A3UNTPO TabneTku, BKpUTI CaHpo3 CnoBeHi C.K. CaHpo3 PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/11332/01/01
CAHAO3® nAiBKOBOO dapmacbioTi A C.P.J1., PymyHis HimeuunH 3MiHW BHECEHI [0 IHCTPYKUIT 418 MEAMYHOro 3aCTOCYBaHHS peyenmom
060/10HKO0, Mo 500 Kans g.4. (BMpPOGHMLTBO a nikapcbKoro 3acoby y po3ginu: "Baaemogis 3 iHWMMn
mr, no 3 a6o 6 3a NOBHUM TypeuuunH nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMoSiid",
TabneTok y 6nictepi, LMKIOM ); a "Oco6/1MBOCTI 3acTOCyBaHHSA", "34aTHICTb BM/IMBATU Ha
no 1 6nictepy B Cantotac LIBMAKICTb peakLii Npn kepyBaHHiI aBTOTpaHCNoOpTOM abo
KopooLi dapma M'v6X, iHLWIMMK MexaHismamu, "Cnoci6 3acTocyBaHHS Ta 403un",
HimeuunHa "Mo6iuHi peakwyii" BigNoBigHO A0 iHhopmav,ii pedepeHTHOro
(nepBuHHa Ta nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-TW MicsiLiB
BTOPVHHA nicns 3aTBepaKeHHs.
ynakoBka,
KOHTPO/b cepil,
[03BiN Ha
BUMYCK cepii);
CaHpo3s Inak
CawHali Be
Tikapet A.C.,
TypeyunHa
(BUPOBHMLTBO
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
1 npoaykuii)
7. A3NTPOMIL, nopoLuok (cybcTaHLis) TOB "TK YkpaiHa | LlaHxaii LWiHaek Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHuXx MmaTepiasnis: 3MiHu | Tuny: - UA/15688/01/01
NH B NOABIMHNX "ABpopa” dapmacbioTikan 3MiHn 3 akocTi. CepTudpikat BignosigHocTi/l E-cepTudikar
nonieTuIeHoBKX (XavimeHb) Ko., BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. 3MiHu,
Millkax ons nra. noB'A3aHi 3 HeOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
hapmaLeBTUUHOTO MoHorpadii JdY abo €sponelicbkoi thapmakonei, abo iHWOoi
3acTOCyBaHHS HaujioHanbHOT hapmakonei gepxasu E€C (3miHa 'y
crneuudikauisx, nos'azaHa 3i 3amiHamy B 1dY, abo
€Bponeiicbkilii hapmakonei, abo iHLWIA HaLioHabHIi
thapmakonei gepxasu €C) - 3miHn y Cneuudikauii Ha A®I
A31TPOMILMH NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTL A0 MOHOrpadii 1649 €sp.Papm. Ha
Azithromycin, a came, Buny4yeHHs 3i Cneumdikanii AdI
nokasHunka «Baxki MeTasiv» BiANOBIAHO A0 MOHOrpadii; 3MiHu |
TMny: 3MiHM 3 siKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy
NMOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY [OChE
cepTudpikaTa BigNOBIAHOCTI EBpONeiichKi hapmakonel, Wwo
BK/IlOUA€E Mepiof, MOBTOPHOroO BUNPOGYBaHHS) (nepios
NOBTOPHOrO BUMpPobyBaHHs/nepios 36epiraHHs) - 36ibLUEHHS
abo BBefleHHS nNepiogy NOBTOPHOrO BMNPOGyBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/iHKEHb Y peaslbHOMY
yaci - 36inbLUeHHs nepiofy nepekoHTpono APl AUTPOMILMH
Ha OCHOBI pe3ybTaTiB AOC/iKEeHb CTabiNIbHOCTI 3 2 POKiB A0
4 pokiB
8. A30OMEKC Tabnetky no 2,5 Mr no TOB «TeBa YkpaiHa Emkitop IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/3768/01/01
10 TabneTok y YkpaiHa» dapmacboTikan AgfMiHicTpaTuBHi 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
6nicTepi; no 3 c Nlimiteq 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) - 3MiHa
6nicTepy B KapTOHHIiA azpecu 3asiBHUKa
Kopoo6Li
9. A30OMEKC Tabnetkv no 5 Mr no TOB «TeBa YkpaiHa Ewmkitop IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny - 3a UA/3768/01/02
10 Tabnetok y YkpaiHa» dapmacbloTikan ApMmiHicTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecn | peyernmom
6nictepi; no 3 c Nliviteq 3asBHMKa (B/1aCHMKA PEECTPALiiHOrO NOCBIAYEHHS) - 3MiHA
6nicTepy B KapPTOHHIl afpecu 3asBHUKa
Kopoo6Li
10. ANTEI cupor, no 100 mn a6o MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3MiHu | Tuny - 6e3 UA/11860/01/01
KOPEHA no 200 mny dapmavuesT PapmaueBTUYHa 3aMiHa rpadiyHoro oopmIEHHS NEPBUHHOI Ta BTOPUHHOT peyenma
cupon donakoHax CKISAHUX nyHa habpuka yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMMU
abo nonimepHux, no 1 habpuka "Biona" 3miHamu go po3ginis MKA N3 (po3gin «padiivHe
(h1akoHy pasom 3 "Biona"

MipHOIO JTOXKOI a60
MiPH/M CTaKaH4MKoOM Y
naJui; no 100 mn a6bo
no 200 mny
dhriakoHax CKASHMX
a60 nonimepHNxX

0hopMIEHHS» 3aMiHEHO po3ainomM «MapkysaHHs» (3rigHo
3aTBEP)KEHOr0 TEKCTY MapKyBaHHS)). OHOB/IEHHS BXe
3aTBEPA)KEHOrO TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
yNaKkoBKM NiKapCbKoro 3acoby i3 3a3Ha4eHHAM MiXXHapPOOHUX
Nno3HayYeHb OAMHWLL BUMIPIOBaHHSA. BBeeHHS 3MiH NpoTsarom
6-TV MiCALIB MiC/1sA 3aTBEPIKEHHS; 3MiHM | TUMy - BHECeHHs
3MiH g0 Cneumdikauii/MeToAiB KOHTPOSIIO AKOCTI NiKapcbKoro
3aco6y 3a nokasHukamn «'ycTuHa», «pH», «laeHTudikauis
(nponinnapabeH(Hinason), MmeTuanapadeH (HinariH))»,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
«MikpobionoriyHa uncToTa», a came 3amiHa nocunaHb 3 AdY
1.0 Ha «Ajtody peakuiio» Py
11. ANTENKA cupon no 100 mny NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepianis 6e3 UA/12480/01/01
FANNYDAP 6aHLj CkNsAHIN abo y "rannudap "Tannudapm” 3MiHM | TUNYy - 3MiHa HaliMeHyBaHHS 3asiBHVKa, 6e3 3MiH Yy peyenma
M (h1aKoHi CKNSAHOMY; MO m" MeTofax KOHTPOJItO SIKOCTI JTiKapCbKOro 3acoby;
1 6aHui abo thnakoHy 3anponoHoBaHo: NMoBHa Ha3Ba AKL,iOHEpHE TOBapnCTBO "
3 JIOXKOI0 MipHOIO B Fannudapm” CkopouyeHa Hassa MAT " Fanuuchapm”; 3miHu |
nauui; no 100 mny TMNy - 3MiHa HaliMeHyBaHHS1 BUPOOHIMKa, 6e3 3MiH y MeToax
donakoHi KOHTPOJIH0 SIKOCTI NliKkapCcbkoro 3acoby, 6e3 3MiH B iIHCTPYKLiT
nonimepHomy; no 1 [ANA MeANYHOro 3acToCyBaHHA Ta Y TeKCTi MapkyBaHHSA J13;
(h1aKOHY 3 JTOXKOK 3arBepmkeHo: MNoBHa Ha3Ba ybnivyHe akuioHepHe
MipHOIO B nmauuj; no ToBapncTBo "Tanmudgpapm" CkopoueHa Hassa MAT
200 mn y dpnakoHi "lranunucapm” 3anponoHoBaHo: MNoBHa Ha3Ba AKLiOHEpHe
CKstHOMy abo ToBapucTBo "Tanmudapm" CkopoueHa Hassa MAT
nonimepHomy; no 1 "Tanuudapm”
dpnakoHy 3 /TIOXKKO
MipHOI B nauuj
12. ANTEUKA cupon in bulk: no 100 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis MiHu | Tuny - 6e3 UA/12481/01/01
FANINYOAP My 6aHLi CKNsHIN, "Tanuudpap "Tanuudapm” 3MiHa HallMeHyBaHHS 3asiBHUKa, 6e3 3MiH y MeTogax peyenma
M a6o y dpnakoHi m" KOHTPO/IH0 SIKOCTi Nikapcbkoro 3acoby; 3anponoHoBaHo: MNoBHa
cknsiHomy, abo HasBa AKLioOHepHe ToBapucTBo " MNasimudpapm” CkopoyeHa
h1aKkoHi HasBa MNAT " Fannudhapm"; 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS
nonimepHomy; no 48 BMPOBHUKa, 6e3 3MiH Y MeTofax KOHTPOIO SKOCTi STiKapCbKOro
6aHOK CKNAHNX, abo 3aco6y, 6e3 3MiH B IHCTPYKL,i 415 MeANYHOTO 3acTOCyBaHHS
(P1AKOHIB CKMIAHUX, Ta 'y TekcTi MmapkyBaHHs J13; 3aTBepakeHo: [NoBHa Ha3Ba
a6o gonakoHiB My6niyHe akuioHepHe ToBapucTBO "Manuudapm” CkopoyeHa
noniMepH¥X y Kopobi Ha3Ba MAT "lanuudpapm” 3anponoHosaHo: NoBHa Ha3Ba
KapTOHHOMY; in bulk: AKUioHepHe ToBapucTBo “Fanunudapm” CkopoyeHa Hassa MAT
no 200 M1 y donakoHi "Tanuudapm”
CK1ISTHOMY abo
h1aKoHi
nonimepHomy; no 30
(p/1aKOHIB CKASIHNX
abo chnakoHis
noniMepHuX y Kopoobi
KapTOHHOMY
13. ANYBIA TabneTku, BKpUTI E66Bi Lseiiua | E66BI JoiuneHg | HimeuumH 3 BHECEHHS 3MiH [0 peecTpaLiiHux matepianis 3miHu Il Tuny - 3a UA/6423/01/01
NNiBKOBOIO Biochapmachb pis m6X i Ko. KI™, a 3MiHM BHECEHO A0 IHCTPYKUIT 415 MEANYHOIO 3aCTOCYBaHHSA peyenmom
060/10HKO10, 1Mo 200 oTiKa13 HimeuunHa YkpaiHa NiKapcbKoro 3acoby Ao posginis
mr/50 mr; no 120 M6X (MOBHWIA LUKN "MpoTunokasaHHA","B3aemMogis 3 iHWMMU NiKapCbKUMK
TabneTok y pnakoHi; BUPOGHMLTBA); 3acob6amMu Ta iHWi BUAW B3aeMogiii". BBeAeHHS 3MiH NpOTSArom
no 1 dpiakoHy y MpAT "lHgap", 6-Tn MicsAUIB NicnA 3aTBEPAKEHHS.
KapTOHHI Kopo6Lyi YkpaiHa
(anbTepHaTUBHU
1 BUPOBHWK
BiANOBiAaNbHMI

3a BTOpPUHHE
nakyBaHHs Ta
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BMNyCK cepii
14. ANYyBIA TabneTku, BKPUTI E66BI Lseiiua | E66BI JoiuneHn | HimeuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis 3miHu |l Tuny - 3a UA/6423/01/02
NNiBKOBOIO Biochapmacb pis m6X i Ko. KI™, a 3MiHM BHECEHO A0 IHCTPYKUIT 4151 MEANYHOTO 3aCTOCYBaHHS peyenmom
060/10HKOI0, No 100 toTikan3 HimeuunHa nikapcbKoro 3acoby A0 po3ginis
Mr/25 mr; no 60 vo6X, (NOBHWIA LWKN "MpoTunokasaHHA","B3aemMogis 3 iHWMMU NiKapCbKUMU
Tabnetok y hnakoHi; BVMPOGHMLTBA) 3acob6amu Ta iHLWi BUAY B3aEMOAN". BBeAEHHS 3MiH NPOTArom
no 1 conakoHy y 6-TV MicALIB NiCNSA 3aTBEPIKEHHS.
KapTOHHII Kopo6Lii
15. AMBPOKCO Tabnetkn no 30 mr, nNo NAT YKpaiHa NAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianiB 3miHu | Tuny - 6e3 UA/2084/01/01
n 10 Tabnetok y "Kuismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHS 3asiBHUKa, 6e3 3MiH y MeTogax peyenma
6nictepi; no 2 enapar” at" KOHTPOJIH0 SAKOCTi NikapcbKoro 3acoby, 6e3 3MiH B IHCTPYKLT
6nictepy y nauui [ONs MeAMYHOro 3acTOCyBaHHS Tay TeKCTi MapkyBaHHS J13.
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"Kuiemegnpenapat” CkopoyeHa Ha3sa
MAT "KuiBmegnpenapar”; 3miHu | Tuny - 3mMiHa HaliMeHyBaHHS
BUPOGHWKa, 6€3 3MiH y MeTogax KOHTPO/I0 AKOCTI NiKapcbKoro
3acoby, 6e3 3MiH B IHCTPYKLi 4519 Me4MYHOro 3aCTOCyBaHHs
Ta y TeKkcTi MapkyBaHHs J13. 3anponoHoBaHo: MoBHa Ha3Ba
AKUioHepHe ToBapucTBO “"KuiBmegnpenapart”, CkopoyeHa
Ha3Ba lNAT "Kvismegnpenapar”
16. AMNOAUNIH | TabneTku, No 5 Mr no TOB "TeBa YkpaiHa AT YropwuHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 3a UA/16717/01/01
-TEBA 10 Tabnetok y YkpaiHa" dapmaueBTUYHU 3MiHa y MeTofax BUNpobyBaHHsA NepBYHHOT YNaKOBKU FOTOBOrO | peyenmom
6nictepi; no 3 i 3aBog TEBA nNiKapcbKoro 3acoby - BUNpaBfieHHs1 OnuCy 3aTBEPKEHOTO
6nicTepn y KapTOHHIN MEeTOAY KOHTPO/I0 LiNicHOCTI 6/1icTepiB Ta, Ik HACNIAOK,
Kopoo6Li OHOBNEHHSA po3giny 3.2.P.7. Cuctema
KOHTeliHep/3akynopoBasibHWIA 3aci6; 3MiHW | TUNY - NoAaHHSA
oHoBneHoro CepTudikaty BignoBiAHOCTI €BpoONeNiChKil
thapmakonei R1-CEP 2007-280-Rev 04 Big Bxe
3aTBepAKEHOro BUpobHuka ans APl amnoguniHy 6ecunary;
3MiHK | TUNY - NogaHHs OHoBeHOro CepTudikaTy
BiANoOBIgHOCTI EBponeiickkili hapmakonei R1-CEP 2007-280-
Rev 05 Big BXe 3aTBEpAXEHOr0 BUPO6HMKA ANna API
amsio4aMniHy 6ecunary.
17. AMNOAUNIH | TabneTkn no 10 Mr no TOB "TeBa YkpaiHa AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/16717/01/02
-TEBA 10 Tabnetok y YkpaiHa" PapmaLeBTUYHN 3MiHa y MeTogax BUNpobyBaHHA NepPBVHHOI YNakoBK1 rOTOBOrO | peyernmom
6nicTepi; no 3 1 3aBog TEBA NiKapcbKoro 3acoby - BUNPaB/IEHHS ONNCY 3aTBEPKEHOTO
6nicTepy y KapTOHHiIl MeTOAY KOHTPOSO LinicHOCTI 6icTepiB Ta, K HACNifoK,
KopoobLi OHOBNEHHSA po3gainy 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6; 3mMiHM | Tuny - nogaHHA
oHoBsieHoro CepTudpikaTty BiANOBIAHOCTI EBpONEiCHKIit
hapmakonei R1-CEP 2007-280-Rev 04 Big Bxe
3aTBepAXEHOro BUpobHuka ans A®l amnoguniny 6ecvnary;
3MiHK | TUNY - NogaHHs oHoBieHoro CepTudikaTy
BifnoBigHOCTI €Bponelickkili hapmakonei R1-CEP 2007-280-
Rev 05 Big BxXe 3aTBEpAXEHOr0 BMPO6HMKa Ans AdI
amsiogmnivy 6ecunary.
18. AMOILUMIHY | nopoluok (cybcTaHLuis) MAT Ykpaina AypobiHgo IHAjs BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis 3miHu | Tuny - - UA/4486/01/01
HATPIEBA y 6igoHax "KuiBmeanp dapwma JlimiTeq 3MiHa HaliMeHyBaHHS 3asiBHMKA, 6€3 3MiH Yy MeToAax
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Cinb anomiHieBMx ans enapat” KOHTPOJI0 SIKOCTI JliKapCcbKoro 3acoby; 3anponoHOBaHO:
CTEPUNIbHA | dhapmaveBTU4HOro MoBHa Ha3Ba AkuioHepHe ToBapucTBo "KuiBmeanpenapat”
3acTocyBaHHsA CkopoyeHa HasBsa lNAT "Kvismeanpenapat”
19. AHr10- PO34uMH NS iH'EKLA No Bionoriwe Himeuun Bionoriwe HimeuuunH BHECEHHS 3MiH O peecTpaviiiHiX MaTepianis: BUNpaBrieHHA 3a UA/6658/01/01
IH'E€ENb 1,1 mn B amnyni; no 5 Xaiinbmitte Ha XainbmitTens a TeXHIYHOT NoMUNKu B oHoBNneHux MKS, siki 3aTBepaxeHi | peyernmom
amnyn y KOHTYpHIl Nb Xeenb Xeenb Mv6X Hakazom MO3 YkpaiHu Ne 978 Big, 26.04.2019 (npoueaypa -
YapyHKOBIli yrnakoBL; M6X 3MiHM | TNy - 3MiHa napameTpiB cneyudikauiin Ta/abo
no 1 KOHTYPHii [0MyCTUMMX MEX rOTOBOTO NiKapCcbKoro 3acoby - AOMOBHEHHS
YapyHKOBIli ynakoBLii B cneuudikavii 418 TepMiHy NPUAATHOCTI MOKa3HUKOM
KopobLji 3 KapTOHY; Mo «BakTepiasibHi €HLO0TOKCMHW» Ta YTOYHEHHS NOKa3HUKa
1,1 mn B amnyni; no 5 «BbakTepiaibHi eHAOTOKCUMHM» B cneumaikaLii npu BUMNYyCKy.
amnyn y KOHTYpHIi PepakuiiHi 3miHn Ta npasky B cneuudikauii npu Bunycky Ta
YapyHKOBIli yrnakoBLi; ANa TepMiHy npuaatHocTi B MKA nikapcbkoro 3aco6y; 3MiHu |
Nno 2 KOHTYpPHi TUny - 3MiHa y napameTpax cneuudikadii Ta/abo gonycTummx
YapyHKOBi YNakoBKv B MeX, BU3Ha4YeHuX y crneumdikayisx Ha Adl, abo
KOpoo6Li; BVXIiAHWIA/NPOMDKHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOThCS
no 1,1 mn B amnyni; no y npoveci Bupo6HuuTBa AP| - O0NOBHEHHA cneuudikauii
5 amnyn y KOHTYpHii BMXigHOro marepiany Spigelia anthelmia napametpom
YapyHKOBIli yrnakoBL; «BTpaTa B Maci npy BUCYLLYyBaHHi»). MNpu nogaHHi OHOBMEHNX
no 20 KOHTYPHUX MKSA He 6ynn BpaxoBaHi 3MiHV f0 1.9. CTEepPUNbHICTb, K
YapyHKOBUMX YNakoBOK 3arBepakeHi Hakasom MO3 Ykpainn Ne 373 Big 06.04.2017.
Y KOpoOLi 3 KapTOHY
20. AHTAPEC® PO3YUH NSt iH EKLA, NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/16819/01/01
50 mr/mn; o 2 Mn B "rannudap "Tannudapm” 3MiHa HaliMeHyBaHHs BUPOOHWMKa, 6e3 3MiH B IHCTPYKUIT Ana | peyenmom
amnyni, no 10 amnyn y m" MeAMYHOro 3aCTOCYBaHHSA, TEKCTi MapKyBaHHS Ta MeToau
KOHTYpHIli YapyHKOBI KOHTPO/IH0 SIKOCTi Nikapcbkoro 3acoby; 3anponoHoBaHo: MoBHa
ynakosui, no 1 HasBa AKLioHepHe ToBapucTBo "lanmudapm”. CKkopoyeHa
KOHTYPHIli YapyHKOBIi Ha3Ba AT "Tanuuchapm”; 3MiHK | TUNY - 3MiHa HaliMeHyBaHHS
ynakosLi B nauywi; no 4 3asBHVKa, 6€3 3MiH B IHCTPYKLi AN19 MeguYHOoro
M B amnyni, no 5 3aCTOCyBaHHS, TEKCTi MapKyBaHHS Ta METOAW KOHTPO/IHO
amnys y KOHTYPHii AKOCTI NikapCbKoro 3acoby. 3anponoHosaHo: MNoBHa Ha3Ba
YapyHKOBIli ynakoBLi, AkujioHepHe ToBapucTBo "lannudgapm”. CkopoyeHa Ha3Ba
N0 2 KOHTYPHUX MAT "Fanuudpapm"
YapyHKOBUX YNakoBKM
B nauLi; MapkyBaHHs
YKPaiHCbKOI0 MOBOO
21. APUMPA30N | Tabnetku no 10 mr, no TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHMx MmaTepiasnis 3a UA/15765/01/01
® 10 TabneTok y "ACIHO Crapt" 3MiHK | TRy - 3MiHWM BHECEHO A0 po3ainiB "OcobmMBOCTi peyenmom
6nictepi; no 1, 3 abo 6 YKPAIHA" 3acTocyBaHHs", "lMo6iYHI peakuii” BignoBiAHO A0 OHOBEHOT
6nicTepiB y KAPTOHHIN iHchbopMmaLii pedhepeHTHOro nikapcbkoro 3acoby Abinichaii
navui TabneTkn 10 Mr (Ha faHuii Yac B YKpaiHi He 3apeecTpoBaHuif).
BBefeHHs 3MiH NpoTAroM 3-xX MicsiLiB NicNsl 3aTBEPAKEHHS.
22, APUMPA30/ | tabnetkn no 15 mr, no TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/15765/01/02
® 10 Tabnetok y "ACIHO Crapt" 3MiHV BHECEHO [0 po3iniB "OcobnBOCTi 3aCTOCYBaHHA", peyenmom
6nicTepi; no 1, 3 abo 6 YKPAIHA" "Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI iHhopMaLi

6nicTepiB y KAPTOHHIl
navui

pechepeHTHOro nikapcbkoro 3acoby Abinicpaii TabneTtkm 15 mr
(Ha paHwnii yac B YKpaiHi He 3apeecTpoBaHuit). BBeieHHsA 3MiH
npoTsrom 3-x MicsLUiB Nic/ia 3aTBEPAKEHHS.
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23. AYPOKCETU TabneTku, BKpUTI Aypo6iHao IHgjsa AypobiHao IHgjs BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/12973/01/01
n NNiBKOBOIO dapwma /114 dapwma N14. AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
060/10HKO0, No 250 tOHIT VI, Bnok D MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa
Mr; no 10 TabneTok y roTOBOrO JIiKAPCbKOro 3acoby, BK/OYaoUM AiNlbHULi BUMYCKY
6nicTepi; no 1 cepii abo MicLe NpoBefeHHS KOHTPOSIO AKOCTI. (BiSNbHICTb, 3a
6nicTepy B KAPTOHHIi AKy BignoBifae BUPOOHMK/IMNOPTEP, BKIKOYAOUM BUNYCK Cepiit)
KOpoo6Li - 3MiHa Ha3Bu Ta agpecy BUpo6Huka /13, 6e3 3mMiHu micus
BUpO6GHUUTBA (BBELEHHS 3MiH MPOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS)
24. AYPOKCETU TabneTku, BKpUTI Aypo6iHao IHAjsA AypobiHao IHgjisa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/12973/01/02
n NNiBKOBOIO dapwma /114 dapwma N14. AfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenmom
o060s10HKot0, No 500 tOHiIT VI, Bnok D MiCLiA MPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
Mr; no 10 TabneTok y roTOBOrO JIiKapCbKOro 3acoby, BKOUaoun LiNbHULi BUMYCKY
6nictepi; no 1 cepii abo MicLe NpoBefEeHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
6nicTepy B KAPTOHHIi AKY BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK CEpilf)
Kopoo6Li - 3MiHa Ha3Bu Ta agpecy BUpo6Huka /13, 6e3 3miHu micus
BUpO6HUUTBA (BBEAEHHS 3MiH MPOTAroM 6-Tu MicAUiB nicns
3aTBEPKEHHS)
25. ALEPBIH po3uuH no 30 mn abo dapmaueyTi | ABCTpis dPapmaueyTile ABCTpIA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/10200/02/01
80 MmNy donakoHi 3 e ¢habpik habpik AfMiHIiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenma
posnunosayem; no 1 MoHTaBiT MoHTaBiT T'M6X MiCLiA MPOBa)KEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
(h/1aKOHY B ynakoBLi M6X rOTOBOrO JliKapCbKOro 3acoby, BK/OUaoun LiNbHULI BUMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOSIO AKOCTI. (BiSNbHICTb, 3a
AKY BiANOBiAae BUPOGHMK/IMNOPTEp, BKIOYAOUM BUMYCK
cepiii). 3miHa agpecu BupobHuka M3 dapmaveyTiwe dabpik
MoHTaBiT T'M6X, ABCTpIs, 6€3 3MiHM MiCLi BUPOBGHULITBA.
BBefieHHs1 3MiH NpoTArom 6-T1 MiSicLiB MiCAs 3aTBEPMAKEHHS.
26. ALEPBIH Masb no 30 r a6o 100 dapmaueyTti | ABCTpis dapmaueyTile ABCTpIf BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/15260/01/01
r masi B Ty6i; no 1 Ty6i e dabpik habpik ApMiHiCTpaTVBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecn | peyenma
B KAPTOHHIl ynakoBLii MoOHTaBIT MoHTaBIiT TM6X MicLst MPOBaKEHHS Aisi/TIbHOCTI BUPOGHMKa/imnopTepa
mM6X roTOBOrO /iKapCbKOro 3acoby, BKIOYaUN AiNbHULL BUMYCKY
cepii abo micLie NpoBefEeHHS KOHTPOO AKOCTI. (AiSNbHICTb, 3a
SIKY BiZnoBigae BMPOOHUK/iIMMoOpTEp, BK/IOYAOUN BUMYCK
cepiii). 3miHa agpecu BupobHuka 13 dapmaveyTiwe dabpik
MoHTasiT F'M6X, ABCTpIsA, 6€3 3MiHV MicLs BUPOOHULITBA.
BBeAeHHs1 3MiH NPOTAroM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
27. AUWVKNOBIP- | Tabnetkn no 200 mr; TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/7833/01/01
ACTPA®AP no 10 TabneTtok y "AcTpachapm "Actpacapm” OHOBJIEHHA 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHA YMNakoBOK peyenmom
M 6nicTepi; no 1 abo 2 " nikapcbKoro 3acoby
6nicTepu y kopobui 3
KapTOHY
28. BAPBOBA/N® | kancynu TBepgi, no 10 AT YkpaiHa AT «dapmak» YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/1196/02/01
Kancyn y 6nictepi; no "®papmak” AgfMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenma

1 a6o 3 6nictepu y
nauj 3 KapToHy

3asBHMKa (BNacHvKa peecTpauiiHoro NoCBigYeHHs) - 3MiHa
HaliMeHyBaHHs Ta afjpecu 3asBHUKa (BnacHukKa
peecTpauiiiHoro nocigyeHHs1) (BBeeHHst 3MiH NpoTsAroM 6-Tu
MiCALIB MICNA 3aTBEPLKEHHS); 3MiHU | TUNY - AAMIHICTPaTUBHI
3MiHM. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micust
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NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOHakuM AibHULI BUNYCKY cepii abo
MicLie NpOBEAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKY
BiANOBiAaE BMPOGHMK/iMNOPTEp, BK/IKOYAKYM BUMYCK Cepild) -
3MiHa HallMeHyBaHHS Ta afijpecu BUpobHUKa 6e3 3MiHU MicLs
BMPOGHMLTBA. 3MiHM BHECEHI Y po3ainv "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpOGHMKa Ta ioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" B IHCTPYKLiO 4151 MegnyHOro
3aCTOCYBaHHA Ta K HACMiLOK - BIANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS1 yNakoBKU Jlikapcbkoro 3acoby (BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPLAXKEHHS); 3MiHW | TNy -
ALMIHICTPaTMBHI 3MiHWU. BUiyyeHHs1 BUPOGHNYOI AinbHUL
(Brirovatoum ginbHuui ans A®l, npoMixxHOro NpoaykTy abo
roToOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs1, BAPOOHWKa, BifNOBIAaIbHOTO 3a BUMYCK Cepild,
MicLie NpoBEeAEHHS KOHTPO/IIO cepii) abo nocTavanbHrKa
BVXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHU
(AKLLLO 3a3HAYEHO Y A0CHE) - BUYYEHHA BUPOOHNYOT AiNbHULL
MAT «®apmak», M. Knis, Byn. ®pyHse 74 ana A®l etunosuii
epip o-6pomizoBasiepiaHoBOI KUCOTH
29. BEK/1A30H- aepososib 4 TeBa I3painb HopToH Ipnangis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis 3miHu | Tuny - 3a UA/5384/01/01
EKO iHransuin, 100 dapmauneBTi (Batepdchopa) nogaHHsa oHoBneHoro CepTtudiikaty BiAMOBIAHOCTI peyenmom
MKr/go3y no 200 fo3y Kan Nimiten T/A €Bponeiicbkili hapmakonei R1-CEP 2010-108-Rev 01 Big Bxe
6a/10HuVIKY 3 IHpacTpi3 AMBEKC 3aTBEPAKEHOr0 BUPOOHUKa 418 AD| 6eknomeTasoHy
iHranAuiiHm nra. dapmacbloTrKan avnponioHaty
NPUCTPOEM Y KOPOBLL 3 IpnaHgia T/A
TeBa
dapmacbloTuKan
3 IpnaHgis
30. BEK/1A30H- aepososib 418 TeBa I3painb HopToH Ipnangis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianiB 3miHu | Tuny - 3a UA/5384/01/02
EKO iHransuin, 250 $apmaueBTi (Batepdhopsa) nogaHHA oHossieHoro CepTtudikarty BignoBigHOCTI peyenmom
MKr/go3y no 200 go3sy Kan Nimiten T/A €Bponeiicbkili hapmakonei R1-CEP 2010-108-Rev 01 Big Bxe
6a/10HUMIKY 3 IHpacTpi3 AMBEKC 3aTBEPAKEHOr0 BUPOo6HUKa a1 A®| 6eknomeTasoHy
iHranAuiiHm nrp, PapmacbloTukan avnponioHaTy
NPUCTPOEM Y KOPOOLL 3 IpnaHngia T/A
TeBa
dapmacboTuKan
3 IpnaHgis
31. BEH®OTIAMI | nopowok (cybcTaHLuis) AT YkpaiHa VoHesaBa AnoHis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - - UA/10784/01/01
H y nakeTax nofABiliHNX "®papmak” Famapi AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
nonieTuneHoBux gns Yewmikans, /114 3asBHUKA (B1aCHMKa PEECTPALiiHOro NOCBIAYEHHS) - 3MiHA
¢hapmaLeBTU4HOTO Ha3BW Ta afipecu 3asiBHUKa
3aCTOCYyBaHHSA
32. BETAMETA3 NnopoLLOoK (CybCcTaHLis) AT YkpaiHa Kpictan ®apma Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/14623/01/01
OHY Y MilKax noABiiHNX "®apmak” C.AY. AfMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
annponioH nonieTuneHoBux A/s 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBif4YeHHs) - 3MiHa
AT, dhapmaLleBTUYHOro HaliMeHyBaHHS Ta afpecu 3asaBHUKa
MIKPOHI3OB | 3acTocyBaHHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
AHUN
33. BILVNIH®-3 NOpPOLLOK ANA MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/3883/01/01
cycnersii Ans iH'ekuin "Knismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHS 3as8BHUKa, 6e3 3MiH y MeTogax peyenmom
no 600 000 O/, enapar” T KOHTPOJII0 AKOCTI Nlikapcbkoro 3acoby, 3anponoHoBaHo: MNoBHa
¢hnakoHn 3 NOPOLLKOM Ha3Ba AKLioHepHe TOBapuCTBO
"Kuismegnpenapar" ,CkopoyeHa Ha3sa MNAT
"KviBmegnpenapat”; 3mMiHu | TURNYy - 3MiHa HaliMeHyBaHHs
BMPOBHUKa, 6e3 3MiH Y MeToZiax KOHTPOSIO SKOCTi JTiKapCbKOro
3aco6y, a Takox 6e3 3MiH B iIHCTPYKLii 418 MeAnyYHOro
3aCTOCYBaHHA Ta y TEKCTi MapKyBaHHs J13. 3anponoHOBaHo:
[MoBHa Ha3Ba
AkLjioHepHe ToBapucTBo "KniBmegnpenapat” CkopoveHa
Hasga AT "KviBmegnpenapar”
34. BILW/IH-3 NOPOLLIOK (CyMiLL TOB "TK YkpaiHa PeiioHr KnTaii BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis 3miHn | Tuny - - UA/15936/01/01
CTepUNbHNX "ABpopa" dapmacboTikan BHECEHHS 3MiH 0 p. «MapkyBaHHs». 3anponoHoBaHo: Ha
cy6cTaHLii) B Ko., ITg,. eTUKeTLi BKa3ylTb: iHhopMaLiito LWLoA0 TOBAPHOTO 3HaKy
antoMiHieBMX BifoHax 3asBHUKa, Ha3BY NPOAYKTY, HOMep NapTii, Macy HeTTo, Macy
onsa 6pyTTO, AATy BUrOTOB/IEHHS, KiHLEBUI TEPMIH BUKOPUCTaHHS,
hapmaueBTUYHOTO HOMep peecTpauiiHoro NocBigYeHHA B YKpaiHi,
3aCTOCYyBaHHSA BaHTaXX004epXyBaya, HOMep A0roBOpYy, YMOBUW 36epiraHHs,
KpaiHy BUPOBGHUK, hipMy BUPOGHUWK Ta aApecy po3TallyBaHHS.
35. BILUUNIH-5 NopoLLOK (CymiLLl TOB "TK YkpaiHa PeiioHr Kutaii BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - - UA/15937/01/01
CTepPUNbHUX "ABpopa” dapmacbloTikan BHECEHHS 3MiH [0 p. «<MapKyBaHHs». 3anponoHoBaHo: Ha
cybcTaHuiih), B Ko., ITg,. eTUKeTLi BKa3yrTb: iIH(hOpMaLLito 040 TOBAPHOTO 3HaKy
anomMiHieBux GigoHax 3anBHWKa, Ha3By NPOAYKTY, HOMep napTii, Macy HeTTo, Macy
ons 6pyTTO, AATY BUrOTOB/IEHHS, KIHLLEBUI TEPMiIH BUKOPUCTaHHS,
hapmaLeBTUUHOTO HOMEep peecTpauiiHoro NOCBigYEHHs1 B YKpaiHi,
3aCTOCyBaHHSA BaHTaXX004epXyBaya, HoMep AOroBopYy, YMOBMW 36epiraHHs,
KpaiHy BUPOOHUK, dhipMy BUPOGHUK Ta apecy po3TallyBaHHs.
36. BOM-BEHIE | masb; no 30 ry Tybax; MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis 3miHu |l Tuny - 6e3 UA/8240/01/01
no 25 r y 6aHkax "®ITOPAPM "®ITOPAPM" BBEJEHHSA [0AaTKOBOro BMpo6Huka “Silverline Chemicals”, peyenma
" IHAia ansa givoyoi peyoBUHM NEBOMEHTONY. 3MiH 3 AKOCTI He
BiAbyBa€eThHCA.
37. BOPHA po34nH Ans TOB "OKnN YkpaiHa TOB "OKN YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/3504/01/01
KNC/OTA 30BHILUHLOTO "®apmauesT "dapmaueBTuUH 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma
3aCcTOCyBaHHS, N4yHa a pabpuika" KOHTelHep/3aKkynoptoBasibHKi 3aci6. 3MiHa Yy NepBUHHIl
cnupToBuii 3 % no 20 habpuka" ynakoBLii FOTOBOro NikapcbKoro 3acoby (Tvn KoHTeliHepa abo

My donakoHax

[0faBaHHsA HOBOrO KOHTelHepa) - BuiyyeHHsi nepBuHHOT
yNakoBKMK, L0 He NMPU3BOANTL [0 NOBHOTO BUTYYEHHS
nikapcbKoro 3aco6y 3 NeBHOK CUJIOK Aii abo y NeBHil

nikapcbKiin chopmi - BUTyYeHHS 3 MaTepiasliB peecTpaviiiHoro

[0Cbe iHhopMaUii LoA0 OAHOrO i3 BUAIB NEPBUHHOI YNaKkoBK/
N3 (pnakoHy no 10 mn). Ak HACNiAOK BHECEHHS 3MiH A0

po3giny Ynakoska; n. O6’em BMIiCTy KOHTeliHepa y
Cneuudpikauito Ta MeToam KOHTposto SKocTi 13, B po3ain
"YnakoBka" B IHCTPYKLitO /19 MeANYHOr0 3aCTOCYBaHHS
NiKapCbKOro 3acoby, BUTyYEHHS TEKCTY MapKyBaHHS
BiANOBiAHOI ynakoBkM (BBeAEHHS 3MiH NPOTSArom 6-T1 MicsauiB
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
nicns 3aTBEpPKEHHS)
38. BOPTE3OBIC | nopoluok ans MicTtpan AHrnis BUPOGHULTBO, Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/16621/01/03
TA NPUroTyBaHHA Kenitan nakyBaHHs: Pecny6nik AgMiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu | peyenmom
PO34YUHY NS iH'EKLIA MeHemKkmeH OHkomep, a/ 3asBHMKa (BNacHvKa peecTpauiiHoro noceigveHHs). 3miHa
no 2,5 mr 1 chnakoH 3 T NimiTepq, MaHyekTypiHr Icnanis/ azpecu 3asiBHUKa
NOPOLLKOM,; Y a.c., Yecbka Bonrapis
KapTOHHI Kopo6Li Pecny6nika;
BiANOBiAaNbHNMIA
3a BUMNYCK Cepii:
CiHTOH XicnaHis,
C.J1., IcnaHis;
BiANOBiAaNbHWI
3a BUMNYCK Cepii:
CiHTOH c.p.0.,
Yecbka
Pecny6nika;
BTOPWHHE
nakyBaHHs:
Loxi |
dapmacbioTikan
¢ JItg, bBonrapis
39. BOPTE30MI NOPOLLOK A/19 PO3UYNHY CaHpo3 CnoseHi OHko Tepani3s IHais BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/15307/01/01
B CAHAO3® | ans id'ekuiii no 3,5 mr; | ®apmachioTi A NimiTen 3MiHW BHECEHI [0 iHCTPYKUii 415 MeANYHOro 3acToCyBaHHs peuenmom
1 donakoH 3 MOPOLLKOM Kans3 g.n. nikapcbkoro 3acoby y po3ain "lMobivHi peakuii” BignoBigHoO A0
B KapPTOHHIi KopobLyi OHOBJIEHUX fJaHuX LWoA0 6e3nekn Ailovoi pevoBuHN. BBeageHHS
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPKEHHS.
40. BPOHXA/IC- | Tabnetkn no 50 Bionoriwe Himeuun Bionoriwe HimeuumnH BHECEHHS 3MiH 40 peecTpaLiiHnX maTepiasiiB 3miiHu | Tuny - 6e3 UA/1932/01/01
XEE/b TabneTok y Xaiinbmitre Ha XainbmitTens a 3MiHa y NepPBUHHIli yNakoBLji rOTOBOro NiKapCcbKoro 3acoby — peyenma
KOHTelHepi; no 1 Nb Xeenb Xeenb Mv6X BHECEeHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHepy B KOPOOL X KOHTelHep/3aKynoptoBasibHUIA 3acib: 3amiHa KoHTeliHepa 3
Kpankamu Ha 6inuii koHTeliHep 6e3 Kpanok, 6e3 3mMiHu
maTepiany KoHTeliHepa Ta KpPULLKW; 3MiHv | Tuny - 3MiHa
noctavyasibHuKa nakyBasibHVX MaTepiaslis abo KOMMIEKTYHUNX
- BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoproBasibHWIA 3aci6: BUyYeHHs iHdhopmauii
010 NocTava/bHUKa NaKkyBasIbHUX MaTepianis.
41. BAKCIFPUM® | cycneHsia ans iH'ekuiii CaHodi PpaHuis NOBHUIA LWKN PpaHuia/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/16141/01/01
TETPA | no0,5mny MacTep BMPOGHULTBA, YropLumHa 3MiHK 3 iKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y peyenmom
VAXIGRIP nonepegHbL0 3aMoBHEHHS, / BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA
TETRA 3arnoBHEHOMY LUNPULL; nepBuHHe Ta Benbris BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi rOTOBOrO NiKapCbKoro
cnniT- no 1 nonepeaHLo BTOPVHHE 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
BAKUMHA 3anoBHEHOMY LUNpuLy nakyBaHHs, BBE3EHHS Ta/abo BMNycK cepii) - He BkIoyatoun
ansa 3 MPUKPINJEHO KOHTPO/b SIKOCTI, KOHTPONb/BUNPOBYBaHHSA cepii - AoAaBaHHA BUPOOHNMKA, L0
MPO®INNAKT TO/IKOK Y KapTOHHIiiA BUMNYCK cepil: BiAnosigae 3a Bunyck cepii (TepmiH BBEAEHHS 3MiH - NPOTATOM
KM remny Kopo6ui; no 0,5 mny CaHodpi MacTtep, 6 micauiB nicns 3aTBepKeHHS); 3MiHW | Tuny -
YOTUPbLOXB | nonepegHbO PpaHuis; AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
ANEHTHA, 3amnoBHEHOMY LUNPUL; BTOPUHHE MicLsi MPOBaMKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
IHAKTUBOBA | no 1 nonepefHbo nakyBaHHg, roTOBOrO /liKapCbKOro 3acoby, BK/IKYAKYM AiIbHALL BUMYCKY
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n/n

Hassa
JNliKapcbKo20

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby
HA

3arnoBHEHOMY LLMNPULLY
6€3 rofIk1 y KapTOHHil
Kopoo6Li

KOHTPO/b SIKOCTI,
BUNYCK cepil:
CaHocpi Nactep,
®paHuis;
3anoBHeHHs,
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b AKOCTI:
CAHO®I
BIHTPOMN
IHOACTPIA,
®paHujs;
BTOPWHHE
nakyBaHHS,
BWMNYCK Cepil:
CaHodi-ABeHTiC
MpaiiBiT Ko.
Nita.,
MnaTchopma
noricTukm Ta

AvcTpubyuii y m.

Bypanewr,
YroplmHa
BTOPUHHE

nakyBaHHs:

CPHA CA,

Benbris

cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (Ais/IbHICTD, 3a

SIKy BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/THOUAKOUM BUMYCK
cepiii) - npvBeAeHHA Ha3BM BUPO6HUKA CaHoi-ABEHTIC

Mpaisit Ko. /ITa., YroplimHa, BignoBiganbHOro 3a BTOPUHHE
nakyBaHHs, 10 BucHOBKY [epXnikcnyxom YkpaiHu woao

niaTBEPAKEHHS BIANOBIAHOCTI YMOB BUPOOHULITBA HASTEXHOT

BMPOGHMYOI NpakTuku (TepmiH BBEAEHHS 3MiH - MPOTAroM 6

MiCALiB Nicna 3aTBepXEHHS)

UA/14934/01/01

42,

BANMIAON®

pigvHa (cybcTaHuis) y
chrnakoHax 3
opaHXeBoro ckna abo
anomiHieBmx consrax
ans
thapmaLeBTUYHOrO
3aCTOCyBaHHSA

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHuX maTtepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHWKa peecTpaLiiHoro NocBigYeHHs) — 3MiHa
hopmMu1 BMACHOCTI 3asBHVKA Ta apecy BNpOBa)KEHHSA
LiSiNbHOCTI 3asiBHUKA.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
3MmiHu | TUny - AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPOOHMKA
(BK/TKOYAKOUM, 38 HEOOXIAHOCTI, MicLe NPOBEAEeHHSA KOHTPOSI0
SIKOCTI), @60 BfiacHvKa macTtep-thaiina Ha A®l, abo
noctavyanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/NpoOMKHOro NPoAaykTy, Lo
3aCTOCOBYOTbCA Y BUPOO6HULTBI API (SKLLO 3a3HAYEHO Y [OChE
Ha nikapcbkuid 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBiAHOCTI EBponelichbkili hapmakonei y 3aTBepaXeHoOMY
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHY (SKLLO
3a3HayeHo y J0CbE)
— 3MiHa hopMun BNacHoOCTi BUPO6HMKa APl. BBeeHHsA 3MiH

NpOTAroM 6-T1 MiCALIB MiC/sA 3aTBEPKEHHSA. 3MiHu | Tvny -
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHUIA/NPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLLECI
BUpO6HUUTBA AP (IHLLI 3MiHW) — BUNYYEHHS BUKTaAEHHSA
NOBHOI METOAMKM 3a NOKa3HWKOM «Mikpob6ionoriyHa umctoTa»
B MeToZax KOHTPO/o cybcTaHLii Banifon, 40AaH0 NoCuIaHHs
Ha 3aranibHi cTatTi APY fo 3aTBepapKeHoro nocunaHHsa Ha EP
Ta 3MiHEHO YacToTy BUNPOOYBaHHS i3 BU3HAYEHOID
NepioANYHICTIO — NepLua Ta KOXHa fJecaTa HacTymnHa cepis,
asie He piglle ogHOro pasy Ha pik.
43. BAP®APEKC | Ttabnetku no 3 mr, no AT Natsis AT "I'piHaekc" Nartsis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/7943/01/01
® 30 abo 100 TabneTtok "I'piHaekc" noAaHHs OHOBJIEHOTro cepTudikaTty BiANOBIAHOCTI peyenmom
y KOHTeliHepi, no 1 €Bponeiicbkili hapmakonei R1-CEP 2001-372-Rev 04 Big,
KOHTEeWHepy y nauui 3 3aTBEPKEHOr0 BUPOOHYKA AiH040i PEHOBUHM
KapTOHY
44, BAP®APEKC | tabnetkv no 5 mr, no AT NartBis AT "T'piHgekc" NatBia BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/7943/01/02
® 30 a6o 100 TabneTok "IpiHaexc" noAaHHsA OHOB/IEHOTrO cepTudikaTty BiANOBIAHOCTI peyenmom
Y KOHTeliHepi, no 1 €Bponeiicbkili hapmakonei R1-CEP 2001-372-Rev 04 Big,
KOHTelHepy y nauui 3 3aTBEPAKEHOTO BUPOGHMKA Ait0HOT peyoBUHN
KapToHY
45, BAP®APWUH- | Ttabnetku no 2,5 wr, TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/5747/01/01
»C no 10 TabneTok y "ACIHO Crapt” 3MiHV A0 IHCTPYKLiT 415 MeAUYHOro 3aCTOCYBaHHS MikapcbKoro | peyernmom
6nictepi, o 1, 3 abo YKPAIHA" 3acoby y posginu: "®apmakosioriyHi B1lacTMBOCTI",
10 6nicTepiB y navui 3 "MpoTunokasaHHA", "B3aemMogis 3 iHLIMMKU NiKapCbKMu
KapTOHY 3acobamu Ta iHWi BuAaW B3aemogiii", "OcobnnBocTi
3acTocyBaHHA" (y T. Y. "3acTocyBaHHS y Nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”), "Cnocié 3actocyBaHHs Ta go3n",
"MepeposysaHHsa", "Mob6iyHI peakuii” BIANOBIAHO A0 OHOBNEHOI
iHdbopMaUii LWoao 6e3nekn Ailovoi pevyoBrHN.
46. BAP®APUH- | Tabnetku no 3 mr, no TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/5747/01/02
»C 10 Tabnetok y "ACIHO Crapt” 3MiHV A0 IHCTPYKLii 415 MeAUYHOro 3aCTOCYBaHHS MikapcbKoro | peyenmom
6nicTepi, no 1, 3 abo YKPAIHA" 3acoby y po3ginu: "dapmMakosoriyHi BnacTnBocCTi",
10 6nicTepiB y nauui 3 "MpoTunokasaHHsA", "B3aeMogis 3 iHLWIMMU NiKapCbKMu
KapTOHY 3acobamu Ta iHWi BuaW B3aemogiii”, "Ocob6nuBocTi
3actocyBaHHs" (y T. 4. "3acTocyBaHHs y nepiog, BariTHOCTi abo
rofyBaHHs rpyaatro™), "Cnocié 3actocyBaHHs Ta f03u1",
"MepeposyBaHHsa", "Mo6iyHI peakuii” BIANOBIAHO 4O OHOBNEHOI
iHdbopMmaLii LWoao 6e3nekn Ailovoi pevyoBrHN.
47. BECTIHOPM Tabnetky no 16 mr, no NAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [j0 pEECTpaLiiiHMX MaTepiasliB: YTOUHEHHS 3a UA/6356/01/02
® 10 Tabnetok y "dapmak" HanMcaHHA 3asBHMKa B Hakasi MO3 YkpaiHu Ne 149 Big peyenmom

6nicTepi; no 3 abo 6
6nictepiB y nayui 3
KapTOHY

23.01.2020 B npoueci BHECEHHS 3MiH - 3MiHM | TNy - 3MiHa
po3Mipy cepil (BkIOYaoum dianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby - BBeAEHHA 40AATKOBMX PO3MIpiB cepii
roTOBOrO Jlikapcbkoro 3acoby; MNponoHoBaHa pedakuis: 90,0 kr
(360 Tuc. Tabn.); 180,0 kr (720 Tnc. Tabn.); 270,0 kr (1080 TuC.
Tabn.); 360,0 kr (1440 Tuc. Tabn). Pepakuis B Hakasi: AT
"dapmak”, YKkpaiHa. 3anponoHoBaHa pegakuisi: MAT
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
"Papmak", YKpaiHa.
48. BECTIHOPM TabneTtky no 24 mr, no NAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHuX MaTepiasliB: yTOUHEHHSA 3a UA/6356/01/03
® 10 Tabnetok y "dapmak" HanMcaHHA 3asBHMKa B Hakasi MO3 YkpaiHu Ne 149 Big peyenmom
6nicTepi; no 3 abo 6 23.01.2020 B npoueci BHECEHHSA 3MiH - 3MiHM | TNy - 3MiHa
6nicTepiB y nayui 3 po3Mipy cepii (BkIOYaoUK dianasoH po3mipy cepii) roToBoro
KapTOHY nNikapcbKoro 3acoby - BBeAEHHA AOAATKOBMX PO3MIipiB cepii
roTOBOrO JliKapcbkoro 3acoby; MponoHoBaHa pedakuis: 20,0 kr
(53,333 Turc. Tabn.); 90,0 kr (240,000 Tuc. Tabn.); 100,0 kr
(266,666 Tnc. Tabn.); 180,0 kr (480,0 Tuc. Tabn.); 270,0 kr
(720 Tunc. Tabn.); 360,0 kr (960,0 Tuc. Tabn.). Pegakuis B
Hakasi: AT "®apmak’, YkpaiHa. 3anponoHoBaHa pefakuis:
MAT "dapmak”, YKpaiHa.
49, BISEANOT NopoLLoK Ansa po3yunHy | TOB "lOpia- | YkpaiHa TOB «tOpis- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/17051/01/01
ons iHdysiii, 200 mr; 1 dapm" Ddapwm» AfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
dp/1aKkoH 3 NOPOLLKOM B (nakyBaHHs 3 MiCLiA MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
nauui 3 KapToHy npoaykuii in bulk roTOBOrO JTiKapCbKOro 3acoby, BK/OUaoun LiNbHULi BUMYCKY
BMPOOHUKA cepii abo MicLe NpoBefEeHHS KOHTPOSIO AKOCTI. (QiSNbHICTb, 3a
AHcbapm Ennac AKy BiANOBiAae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
C.A., I'peuif) cepiii). 3miHa agpecu BupobHuka TOB «tOpis-®apm», 6e3
3MiHU MicLA BUPO6HMLTBA. TepMiH BBEAEHHS 3MiH NPOTAroM
6-TV MicsLiB Nicns 3aTBEPKEHHS.
50. BOAA ANA PO3YMHHWK AN NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - UA/10078/01/01
IH'EKLLIA napeHTepasibHOro "rannudap "Tannudapm” 3MiHa HaliMeHyBaHHSA 3asiBHUKa, 6€3 3MiH y meToAax
3aCTOCYBaHHA No 5 Mn m" KOHTPOJII0 SKOCTI JliKapCbKOro 3acoby. 3anpornoHosaHo: MNosHa
B amnyni; no 5 amnyn Ha3Ba AkLioHepHe ToBapucTeo " MNanimugapm” CkopoyeHa
y 6nicTepi, no 2 HasBa MAT " Fanuuchapm”; 3miHu | TUNY - 3MiHa HaliMeHyBaHHS
6nicTepu B nauuj; no 2 BMPOGHMKA, 6e3 3MiH Y MeTofax KOHTPO/IH SIKOCTi JTiKapCbKOro
M B amnyni; no 10 3acoby, 6e3 3MiH B iIHCTPYKLi 415 MeANYHOro 3aCTOCYBaHHS
amnyn y 6nictepi, no 1 Ta Yy TEKCTi MapKyBaHHS NiKapcbKoro 3acoby. 3anponoHOBaHoO:
6nicTtepy B navui lMoBHa Ha3Ba AKLiOHepHe ToBapucTBO “lrannudapm”
CkopoueHa Hasea MNAT "lranuydapm”
51. BOAA ANA PO3UYUHHWK AN MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis 3miHuW | TNy - UA/10079/01/01
IH'EKLLIA napeHTepanbHOro "rannudap "Tannudapm” 3MiHa HaliMeHyBaHHS 3asBHUKa, 6e3 3MiH y MeTogax
3acTocyBaHHs in bulk: m" KOHTPOJIH0 SIKOCTi Nikapcbkoro 3acoby. 3anponoHoBaHo: MNoBHa
no 2 mn B amnyni; no Ha3Ba AkLioHepHe ToBapucTBo " MNasimucgpapm” CkopoyeHa
10 amnyn y 6nictepi, Ha3sa MNAT " Fanmudpapm"; 3miHM | TUNY - 3MiHa HaliMeHyBaHHS
no 100 6nictepiB y BMPOOHUKA, 6e3 3MiH Y MeTofax KOHTPOSI SKOCTI JTiKapCbKOro
Kopob6kax; in bulk no 3acoby, 6e3 3MiH B IHCTPYKL,i 415 MeANUYHOro 3acTOCyBaHHSA
3,2 mn B amnyni; no 5 Ta 'y TEKCTi MapKyBaHHS /iKapCbKoro 3acoby. 3anponoHoBaHo:
amnyn y énictepi, no MoBHa Ha3Ba AkLioHepHe ToBapucTBo “lrannudgapm”
84 6nictepn B CkopoyeHa HasBa MAT "Tanunudapm”
KOpobkax
52. FABAHA® Kancysv no 75 Mmr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/14764/01/01
10 kancyn y 6nicTepi; "Knismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHS 3as8BHUKa, 6€3 3MiH y MeTogax peyenmom
no 2 6nictepy B nayuj enapat” at" KOHTPOJI0 SIKOCTI /likapcbkoro 3acoby, 6e3 3MiH B iHCTPYKLiT

0151 MeAMYHOro 3aCTOCYBaHHSA Ta y TEKCTi MapkyBaHHs J13;
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"KniBmegnpenapart”, CkopoyeHa Hassa MNAT
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

"KviBMegnpenapat”; 3mMiHu | TURNy - 3MiHa HaliMeHyBaHHs
BMPOOHUKa, 6e3 3MiH Y MeTofax KOHTPOSI SKOCTi JTiKapCbKOro
3acoby, 6e3 3MiH B IHCTPYKL,ii A/19 Me4MYHOro 3aCTOCyBaHHsA
Tay TekcTi mapkyBaHHs J13. 3anponoHosaHo: MNoBHa Ha3Ba
AkuioHepHe ToBapucTBo "KniBmeanpenapat” CkopoveHa
Ha3ea lNAT "Kvismegnpenapar”

53.

FABAHA®

kancysm no 150 mr no
10 kancyn y 6nicTepi;
no 2 6nictepun B nauui

MAT
"Kuismegnp
enapart"

YkpaiHa

MAT
"Kuismegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
KOHTPOJIH0 SIKOCTI NliKkapCcbkoro 3acoby, 6e3 3MiH B iIHCTPYKLiT
[ANA MeANYHOro 3acToCyBaHHA Ta Y TeKCTi MapkyBaHHSA J13;
3anponoHosaHo: MNMoBHa Ha3Ba AKLjiOHepHe TOBapuUCTBO
"KuiBmegnpenapar”, CkopoyeHa Ha3sa MNAT
"KviBmegnpenapat”; 3mMiHu | TURNy - 3MiHa HaliMeHyBaHHs
BMPO6HUKa, 6e3 3MiH Y MeToZiax KOHTPOSIO SKOCTi JTiKapCbKOro
3acoby, 6e3 3MiH B iHCTPYKL,ii A/19 MEAMYHOro 3aCTOCYBaHHs
Ta y TeKcTi MapkyBaHHs J13. 3anponoHoBaHo: MNoBHa Ha3Ba
AkujioHepHe ToBapucTBo "KniBmeanpenapat” CkopoveHa
Ha3Ba lNAT "Kvismegnpenapar”

3a
peyenmom

UA/14764/01/02

54.

FACTPO-
HOPM®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, 1Mo 120
Mr, no 10 Tabnetok y
6nictepi; no 4 abo no
10 6nicTepiB y nauui

NAT
"Tanuudpap
e

YKpaiHa

MAT
"Tanuudapm”,
Ykpaina; NMAT

"Kuismegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
KOHTPOJIH0 SIKOCTi MikapcbKoro 3acoby. 3anponoHoBaHo: MoBHa
Ha3Ba AKuUioHepHe ToBapucTeo "Tanmydapm”, CkopoyeHa
Hasga MAT "Tannuchapm”; 3MiHK | TUNY - 3MiHa HaliMeHYBaHHS
BMPOGHWKA, 6€3 3MiH B iHCTPYKL,ii 415 MeauyHoro
3aCTOCyBaHHS, y TEKCTi MapKyBaHHs Ta 6e3 3MiH y meTogax
KOHTPOJII0 AIKOCTI Slikapcbkoro 3acoby. 3anponoHosaHo: MNosHa
Ha3Ba AKLioHepHe ToBapucTeo "anuudapm”, CkopoyeHa
Ha3Ba AT "Tanuuchapm”; 3MiHK | TUNY - 3MiHa HaliMeHyBaHHS
BUPO6HMKA, 6€3 3MiH B iIHCTPYKLii 415 MegnyHoro
3aCTOCYBaHHS, Yy TEKCTi MapKyBaHHS Ta 6e3 3MiH y MeTogax
KOHTPOJTI0 AKOCTI NliKapCbKOro 3acoby. 3anponoHoBaHo: MNoBHa
Ha3Ba AKLiOHepHe ToBapucTBo "KuiBMegnpenapar”,
CkopoyeHa HasBsa NAT "Kvismegnpenapat"”

6e3
peyenma

UA/1034/01/01

55.

FENAYPCO/N

kancynu no 250 mr no
10 kancyn y 6nicTepi;
no 1 6nictepy y
KapTOHHI ynakoBLi

CKAH
BIOTEK
nTA

IHais

LWAPOH BIO-
ME/LCUH
NIMITEL

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta dhapMakoHariaay.
BBefieHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHux nNpo cuctemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy thapmakoHarnisay, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay; KOHTakTHOT
ocobu 3 chapmakoHarnsagy 3asBHuUKa A1 34iINCHEHHSA
hapmakoHarnsagy B YKpaiHi, K0 BOHa BiiMiHHA Bif,
YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ovatouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thalina cuctemn hapmakoHarnagy)3miHa
YNOBHOBaXXEHOT 0COOM 3asiBHYMKA, BignoBigasibHOI 3a
chapmakoHarnsg: MponoHoBaHa peAakuis: MonanakpillHa
MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNOBHOBAXXEHOT 0CO6M
3as1BHMKA, BiAMNOBIAA/IbHOI 32 34jICHEHHSA hapMakoHarnsay.

3a
peyenmom

UA/15421/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3MiHa KOHTaKTHOT 0c06M YNOBHOBaXEHOI 0CO6M 3asBHIIKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay B YkpaiHi.
MponoHoBaHa pefakuis: IBaHNLbK1A AHAPIA BacunboBuy.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy B Ykpaii.
56. FEATPAN® NOPOLLIOK ABGOTT Himeuun Bionogxici ITanisa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - 3a UA/6993/02/02
niocpinizoBaHWin Ans Nab6opaTtopi3 Ha ITania Mpeuis 3MiHM BHECEHO A0 IHCTPYKLi ANA MeMYHOro 3aCTOCyBaHHA | peyernmom
PO34MHY A5 iH'EKLR 6X NabopaTtopi3 dpaHuin nikapcbKoro 3acoby o po3sainy "®apmakonorivHi
no 500 mr, 5 cknsAHUX C.P.N., Itanis BnacTMBoCTi". BBefileHHS 3MiH NPOTArom 6-T MicAUIB micas
hNakKoHIB 3 MOPOLLKOM (BMPOGHMLTBO, 3aTBEPKEHHS
nioghinizosaHum Ta 5 nepBrHHE

aMnys 3 PO34YNHHNKOM
(L-ni3uH, HaTpito
rigpokcua, Boga ans
iH'ekyjin) no 5 mn B
KOHTYpHIli YapyHKOBI
ynakoBLji, 3aneyaraHii
asIlOMiHIEBOIO
onbroto; no 1
KOHTYPHIli YapyHKOBIi
YyNaKoBLi y KAPTOHHIi
KopooLi

nakyBaHHSA Ta
KOHTPO/b AKOCTI
nopoLuka
niodpinizoBaHoro
; BTOPUHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
Ta BUNYyCK cepiit
roTOBOrO
nikapcbkoro
3acoby); Pamap
A.B.E. Animoc
MnaHT 63, BYN.
Ar. [imiTpiy ,
Ipeuis
(BUpOGHMLTBO,
nepBuHHe
nakyBaHHS,
KOHTPO/Tb AKOCTI
Ta BUNYyCK cepiit
PO34MHHMKA in
bulk); ®amap
Nernb, dpaHuis
(B1pOGHMLTBO,
nepBuHHe
nakyBaHHA Ta
KOHTPO/Ib AKOCTI
ropoLuKa
niodpinizoBaHoro
; BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTI
Ta BUNYyCK cepiit
roToBOro
NiKapcbkoro
3acoby)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
57. FNAPOKOPTWN | masb o4Ha, 25 mr/r; o | YPCAD®APM | Himeuun YPCA®APM HimeuunH BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/6522/01/02
30H - NOC® 25ryTy6i; no 1 Ty6iy | ApuHaiMmiTT Ha ApuHalimiTTens a 3MiHM Woao 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi | peyenmom
KapTOHHi Kopo6Lyi enb M6X M6X 3MiHW) -
3amiHa po3giny «[padiyHe 306paxeHHs yNakoBKM» Ha po3gin
«MapkyBaHHs» B MKA J13. OHOB/IEHHA BXe 3aTBEepaKeHOro
TEeKCTY MapKyBaHHSA NepBUHHOI Ta BTOPUHHOT YNaKoBKU
NiKapCbKOro 3acoby i3 3a3Ha4YeHHAM MKHaPOAHMNX NO3HaYeHb
O[MHWLb BUMIPIOBAHHSA. BBeEHHS 3MiH NPOTAroM 6-Tu MicALUiB
nicnsa 3aTBepmKeHHs. 3MiHu | Tuny - AOMIHICTPaTUBHI 3MiHW.
3miHa Ha3BM Nikapcbkoro 3acoby. 3miHa Ha3sm J13.
3arsepmkeHo: HYDROCORTISON-POS® MNAPOKOPTN30OH-
MOC 3anponoHosaHo: HYDROCORTISON-POS®
IAPOKOPTN30OH-NOC®. BBeaeHHs 3MiH NPOTAroM 6-Tn
MiCALB Nic/1A 3aTBEPAKEHHS.
58. MNAPOKOPTW | masb ouHa, 10 mr/r, no | YPCA®APM | Himeuun YPCA®APM HimeuunH BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/6522/01/01
30H - NOC® 25ryTy6i; no 1 Ty6iy | ApuHaimiTT Ha ApuHaiimitTTens a 3MiHu Wwopo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
KapTOHHI KopooLyi enb MmeX 6X 3MiHK) -
3amiHa po3giny «IpacdiyHe 306paxeHHs yNakoBKM» Ha po3gin
«MapkyBaHHs» B MKA J13. OHOB/IEHHS BXE 3aTBEPXKEHOr0
TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKM
NiKapcbKoro 3acoby i3 3a3Ha4YeHHAM MKHAPOAHUX NO3HAYEHb
OAMHULb BMMIpIOBaHHS. BBeAEHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHNA. 3MiHV | TUNy - AAMIHICTPATUBHI 3MiHN.
3miHa Ha3BK Nikapcbkoro 3acoby. 3miHa Ha3sm J13.
3atBepakeHo: HYDROCORTISON-POS® INPOKOPTU3OH-
NOC 3anponoHosaHo: HYDROCORTISON-POS®
IrAPOKOPTN3OH-NOC®. BBegeHHs 3MiH NPOTAroM 6-Tn
MicALiB Mic/1A 3aTBEPAKEHHS.
59. FNIKNALA Tabnetku 3 KPKA, a.4., CnoBeHi KPKA, a.4., CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHMx MmaTepianis 3a UA/14151/01/01
MoaundpikoBaHUM HoBo mecTo A HoBo mecTo, 3MiHM | TUNY - 3MiHK Y NpoLeci BUPO6HMLITBA FOTOBOTO peyenmom
BUBI/IbHEHHAM M0 60 CnoseHis nikapcbKoro 3acoby, a caMe J04aHHSA anbTepHaTUBHOIO
mr; no 15 tabneTok y (BMPOGHYMK BTOPWHHOrO NakyBaslbHOrO MaTtepiasty 418 Hepo3dacoBaHOro
6nicTepi, no 2, 4 abo 6 BiANOBiAaNbHWI npoaykty: MET/An/ME-naketn (PET/AL/PE). BBegeHHs 3MiH
6nicTepiB y KAPTOHHIN 3a BUPOGHMLTBO NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPLXKEHHS.
KopooLi "in bulk",
nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPONb Ta
BUNYCK cepil;
BUPOBHUK
BiANOBiAaNbHWI

3a KOHTPO/b
cepii (gisnyHi Ta
XiMiuHi MeToamn
KOHTPO/I0));
NabeHa p.0.0.,
CnoBeHis
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
(BMpPOGHYMK
BiANOBiAaNbHMIA
3a KOHTPO/ib
cepii (isnyHi Ta
XiMiYHi MmeToau
KOHTPONI0));
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKOJIE
iH XpaHo),
CnoBeHis
(BMpPOGHYK
BiANOBiAaNbHMIA
3a KOHTPO/ib
cepii (i3nyHi Ta
XiMiYHi meToau
KOHTPO/110))
60. rNITENK niogpinisat ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - 3a UA/12177/01/01
PO3YUHY ANs1 iH'EKLLiIA "Kuismegnp "Kuismegnpenap 3MiHa HalilMeHyBaHHs BUpPO6HUKa, 6e3 3MiH y MeTogax peyernmom
no 400 mr, 1 chnakoH 3 enapar” ar" KOHTPOJIH0 SIKOCTI /liKapCbKoro 3acoby iHCTpYyKLii A1s
niocpinizatom B MeZMYHOro 3aCTOCYBaHHS Ta y TEKCTIi MapKyBaHHs J13.
KOMMNNeKTi 3 1 3anponoHoBaHo: MNMoBHa Ha3Ba AKLiOHepHe TOBapUCTBO
amMnysiol PO3YMHHUKA "Kuismegnpenapat" CkopoyeHa Ha3sa MAT
(Boga ans iH'exuiii) no "KviBmegnpenapat”; 3mMiHu | TURNYy - 3MiHa HaliMeHyBaHHs
3,2 M1 B KOHTYpHiA 3asBHMKa, 6€3 3MiH Yy MeTofax KOHTPO/IK AKOCTI NiKapCbKoro
YapyHKOBIW ynakoBLi; 3aco6y B iHCTPYKLii 415 MeAUYHOro 3aCTOCYBaHHA Ta Yy TEKCTI
no 1 KOHTYPHii MapkyBaHHs J13; 3anponoHoBaHo: MNoBHa Ha3Ba
YapyHKOBIli ynakoBLii B AkujioHepHe ToBapucTBo "KniBmeanpenapat” CkopoveHa
nauuj 3 KapToHy Hassa AT "KuiBmegnpenapar”
61. rNILEPUH PO34MH HaLLKipHWiA 85 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/7946/01/01
%no25ry "Tanuudpap "Tanuudapm" 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peuyenma
donakoHax; no 25ry Mm" KOHTPO/IH0 SIKOCTI JTiKapCbKOro 3acoby; 3anponoHOBaHO:
thnakoHi; no 1 MoBHa Ha3Ba AkLioHepHe ToBapucTBo * Manunydapm”
hnakoHy B nauuj CkopoueHa HasBa MNAT " Fanuydapm"; 3miHM | TUNYy - 3mMiHa
HaliMeHyBaHHS BUPOGHIMKa, 6€3 3MiH Y MeToAax KOHTPO/I0
AKOCTI NikapcbKoro 3acoby, 6e3 3MiH B iIHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA Ta Y TEKCTi MapKyBaHHS NikapcbKoro
3acoby; 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHepHe
ToBapucTBo "lanuycapm”
CkopoyeHa HasBa MNAT "lanunydpapm”
62. rMIATOH® Kancysm m'ski no 400 AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/14536/01/01
mr; no 10 kancyny "®papmak” AgfMiHicTpaTuBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu | peyenmom

6nicTepi; no 3 abo 6
6nicTepiB y navui 3
KapTOHY

3asBHUKa (BNacHMKa peecTpauiliHoro Noceig4YeHHs)- 3MiHa
Ha3Bu Ta afpecu 3aaBHUKa (BBefeHHS 3MiH NpoTAromM 6-tv
MiCAILiB MicNa 3aTBEPMKEHHS); 3MiHU | Tuny - AAMIHICTPaTUBHI
3MiHU. 3MiHa HallMeHyBaHHSA Ta/abo afpecy micus
NPoBaKEHHS Ais/IbHOCTI BUpOBGHMKa/iMnopTepa rotToBoro
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

nNiKapCcbKoro 3acoby, BKIKYAKUN AiNbHNLi BUNYCKY cepii abo
MicLie NPOBeAEeHHS KOHTPOIHO AKOCTI. (LisANIbHICTb, 3a AKY
BiNOBIAAE BUPOGHUK/iIMNOPTEP, BKOYAKOUY BUMYCK Cepild) -
3MiHa Ha3BW | agpecy BUPo6HMKa, 6e3 3MiHu Micus
BUpO6GHULUTBA (BBELEHHS 3MiH MPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS); 3MiHM | TMNy - 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOib rOTOBOTO /iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHS roTOBOrO NikapCbKoro 3acoby
(ans npyvBeseHHs y BiANOBigHICTL 3 AdPY abo €Bponelicbkoo
dhapmakoneeto Ta BUyYeHHS NOCUIaHHA Ha 3acTapinui
BHYTPILLHI MeToA, BUNPOGYBaHHS i 10ro HoMep) - BHECEHHS
3MiH fo Cneumdikauii/ MeTogis KOHTPONO AKOCTI /13 3a n.
«MikpobionoriyHa unctoTa», a came: HOpMaTMBHE NOCUIAHHSA
Ha EP nonoBHeHO nocuiaHHAaM Ha AdY, BUIyYeHO NOBHUIA
BMKa NPOBEAEHHSA METOAWKM

63.

T/IFOKO3A-
JOAPHMLA

PO34uH NS iHdysil,
50 mr/mn no 200 mn
a6o no 400 mny
dhrnakoHax

MpAT
"®apmaueBT
nyHa thipma

"fapHuus"

YkpaiHa

MpAT
"GapmaueBTU4H
a thipma
"fapHuus"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax NpugaTtHocTi abo ymoBax 36epiraHHsi
rOTOBOrO J1ikapCbKOro 3acoby (36iNbLUEHHS TePMiHY
NpUAATHOCTI FOTOBOIO JIIKAPCbKOro 3acoby) - 41 Toprosoi
yMakoBku (NiATBEPMAXYETbCA AAHUMMN PEASTbHOTO Yacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JTiKapCbKOro
3aco0y Ha OCHOBI NO3WUTUBHWX Pe3y/bTarTiB JOBrOCTPOKOBUX
[ocnigpkeHb CTabiNbHOCTI y peaslbHOMY Yaci: 3aTBepaKeHo:
TepmiH NpugaTHOCTI 2 poku 3anponoHOBaHO: TepMiH
npuaaTHOCTI 3 pokn. BBeAEeHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepAKEHHS.

3a
peyenmom

UA/14001/01/01

64.

rPUnNro®

Tabnetkv no 4
Tabnetkn y 6nictepi,
no 1 6nictepy y
KapTOHHI ynakoBLi;
no 4 Tabnetkny
6nictepi, no 50
6nicTepiB y KAPTOHHIN
ynakosLi; no 10
TabneTok y 6nictepi,
no 1 6nictepy y
KapTOHHII ynakoBL;
no 10 TabneTtok y
6nicTepi, no 10
6nicTepiB y KAPTOHHIN
ynakosLi; no 10
TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHI ynakoBL,
no 10 KapTOHHUX
YNaKoBOK Y KapTOHHIl
Kopoo6Li

KYCYM
XENTXKEP
NBT ATA

IHAjia

KYCYM
XENTXKEP MBT
nTa

IHAjia

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepmiHax NpugaTtHoCcTi abo ymoBax 36epiraHHsi
rOTOBOrO J1ikapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NpUAATHOCTI FOTOBOTO JIiKapCbKOro 3acoby) - s Toprosoi
ynakoBku (NiATBEPMAXYETbCA AAHUMMN PEASIbHOTO Yacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKapChbKOro
3aco0y Ha OCHOBI NO3WUTUBHKX Pe3y/bTaTiB 4OBrOCTPOKOBUX
[ocnigpKeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepa)KeHo:
TepMiH npuaaTHOCTi 3 pokK. 3anponoHoBaHo: TepMiH
npuAaTHOCTI 4 pokn. BBeAEeHHS 3MiH NPOTAroM 6-Tn MicsLUiB
nicns 3aTBepmKeHHs.

6e3
peuenma -
No4, Nel10;
3a
lpeyenmom -
Ne 100, Ne
200

UA/7630/01/01
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
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65. FPUMNOLUNTP | mopowok ans ToBapucTBo | YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/11498/01/01
OH KiacC Opa/IbHOro PO3YnHY Mo 3 06MeXeHo nofaHHsa oHosrieHoro Ceptudikata R1-CEP 2000-124-Rev 08 | peyenma
NTMMOH 4 1 NOPOLLKY B NakeTi; 06MEXEHO BignoBigasIbHICT onsa A®l Mapauetamon Bif BXe 3aTBEPAKEHOr0 BUPOOHUKA,;
no 5 a6o 10 nakeTiB y Bignosigab 10 3MiHu |l TNy - BBEAEHHSA anlbTePHATMBHOIO BUPO6HNKa AD|
KopooLi HiCTIO "PapmaueBTUYH MapavueTtamon Hebei Jiheng (Group) Pharmaceutical Co., Ltd.
"®apmaueBT a KoMnaHis Shenzhou Plant 3 HagaHHAM DMF Ha A®I.
nyHa "3p0pos'a"
KOMMaHis
"3g0pos'a"
66. FPUMNOLUNTP | nmopowok ans ToBapucTBo | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/11499/01/01
OH KiacC OpasIbHOro PoO3YnHy Mo 3 06MEXEHO nofaHHsa oHoBrieHoro Ceptudikata R1-CEP 2000-124-Rev 08 | peyenma
OPAHX 4 1 MOPOLLKY B NaKeTi; 06MEXEHO0 BignoBigasIbHICT onsa A®l Mapauetamon Bif BXe 3aTBEPAKEHOr0 BUPOOHUKA,;
no 5 a6o 10 nakeTiB y Bignosigab 10 3MiHu Il TNy - BBEAEHHSA aNlbTEPHATMBHOIO BUPO6HNKa AD|
KOpOO6Li 3 KAPTOHY HiCTIO "PapmaueBTUYH Mapavuetamon Hebei Jiheng (Group) Pharmaceutical Co., Ltd.
"PapmaueBT a KoMnaHis Shenzhou Plant 3 HagaHHaM DMF Ha AdI.
nyHa "3p0pos'a"
KOMMaHis
"3p0pos'a"
67. FPUMMNOCTA | rpaHynu ans CTALOA Himeyun BUNYCK Cepiii: HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/17148/01/01
A® C by, OP&/IbHOIO PO3UNHY; ApuHaimiTT Ha CTALA a 3MiHu 3 siKkocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuyenma
no 2,02 ry CTik- ens Al ApuHarimitTTens BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AibHUL,
nakeTuky; no 12 cTik- AT, HimeuumnHa; BMPOGHMLITBA [/19 YAaCTMHM ab0 BCbOro BUPOBGHMYOTro npoLiecy
NakeTuKiB Y KapTOHHIl BMPOBHULITBO roTOBOrO JIiKapCbKOro 3acoby (4iNbHULSA AN BTOPUHHOTO
Kopoo6Li Hepo3dacoBaHo nakyBaHHs) - BBEEHHS AOAATKOBOI Ai/TbHUL BUPOGHMLTBA
ro NPOAYKTY, Nlo3aH ®apma M'M6X 3a agpecoto Ewbaxep wrpacce 2, 79427
nepBuHHe Ta Ewo6ax, HimeuunHa ans BTOPMHHOIO nakyBaHHs [/13. 3MiHu |
BTOPVHHE UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKWii 3aci6. 3MiHN Y
nakyBaHHs, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA
KOHTPO/b Cepiii: BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
NoszaH ®apma 3aco6y (3amiHa abo AofaBaHHA AifIbHUL, Ha Kl
rv6X, 3[iCHIOETLCS KOHTPOL/BUMPOGYBaHHS cepii) - BBEAEHHS
HimeuuunHa; [0[aTKOBOT AiNbHULL BUPO6HMLTBA Jlo3aH dPapma M'M6X 3a
nepBuHHE Ta appecoto Ewbaxep wrpacce 2, 79427 Ewbax, HimeuunHa Ha
BTOPVHHE AKili 34iACHIOETLCA KOHTPOL/BUNPOGYBaHHSA cepii [N13. 3miHu |
nakyBaHHs, TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
KOHTPO/1b/BMMNPO BVMPOGHMLTBI. 3amiHa abo BBeAEHHS AO0AATKOBOI AibHUL,
6yBaHHs cepiit: BMPOGHMLITBA A4/15 YACTUHU abo BCbOrO BUPOGHMYOTO npouecy
NosaH ®apma roTOBOrO NikapCcbKoro 3acoby (AibHUUA 418 NePBUHHOMO
v6X, nakyBaHHs) -
HimeuunHa BBEJEHHS 40AATKOBOI AiNbHULI BUpoObHMLTBa Jlo3aH ®apma
Mv6X 3a agpecoto Ewbaxep wrpacce 2, 79427 Ewbax,
HimeyynHa Ans nepBMHHOrO nakysaHHs [N13.
68. rPULNKIB Tpasa, no 60 ry MpuBaTHe YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/5670/01/01
TPABA naykax 3 BHYTpILLHIM akuioHepHe "NikTpasun" BHECEHHS 3MiH [0 po34iny «MapKyBaHHA» METOAIB KOHTPON | peyenma
naketom; no 1,5ry TOBapUCTBO AKOCTI NikapCbKoro 3acoby. PeecTpallisi 4OAATKOBOTO TEKCTY
hinbTp-nakeTi; no 20 "NikTpasun" MapKyBaHHS1 YNakoBKU NikapcbKoro 3acoby i3 3a3Ha4eHHAM

inbTp-nakeTis y
nayui; no1,5ry

MiXXHaPOAHMX NO3HAYEHb OMHULb BUMIPHOBAHHS.
3anponoHoBaHo: «MapKyBaHHs». Y BignoBigHOCTI 3
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dinbTp-nakeTi; no 20 3aTBEPAKEHNM TEKCTOM MapKyBaHHS.
hiNbTp-NakeTiB y
nauvj 3 BHYTPILWHIM
nakeTom
69. OEKCAMETA | kpanni ouHi, Bapuwascbku | MonbLia BapLuaBchkuii Monbua BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/2543/01/01
30H B®3 cycnexsis, 1 mr/mn no n hapmaueBTUYHN noAaHHA OHOB/IEHOTrO cepTudikaTty BiANOBIAHOCTI peyenmom
5 mMn y dpnakoHi- thapmaueBT 1 3aBof €Bponeiicbkili hbapmakonei R1-CEP 2000-261-Rev 04 Big Bxe
KpanenbHuL,j 3 WYHWI 3aBOJ, Monbtha AT 3aTBEPAKEHOr0 BUPOOHMKA Ait0H0T peyoBMHY AeKcaMeTas3oH
KOHTPOJIEM NEpLLOro Monbtha AT
po3KpuTTS; No 1
hakoHy-kpanenbHUL
3 KOHTPONEM MepLUIOro
PO3KPUTTA B NauLi
KapTOHHIi
70. ANKNAK® PO34MH NS iH EKLil, CaHpo3 CnoBeHi Nek CnoBeHis BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 3a UA/1202/03/01
75 Mr/3 mn, no 3 mn B dapmacboTi A $apmaueBTUYHA 3MiHM Woa0 6e3nekun/edpekTMBHOCTI Ta dhapMakoHarisay. peyenmom
amnyni; no 5 amnyn B Kans a.4. KomnaHis 4.4, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JAaHuX Npo cucTemy
KapTOHHI Kopo6Lyi hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
cuctemy hapmakoHarniagy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBiAA/ILHOI 32 34iicCHEHHS (dapMakoHarnsay; KOHTakTHOT
0Cco6u 3 hapmakoHarnsgy 3asBHVKa 415 34iIACHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BifNOBIAAILHOT 3a 34iACHEHHS
thapmakoHarnsgy); 3miHa ynoBHOBaXKEHOI 0CO6M 3asiBHMKA,
BiAnoBigasibHOI 3a hapmakoHarnsag. MponoHoBaHa pefakuis:
David J Lewis, B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0CO6M 3asiBHYMKA, BignoBigasibHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHOT 0c06M YNOBHOBaXEHOT
0co6u 3as1BHUKA, BiAMNOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnsgy B Ykpaini. [itoua pegakuis: NponoHoBaHa
pepakuis: Opnos B’ayecnas BikTopoBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXXEHO!
0cobu 3a8BHUKA, BiAMNOBIAAUIbHOI 3a 3A4IICHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 34ilicHeHHS OCHOBHOT
AisNbHOCTI 3 hapmakoHarniagy. 3MiHa MicLe3Haxo4KeHHs
MacTep-thaiina cuctemu papmakoHarnsgy Ta ioro Homepy.
71. OVHACTAT niodpinizat ana Mdpaiizep CWA BTOPVHHE Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/2525/01/01
PO3UMHY ANA iH'eKLil IHK. nakyBaHHs, CLUA/ 3MiHu Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsagy. peyenmom
no 40 wr, 5 conakoHis BUNYCK cepil: ITanis 3MiHM y TepaneBTUYHUX MOKa3aHHSX (4o4aBaHHS HOBOrO
3 niocpinizaTtom y Mdpaiizep TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepKeHOMY
KOMMAekTi 3 5 MeHtodekuypuH nokasaHHi). 3MiH1 BHECEHO A0 IHCTPYKLIT 418 MeANYHOro
amnynamm r benbris HB, 3acTocyBaHHS NikapCcbKoro 3acoby A0 po3giniB “"MNokasaHHs"
PO3YMHHYMKa MO0 2 M Benbris; (YTOYHEHO Ta AONOBHEHO 3aTBEPKEHE NOKa3aHHS), Ta, AK

(HaTpito xopug, Boga
L8 iH'eKUin) B
KapTOHHI Kopo6Lyi

BMPOGHULITBO in
bulk, nepBuHHE
nakyBaHHS:
Papmauis i
AnNgKOoH

Hacnigok, 0o posainy "Cnocié 3acTocyBaHHs Ta fo3n",
Bi4MOBIAHO A0 MaTepiasliB peecTpauiiHoro gocbe. BBeaeHHs
3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPKEHHS.
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3acoby nocsioYyeHHs1
Komnari /1/1C,
CLUA;
BUPOGHWKM AN
PO3UMHHYIKA:
NOBHUIA LWKN
BMPOGHULITBA Ta
BUMYCK:
Mdpaiizep
MeHtodekuypuH
r Benbris HB,
Beneris;
NOBHWIA LMK
BMPOGHMLITBA Ta
BUMYCK:
AxTasic ITanis
C.n.A,, Itanis
72. OVHACTAT niocpinizat ana Mdpaiizep CWA BTOPVHHE Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/2286/01/02
PO3UNHY NS iH'EKLA IHK. nakyBaHHs, CWA 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 40 mr, 10 chnakoHis BUMYCK cepii: 3MiHM y TepaneBTUYHUX NOKa3aHHAX (f0faBaHHS HOBOIO
3 niocpinizatom B Mdpaiizep TepaneBTUYHOro NokasaHHsA abo 3MiHa y 3aTBEPAKEHOMY
KapTOHHI KOpOGL; MeHtohekuypuH nokasaHHi). 3MiH1 BHECEHO A0 IHCTPYKUIT 415 MeanyYHOro
r benbris HB, 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainis “lMNokasaHHA"
Benbris; (YTO4HeHo Ta AONOBHEHO 3aTBEPKEHE NOKa3aHHS), Ta, AK
BMPOGHULTBO in Hacnifok, Ao po3giny "Cnocib 3actocyBaHHs Ta gosn",
bulk, nepBuHHe BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro gocke. BeBegeHHs
nakyBaHHs: 3MiH NPOTArom 3-X MICALIB NiC/1A 3aTBEPKEHHS.
dapmauis i
ANKOH
KomnaHi N111C,
CLUA
73. ANDNKO30/ | kancynu no 50 mr; ans NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/5156/01/01
® £03u 50 mrno 7 "Kuismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peyenmom
kancyn y 6nictepi; 1 enapar” at" KOHTPOJIH0 SIKOCTi MikapcbKoro 3acoby; 3anponoHoBaHo: MoBHa
6nicTep y navyi Ha3Ba AKLioHepHe ToBapucTeo "KuisMmegnpenapar” ,
CkopoyeHa Ha3Ba MNAT "KuiBmegnpenapart"”; 3miHu | Tuny -
3MiHa HalilMeHyBaHHs BUPOOHUKa, 6e3 3MiH y MeToAax
KOHTPOJTIO0 AKOCTi NliKapCbKOro 3acoby; 3anponoHoBaHo: MNoBHa
Ha3Ba AkLioHepHe ToBapucTBo "KuniBmeanpenapart”
CkopoyeHa HasBa lNAT "Kvismegnpenapat"”
74. AND®NKO30/1 | kancynu no 100 mr no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/5156/01/02
® 7 kancyny 6nictepi; 1 "Kuismeanp "KuiBmegnpenap 3MiHa HallMeHyBaHHSA 3asiBHUKa, 6e3 3MiH y MKA N13; peyenmom
6nictep y nauui enapar” at"

3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"Kuismegnpenapar” , CkopoyeHa Hassa MNMAT
"KuiBmegnpenapart"”; 3MiHu | TUMy - 3MiHa HaliMeHyBaHHS
BMPOGHMKA, 6e3 3MiH Y MeTofax KOHTPO/IH SIKOCTi JTiKapCbKOro
3acoby; 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEepHe
ToBapucTBo "KnisMmegnpenapat” CkopoyeHa Ha3sa MNMAT
"KviBmegnpenapar"
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3acoby nocsioYyeHHs1
75. ANDNIKO30N | kancynm no 150 mr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - Ne 1 — 6e3 UA/5156/01/03
® 1 kancyni y 6nictepi; 1 "Kuismegnp "KuiBmegnpenap 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peyenma,
abo 2 6nictepu y enapar” at" KOHTPO/H0 SIKOCTi Nikapcbkoro 3acoby; 3anpomnoHoBaHo: MoBHa | Ne 2 —3a
nauuj; no 2 kancynmy Ha3Ba AkLioHepHe ToBapucTBo "KniBmegnpenapat” , peyenmom
6nicTepi; 1 6nictep y CkopoyeHa Ha3Ba MNAT "KuiBmegnpenapart"”; 3miHu | Tuny -
navui 3MiHa HaliMeHyBaHHS BUPO6HYKa, 6e3 3MiH y MeTogax
KOHTPOJTI0 AKOCTI /TiKapCbKOro 3acoby; 3anpornoHosaHo: MNosHa
Ha3Ba AkLioHepHe ToBapucTBO "KuiBmeanpenapar”
CkopoyeHa HasBa INAT "Kvismeanpenapart”
76. ANDNKO30N | po3unH ans iHdysiid, 2 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - 3a UA/11674/01/01
® mr/mn no 100 mny "Tanuudpap "Tanuudapm" 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peuenmom
NAAWLU CKASAHINA; no 1 m" KOHTPO/IO SIKOCTi NTiKapCbKOro 3acoby 6e3 3MiH B iHCTPYKLii 415
NAAWLi B nayi MeAMYHOro 3aCTOCYBaHHA Ta 'y TEKCTi MapKyBaHHS MikapCbKoro
3acoby. 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
ToBapncTBo " MNanimuchapm" CkopoyeHa Hasga MAT "
Fannudapm”;
3MiHM | TUNy - 3MiHa HaliMeHyBaHHS! BUPOGHYMKa, 6e3 3MiH Y
MeToAax KOHTPOJIt0 SIKOCTi NliKapCbKOro 3acoby 6e3 3MiH B
IHCTPYKUT AN18 MeAMYHOro 3aCTOCYBaHHA Ta 'y TeKCTi
MapKyBaHHS nikapcbkoro 3acoby; 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTseo "Mannudhapm” CkopoyeHa
HasBa AT "Tanmudapm"
77. AOMPNA® cycrneHsis opanbHa, 1 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [JO peeCTpaLiiiHMX maTepianis BUNPaBIeHHS 3a UA/8976/02/01
mr/mMn no 60 mn a6o "KYCYM PAPM" TEXHIYHOT NOMUSIKMN Ha TUTYNbHIl CTOPIHLi METOAIB KOHTPONO | peyenmom
100 mn y cpnakoHi, no PAPM" SIKOCTi FOTOBOTO NiKapCbKOro 3acoby npuv 3a3HayeHi Homepy
1 donakoHy 3 MipHOIO peecTpavuiiiHoro nNocBigYeHHst
JIOXKKOI Y KAPTOHHIl
ynakoBLii
78. AOP30/1AMI | Kpanni O4Hi, pO34uH CKAH IHAjisA AsKOH IHAisa BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis 3mMiHuW | TNy - 3a UA/15917/01/01
ay 2% no5mny BIOTEK MapeHTepanc 3MiHK WoA0 6e3nekn/edeKTBHOCTI Ta thapmakoHariagy. peuyenmom
rigpPoxnor thnakoHi; no 1 nTa (IHgis) NimiTeq, BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
na 1akoHy B ynakosLii hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo

cuctemy hapmakoHarsisgy, 3miHa ynoBHoBaKeHOT ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS (papMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHS
chapMakoHarsisagy B YkpaiHi, SKLO BOHA BigMiHHA Big,
YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemn chapmakoHarnsgy);
3MiHa YyNoBHOBaXKeHOT 0C06M 3asiBHUKA, BiAMNoOBIgaIbHOT 3a
thapmakoHarnag;: MNponoHoBaHa peakuis: FonanakpiHa
MaHikep BiHy. 3MiHa KOHTaKTHUX AAHUX YNOBHOBaXKEHOT 0CO6U
3asBHKa, BiANOBiAaNbHOI 3a 34iICHEHHST hapMakoHarisay.
3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA,
BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuisi: IBaHuLbkuii AHApI BacunboBuy.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6M YNOBHOBAXXEHOT
0C06M 3as1BHMKA, BifgnoBigasIbHOI 3a 34iCHEHHSI
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dhapMakoHarsisgy B YKpaiHi.
79. OOLUETAKCE | KoHUeHTpart A1 Amakca Benvka | koHmMposb cepil, HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14900/01/01
N1 AMAKCA PO3unHy ANs iHdy3il, dapma NTA, | BputaHi cepmucpikayisi a/ 3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom

20 mr/mn, no 1 mn, 4 A ma sunyck cepii: | Pecny6nik BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
M1 abo 8 mny AkBiga NvbX, a Kopest BMPOBHULTBA /15 YACTUHU abo BCbOro BUPOGHUYOro npoLiecy
chnakoHi; no 1 HimeuunHa;

dh/1aKoHy B KapTOHHIiA
KopooLi

BUPOBGHUYMBO in
bulk, nepsuHHe
ma BMOpuUHHe

rnakysaHHsl,

KOHMpOo/ib cepi:
AxBiga 'M6X,

HimeyumnHa;

BUPOBHUYMBO in
bulk, nepsuHHe
ma BmopuHHe

nakysaHHsl,

KOHMPO/ib cepil:

CamsHr
Biochapmac
"loTikens
KopnopeiiwH,
Pecny6nika
Kopes;
BMOPUHHE
nakyBaHHSsi:
BeHyc dapma
v6X,
HimeuyunHa

roTOBOrO JliKapcbKOro 3acoby (AifbHULSA, Ha AKill TPOBOASATHLCSA
6yAb-AKi BAPOOHUYI CTaAji, 3a BUHATKOM BUMYCKy cepil,
KOHTPOIO SKOCTi Ta BTOPUHHOTO MakKyBaHHS 415 CTEPUIbHUX
nNiKapcbknx 3acobis (BKIOYAKOYM BUPOG/IEHI acenTuuHum
MEeTOZ0M), KpiM Nikapcbknx 3acobis
6i0N0ri4YHOro/iMyHO/OMNYHOr0 NOXOKEHHS) — BEAEHHSA
nopartkosoro BupobHuka AkBiga MmoX (AqVida GmbH),
agpeca BMpOGHMYOT AinbHuLi BepkwTpacce 21, 23942
[accos, HimeuunHa (Werkstrasse 21, 23942 Dassow,
Germany) BiANoBigaNbHOro 3a BUpo6bHMLUTBO in bulk Ta
nepBuHHe nakyBaHHs [/13; 3miHu | TMny - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJIHO
AKOCTI rOTOBOr0 NikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
OiNbHUL, Ha AKI 34JiACHIOETLCSt KOHTPOL/BUMNPOGYBAHHS
cepii) — Be4eHHS 404aTKOBOro BUpobHMKa AkBiga MbeX
(AgVida GmbH), agpeca BMpOGHMYOI AinbHULi BepklTpacce
21, 23942 [laccos, HimeuunHa (Werkstrasse 21, 23942
Dassow, Germany) BiAnoBiAa/lbHOr0O 3a KOHTPOsIb cepii MN13;
3MiHM | TUnY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHU Y NpoLeci BUPO6HMLTBA FOTOBOr0O
NiKapcbKoro 3acoby, BKIOYaUM NPOMIKHWUIA NPOAYKT, LLLO
3aCTOCOBYETHCS MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
3aco06y (iHLi 3MiHW) - BHECEHHS He3HAYHUX 3MiH [0
BMPOBHMYOro NPoLecy Y 3B'A3KY 3 BNPOBaKEHHSM HOBOIO
BMpOGHUWKa 13 y npuroTtyBaHHi po3uuHy in bulk, a came
perynioBaHHA WBWUAKOCTI MilLaKM Ta Yacy 3a paxyHOK Pi3HUX
pesepByapiB; 3MiHu | TURy - 3MiHW 3 SIKOCTi. [OTOBMN
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOTO J1iKaPCbKOro 3acoby, BKIHOHa04M
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
rOTOBOrO JlikapCbkoro 3acoby (iHLi 3MiHW) - BHECEHHS
He3HaYHWX 3MiH 4,0 BUPOBHMNYOro NpoLecy y 3B’'A3KY 3
BMNPOBaMKEHHSAM HOBOrO BMPO6HUKa /13, a came fofaHHs
TEXHONOTIT i30N15Topa AK a/lbTePHATVBY KOHLIeNL,ii Y1CTOro
NPUMILLEHHS; - 3MiHK | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOBGHULTBI. 3MiHM Y NpoLeci
BMPOGHMLITBA FOTOBOTO J1iKaPCbKOro 3acoby, BKIHOHa0um
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOBHULITBI
rOTOBOrO /1iKapCbKoro 3acoby (iHLi 3MiHW) — BHECEHHS
He3HaYHMX 3MiH 4,0 BUPOBHNYOro NpoLecy y 3B’A3Ky 3
BMpoBaXeHHsAM HOBOro BUpo6Huka M3, a came yepes
He3HauHi BiMIiHHOCTi y BCTAHOB/IEHWX NapameTpax
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cTepwnisauii 4ns obnagHaHHa Ta maTepianis (Npobkw,
chnakoHmn) mixx AkBiga TM6X Ta CamsiHr, AeTanbHWiA onmc
napameTpisB cTepuni3avii CnpoLLeHo — BBEAEHHAM KpUTepiiB
NPUAHATHOCTI BiAMOBIAHO A0 3arasibHux ctarteii EP; 3minm |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK Yy
BMPOGHULTBI. 3MiHW Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCbKoro 3acoby, BKIHOYAKUN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3aco6y (iHLUi 3MiHM) — BHECEHHSA HE3HAYHWX 3MiH [0
BMPOBGHNYOro NpoLecy y 3BA3Ky 3 BNPOBaMKEHHAM HOBOIO
BMpOGHMKa M3, ansa BUupobHuka AkBiga MM6X yac
YTPYMYBaHHS NPOAYKTY Bif, MoYaTKy CTEpPW/IbHOI hinbTpauii Ao
KiHLA HANOBHEHHS 36i/bLUEeHO; 3MiHM | TURY - 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHU Y BUPOOHULTBI. 3MiHN
BUNPo6yBaHb abo AOMNYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKOro
3aco0by (gogaBaHHA HOBOrO MeToAy BMNPoOyBaHHA Ta
[OMYyCTUMUX MEX) — AOAAHHS a/lbTEPHATVBHOTO MeToAy A1
IPC «TecT Ha uinicHicTb inbTpiB» ( AndysiiiHuiA meTog Ha
[o[aToK A0 MeToAy TOoUkM 6ynbballku); 3MiHK | Tuny - 3MiHn 3
AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHV BUNpo6yBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuunagikauisx, nig yac BUPOOGHULTBA FOTOBOTO J1iKaPCbKOro
3aco6y (iHLUi 3MiHK) - 3MiHa KpUTEPIiB 06’'EMIB HANOBHEHHS Nif
yac BMpobHuuTBa. BignosigHo fo pekomeHgauii US FDA
«Allowable Excess Volume and Labeled Vial Fill Size in
Injectable Drug and Biological Products» (June 2015)
3MiLLEHHS1 BEPXHBbOI MeXi BCE e rapaHTye, Lo qr1akoHn He
6yayTb 3anoBHEHI HaAMIpHUM 06’'eMoM. OfHOYacHO Bynn
3MiHEHI AesKi HWKHI Mexi. HoBi NiMiTK rapaHTyoTh, WO
MiHIMa/lbHUIA 06'€M HaMOBHEHHS Bignosigae Bumoram EP;
3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.
3MiHN Yy BUPO6GHMLTBI. 3MiHU BUNpobyBaHb abo A0NYyCTUMMX
MeX, BCTAHOB/IEHMX Y creumndikayisx, nig yac BMpo6HuLTBa
roTOBOrO J1iKapCbKOro 3acoby (iHLi 3MiHW) - foAaBaHHSA
aNbTepHaTUBHOIO MeToAy NepeBipKy LiliCHOCTI 3aKpUTTS
KOHTelHepa Ta 3MiHU YacToTu BUNpobyBaHb. [loAaTkoBo [0
TeCcTy BUNPO6YBaHHS Ha repMeTUYHICTb BUKOHYETHCA YacTOTHA
Moy nsuiiHa cnekTpockonisi. Kpim Toro Bunpo6yBaHHs
NpoBOAATb, MPUHAKMHI, HAa NoYaTKy Ta B KiHLi npouecy
HaMoBHEHHS 3aMiCTb KOXHUX 20 XBUMWUH; 3MiHW | TUMNY - 3MiHK 3
AKOCTi. FOTOBUIA NikapCbkuii 3aci6. KOHTPOb rOTOBOro
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby - BUMYYEHHS 3i
cneuudikaLii Ha BUNYCK Ta Ha TEPMiH NMPUAATHOCTI NOKa3HMKa
AKocTi «Boga»: npu Bunycky He 6inbwe 0,5 %; Mig yac
36epiraHHs He 6inbLue 1,0 %; 3MiHKn | TUNy - 3MiHKU 3 AKOCTI.

I0TOBWiA NiKapcbkuii 3aci6. Cuctema
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0YeHHs

KOHTeliHep/3aKynoptoBasibHKi 3aci6. 3MiHa napameTpis
cneundgikauii Ta/abo AONYCTUMKX MEX MEPBUHHOI YNakKoBKM
rOTOBOrO J1iKapCbKOro 3acoby (f0NOBHEHHS cneuudikaLii
HOBWM MOKA3HVKOM 3 BiAMOBIAHUM METOA0M BUNPOOYBaHHS)—
[0[aHO KPeC/IeHHS ryMOBUX NPo6okK A0 cneuundikadii, o6
OXONUTKN TaKoX PO3MIpK NPOBOK (3aBXAn TeCTyBasIoCs, ase He
6y10 BK/IIOYEHO Y JOCLE); 3MiHM | TNy - 3MiHKM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHMA 3aci6. 3MiHa nocTadasibHMKa
nakyBaJIbHUX MaTepiasiB ab0 KOMMIEKTYOUMX (SKLLO
3a3HayeHo B 0CbE) (BUTYYEHHS NOCTAYaIbHUKA) - BUMYHYEHHS
3 MaTepiasiiB peecTpaLiiiHoro gocke iHgopmadii npo
nocTavyasnbHVKiB h/1akoHIB Ta r'yMOBKX NPO6OK; 3MiHK | Tuny -
3MmiHu 3 siKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa po3Mmipy ynakoBku
roTOBOrO /liKapCbKOro 3acoby (BUlyYEHHS yNakoBKN NEBHOIO
pPO3Mipy) — BUTYYEHHSI PO3MIpY HanoBHEHHSA 140 mr/7 mr 3
mMarepianis peecTpauiiHoro Aocke. Po3mipu ynakoBku, siki
3a/IMWNANCh, BiANOBIfAOTL PEKOMEHAALISM LWOA0 A03YBaHHSA
Ta TPMB&/IOCTI NiKyBaHHSA BiANOBIAHO [0 3aTBEPIKEHNX
KOPOTKOI XapaKTepucTUKX Ta IHCTPYKLIT AN MeAUYHOro
3aCTOCYBaHHSA NiKapCbKoro 3acoby; 3miHv | Tumny - 3miHu 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWiA 3aci6. 3MiHa Byab-AKOT YacTUHM
marepiany NePBUHHOI YNakoBKK, LLIO HE KOHTaKTY€e 3 FOTOBUM
nikapcbknm 3acoboM (Hanpukiag Konip KpULLeyok 3
KOHTPOMEM NepLUOro BIAKPUTTSA, KONIP KOLOBUX Kinelb Ha
amnyrax, KoHTeliHepa /1A rofokK (pi3Hi BUAy nnactmacu)
(3miHa, fika He BN/IMBAE Ha KOPOTKY XapakTepucTuky
NikapcbKoro 3aco6y) — BUYYEHO 3 AOCbE HAliMEHYBaHHS
KOMbOPIB KPULLIOK Ta a/TFOMIHIEBMX KOBNAYKIB; 3MiHM | TNy -
3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3miHa chopmu abo
PO3Mipy KOHTelHepa 4n 3aKyrnopoBasIbHOro 3acoby
(NepBUHHOT ynakoBkK) (CTepusbHI Nikapcbki 3acobun) — y xoai
BMPOBa/PKEHHSA HOBOT BUPOOHNYOT AiNIbHUL MPONOHYETLCA A0
BVIKOPVCTAHHS iHLLi CKNSIHI (D1aKoHW Pi3HNX PO3MIpIB i hopm.
CKNsiHWI MaTepian 3aNnWaeTbCs He 3MiHHUM (Cko Tuny ).
BifCyTHi 3MiHM CniBBiAHOLLEHHS BiIbHOrO NPOCTOPY A0 06’eMy
HanoBHEHHSA HOBUX h/1aKOHIB

80.

APOCHMIPEM
20

TabneTku, BKPUTI
NNiBKOBOIO
06os1oHKot, no 0,02
Mr/3 Mr no 28
TabneTtok y 6nictepi
(24 akTuBHI TAGNETKN
POXEBOrO Ko/bopy + 4
TabneTtkn nnauebo

Mi6e MM6X
ApuHaimiTT
enb

Himeuyun
Ha

Mi6e MmM6X
ApuHarimitTTens

HimeyunH
a

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
OHOBJIEHHS 3aTBEPAKEHOTO TEKCTY MapKyBaHHS yNnakoBok J13.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB MicNs 3aTBEPMAKEHHS.

3a
peyenmom

UA/15867/01/01
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6in10ro kosbopy); no 1,
abo no 3, abo no 6
6nicTepiB B KAPTOHHIl
ynakoBLj
81. EK3EMEBICT | tabnetku, BKpUTI MicTtpan AHrnis PotTeHzopd HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/16623/01/01
A nAiBKOBOO Kenitan ®apma 'méX, a 3MiHV B npoueci BUpobHuuTBa AP| - OHOBMIEHHS B 3aKPUTIi peyenmom
060/10HKOI0, N0 25 Mr; MeHemkmeH HimeuunHa Icnanis yacTuHi macTep-thaiiny Ha APl (ASMF) 3 He3HauYHVMU
no 10 TabneTtok y T NimiTes, (BTOpUHHE 3MiHaMW y BUPOGHUYOMY MPOLLECI.
6nicTepi; no 3 AHrnis naxkyBaHHs);
6nicTepy B KapTOHHIiA CiHTOH BB,
KopoobLi HigepnaHnamn
(BignoBiganbHuii
3a BUNyck cepii);
CiHTOH XicnaHis,
C.J1., IcnaHia
(MOBHWIA LUKN
BUPO6GHULTBA)
82. EKCTPAKT nopoLLOoK (CybecTaHLis) MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - - UA/9960/01/01
nnoais y 6aHKax CKNsHMX Ans "Tanuudpap "Tanuudapm” 3MiHa HaliMeHyBaHHs BUpo6HMKa ADI, 6e3 3miH y meTogax
KALWUTAHY BUPOGHMLTBA m" KOHTPO/IH0 SIKOCTi Nikapcbkoro 3acoby; 3anponoHoBaHo: MNoBHa
KIHCbKOIo HecTepusibHUX Ha3Ba AKLioHepHe ToBapucTBo "Masmudgapm” , CkopoyeHa
CYXUI nikapcbknx popm Ha3Ba AT "Tanuuchapm”; 3MiHK | TUNY - 3MiHa HaliMeHyBaHHS
3asBHVKa, 6€3 3MiH Yy MeTofax KOHTPO/IK SKOCTI NiKapCbKoro
3acoby; 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHepHe
ToBapucTeo " MNaninuchapm” CkopoyeHa Hasga MAT
Fanuucgapm"
83. ENKOUVH® TabneTkn, BKPUTI NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 3a UA/17361/01/01
NNiBKOBOIO "Kuismegnp "Kuiemegnpenap 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peyenmom
060/10HKO0, No 100 Mr enapar” ar" KOHTPOJI0 AIKOCTI NliKapCcbkoro 3acoby, 6e3 3MiH B iIHCTPYKLIiT
no 10 Tabnetok B AN19 MeANYHOro 3acTOCYBaHHA Ta 'y TEKCTi MapKyBaHHS
6nictepi, no 3 nikapcbkoro 3acoby. 3anponoHosaHo: MNoBHa Ha3Ba
6nicTepy B naywj AKuioHepHe ToBapucTeo "KniBmeanpenapat”, CkopoyeHa
HasBa MAT "KuiBmegnpenapart”; 3MiHu | Tuny - 3amiHa
HaliMeHyBaHHS BUPOOHMKa, 6e3 3MiH y MeTogax KOHTPO/0
AKOCTI JTiKapCbKOro 3acoby, 6e3 3MiH B IHCTPYKLIi AnA
MeMYHOro 3aCTOCYBaHHA Ta Y TEKCTi MapKyBaHHS NiKapCbKoro
3acoby
3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEpHE TOBapnCTBO
"KniBmegnpenapart”, CkopoyeHa Ha3sa MAT
"KviBmegnpenapar"
84. EMECETPOH | Tabnetku, BKpUTI ToBapuctso | YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 3a UA/4118/02/01
-340POB'A NAiBKOBOO 3 BMPOGHMLTBA, AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyernmom
060/10HKOI0, MO0 4 Mr 06MeXeHo KOHTPO/b AKOCTI, MicUs NpOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa
no 10 TabneTtok y BignoBigasb BUNYCK cepil: roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHALL BUMYCKY
6nicTepi; no 1 HiCcTI0 ToBapucTBoO 3 cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (Ais/IbHICTD, 3a
6nicTepy B KAPTOHHIl "®apmaueBT 06MeXeHo SIKy BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/THOYAKOUM BUMYCK
Kopobui MyHa BignoBigasIbHICT cepiii) 3miHa agpecun BMpobHuKa 13 ToBapucTBo 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
KOMMaHis 10 obmexeHoto BignosigansHicTio "@APMEKC IMPYT", YkpaiHa,
"3popoB'a” "GapmaueBTUYH 6e3 3MiHN MicLA BUPOGHMLTBA:
a KoMnaHis
"3p0pos'a",
YKpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEHOI0
BignoBigasbHiCT
10 "®APMEKC
reyn-,
YKpaiHa
85. EMECETPOH | Tabnetku, BKpUTI ToBapuctBo | YkpaiHa BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/4118/02/02
-340POB'A NniBKOBOO 3 BMPOGHMLTBA, AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
060/10HKOI0, M0 8 Mr 06MEXEHO KOHTPO/b SKOCTI, MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
no 10 TabneTtok y Bignosigaib BWMNYCK Cepil: roTOBOrO /iKaPCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY
6nicTepi; no 1 HicTI0 ToBapucTBoO 3 cepii abo micLie NpoBeAEeHHS KOHTPOJIIO SKOCTI. (AisNbHICTD, 3a
6nicTepy B KAPTOHHIl "®apmaueBT 06MeXeHO AKY BifnoBifae BUPOGHUK/IMNOPTEpP, HE BK/IOYAOUM BUMYCK
KopoobUi nyHa BignoBigasIbHICT cepii) 3miHa agpecu BupobHuka M3 ToBapucTeo 3
KOMMaHis 10 o6mexeHoto BignosigansHicTio "@APMEKC IMPYI", YkpaiHa,
"3p0pos'a" "®PapmaueBTUYH 6e3 3MiH1 Micus BUpOOHMLTBA:
a KoMnaHis
"3p0pos'a",
YKpaiHa;
BCi cTagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEHOI
BignoBigasbHICT
10 "®APMEKC
reyn-,
YKpaiHa
86. EMOTOH TabneTku, BKpUTI TOB YkpaiHa | ATtnaHTik ®apma | MopTtyrani BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis 3miHu | Tuny - 3a UA/15643/01/01
NNiBKOBOIO "Epcens — MpopycoeL a 3MiHM BHECEHO [0 iHCTPYKLi ANA MeMYHOro 3aCTOCyBaHHA peyenmom
060/10HKO10, N0 50 Mmr, Papma dapmaceyTikaly, nNiKapcbKoro 3acoby y po3ainu: "OcobanBoCTi 3aCTOCyBaHHA",
no 10 TabneTok y Ykpaina" "Mo6iyHi peakuii" BiANOBIAHO A0 OHOBNEHOI iHChopMaLi 3
6nicTepi, no 3 6e3neku gjtoyoi pevyoBUHU. BBeAEHHS 3MiH NPOTArom 6-Tu
6nictepy y nayui MicsILiB Micns 3aTBepAKEHHS
87. EMOTOH TabneTkn, BKPUTI TOB YkpaiHa | AtnanTtik ®apma | Moptyrani BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 3a UA/15643/01/02
NNiBKOBOIO "Epcensb — MpopycoeLw il 3MiHW BHECEHO [0 iHCTPYKLi ANA MeMYHOro 3aCTOCyBaHHsA peyernmom
060710HKO0, No 100 dapma PapmaceyTikaLl, nikapcbkoro 3acoby y po3ginu: "OcobanBoCTi 3acToCyBaHHS",
mr, no 10 TabneTok y YkpaiHa" C.A. "Mo6iyHi peakuii” BigNOBIAHO A0 OHOB/EHOT iHChopMaLyii 3
6nicTepi, no 3 6e3neku gjtoyoi pevyoBUHU. BBeAEHHS 3MiH NPOTArom 6-Tu
6nicTepu y nayui MiCALIB MiCN1A 3aTBEPKEHHS
88. EHTEPOJIAK | Tabnetku no 7,5 Mr no AT "Ctoma" | YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 10 pEECTPAaLiiHNX MaTepianis 6e3 UA/2052/01/01
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C 10 Tabnetok y 3MiHM | TUNy - 3MiHa HaliMeHyBaHHS BUPO6HMKa Aito4oTl peyenma
6nicTepi; no 1 a6o 3 peyoBuHM HaTpito nikocynbat Ta yTOUHEeHHA B agpeci
6nicTepu y nauui 3 BMPOGHULTBA 6€3 3MiHWN haKTUYHOrO po3TallyBaHHA AiSIbHULL.
KapTOHY
89. EHTEPOJIAK | Tabnetkv no 7,5wmr in AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis MiHu | Tuny - - UA/16471/01/01
C bulk: no 10 TabneTok y 3MiHa HalilMeHyBaHHs BUPOOHMKa Aito4oi peyoBuHM Hatpito
6nicTepi; no 1600 nikocynbar Ta yTO4YHEHHS B afpeci BUPO6HMLTBA 63 3MiHN
6nicTepiB y ALMKY PaKTMYHOIO PO3TallyBaHHSA Ai/IbHUL.
90. EC30N1 TabneTku, BKpUTI KYCYM IHAjsa KYCYM IHAjs BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis 3miHu |l Tuny - 3a UA/10774/01/01
o060n0Hkot, No 100 mr | XENTXKEP XENTXKEP NBT 3MiHa BUPOGHMKa BUXiAHOro/NPOMIDKHOTO NPOAYKTy/peareHTy, | peyenmom
no 4 a6o no 10 NBT NTA nTa L0 BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci A®l, abo
TabneTok y 6nictepi; 3MiHa BMPOGHWMKa (BKKOUatoun, ge HeobxigHo, micue
no 1 6nictepy B NpoBefEeHHsA KOHTPOSIO AKOCTI) ADI - BBeAEHHS 40A4ATKOBOrO
KapTOHHI ynakoBLi BMpobHuka A®I (IHTpakoHasony) Vasudha Pharma Chem
Limited, India fo Bxe 3aTBepaxeHoro BMpo6Huka Ultratech
India Ltd., India 3 3a3Ha4YeHHAM 3aTBEPXEHOr0 BUPOOHNMKA B
MeToAax KOHTPOJIK0 SKOCTi rOTOBOrO JliKapcbKoro 3acoby.
91. ECMYMI3AH Kpansni opasibHi, BEP/IH- Himeuun BEPNIH-XEMI HimeuumnH BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/10476/01/01
®BEBI emynbceis, 100 mr/mn; XEMI Al Ha Al a OHOBJ/IEHHA BXE 3aTBEPA)KEHOro TEKCTY MapKyBaHHSA peyenma
no 30 mn a6o no 50 NepPBUHHOI Ta BTOPUHHOI YNakoBKW NMikapCbKoro 3acoby
M/ Yy dh/1akoHi 3 (BHECEHHS NMO3HaYeHb OAVMHULL BUMIPHOBAHHS, 3
HacafKow A/s BUKOPUCTAHHAM J1iTep NaTUHCLKOro andasiTy); BHECEHHS 3MiH
[03yBaHHA Kpanenb, 00 po3ainy “MapKyBaHHS" METOLIB KOHTPO/IHO AKOCTI
KPWLLIKOIO, LU0 nikapcbkoro 3acoby”: 3anponoHosaHo: MapkyBaHHs. 3rifHo i3
3arBUHYYETLCA, Ta 3aTBEPKEHVM TEKCTOM MapKyBaHHS. 3MiHV BHECEHI Y TEKCT
MipHUM CTakaH4YMKOM; MapKyBaHHS YNakoBKW SlikapcbKoro 3acoby. BeefeHHs 3MiH
no 1 dpsiakoHy y NPOTSArom 6-Tv MiCAILiB MiCNs 3aTBEPAKEHHSI
KapPTOHHI Kopobuj
92. EY®INIH- PO34MH ANA H'EKLl, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHux maTepianis: 3MiHu | TUny - 3a UA/3894/01/01
AAPHNUA 20 mr/Mnno5mn B "®apmaueBT "®apmaueBTUYH 3miHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnyni; no 5 amnyny M4yHa chipma a thipma KOHTeliHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
KOHTYPHIli YapyHKOBIlA "fapHuus” "AapHuus” roTOBOrO /liKapCbKOro 3acoby (BUTy4YeHHS yNakoBK/ NeBHOIO
ynakoBLj; no 2 pO3Mmipy) - BUIyYeHHs ynakoBku no 5 ma B amnyni, no 10
KOHTYPHI YapyHKOBI amnyn B Kopo6L,i, 3 BiANoBiAHUMK 3MiHAMW Y PO34ini
ynakoBKku B naui "Ynakoska'". BunyyeHHs TEKCTy MapKyBaHHS BifnosigHOT
ynakoBku (BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS)
93. EXIHALIESA- Tabnetkn no 100 wmr; TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis 3miHu | Tuny - 6e3 UA/5915/01/01
ACTPA®DAP no 10 TabneTok y "AcTpadapm "AcTpadchapm" OHOBJ/IEHHSA 3aTBEPAXEHOIO TEKCTY MapKyBaHHA yNakoBOK peyenma
M 6nictepi; no 2 " niKkapcbKoro 3acoby
6nictepu y Kopobui
94, IBAB-5® TabneTku, BKpUTI CKAH IHais BadHa IHais BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/13579/01/01
NNiBKOBOIO BIOTEK dapmacbioTikan 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peuenmom
060/10HKO0, N0 5 Mr nTa c itp. BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy

no 14 tabneTtok y
6nictepi, no 2
6nicTepy B KapTOHHI
ynakoBLii

thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHnx npo
cuctemy hapmakoHarnsgy, 3miHa ynoBHoBaxeHo! ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS hapmakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsagy 3asaBHUka A1 34INCHEHHSA
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thapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiia cuctemun papmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigasibHOI 3a
thapmakoHarnag;: MNponoHoBaHa peakuis: fonanakpiHa
MaHikep BiHy. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBaXXEHOT 0CO6M
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS (hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOU 3aABHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuisi: IBaHuLbkuii AHApIi BacunboBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 32 3[iICHEHHS
dhapmakoHarnagy B YKpaii.
95. IKCO)KEBA® PO34UNH NS iH'EKLNA, AMIXKeEH Higepna Brpo6HMK CLUA/ BHECEHHSA 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/15390/01/01
70 mr/mn no 1,7 mn €spona b.B. HOY Hepo3dacoBaHo | HigepnaH 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
(70 mr/mn) y chnakoHi; T npoaykui, an 3MiHa y TepMiHax npuaaTHoOCTI abo ymoBax 36epiraHHs
no 1 conakoHy B nepBrHHE rOTOBOrO /iKapCbKOro 3acoby (3miHa y 3aTBepaKeHOMY
KapTOHHI Kopo6Lyi nakyBaHHs: NpOTOKONi cTabiNbHOCTI) -
AmMIXKeEH OHOBJIEHHS NMPOTOKO/1Y CTabINIbHOCTI (HafaHHs feTanei
MaHydhekuypiHr BMNPOOGYBaHHS Ta YacoBUX TOYOK A5 [13). 3minm Il Tuny -
Nimiten, CLWA; 3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuid 3aci6. Onuc Ta cknag,.
BTopuHHe 3MiHa y cknagi (4ONoMKHUX pevoBUHAX) rOTOBOrO NiKapCbKoro
nakyBaHHA Ta 3aco06y (iHWi AONOMKHI pe4yoBuHM) - 3MiHa Y NiKapCbKOMy
BWMNYCK Cepil: 3ac006i 6i0/10riYHOr0/iMyHOMOTIYHOTO NOXOAKEHHS - BBEAEHHS

AmOKeH €spona

HigepnaHgm

[0NOMDKHOT pedyoBuHM Ao cknagy M3, a came 0,01 %
nonicop6ar 20 3 BignsigH1mMu nimitamu Big 0,006 % go 0,015
% .; -He3Ha4yHa 3MiHa po3Mipy cepii roTOBOro JlikapcbKoro
3acoby (giana3oH 3mMiHeHo 3 77 -199 kr no 80-203kr) Takox
BBE/IEHO, 06 BpaxyBaTh A0AATKOBY AOMNOMDKHY PEYOBUHY Y
cknagj; - HeaHa4yHa 3MiHa Tcky nig yac formulated bulk hold
step, BanijoBaHOro 5K YacT1Ha NepernsHyToro npoLecy
BUrOTOB/IEHHS TOTOBOTO JIiKAPCHKOro 3acoby. A TakoX 3MiHU
BHECEHI B iHCTPYKLIitO 4719 MEANYHOI0 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. "Cknag" (40NOMiKHI peqoBUHM). 3MiHK
Il Tvny - 3miHK 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN Y
BVMPOGHMLTBI. 3MiHN BUNPobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cnewmdikayisx, nig yac BMpobHULTBa
roTOBOrO MiKapCbKOro 3acoby (PO3LUMPEHHS 3aTBEPAKEHMX
[OMYCTUMUX MEX A1 NOKa3HUKIB, SIKi MOXYTb MaTW iCTOTHWIA
BM/IMB HA 3arasibHy SIKiCTb rOTOBOrO f1iKapCbKOro 3acoby) 3MiHu
[onycTUMnX mMex, nig vyac BupobHuuTea N3 pre-sterile
filtration bioburden = 1CFU/ 10mn go >1CFU/ 10mn. 3minm I
Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii 3aci6. KoHTposb
roTOBOrO /liKapCbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AoNycTMMUX MEX rOTOBOTO J1iKapCbKOro
3aco6y (3MiHa 3HaxXoAMTbCA No3a 3aTBePIKEHUMU
[0NYyCTUMMMU MeXamu cneumndikaLlin) 3By)XXeHHS oNyCTUMMX
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3acoby nocsioYyeHHs1
MEX rOTOBOrO JliKapCbKoro 3acoby — T. «CynyTHi AOMILLKW.
BigHoBneHuii kaninapHuii enekTpodopes 3 NPUCYTHOCTI
HaTpito gogeunncynosdara (rCE-SDS)» 3 « = 96 % OCHOBHOr0O
niKy (BaXXKWiA +nerkuin naHuorn)» 1o « ? 95% oCHOBHOIO
nika». 3MiHu Il TNy - 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbKuii
3aci6. KOHTpos1b rOTOBOTO NikapCbKoro 3acoby. 3MiHu, ki
CTOCYI0TbCA BUPOOHNYOTO NpoLecy y peasibHOMy yaci abo
BUMYyCKy 3a NnapameTpamu A/15 roTOBOro JlikapCcbKoro 3acoby
[ofiaBaHHA BUNYCKY 3a napameTpamn y peasibHOMy Yaci
(RTRT) gnsa tectiB Onuc, Konip, Mpo3opicTb, bakTepiasibHi
€HZI0TOKCUHM, KinbkicHe BU3HaYeHHs,b6inky, pH,
OcmonanbHicTb, O6°em, Y npoueci BupobHuuTtea M13.
96. IKCOXXEBA® PO34UH NS iH'EKLN, AMIKeEH Higepna Brpo6HuK CLIA/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/15390/01/01
70 mr/mn no 1,7 mn €spona b.B. HOM Hepo3ghacoBaHo | HigepnaH 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsamy. peuenmom
(70 mr/mn) y donakoHi; T npoAykuji, on 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
no 1 conakony B nepBuHHe MapKyBaHHSA Ta IHCTPYKLT AN MeAnYHOro 3acToCyBaHHA Ha
KapTOHHI KopooLyi nakyBaHHs: nigcTasi peryssipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
AMIXKeEH nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCcyBaHHS
MaHychekuypiHr nikapcbKoro 3acoby B micspeecTpaviiiHvi nepiod, abo sk
Nimiten, CWA; pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEeAEHNX BiANOBIAHO
BTopuHHe 00 nnaHy negiatpuyHux gocnigxkerb (PIP) (3MiHy y3rogpkeHo 3
nakyBaHHSA Ta KOMMNETEeHTHUM YNOBHOBaXEHUM OpraHom) 3MiHN BHECEHi A0
BUNYCK cepil: IHCTPYKUII ANA Me4UYHOro 3aCTOCyBaHHA A0 PO34iNis:
AvIxeH €spona "Oco6nmBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii” CTOCOBHO
B.B., BMNa/KIB OCTEOHEKPO3Y 30BHILLUHLOrO C/IyXOBOro Npoxogy Ha
HigepnaHnamn OCHOBI perysiipHO OHOBJ/IIOBAHOTO 3BiTY 3 6e3Mneku Nikapcbkoro

3aco6y. 3miHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKill XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKUiT ons
MeAUYHOro 3acToCyBaHHA Ha MiAcTaBi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3neku 3acTocyBaHHS NikapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk pe3ynbTar OLiHKM 3BiTY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0 MiaHy nediaTpuiHnx
pocnipkeHs (PIP) (3MiHY y3roipkeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHMM OpraHoM) 3MiHV BHECEHI A0 IHCTPYKLi Ans
MeZMYHOro 3aCToCyBaHHs A0 po3gainy “INo6iyHi peakuii”
CTOCOBHO PW3MKY BUHWKHEHHS HOBOTO NEepPBUHHOTO
HOBOYTBOPEHHS Ha OCHOBI PEry/IPHO OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby. 3miHu |l Tuny - 3MiHM WoAo
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy. 3mMiHn y
TepaneBTUYHMX NOKa3aHHAX (404aBaHHA HOBOrO
TepaneBTUYHOTO NoKa3aHHA abo 3MiHa y 3aTBepiKeHOMY
nokasaHHi) 3MiHW BHECEHI A0 IHCTPYKUIT 4151 MeAUYHOTO
3acToCyBaHHSA A0 po3ainy "MokasaHHs", BiANOBIAHI 3MiHN 80
po3ginis "®apmakonoriyHi BnactueocTi","Cnocié 3acTocyBaHHSA
Ta go3un", "MobivHi peakuii”. 3miHu Il TUNy - 3MiHKX WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3mMiHn y KOpoTkili
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XapakTepucTumLi NikapCcbKoro 3acoby, TEKCTI MapkyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
AaHVIMU 3 SKOCTI, OKMIHIYHAMU, KNIHIYHUMW AaHMKn Ta
AaHuMu 3 hapMakoHarnagy -
3MiHV BHECeHi [0 IHCTPYKLIT 418 MeAUYHOro 3acToCcyBaHHs [0
po3ginis: "Oco6nnBoCTi 3acTocyBaHHA", "M06IYHI peakuii”
CTOCOBHO BMNAAKIB K/iHIYHO 3HAYYLLOI TinepKasibLiemil y
pocnigpkeHHi 20062004
97. IKCOXXEBA® PO3YUNH NS iH'EKLNA, AMIKeH Higepna Brpo6HuK CLUA/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu, WO 3a UA/15390/01/01
70 mr/mn no 1,7 mn €spona b.B. HOY Hepo3dacoBaHo | HigepnaH noTpebyloTb HOBOI peecTpauii - He3HauHi 3MiHK BionoriyHoi | peyernmom
(70 mr/mn) y chnakoHi; T npoaykui, an peyoBUHM ab0 BIOTEXHONOTNYHOIO NPOAYKTY.
no 1 dpakoHy B nepBuHHe MepiognyHICTb NOAAHHSA PErYNISIPHO OHOB/IKOBAHOIO 3BITY 3
KapTOHHI Kopo6Lyi nakyBaHHs: 6e3neku BignoBigHoO Ao MNopsaaky 34iiCHEHHS
AMIXEH dhapmakoHarnsgy, 3aTBepxeHoro Hakasom MiHicTepcTea
MaHyhekuypiHr O0XOPOHU 3[,0P0B’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
Nimiten, CLUA,; 3apeecTpoBaHuii B MiHicTepcTBi tocTulii Ykpainu 19 rpyaHs
BTopuHHe 2016 poky 3a Ne 1649/29779 (y peaakuii Haka3y MiHicTepcTBa
nakyBaHHs Ta OXOPOHU 340POB’A YKpaiHu Big 26 BepecHs 2016 poky Ne 996),
BWMNYCK Cepil: CTaHOBWTb: 3TiAHO 3i CTpOKaMu, 3a3Ha4YEHUMU Y MePioANYHOCTI
AmIxeH €spona nofaHHsA perynspHux 3BiTiB 3 6e3neku.
B.B.,
Higepnanamn
98. INOMEAIH KOHUEeHTpaT ans Baiiep Al Himeuun Bepniveg, C.A. IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/3658/01/01
PO34unHy ANs iHdy3il, Ha AgfMiHicTpaTuBHi 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyernmom
20 mkr/mn, no 1 mn B MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
amnyni, no 5 amnyny roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
KapTOHHI KOpoOL; cepii abo MicLe NpoBeAEHHS KOHTPOSTHO AKOCTI. (Qis/IbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK Cepiid)
- 3MiHa Ha3BuW Ta agpecu BupobHuka M3, 6e3 3miHu Micus
BMPO6HMLTBA. BBEAEHHSA 3MiH MpoTaroM 3 micauis nicns
3aTBEPAKEHHS.
99. IMOBAKC cycneHsia ans CaHodi PpaHLin MoBHUIA LMKN PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiH1x maTepianis: 3miHu | TRy - 3a UA/14266/01/01
nonio® iH'ekyii; mo 0,5 mn (1 MacTep BUPOGHMLTBA, YropwuHa 3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
BAKUVHA [03a) y nonepegHb0 BUNYCK cepil: 3miHa y TepMmiHax npugaTtHocTi abo ymoBax 36epiraHHs
ansa 3anoBHEHOMY LUNpuL CaHocpi Nactep, roTOBOrO NikapCbKOro 3acoby (36iNbLUeHHS TepPMiHY
MPO®ITAKT 3 NPUKPINIEHOI0 dpaHuis; NpUAATHOCTI FOTOBOIO NiKapCbKoro 3acoby) - MNicas nepluoro
KN roskowo (abo 2-ma BTopuHHe PO3KpUTTA (NIATBEPLXKYETHCA AAHUMU PEASILHOTO Yacy) - 3MiHU
noniomMien OKpEMUMU Trofikamu); nakyBaHHs: y TEpPMiHi NnpugaTHocTi 6aratofo30Boro gu1akoHy nicns
TY no 1 wnpuuy B CaHocpi-ABeHTiC BiAKpUTTA. 3anponoHoBaHo: baratogo3oBuii chiakoH nicns
IHAKTUBOBA | KapTOHHiii KOpPOO6Li; no MpaiiBiT Ko. BiAKPUTTA MOXHa BUKOPUCTOBYBATU NPOTArOM 28 [HIB, AKLO
HA PIAKA 0,5 mn (1 gosa) y Nta., YropwuHa, BiH 36epiraeTbca npu TemnepaTtypi Big 2 go 8° C. TepMiH
nonepeaHL0 3anoBHEHHSA BBEJIeHHS 3MiH - NPOTATrOM 6 MiCALiB NiCNA 3aTBEPLKEHHS;
3arnoBHeHOMY LNpuLi Lnpuuis, 3MiHn I Tuny - 3MiHK Woao 6e3nekn/etpeKTUBHOCTI Ta

3 NPUKPINIEHOI0
rosnkoto (a6o 2-ma

KOHTPO/Ib AKOCTI
(cTepunbHIiCTb):

chapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKUiT gns

OKpemMunmMu rosikammu) B CAHOO®I MeAMYHOro 3acTOCyBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMU 3
cTaHfapTHO- BIHTPOT AKOCTI, AOKNIHIYHUMU, KMIHIYHUMU JaHUMK Ta JaHUMK 3
EKCMOPTHI ynakoBLi, IHOACTPIA, dpapmakoHarnsay (B.1.4. 11)- 3MiH1 BHECEeHO A0 IHCTpyKUil Ans
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
AKa MICTUTbCS Y ®paHuisa MeJMNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby [0 po3ainis
KapTOHHI kopobui 3 "MokasaHHA", "MpoTunokasaHHsa" (YTOYHEHHS iHdopmauii 3
IHCTpYKUieto Ans 6e3nekn 3acTocyBaHHsl), "B3aemogis 3 iHWMMK NiKapCbKUMu
MeauyHoro 3aco6amu Ta iHWi Buam B3aemogiin”, "OcobmBocTi
3aCTOCyBaHHs; No 5 3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHocTi abo
M (10 o3) y donakoHi rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta fo3un"
3 3aXUCHUM (NMpviBeAeHO y BIANOBIAHICTb A0 3aTBEPAXKEHOrO B YKpaiHi
KoBnaykom; no 1 a6o rpadiky npoinakTMyHKX LWenneHs), "Aitn" (pegarosaHo
10 chbnakoHis B hopmyntoBaHHs), "MobiyHI peakuii”. TepMiH BBEAEHHS 3MiH -
KapTOHHI kopobuj; no npoTArom 6 micsiB nicns 3aTBepAkKeHHs
5 wmn (10 po3s) y
hNakoHi 3 3aXNCHUM
KoBnaykom; no 1 a6o
10 dpnakoHis B
cTaHAapTHO-
€KCMOPTHIA ynakosLyj,
AKa MICTUTbCA Y
KapTOHHi Kopobuj 3
iHCTpYKUi€eto ans
MeAnYHOro
3aCTOCYBaHHS
100. IMYHO-TOH® | cupon no 100 mny MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - 6e3 UA/2179/01/01
6aHUi; no 1 6aHui y "Tanuudpap "Tanuudapm" BBEJEHHS 4,04aTKOBMNX PO3MIPIB cepii rOTOBOro NiKapcbkoro peuyenma
nauui; no 100 mn a6o m" 3aco6y. 3anponoHoBaHo: TeopeTnyHWi po3Mmip: He GinbLue
200 mn y dpnakoHi; no 15,72 Tuc. yn. (ana gosysaHHsa no 100 m) Ta He 6inbe 7,86
1 donakoHy y nauui TUC. yn. (8Ns fo3yBaHHA no 200 mn) He GinbLie 20,0 Tuc. yn.
(ansa posysaHHA no 100 mn) Ta He 6inbLe 10,0 Tuc. yn. (ans
003yBaHHsA no 200 mn)
101. IMYHO-TOH® | cwupon in bulk: no 100 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/9511/01/01
My 6aHuj; no 48 "rannudap "Tannudapm” BBE/EHHS A0AAaTKOBMX PO3MIpiB Cepii roTOBOro NMikapcbKoro peyenma
6aHoK y Kopobi M" 3aco6y. 3anponoHoBaHo: TeopeTNYHMIA pO3Mip: He GifbLue
KapToOHHOMY; in bulk: 15,72 tuc. yn. (ana go3ysaHHs no 100 mn) Ta He GinbLue 7,86
no 200 mn y chnakoHi; Tunc. yn. (ana AosysaHHa no 200 mn) He Ginbwe 20,0 Tuc. yn.
no 30 chiakoHiB y (ansa posyeaHHA no 100 mn) Ta He Ginbe 10,0 Tuc. yn. (ans
KOpOoG6i KAPTOHHOMY [03yBaHHA no 200 mn)
102. IHOOMETALL, | kpucTaniyHui TOB "TK YkpaiHa TaliyaH Kutaii BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - - UA/15142/01/01
NH nopoLLoK (cybcTaHLis) "ABpopa” dapmacbioTikan BHECEHHS 3MiH [10 p. «MapkyBaHHs». 3anponoHoBaHo: Ha
y NoABiliHNX dekTopi eTUKeTLi BKa3ylTb: iIH(hopMaLLito 040 TOBAPHOTO 3HaKy
nonieTNeHoBux 3anBHWKa, Ha3By NPOAYKTY, HOMep NapTii, Macy HeTTo, Macy
MilLKkax gns 6pyTTO, AATY BUrOTOB/IEHHS, KIHLLEBUI TEPMIH BUKOPUCTaHHS,
hapmaLleBTUYHOro HOMep peecTpaLiiHoro nNocBiA4YeHHs B YkpaiHi,
3aCTOCyBaHHSA BaHTaXX0oJepxyBaya, HoMep A0roBopy, YMOBU 36epiraHHs,
KpaiHy BUPOGHMK, (hipMy BUPOOHMK Ta afgpecy po3TallyBaHHS,
AvcTpub’ioTopa.
103. IHTENEHC® Tabnetku no 100 wmr, TOB YkpaiHa AHccen-Cinar ITanisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis 3miHu |l Tuny - 3a UA/9963/01/01
no 120 TabneTok y "[I>XOHCOH i C.n.A. 3MiHW [0 [HCTPYKUIT 415 MeauyYHOro 3acTocyBaHHA NikapcbKoro | peyernmom
dhnakoHax 3 [XoHCoH 3aco6y Ao posainis "MpoTunokasaHHs","B3aemogis 3 iHW1Mn
nonieTuneHy; no 1 YkpaiHa" NiKapCbKUMm 3acob6amu Ta iHLWi B1UAM B3aEMOgjin”,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
dh/1aKoHy B KapTOHHIiA "Ocob6nmBOCTI 3acTocyBaHHS", "lMNepeao3yBaHHsa"; pegaroBaHo
nauuj po3zin "®apmMakonorivyHi BacTUBOCTI"; OKpeMi iHCTPYKLiT Ans
[03 100 mr Ta 200 Mr 06'efHaHi B €4VHY IHCTPYKLitO,
BHACMIA0K YOr0 BHECEHO peAakLiliHi MpaBku 40 PO34inis
"Cknag", "Mlikapcbka dpopma’, "MokasaHHA", "Cnoci6
3actocyBaHHs", "[iTn", "TepmiH npugaTHocTi", "YMoBMN
36epiraHHsa", "YnakoBka".
104. IHTE/NIEHC® Tabnetky no 200 wmr, TOB YkpaiHa AHcceH-Cinar ITanis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasnis 3a UA/9963/01/02
no 60 TabneTok y "[IXOHCOH i C.n.A. 3MiHM Il TUny - 3MiHK 8O IHCTPYKLIi 4S8 MegnyHoro peyenmom
chrnakoHax 3 [xoHCOoH 3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
nonietTuneHy; no 1 YkpaiHa" "MpoTunokasaHHA","B3aemMogis 3 iHWMMU NiKapCbKUMU
(h/1akoHY B KAPTOHHIN 3acob6amu Ta iHWi Buan B3aemogiin”, "OcobamBocCTi
naui 3actocyBaHHs", "lNepefo3yBaHHA"; pegaroBaHo po3ais
"®apMakonoriyHi BNacTnBoCTI"; OKpeMi iHCTPyKUii ans fo3 100
Mmr Ta 200 Mr 06'eHaHi B €QNHY IHCTPYKL,iKO, BHACAIAOK YOro
BHECEHO pefakuiliHi npaBku fo po3ginis "Cknag”, “flikapcbka
hopma”, "MokasaHHs", "Cnoci6 3actocyBaHHs", "[OiTn",
"TepmiH npugartHocTi”, "YmoBu 36epiraHHs", "Ynakoska".
105. INIBAKPUHY | nmopowok (cybcTaHuis) NAT YkpaiHa | MeHagjoHa, C.J1. IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - - UA/15171/01/01
rigpoxnor y NonieTuIeHoBNX "Tanuudpap 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
nao naketax gns m" KOHTPO/O SIKOCTi /TiKapCbKOro 3acoby ; 3anponoHOBaHO:
MOHOrIIAPA | chapmaueBTUYHOIO MoBHa Ha3Ba AKLioHepHe ToBapucTBO “lannydapm”,
T 3aCTOCYBaHHA CkopoyeHa HasBa MNAT "lanunydpapm”
106. IXTIONOBA Masb 10%, no 251y MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/6654/01/01
MA3b 10% KOHTeliHepax; no 30 r dapmaneBT $PapmaueBTUYHA BHeCeHHS 3MiH 10 Cneuudikauii/MeToLiB KOHTPOSIHO AKOCTI peyenma
y Ty6i, no 1 Ty6i B NyHa habpuka nikapcbKoro 3acoby 3a nokasHukamu «pH», «MikpobionoriyHa
nauui; no 20 ry Ty6i, thabpuka "Biona" yncToTa», a caMe 3aMiHa nocunadb 3 4dY 1.0 Ha «ajtouy
no 1 Ty6i B nauui; no "Biona" pefaxuito» APY. BunyyeHHs nocunaHHa Ha APY 3 n. «Onuc»,
30ryTy6ax; no20ry «OAHOPIAHICTb»; 3MiHK | TUNY - 3amiHa rpadiuHoro
Ty6ax 0hOpM/IEHHS MEPBUHHOI Ta BTOPUHHOT YNaKOBOK Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiAMNOBIAHUMW 3MiHAMW [0 PO3AiniB
MeToAax KOHTPOJIK0 AKOCTI NikapcbKoro 3acoby (po3ain
«[pachiuHe ohopMNEHHSI» 3aMiHEHO PO3AifIoM
«MapkyBaHHs»( 3rigHO 3aTBEpP)KEHOr0 TEKCTY MapKyBaHHs)).
OHOB/IEHHS BXE 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS
NepBMHHOT Ta BTOPVMHHOI YNaKOBKM JTiKapCbKOro 3acooy i3
3a3HaYeHHSIM MiXXHapPOAHVX NMO3HaYeHb OAVNHMLIb
BUMIpPIOBaHHS.
BBegeHHs 3MiH NPOTAroM 6-Th MICALIB NIC/1A 3aTBEPAKEHHS.
107. KANEHAYNWN | ma3b; no40ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/7242/02/01
MA3b KOHTeliHepax; no 20 PapmavnesT PapmaueBTMYHa BHECEeHHS 3MiH A0 Cneyudikauii/MeTo4iB KOHTPOSIO AKOCTI peyenma
abo no 30 r y Ty6ax; N4YHa habpvka nikapcbKoro 3acoby 3a nokasHukamuy «lgeHTudikauis»,
no20a6ono30ry habpuka "Biona" «MikpobionoriyHa yucToTa», a came 3amiHa nocuniaHb 3 4PY
Ty6i, no 1 Ty6i B nayuj "Biona" 1.0 Ha «pgjtouy pefakuio» APY. BunyyeHHs nocunaHHs Ha

3 KapTOHY

AdY 3 0. «Onuc», «OfHOPIgHICTb»; 3MiHK | TUMY - 3aMiHa
rpadpiyHoro ohopMsIEHHS NEPBUHHOT Ta BTOPUHHOI YNakoBOK
Ha TeKCT MapKyBaHHS YNakoBOK 3 BifMoBigHUMWN 3MiHaMK 10
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
po3ginis MeToAax KOHTPOSIO AKOCTI /liKapCbKOro 3acoby
(po3gin «pachiyHe ohopMNEHHS» 3aMiHEHO PO3Ai/IOM
«MapKyBaHHs»( 3rilHO 3aTBEPLYKEHOr0 TEKCTY MapKyBaHHS)).
OHOB/IEHHSA BXXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHsA
NepBUHHOT Ta BTOPVHHOI YNAaKoBKM JiKapCbKOro 3acoby i3
3a3Ha4YeHHAM MiKHapOAHUX NO3HaYeHb OAMHULb
BMMIpIOBaHHS.
BBefeHHs 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXEHHS.
108. KANbLIO Tabnetkn no 500 mr NAT YKpaiHa NAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis 3miHu | Tuny - be3 UA/8542/01/01
FMIOKOHAT no 10 TabneTok y "rannudap "rannudapm", 3MiHa HalilMeHyBaHHS 3asBHUKa, 6e3 3miH y MKA N13; peyenma
cTpunax; no 10 m" Ykpaina; MNMAT 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHepHe TOBapuCTBO "
TabneTtok y 6nictepi, "KviBmegnpenap Fannucapm" CkopoyeHa Hassa MAT " Manuuchapm”; 3miHu |
no 1 6nictepy B nauui at" TUMy - 3MiHa HaliMeHyBaHHS1 BUPOGHYKa, 6e3 3MiH y MeToaax
KOHTPO/IH0 SIKOCTi NiKapCbKOro 3acoby
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHEpHEe TOBapnCTBO
"lannudpapm” CkopoueHa Hassa MAT “lanuudhapm”; 3miHu |
TUMy - 3MiHa Ha3BW BUPOOHMKA, 6e3 3MiH Y MeToax KOHTPO/I0
SKOCTI JTiKapCbKOro 3acoby, 6e3 3MiH B iHCTPYKLi A/1A
MeAMYHOro 3acTOCYBaHHA Ta 'y TEKCTi MapKyBaHHS YNakoBKu
ns;
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"Kuismegnpenapar”
CkopoyeHa Hassa INAT "Kvismegnpenapart”
109. KAHAMIUWH | nopoLuok Anis po3unHy MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/7637/01/01
Ons iH'ekuii no 1,0, "Kuismegnp "Kuismegnpenap 3MiHa HaliMeHyBaHHS 3asiBHUKa, 6e3 3MiH y MeTogax peyernmom
(h1aKOHU 3 NOPOLLKOM; enapat" ar" KOHTPO/IH0 SIKOCTi Nikapcbkoro 3acoby. 3anponoHoBaHo: MoBHa
10 chnakoHis 3 Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
MOPOLLKOM Y KOHTYPHIilA CkopoyeHa Ha3Ba MNAT "KuiBmegnpenapart”; 3miHu | Tuny -
YapyHKOBIli ynakoBL; 3MiHa Ha3BuW BMPOGHUKa M13, 6e3 3MiH B iIHCTPYKLiT A1
no 1 KOHTYpHIW MeZMNYHOro 3aCTOCYBaHHS, Y TEKCTi MapKyBaHHs Ta 6e3 3MiH y
YyapyHKOBIll ynakoBLii B MeToAax KOHTPO/I0 AKOCTI NiKapcbKoro 3acooy.
navui 3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHEpHe TOBapUCTBO
"Kuismegnpenapat" CkopoyeHa Ha3sa MAT
"KniBmegnpenapar"
110. KAHAECAPT | nopolok (cy6cTaHuis) MAT YkpaiHa [xunaHr Teany KnTaii BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis 3mMiHW | TNy - - UA/11349/01/01
AHY Yy NOABIAHNX "Kuismeanp dapmacbloTukan 3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeToAax
UWNNEKCETW | nonietuieHoBUx enapat" Ko., 14 KOHTPOJIH0 SIKOCTI Slikapcbkoro 3acoby; 3anponoHoBaHo:
n naketax ans MoBHa Ha3Ba AkuioHepHe ToBapucTBOo "KniBmeanpenapat”
hapmaLeBTUUHOTO CkopoueHa HaszBa MNAT "Kuismegnpenapat"”
3aCcTOCyBaHHsA
111. KAMPEOMIL, | nopowok Ans po3unHy MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis 3miHuW | TNy - 3a UA/9885/01/01
VH ons iH'ekuiino 1,0ry "KniBmegnp "KviBmegnpenap 3MiHa HalilMeHyBaHHs BUpOOHUKa, 6e3 3MiH y MeToAax peyenmom
hnakoHax enapar" at" KOHTPOJIO SIKOCTI JTIKApCbKOro 3acoby B iHCTPYKUIT ANs

Me[MYHOro 3aCTOCYBaHHA Ta Y TEKCTi MapKyBaHHA NikapcbKoro
3aco0by; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
ToBapucTeo "KnisMegnpenapat” CkopoyeHa Ha3sa MNMAT
"KuiBmegnpenapart"”; 3MiHu | TUNy - 3MiHa HaliMeHyBaHHS
3as1BHMKA, 6€3 3MiH Y MeToAax KOHTPO/IK SKOCTi NiKapCbKoro
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3aco6y, B IHCTPYKLU|i 415 MEAMYHOTO 3aCTOCYBaHHSA Ta 'y TEKCTi
MapKyBaHHS nikapcbkoro 3acoby; 3anponoHoBaHo: MoBHa
Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
Ckopo4eHa Hasza lNAT "Kvismegnpenapat"”
112. KAMNPEOMIL, | nopoLok (cy6cTaHuis) MAT YkpaiHa HopT YaiiHa Kutaii BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - - UA/10792/01/01
NHY Y aIOMIHIEBUX "Knismegnp dapmacbioTikan 3MiHa HallMeHyBaHHS 3as8BHUKa, 6e3 3MiH y MeTogax
CYNb®AT 6igoHax ans enapat" XyaueHr Ko., KOHTPO/II0 AIKOCTI Nlikapcbkoro 3acoby; 3anponoHoBaHo: MNoBHa
hapmaLeBTUUYHOTO nra Ha3Ba AkLioHepHe ToBapucTBo "KuiBmeanpenapar”
3aCTOCYyBaHHA CkopoyeHa Ha3Ba AT "Kvismegnpenapat".
113. KAMTOMPWUN | Ttabnetku no 25 mr no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/7638/01/01
10 TabneTok y "KuiBmeanp "KuiBmegnpenap 3MiHa HaliMeHyBaHHs BUPO6HWKa, 6e3 3MiH y MKA N13, 6e3 peuenmom
6nictepi; no 2 enapat" ar" 3MiH B iHCTPYKL,i A/19 MeANYHOro 3aCTOCYBaHHSA Ta Y TEKCTI
6nicTepy B navwj MapKyBaHHs J13; 3anponoHoBaHo: NoBHa Ha3Ba AKLiOHepHe
TOBapucTBo "Knuismeanpenapar”
CkopouyeHa Ha3sa MNAT "KuiBmegnpenapat"”; 3MiHu | Tuny -
3MiHa HalilMeHyBaHHs 3asBHUKa, 6e3 3MiH y MKA N13;
3anponoHoBaHo:
MoBHa Ha3Ba AkLioHepHe ToBapucTBO "KuniBmeanpenapat”,
CkopoueHa HasBa INAT "Kvismegnpenapat”
114. KAPBOMNAT | po3u4uH AN iH'eKUild, Mini Benuka BeHyc Pemegic IHAisa BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis 3mMiHuW | TNy - 3a UA/9294/01/01
VH 10 mr/mn no 5 mn a6o Xenckepe BpuTaHi NimiTeq 3MiHK WoA0 6e3nekn/edeKTBHOCTI Ta thapmakoHariagy. peuyenmom
no 45 mn y dhnakoHi; Nimiten A BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
no 1 conakoHy B hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
KapTOHHI KOpooL;j cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOI ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS (papMakoHarnsay; KOHTakTHOT
ocobu 3 chapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHS
chapMakoHarsisaay B YkpaiHi, SKLO BOHA BigMiHHA Big,
YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemn chapmakoHarnsgy);
3MiHa YyNoBHOBaXKeHOT 0C06M 3asiBHUKA, BiAMNoOBIgaIbHOT 3a
3ailicHeHHa hapMakoHarnsagy: NponoHoBaHa peAakLis:
€pmMoLumnHa OneHa AMUTpiBHA. 3MiHAa KOHTAKTHUX AaHNX
yNOBHOBaXeHOT 0cobu, BignoBiaanbHOT 3a hapmakoHarnsg,
3MiHa MicLA 34iNCHEHHA OCHOBHOT AiANILHOCTI 3
dhapmakoHarnsgy
115. | KATAPIA rpaHynu no 4,0 r/5,6 r, KYCYM IHais Kycym Xentxkep IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 6e3 UA/12090/01/01
no 5,6 r rpaHyn B XENTXKEP Met 114 3MiHK 3 iKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHN y peyenma
cawe; no 6 cawe B NBT NTA BVMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,

KapTOHHI KopooLli

BMPOGHMLITBA /159 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO JliKapCbKOro 3acoby (AinbHULSA, Ha Skl NpoBOASATLCA
6yAb-AKi BAPOOHWUI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJI10 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HeCcTepuIbHUX NiKkapcbKnx 3acobiB)

CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AiNTbHUL,
BMPOGHMLTBA /15 YACTMHM a60 BCbOro BUPOBGHMYOIO npoLecy
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20

Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1

rOTOBOrO J1iKapCbKOro 3acoby (ZiIbHULSA 4715 BTOPUHHOTO
nakyBaHHs)
- 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
BMPOGHMLITBA /159 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO MiKapCbKOro 3acoby (A4ibHUUA 415 NePBUHHOMO
nakyBaHHS) - BBEAEHHS AOAATKOBOI Ai/IbHUL BUPOGHMLTBA
Kycym Xentxkep Mst JITg, Mnot Ne M-3, IHgop Cnewen
IkoHOMiK 30yH, Deiiz-Il, Mitamnyp, AicT. Axap, Maaxbs
Mpagew, Min 454774, Haisa; 3miHn | TNy - 3MiHK 3 SKOCTI.
[0TOBWIA Nikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHK, LLIO CTOCYTLCSA BUMYCKY Cepil Ta KOHTPOSI0
AKOCTI rOTOBOrO MiKapCbKOro 3acoby (3amiHa abo foAaBaHHS
BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHSA Ta/abo BMNYCK cepil) -
Bkntoyaroun KOHTPOsib/BUNPobyBaHHA cepii - BBEAEHHSA
[0[aTtkoBoi AinbHUL BUpo6HMUTBa Kycym Xentxkep MBT /174,
Mnot Ne M-3, IHgop Cneen IkoHOMiK 30yH, ®eliz-II,
Mitamnyp, AicT. Oxap, Magxba MNpageww, Min 454774, IHais;
3MiHM | TUnYy - 3MiHK 3 AKOCTi. FOTOBMIA NiKapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHa po3Mmipy cepii (BkIoYarun
[nianasoH po3mipy cepii) roToBOro slikapCcbKoro 3acoby
(3meHLweHHs go 10 pasiB) - 3mMiHa po3Mipy cepii roToBOro
nikapcbKoro 3acoby - 10 000 calue ons 4o4aTKOBOI AifbHULL
BMpo6HMLUTBa Kycym Xentxkep MBT /114 Mot Ne M-3, IHaop
Cnewwen IkoHoMmik 3oyH, ®eliz-1l, Mitamnyp, AdicT. Oxap,
Magaxbs Mpagew, MNiH 454774, Inpia. Oditoya pegakuis
Bupo6Huk: Kycym Xentxkep MBT N174,IHAI8 BupobHuk: Kycym
Xentxkep MBT /lTg ClM-289 (A), PIIKO IHgacTpian
apea,YonaHki, bxisagi, Aict. AnBap (PagxacTaH), IHAjis
Po3wmip cepii: 25 000 cawwe 50 000 cawe 100 000 cawe,
MponoHoBaHa pepgakuis BupobHuk: Kycym Xentxkep MNBT 114
Mnot Ne M-3, IHgop CneLen IkoHOMiK 30yH, ®eliz-II,
Mitamnyp, AicT. Axap, Magxea MNpagelw, MiH 454774, IHais
Po3wmip cepii: 10 000 cawe.
Po3mip cepii: 25 000 cawe 50 000 cawe 100 000 caiue
116. | KA®HEA PO3YUnH NS iH'EKLNA, debpa MTi AscTpan BMPOGHMLTBO, AscTtpani BHECEHHS 3MiH [0 peecTpaLiHiX MaTepianiB: yTOUHEHHA 3a UA/17874/01/01
40 mr/2 mn, no 2 Mmn'y Nt ] nakyBaHHS, fa HanucaHHA KpaiHu O4HOro 3 BUPOGHMKIB NMiKApPCbKOro peyernmom
thnakoHi; no 10 MapKyBaHHS, 3aco6y B Hakasi MO3 YkpaiHu Ne 91 Big 17.01.2020 B
(p/1aKOHIB Y KapPTOHHIN BiANOBiAaNbHWI npoteci peectpadii. Pegakuis B Hakasi: ABCTpis.
Kopoo6Li

3a BUNycK cepii: 3anponoHoBaHa pegakuis: ABCTpanis.
debpa MTi /114,

ABcTpanis;
BMNPOGYBaHHSA
CTepW/IbLHOCTI,

6ioN10riyHI
BMMNPOGYBaHHSA:
€BpodhiHC amc

JlabopaTopis MTi
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n/n

JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

117.

NTa, ABcTpanis;
BMNPOGYBaHHSA
KOHTPO/0
AKOCTI:
Kewmika IMti 14,
AscTpanis

nocsi0YeHHs

118.

KBEHTIAKC®

TabneTku, BKpUTI
nNiBKOBOO
060/10HKOIO, M0 25 Mr
no 10 TabneTok y
6nictepi, no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, 4.4.,
Hoso mecTo,

CnoBeHi
a

KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
(BpPOGHMLTBO
"in bulk",
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii
Ta BuUnyck cepii);
KPKA, a.4.,
HoBo mecTo,
CnoseHis
(kOHTpO/b
cepii); KPKA-
®APMA g.0.0.,
Xopsartis
(BPO6GHMLTBO
"in bulk",
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib cepil
Ta BMUNycK cepii)

CnoBeHisi
Xopsaris

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny -
OHOB/IEHHS TEKCTY MapKyBaHHs y p. "KisibkicTb Aitoyoi
pevoBuHM", "Hassa nikapcbkoro 3acoby" 1a "Mepenik

[OMNOMDKHMX PEeYOBUH". BBEAEHHS 3MiH NPOTArom 6-Tu MicAuiB
nicns 3aTBepaKeHHs.

3a
peyenmom

UA/16639/01/01

KBEHTIAKC®

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO0, M0 100 mr
no 10 TabneTtok y
6nictepi, no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoseHi
A

KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
(BMpPOGHMLTBO
"in bulk",
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii
Ta BUNycK cepii);
KPKA, a.4.,
Hoso mecTo,
CroseHis
(koHTpO/b
cepii); KPKA-
®APMA g.0.0.,
Xopsaris

(BMPOGHMLTBO

CnoseHis
Xopsaris

BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis 3miHu | Tuny -
OHOBJIEHHSI TEKCTY MapKyBaHHs y p. "KisibkicTb Aitoyoi
pevoBuHK", "HasBa nikapcbkoro 3acoby" 1a "MNepenik

[OONOMDKHUX peyoBUH". BBeAEHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepkeHHs.

3a
peyenmom

UA/16639/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

"in bulk",
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib cepil
Ta BMUNycK cepii)

119.

KBEHTIAKC®

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO0, 10 200 Mr
no 10 TabneTok y
6nictepi, no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoBeHi
a

KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
(BpPOGHMLTBO
"in bulk",
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii
Ta BuUnyck cepii);
KPKA, a.4.,
HoBo mecTo,
CnoseHis
(kOHTpO/b
cepii); KPKA-
®APMA g.0.0.,
Xopsartis
(BPO6GHMLTBO
"in bulk",
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib cepil
Ta BMUNycK cepii)

CnoBeHisi
Xopsaris

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny -
OHOB/IEHHS TEKCTY MapKyBaHHs y p. "KisibkicTb Aitoyoi
pevoBuHM", "Hassa nikapcbkoro 3acoby" 1a "Mepenik

[OMNOMDKHMX PEeYOBUH". BBEAEHHS 3MiH NPOTArom 6-Tu MicAuiB
nicns 3aTBepaKeHHs.

3a
peyenmom

UA/16639/01/03

120.

KBEHTIAKC®

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO0, M0 300 Mr
no 10 TabneTtok y
6nictepi, no 3 a6o 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, 4.4.,
HoBo mecTo

CnoseHi
A

KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
(BMpPOGHMLTBO
"in bulk",
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii
Ta BUNycK cepii);
KPKA, a.4.,
Hoso mecTo,
CroseHis
(koHTpO/b
cepii); KPKA-
®APMA g.0.0.,
Xopsaris
(BMPOGHMLTBO

CnoseHis
Xopsaris

BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis 3miHu | Tuny -
OHOBJIEHHSI TEKCTY MapKyBaHHs y p. "KisibkicTb Aitoyoi
pevoBuHK", "HasBa nikapcbkoro 3acoby" 1a "MNepenik

[OONOMDKHUX peyoBUH". BBeAEHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepkeHHs.

3a
peyenmom

UA/16639/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
"in bulk",
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/Ib cepil
Ta BMUNycK cepii)
121. | KEHANOr 40 cycneHsia ans KPKA, a.4a., CnoBeHi KPKA, a.4a., CnoBeHisi BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasliB: TEXHIYHA 3a UA/0463/01/01
iH'ekuit, 40 mr/Mmnno 1 | Hoso mecTo A HoBo mecTo nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peuenmom
M B amnyni; no 5 BUMNPAaBUTUN TEXHIYHY MOMW/IKY B IHCTPYKLi A1 MeAUYHOTO
amnyn y 6nictepi; no 1 3acTOCyBaHHS Nikapcbkoro 3acoby y po3aini "Ckiaa”.
6nicTepy B KAPTOHHIl BunpaBntu TEXHIYHY NOMWIIKY B TEKCTI MapKyBaHHs
Kopoo6Li 30BHILLHbLOT YNAaKOBKW MiKAPCbKOro 3acoby: yCyHEHO
Ay6nioBaHHsA iHdopmadi ("36epirati y HefoCTynHOMY AN
aiTeid micyi"). 3a3HaueHe BUNPaB/IEHHS BignNoBae
MaTepiasiam peecTpaLiiHoro 4ockbe
122. KETOAEKCA | Tabnetku, BKpUTI TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/16020/01/01
NNiBKOBOIO "AcTpachapm "ACTPA®APM" OHOBJ/IEHHSA 3aTBEPAXEHOIO TEKCTY MapKyBaHHA yNakoBOK peyenmom
060/10HKO10, N0 25 Mr; " NiKapcbKoro 3acoby
no 10 TabneTok y
6nictepi; no 1 abo no
3 6nictepu y Kopobui
123. KETOHAN® Kancynu 3 CaHpo3 CnoseHi Nex CnoseHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/8325/03/02
ayo MoAunikoBaHUM dapmachHoTi A PapmaneBTUYHa noAaHHA OHOBJIEHOTo cepTudikaTty BiANOBIAHOCTI peyenmom
BUBI/IbHEHHSM, TBEPAi Kan3 g.4. KoMnaHisa 4.4., €Bponeiickkin hapmakonei R1-CEP 2007-167-Rev 01 Big
no 150 mr no 10 CnoseHis 3aTBEPAKEHOr0 BUPOBHUKA Ai040i peyoBMHM KeToNpodheH
Kancyn y énictepi; no (BPO6HMLTBO
2 6nictepu B 3a MOBHUM
KapTOHHI Kopo6Lyi LMKIOM;
nakyBaHHs)
124. KUCEHb ras y 6anoHax gns ToBapuctBo | YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - 3a UA/5201/01/01
MEANYHWUIA CTUCHYTOrO rasy 3 06MeXeHo BHeCeHHS 3MiH Ao Cneuudikauii M3, 30kpema: 3MiHa peyenmom
rA3onojais o6'emom 2 n1, 5 n, 10 obmexeHoro BiANOBIAaUIbHICT nocunaHHsa Ha metoan BunpobysaHHA 3 «FOCT 5583-78» Ha
HUIA n, 40 n a6o 3 Bignosigaib 10 dipma «MeToavky BUpo6HMKa» 06yMOBIeHO obmexeHot gieto FTOCT
rasudikaTopis HicTio Pipma "KpioreHcepsic", 5583-78 0o 01.01.2020 poky. Buny4yeHHs i3 n.17 TekcTy
KpIOreHHnx "KpioreHcep Ykpaina MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y NocuiaHHA Ha
Bic" (BMPOGHMLTBO [OCT 5583-78.
roToBOro
NiKapcbkoro
3acoby;
BMPOBOHULITBO
roTOBOro
nikapcbkoro
3acoby;
ceptudikauis
cepiii, KOHTPO/b
SAKOCTI)
125. | KIOBENT® Masb, 0,5 mr/rno 25 TOB YKpaiHa Papm3aBos Monbwa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 3a UA/3512/02/01
B Ty6i; no 1 T1y6i B «BAYLU Enbcha A.T. AOMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
KapTOHHI KOpo6Lyi XENC» 3asBHMKa (BNacHviKa peecTpauiiHoro noceigveHHs). 3miHa
HaliMeHyBaHHS 3asiBHVKa (BNacHWKa peecTpaLiiiHoro
NnocBiAYEHHS).
BBefeHHs1 3MiH NPOTAroM 6-TW MicALIB Nic/iA 3aTBEPAKEHHS
126. | KO- Tabnetku, 4 mr/1,25 KPKA, a.4., CnoseHi | BMpo6HULTBO "in | CroBeHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14677/01/02
AMJIECCA mr/10 mr; no 10 HoBso mecTo a bulk", nepsuHHe Monbwa/ 3MiHM 3 IKOCTi. [0TOBWMIA Nikapcbkuii 3acib. KOHTpONb roTOBOro | peyenmom
TabneTok y bnictepi; Ta BTOpPVHHE HimeuumnH nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
no 3 a6bo 6, a6o 9 nakyBaHHs, a roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
6nicTepiB y KAPTOHHIN KOHTpO~b cepii, 3aTBEPMKEHNX MEeTOAax BUNPOOYBaHHS) -OHOBEHHS
Kopoo6Li BWMNYCK Cepil: nokasHuka «lgeHtudikayis» Ta «KinbkicHe BU3Ha4YeHHs» ANns
KPKA, a.4., nepuHgonpuy, amnoaunidy Ta inganamigy; amiHuv | tuny -
Hoso mecTo, 3MiHu 3 sKoCTi. FOoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
CroBeHis; BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCA
nepBuHHe Ta BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOrO NiKapCbKOro
BTOPVHHE 3aco6y (3amiHa abo AofaBaHHA AifIbHUL, Ha Kl
nakyBaHHs: 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - AoAaBaHHSA
KPKA, a.4., OiNbHULI Ta KoperyBaHHS (OYHKLUil ons BupobHuka TAL dapma
HoBo mecTo, "M6X, HimeuunHa, BignosiganbHOro 3a BUNycK cepii 3
CroBeHis; KOHTpakTHOl naboparopieto Jlabop J/IC CE & Ko. KT,
KOHTPO/b cepil: HimeuumnHa; 3MiHu | Tuny - 3MiHK 3 AkocCTi. FOTOBWIA Nikapcbkuii
KPKA, a.4., 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Hoso mecTo, CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOrO
CnoBeHis; nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA AiNbHUL, Ha SIKiiA
nepBuHHE Ta 3[iICHIOETLCA KOHTPOL/BUNPOBYBAaHHS cepii) - AoAaBaHHSA
BTOPUHHE AiNbHULI A58 KOHTPOJIKO Cepiii
nakyBaHHs,
KOHTPO/b Cepil,
BWMNYCK Cepil:
KPKA lMonbuwa
Cn. 3 0.0,
Monbuwa ;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
BUNYCK cepil:
TAL dapma
v6X,
HimeuumnHa,;
KOHTPO/b cepii :
TAL ®apma
vmoéX,
HimeuumnHa;
KOHTPO/b

MiKpOGionoriyHoi
yncToTyn cepii (y
BUMNaaKy
KOHTpONtO cepil
TAL Papma
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
v6X):
Nab6op /IC CE &
Ko. KT,
HimeyunHa
127. | KO- Tabnetku, 8 mr/2,5 KPKA, a.4., CnoseHi | BUpo6bHMLTBO "in | CnoseHis/ BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/14676/01/01
AM/ECCA Mr/10 mr, no 10 HoBo mecTo A bulk", nepBuHHe Monbwa/ 3MmiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTponb roToBOro | peyenmom
Tabnetok y 6nictepi; Ta BTOPVHHE HimeuuunH nikapcbKoro 3acoby. 3miHa y MeToAax BUNpobyBaHHsA
no 3 a6o 6, a6o 9 nakyBaHHs, a roTOBOrO /likapcbkoro 3acoby (He3HayHa 3miHa y
6nicTepiB y KAPTOHHIN KOHTpO~b cepii, 3aTBEPMAKEHUX MeToAax BUNpPoOyBaHHS) -OHOB/EHHS
KopoobLi BUNYCK cepil: nokasHuka «lgeHtudikadis» Ta «KiibkicHe BU3HaYeHH:A» Ans
KPKA, a.4., nepvHAONpuUIy, amnoavniHy Ta inganamigy; 3miHu | Tuny -
HoBo mecTo, 3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
CnoBeHis; BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYTbCA
nepBuHHE Ta BUMYCKY Cepii Ta KOHTPOJIKO AAKOCTi FOTOBOTO NiKapCbKOro
BTOPUHHE 3acoby (3amiHa abo gofaBaHHA AiflbHUL, Ha Kl
nakyBaHHs: 3[iICHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) - LoAaBaHHS
KPKA, a.4., AiNbHULI Ta koperyBaHHA OyHKLiM A1s BupobHuka TALL dapma
HoBo mecTo, M6X, HimeuunHa, BignoBigansHOro 3a BUMycK cepii 3
CnoBeHis; KOHTpakTHO nabopatopieto Jlabop /IC CE & Ko. KT,
KOHTpPO~b cepii: HimeuumnHa; 3miHu | Tuny - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii
KPKA, ao.4., 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
HoBo mecTo, CTOCYOTbCS BUMYCKY Cepii Ta KOHTPO/IO SKOCTi FOTOBOrO
CroBeHis; nikapcbKoro 3acoby (3amiHa abo fgoAaBaHHA fiNTbHNL, Ha SKi
nepBuHHE Ta 3[iICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - AoAaBaHHSA
BTOPVHHE [iNbHULI 719 KOHTPOJIO cepiid
nakyBaHHS,
KOHTpO~b cepii,
BUNYCK cepil:
KPKA lMonbla
Cn.3o0.0.,
MonbLa ;
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
BWMNYCK Cepil:
TAL ®apma
vmoéX,
HimeuumnHa;
KOHTPO/b cepii :
TAL ®apma
m6X,
HimeyumnHa;
KOHTPO/b
Mikpob6ionoriyHoi
yncToTyn cepii (y
BUNaaKy
KOHTpOO cepii
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®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
TAL dapma
v6X):
Na6op IC CE &
Ko. KT,
HimeuyunHa
128. | KO- Tabnetku, 4 mr/1,25 KPKA, o.4., CnoBeHi | BUpo6bHMUTBO "in | CnoseHis/ BHECEHHS 3MiH 10 peecTpavliiiHix maTtepianis: 3MiHu | Tuny - 3a UA/14676/01/02
AM/NECCA mr/5 mr; no 10 HoBo mecTO A bulk", nepsuHHe Monbua/ 3MmiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO | peyenmom
TabneTok y 6nictepi; Ta BTOPVHHE HimeuunH nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHS
no 3 abo 6, a6o 9 nakyBaHHs, a roTOBOrO Jlikapcbkoro 3acoby (He3HauyHa 3miHa y
6nicTepiB y KAPTOHHIl KOHTPONb cepil, 3aTBEPLKEHNX MeToAax BUMNPOBYBaHHS) -OHOB/IEHHS
Kopoo6Li BWMNYCK Cepil: nokasHuka «lgeHtudikauis» Ta «KinbkicHe BUSHaYeHHs» Ans
KPKA, ao.4., nepvHAONpuUIy, amnoavniHy Ta iHganamigy; 3MiHu | Tuny -
Hoso mecTo, 3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
CroBeHis; BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA
nepBuHHe Ta BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
BTOPVHHE 3acoby (3aMiHa abo gofaBaHHsA AifIbHUL, Ha SKil
nakyBaHHs: 3[iICHIOETLCA KOHTPOL/BUNPOBYBAaHHS cepii) - AoAaBaHHSA
KPKA, a.4a., AOiNbHULI Ta KoperyBaHHA (OyHKLUi ons BupobHuka TALL dapma
Hoso mecTo, M6X, HimewyuunHa, BiANOBIAa/ILHOMO 3a BUMYCK cepii 3
CnoBeHis; KOHTPaKTHO nabopatopieto Jlabop JIC CE & Ko. K,
KOHTpO/b cepii: HimeuumnHa; 3MiHu | Tuny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii
KPKA, a.4., 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHu, LWo
HoBo mecTo, CTOCYHOTbCSl BUMYCKY Cepil Ta KOHTPOJIH0 AKOCTi FOTOBOrO
CnoBeHis; nikapcbKoro 3acoby (3amiHa abo fgoAaBaHHA AiNTbHNL, Ha SKii
nepBuHHE Ta 3[iCHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) - LoAaBaHHS
BTOPVHHE AiNbHULI A718 KOHTPOJIIO Cepiit
nakyBaHHS,
KOHTPO/b cepil,
BWMNYCK Cepil:
KPKA TMonbwa
Cn.3o0.0.,
Monbla ;
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BWMNYCK Cepil:
TAL ®apma
m6X,
HimeyumnHa;
KOHTPO/b Ccepil :
TAL ®apma
v6X,
HimeuumnHa,;
KOHTPO/1b

Mikpo6ionoriyHoi
ynucToTm cepii (y

BUNaZKY
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
KOHTpO/O cepil
TAL ®apma
v6X):
Na6op NIC CE &
Ko. KT,
HimeuunHa
129. | KO- Tabnetku, 8 mr/2,5 KPKA, a.4., CnoseHi | BMpo6HULTBO "in | CroBeHis/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14678/01/01
AMJIECCA mr/5 mr; no 10 HoBso mecTo a bulk", nepsuHHe Monbwa/ 3MiHM 3 IKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro | peyenmom
TabneTok y bnictepi; Ta BTOpPVHHE HimeuumnH nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
no 3 a6o 6, a6o 9 nakyBaHHs, a roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
6nicTepiB y KAPTOHHIN KOHTpO~b cepii, 3aTBEPMKEHNX MEeTOAax BUNPOOYBaHHS) -OHOB/EHHS
Kopoo6Li BWMNYCK Cepil: nokasHuka «lgeHtudikayis» Ta «KinbkicHe BU3Ha4YeHHs» ANns
KPKA, a.4., nepuHgonpuy, amnoaunidy Ta inganamigy; 3miHuv | tuny -
HoBo mecTo, 3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
CroBeHis; BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTbCA
nepBuHHe Ta BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOrO NiKapCbKOro
BTOPVHHE 3aco6y (3amiHa abo AofaBaHHA AifIbHUL, Ha AKil
nakyBaHHs: 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - AoAaBaHHSA
KPKA, a.4., OiNbHUL Ta KoperyBaHHS (OYHKLUil ons BupobHuka TAL dapma
HoBo mecTo, M6X, HimeuunHa, BignosiganbHOro 3a BUMycK cepii 3
CroBeHis; KOHTpakTHOl naboparopieto Jlabop J/IC CE & Ko. KT,
KOHTPO/b cepil: HimeuumnHa; 3MiHu | Tuny - 3MiHK 3 AkocTi. FOTOBWIA Nikapcbkuii
KPKA, a.4., 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Hoso mecTo, CTOCYIOTbCSA BUMYCKY Cepii Ta KOHTPO/IHO AKOCTi FOTOBOTO
CnoBeHis; nikapcbKkoro 3acoby (3amiHa abo foAaBaHHSA AiNbHUL, Ha SIKiiA
nepBuHHE Ta 3[iICHIOETLCA KOHTPOL/BUNPOBYBAaHHS cepii) - foAaBaHHSA
BTOPUHHE AiNbHULI A58 KOHTPOJIKO Cepiii
nakyBaHHs,
KOHTPO/b Cepil,
BWMNYCK Cepil:
KPKA lMonbla
Cn. 3 0.0,
Monbuwa ;
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
BUNYCK cepil:
TAL ®apma
v6X,
HimeuumnHa,;
KOHTPO/b cepii :
TAL ®apma
vmoéX,
HimeuumnHa;
KOHTPO/b

MiKpOGionoriyHoi
4yncToTyn cepii (y
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
BUNagKy
KOHTpONtO cepil
TAL ®apma
v6X):
Nab6op /IC CE &
Ko. KT,
HimeyunHa
130. | KO- Tabnetku, 2 mr/0,625 KPKA, a.4., CnoseHi | BUpo6bHMLTBO "in | CnoseHis/ BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHn | Tuny - 3a UA/14677/01/01
AM/ECCA mr/5 mr no 10 HoBo mecTo A bulk", nepBuHHe Monbwa/ 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTpOnb roToBOro | peyenmom
Tabnetok y 6nictepi; Ta BTOPVHHE HimeuuunH nikapcbKoro 3acoby. 3miHa y MeToAax BUNpobyBaHHSA
no 3 a6o 6, a6o 9 nakyBaHHs, a roTOBOrO Jlikapcbkoro 3acoby (He3HayHa 3miHa y
6nicTepiB y KAPTOHHIN KOHTpO~b cepii, 3aTBEPMAKEHNX MeToAax BUNpPoOyBaHHS) -OHOB/EHHS
KopoobLi BUNYCK cepil: nokasHuka «lgeHtudikadis» Ta «KiibkicHe BU3HaYeHH:» Ans
KPKA, a.4., nepvHAONpuUIy, amnoavniHy Ta inganamigy; 3Miiu | Tuny -
HoBo mecTo, 3MiHu 3 sKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
CnoBeHis; BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLO CTOCYTbCA
nepBuHHE Ta BUMYCKY Cepii Ta KOHTPOJIKO AAKOCTi FOTOBOTO NiKapCbKOro
BTOPUHHE 3acoby (3aMiHa abo gofaBaHHA AiflbHUL, Ha Kl
nakyBaHHs: 3[iCHIOETLCSI KOHTPO/IL/BUNPOGYBaHHS cepii) - LoAaBaHHS
KPKA, a.4., AiNbHULI Ta koperyBaHHA yHKLiM A1s BupobHuka TALL dapma
HoBo mecTo, M6X, HimeuunHa, BignoBigansHOro 3a BUMycK cepii 3
CnoBeHis; KOHTpakTHO nabopatopieto Jlabop /IC CE & Ko. KT,
KOHTpPO~b cepii: HimeuumnHa; 3miHu | Tuny - 3MiHM 3 AKOCTi. FOTOBWIA NikapcbKuii
KPKA, ao.4., 3aci6. 3MiHM y BUpO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
HoBo mecTo, CTOCYOTbCSA BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOrO
CroBeHis; nikapcbKoro 3acoby (3amiHa abo fgoAasaHHA fiNbHNL, Ha SKii
nepBUHHE Ta 3[iCHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) - AoAaBaHHSA
BTOPVHHE [iNbHULI 718 KOHTPOJIO cepiid
nakyBaHHS,
KOHTpO~b cepii,
BUNYCK cepil:
KPKA lMonbla
Cn.3o0.0.,
MonbLa ;
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
BWMNYCK Cepil:
TAL ®apma
vmoéX,
HimeuumnHa;
KOHTPO/b cepii :
TAL ®apma
m6X,
HimeyumnHa;
KOHTPO/b
Mikpob6ionoriyHoi
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0YeHHs

ymcToTyn cepii (y
BUMNaaKy
KOHTpONO cepii
TAL dapma
v6X):
Na6op IC CE &
Ko. KT,
HimeyunHa

131.

KOMBIrP/N
JEKCA®

Tabnetku, no 4
Tabnetkn y 6nictepi 3
oIbrM aNOMIHIEBOT i
nniBkn
NONIBIHIXI0PUAHOT;
no 1 6nictepy y nauui
3 KapToHy; no 20
nayoK y rpynosiii
nauui 3 KapToHy; no 8
TabneTok y 6nictepi 3
osIbrv antoMIHIEBOT i
nniBkn
NONIBIHINXTOPUAHOT;
no 1 6nictepy y nauui
3 KapToHy; no 10
nayvoK y rpynosiii
nauui 3 kapToHy; no 4
Tabnetkn y 6nictepi 3
honbIv antoMiHIEBOT;
no 1 6nictepy y nauui
3 KapToHy; no 20
nayvoK y rpynosiii
nautli 3 kKapToHy; no 8
TabneTtok y 6nictepi 3
honbIv antoMiHIEBOT;
no 1 6nictepy y nauui
3 KapToHy; no 10
nayvoK y rpynosiii
nauui 3 kapToHy; no 4
Tabnetkn y 6nictepi 3
honbIv antoMiHIEBOT;
no 1 6nictepy y
naneposoMy KOHBEpTI;
no 20 nanepoBunx
KOHBEPTIB Y rpynoBili
nauuj 3 KapToHy

OpraHocuH
Naiigp
CaeHcus
Met. Jita.

IHais

EBepTogxeH
Naiicd CaeHcns
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny -
3MiHM Yy NpoLeci BUPOGHULTBA rOTOBOIO JTIKApCbKOro 3acoby,
BK/1HOYAOUM NPOMIXKHUIA MPOAYKT, L0 3aCTOCOBYETLCS Npu
BMPOGHMLITBI FOTOBOTO MiKAPCLKOro 3ac00y - He3HAYHI 3MiHW Y
BMPOOHUYOMY NPOLLEC Ha CTafisiX rpaHynsALii i NOKpUTTI
rpaHyn. PegakuiliHi 3miHM po3giniB AOCLE, L0 CTOCYHOTbCA
BMPOGHMYOro npoLecy; 3miHu | Tuny - nogaHHs Hosoro CEP
(R1-CEP 1998 -047-Rev 06) ana A®| napaileTtamony Big,
HOBOrO BMPOGHUKA (JONOBHEHHS)

6e3
peyenma

UA/2068/01/01

132.

KOMBIrP/N
JEKCA®

Tabnetky, in bulk: no
5000 Tabnetok y
nakeTax

OpraHocuH
Naiigp
CaeHcus

IHAjia

EBepTogxeH
Naiic CaeHcns
Niviteq

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3MiHM Yy NpoLeci BUPOGHMLTBA rOTOBOrO JTIKapCbKOro 3acoby,
BK/1H0YAK0UM NPOMiXXHUIA NPOAYKT, L0 3aCTOCOBYETLCS Npu

6e3
peyenma

UA/2069/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
Met. N14. BMPOGHMLITBI FOTOBOTO MiKAPCLKOro 3ac00y - HE3HAYHI 3MiHW Y
BMPOOHUYOMY NPOLLEC Ha CTafisiX rpaHynAuii i NOKpUTTI
rpaHyn. PefakuiiHi 3MiHW po34iniB fOCbE, WO CTOCYHOTLCA
BMPOGHMYOro npoLecy; 3miHu | Tuny - nogaHHs Hosoro CEP
(R1-CEP 1998 -047-Rev 06) ana A®| napaileTtamorny Big,
HOBOTO BUPOGHUKA (JONOBHEHHS)
133. | KOMAKCOH® | po3uuH ANns iH'eKuii, TeBa I3painb | BMPOGHMLTBO 3a I3pains/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/6307/01/01
-TEBA 20 mr/mnno 1 mn $apmaueBTi NOBHUM LMK/IOM: Benvka 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peuenmom
npenapary y Kau1 TeBa BpuTtaHis/ 3miHa y TepmiHax npugaTtHocTi abo ymosax 36epiraHHs
nonepegHL0 IHpacTpi3 dapmaueBTikan HinepnaH rOTOBOrO J1ikapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
HarnoBHEHOMY LUNPUL; nra. IHpacTpis NTa,., on/ NPUAATHOCTI FOTOBOIO JIiKAPCLKOro 3acoby) - s Toprosoi
no 1 nonepegHbLO 13pains; YropwmHa yNakoBKM (NigTBEPAXKYETLCSA AaHNMU PeasibHOro Yacy) -

HanoBHEHOMY LUNPULYY
B KOHTYpHili
YapyHKOBIli ynakoBLii
3anasHiii nanepom
abo no 1 nonepeAHbLO
HanoBHEHOMY LUNPULY
B KOHTYpHili
YapyHKOBIli ynakoBLii
3anasHii nniskow 6e3
MapKyBaHHs; no 28
nonepeaHLo
HanoOBHEHUX LINPULB
Y KOHTYPHUX
4apyHKOBUX yNakoBKax
Y KapPTOHHIli kopoobLi

BMPOGHMLITBO 3a
NOBHUM LK/TOM:
HopToH
Xenckea
Nimiten T/A
AMNBEKC
dapmacbloTuKan
3 lOK, Benvka
BpuTaHis;
KOHTpO/b cepii
(noBHe
TECTyBaHHS,
BK/TIOHAIOUN Ha
CTepPUbHICTb Ta
6akTepianbHi
€HA0TOKCUHM,
ase oKpim
6ionoriyHoro
TeCTYBaHHS):
dapmaxemi
B.B.,
Higepnangu;
KOHTPO/Ib cepil
(TinbKM
6ionoriuHe
TEeCTYBaHHS):
AT
PapmaueBTUYHU
1 3aBog TEBA,
YropumHa;
KOHTpO/b cepii
(TinbkM
6ionoriuHe
TeCTyBaHHS):
AT
PapmaueBTUYHU

36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3aco0y Ha OCHOBI NO3WUTUBHWX Pe3y/bTarTiB OBrOCTPOKOBUX
[ocnigpkeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHo:
CpoK rogHOCTK: NpW XpaHeHun npu Temnepatype 2-8 °C (B
X0noAnnbHUKe) — 2 roga. 3anponoHoBaHo: CpoK rofHOCTK:
npu XxpaHeruu nNpu Temneparype 2-8 °C (B xonogusbHuke) — 3
roga. BBegeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPONb roTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) - 3MiHa BHYTPILLHIX kogyBaHb (EDMS) B
cneuuqikaLii Ta MeTogax KOHTPOO AKOCTI BUPOOHUKa, 6e3
3MiHM MOKa3HWKIB, MEX Ta 3MICTY.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

1 3aBog TEBA,
YropwuHa;
KOHTpO/b cepii
(TinbKM
Mikpo6iosnoriyHe
TeCTyBaHHS):
TeBa
dapmaLeBTikan
IHpacTpis N14.,
13pains;
KOHTPO/Ib cepil
(aHaniTnyHe
TecTyBaHHA Ta
BVBYEHHSA
cTabinbHOCTI):
MnaHTekc fiTa,,
13pains;
KOHTpO/b cepii
(TinbKM
6ionoriuHe
TeCTyBaHHS):
AGiK /T4,
13pains;
KOHTpO/b cepii
(aHaniTnyHe
TecTyBaHHA Ta
BVIBYEHHSA
CTabiNbHOCTI):
Asia Kemikan
IHpacTpis N14.,
I13painb

134.

KOPBAJ/IME
HT®

Kancynm m'ski no 100
mr, no 10 kancyny
6nictepax; no 10
Kancyn y 6nictepi; no
3 6nicTepu y nayui; no
20 kancyn y 6nictepi,
no 1 a6o no 3, a6o no
4 6nictepun y nayui

AT
"KUIBCbKW
"
BITAMIHHW
" 3ABOA"

YKpaiHa

AT

"KNIBCKN

BITAMIHHUIA
3ABOS"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny -

3MiHa 06yMOB/IEHA HEOOXIAHICTIO NPUBEAEHHS BUKTAAEHHS

TecTy «laeHTudikauis» B cneumdikauii y BignosigHicTb 40
BUKNAAEHHS BiAMNOBIAHOrO TECTY B METOAaX KOHTPOSIO.

6e3
peuyenma

UA/3969/01/01

135.

NAHLEPON
®

kancynu no 30 Mmr; no
10 kancyn y 6nicTepi;
no 1 6nictepy y nauui

MAT
"Kuismegnp
enapat"

YKpaiHa

MAT
"Kuismegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3MiHa HalilMeHyBaHHs BUPO6HUKa, 6e3 3MiH y MeTogax
KOHTPOJII0 AIKOCTI Nlikapcbkoro 3acoby. 3anponoHoBaHo: MNoBHa
Ha3Ba AKLioHepHe ToBapucTeo "KuisMmegnpenapar” ,
CkopoyeHa Ha3Ba MNAT "KuiBmegnpenapart"”; 3miHu | Tuny -
3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeToAax
KOHTPOJT0 AKOCTI NliKapCbKoro 3acoby. 3anponoHoBaHo: MNosHa
Ha3Ba AKLioHepHe ToBapucTBo "KuiBMegnpenapar”,
CkopoyeHa HasBa INAT "Kvismegnpenapat"”

3a
peyenmom

UA/7875/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
136. | NA®EPOH- niogpinizat ans TOB YkpaiHa | TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasliB: yTOUHEHHSA 3a UA/13825/01/01
DAPMBIOTE PO3YUHY NS iH'EKLIA "HaykoBo- BUpOGHMYa HanucaHHs KOHUEHTpauil /1ikapCbKOro 3aco6y B Hakasi peuenmom
K® no 1 mnH MO, 10 BMPOGHMYA KOMMaHis MO3 YkpaiHu Ne 2352 Big, 28.11.2019 B npoueci
dhr1akoHiB 3 KOMMaHis "IHTepcapmbioT nepepeecTpauii. Pegakuis B Hakasi: mo 1 MsH, no 3 M/H, no 5
niocpinizatom y "IHTepthapm ek" MJTH, M0 6 MJH, N0 9 M/IH. 3anponoHoBaHa pefakuis: no 1 MaH
KapTOHHI kopobuj; 5 6ioTek" MO, no 3 mnH MO, no 5 msiH MO, no 6 max MO, no 9 miH MO
dhr1akoHiB 3
niocpinizaTom B
KOMMEKTi 3
PO34MHHKKOM (BOAA
0N iH'eKujid) no 2 Mn
B amnynax Ne 5y
KapPTOHHI Kopobui
137. | NA®EPOH- niocpinizat ana TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [J0 pEECTpaLiiiHMX MaTepianiB: yTOUHEHHSA 3a UA/13825/01/02
DAPMBIOTE PO34MHY A5 iH'EKLR "HaykoBo- BMPOGHMYA HanMcaHHsA KOHLUEHTpaLil J1ikapCbKOro 3acoby B Hakasi peyenmom
K® no 3 mnH MO, 10 BMPOGHMYa KOMMaHis MO3 YkpaiHu Ne 2352 Big 28.11.2019 B npoueci
(h/1aKoHIB 3 KOMNaHis "IHTepdhapmbioT nepepeecTpadii. Pefakuis B Hakasi: no 1 MsH, no 3 MAH, No 5
niocpinizatom y "IHTepdapm ek" MJTH, MO 6 M/IH, MO 9 M/IH. 3anponoHoBaHa pegakuis: no 1 MaH
KapTOHHiI kopobuj; 5 6ioTek" MO, no 3 maH MO, no 5 msiH MO, no 6 mnaH MO, no 9 maH MO
(h/1aKOHIB 3
niocpinizatom B
KOMNeKTi 3
PO34MHHKKOM (BOAA
ONs iH'eKujin) no 2 mn
B amnynax Ne 5y
KapTOHHI kopobuj; 1
h1akoH 3
niocpinizatom B
KOMM/IEKTi 3
PO34YMHHMKOM (BOAA
0N iH'eKUjin) no 2 Mn
Bamnyni Ne 1y
KapTOHHI Kopo6Lii
138. | NTA®PEPOH- niodpinizat ans TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peECTpaLiiiHMX MaTepiasiB: yTOUHEHHSA 3a UA/13825/01/03
DAPMBIOTE PO3YUMHY ANst iH'EKLIA "HaykoBo- BUpPOGHMYA HanucaHHsA KOHLUEHTpauil /1ikapCbKOro 3acoby B Hakasi peuenmom
K® no 5 mnH MO, 10 BMPOGHMYA KOMMaHis MO3 Ykpainu Ne 2352 Big 28.11.2019 B npoueci
(h1aKOHIB 3 KOMnaHis "IHTepcapmbioT nepepeecTpadii. Pefakuia B Hakasi: no 1 msH, no 3 MAH, No 5
niocpinizatom y "IHTepdapm ek" MJ/TH, MO 6 MJIH, N0 9 M/IH. 3anponoHoBaHa pefakuis: no 1 MaH
KapTOHHiI kopobuj; 5 6ioTek" MO, no 3 mnH MO, no 5 msiH MO, no 6 max MO, no 9 miH MO

(h1aKOHIB 3
niocpinizatom B
KOMM/IEKTi 3
PO34MHHKKOM (BOAA
0N iH'eKUiiA) no 2 Mn
B amnynax Ne 5y
KapTOHHI kopobuj; 1
hNakoH 3
niocpinisatom B
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
KOMNeKTi 3
PO34MHHKKOM (BOAA
ONA iH'eKuiid) no 2 mn
B amnyni Ne 1y
KapTOHHI KopobLli
139. | NTA®EPOH- niocpinisat ans TOB YKpaiHa TOB "HaykoBo- YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx matepiasiB: yTOUHEHHSs 3a UA/13825/01/04
PAPMBIOTE PO3YUHY A5 iH'EKLIA "HaykoBo- BMPOGHMYa HanucaHHA KOHUEHTpaLii JlikapCbKOro 3acoby B Hakasi peyenmom
K® no 6 mnH MO, 1 BUpPOGHMYA KOMNaHis MOS3 Ykpainu Ne 2352 Big 28.11.2019 B npoueci
dhnakoH 3 KOMMaHis "IHTepchapmbioT nepepeecTpauii. Pegakuia B Hakasi: no 1 MsH, no 3 MsH, no 5
niocpinizatom B "InTepcapm eK" MJIH, No 6 M/H, Mo 9 MAH. 3anponoHoBaHa peakuis: no 1 MsH
KOMM/IEKTi 3 6ioTek" MO, no 3 maH MO, no 5 msiH MO, no 6 mnH MO, no 9 mnH MO
PO34YMHHMKOM (BOAA
0N iH'eKUjin) no 2 Mn
B amnyni Ne 1y
KapTOHHI Kopo6Lii
140. | NA®EPOH- niodpinizat ans TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peECTpaLjiiiHMX MaTepiasiB: yTOUHEHHS 3a UA/13825/01/05
DAPMBIOTE PO3YUMHY A5t iH'EKLIA "HaykoBo- BUpPOGHMYaA HanucaHHA KOHLUEHTpauil /1ikapCbKOro 3acoby B Hakasi peuenmom
K® no 9 mnH MO, 1 BMPOGHMYA KOMMaHis MO3 Ykpainu Ne 2352 Big 28.11.2019 B npoueci
(h1aKkoH 3 KOMnaHis "IHTepcapmbioT nepepeecTpadii. Pegakuis B Hakasi: no 1 MsH, no 3 MAH, No 5
niocpinizatom B "IHTepdapm ek" MJ/TH, MO 6 MJIH, N0 9 M/IH. 3anponoHoBaHa pefakuis: no 1 MaH
KOMM/IEKTi 3 6ioTek" MO, no 3 mnH MO, no 5 msiH MO, no 6 maH MO, no 9 miH MO
PO34MHHKKOM (BOAA
0N iH'eKUiiA) no 2 Mn
B amnyni Ne 1y
KapPTOHHI Kopobui
141. | NEBAHA® nopoLuok (cybecTaHuis) | Tosapucteo | YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH 10 peecTpaliiiHnux maTtepianis: -3miHu | Tuny - - UA/10775/01/01
y nakeTax noggiiHnx 3 [04aTKOBOK 3MiHM 3 siKkocTi. APl BUpo6HULTBO (iHLWi 3MiHW) - aBaHHSA
i3 nniBkn [0aTKOBOKO BignoBigasibHICT BMPOBHUYOI AiNsSHKM (Y cKnagi 3aTBepXEHOI BUPOGHMYOT
nonieTuneHoBo! AN BignoBigab 10 "IHTEPXIM" ginbHuui TAB "IHTEPXIM"), 3a agpecoto YkpaiHa, 65025, M.
hapmaLeBTUUHOTO HiCTIO Ogpeca, 21-ii kM. CTapokuiBcbKoi goporu, 40-A, ge
3aCTOCyBaHHA "IHTEPXIM" 3[iICHIETLCS BUPOOHULITBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, 36epiraHHA roToBoi NPOAYKLIT, CUPOBUHMN Ta
MaTepianiB y peecTpauiiHnx marepiaiax Logo Airoyoi
peyoBuHM [N13; BBEAEHHA a/lbTEPHATUBHOIO BUPOBHMKA
BUXifHOro /npomixHoro npoAaykty (TOB «XBOI»), o
BUKOPWCTOBYETLCA Y BUPOGHMUOMY nipouieci ADL. MiHu | Tuny -
3MiHu 3 sikocTi. A®l. Bupo6HMLUTBO. 3MiHa po3mipy cepii
(Bkntoyatoun gianazoHn) A®l abo NPOMIKHOTO NPOAYKTY, AKWIA
3aCTOCOBYETLCA Y npoueci BUpobHuuTBa Ad| (36i/1bLLEHHS 40
10 pas3iB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) - 3MiHA
po3Mipy cepil, 3aTBEPAXEHO: O4iKyBaHWi po3Mip cepii
CTaHOBUTb 6/IM3bKO 2 Kr; 3anpONOHOBaHO: PO3MIp CTaHAapPTHOI
cepii cTaHoBUTbL 6/113bkO (2,0 + 0,5)Kr; po3Mip anbTepHaTUBHOT
cepii ctaHoBUTb (4,0£1,0) kr
142. | NEBEMIP® PO3YMH NS iH'EKLN, A/T HoBo [OaHis BMPOGHUK [Oanis/ BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/4858/01/01
®IEKCMNEH® | 100 OA/mn; no 3 Mny Hopgaick Hepo3ghacoBaHO PpaHuia/ AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
KapTpuaxi; no 1 ro NPOAYKTY, Bpasunis MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa

KapTpuaxy B

HanoBHEHHA B

roTOBOrO /liKapCbKOro 3acoby, BK/IKYAKYM AiIbHALL BUMYCKY
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KapTOHHI KopooLli

BiANOBIAANbHWIA
3a BUMNYCK Cepiii
KiHLLeBOro
NPOAYKTY:
AT Hoso
Hopgaick, JaHis;
BMPOBHUK
npoaykuii 3a
MOBHUM LK/TOM:
Hoso Hopgaick
MpoatokCboH
CAC, ®paHLuis;
BUPOGHVK 415
36VpaHHs,
MapKyBaHHS Ta
yNakoBKn
dnexcleH®,
BTOPVHHOIO
nakyBaHHS:
AIT Hoso
Hopgaick, JaHis;
BMPOBHUK
Hepo3dacoBaHo
T npoaykui,
HanoBHEHHS B
MNeHdin®,
nepBuUHHA
ynakoeka Ta
36VpaHHs,
MapKyBaHHS Ta
ynakoBka
dnexcleH®,
BTOPWHHE
nakyBaHHS:
AT Hoso
Hopgaick, JaHis;
BMPOBHUK
Hepo3dacoBaHo
T npoaykui,
HanoBHEHHS B
MNeHdin®,
nepBuUHHA

ynakoska Ta

BiANOBIAa/IbHUIA 32 BUNYCK cepili KIHLEBOro NpoaykTy), 6e3
3MiHV MicUsi BUPO6HULTBA. 3MiHW BHECEHO B IHCTPYKLilO AN
MeAMYHOr0o 3aCTOCYBaHHSA LWOA0 MiCLIe3HaXOMKEHHS
BMPOGHMKA, K HACNIAOK — BIANOBIAHI 3MiHW y TEKCT
MapKyBaHHS1 yNakoBKU Jlikapcbkoro 3acoby (BBegeHHs 3MiH
NPOTAroM 6-TW MICALB NiC/A 3aTBEPAXKEHHS)

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
6araTtof030Biii MNeHdin®, cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (Ais/IbHICTD, 3a
0iHOPa30Bili LWnpuLL- nepBuHHA AIKy BiANOBiAA€E BUPOGHMK/IMNOpPTEpP, BK/OUAOUM BUMYCK Cepild)
pyuui; no 1 aéo 5 yrnakoBkKa, - 3MiHa agpecu Bupo6Huka M3 A/T Hoso Hopgaick, AaHis
LUNPWL-PYYOK Y KOHTPO/Tb AKOCTI (BMPOGHYVK HEpO3GhacoBaHOrO NPOAYKTY, HAMOBHEHHS B
Ta MeHin®, NnepBuHHA ynakoBKka, KOHTPO/1b SKOCTi Ta
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
36VpaHHs,
MapKyBaHHS Ta
ynakoBka
dnexcleH®,
BTOPVHHE
nakyBaHHs:
Hoso Hopgaick
Mpoaykao
dapmaceyTika
o Bpasinb
Ntpa., bpasunia
143. NEBIHOPUH KOHUeHTpaT ans CaHpo3 CnoBeHi | BUpo6bHULTBO "in | CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/15166/01/01
PO34unHy ANs iHAY3il dapmacbloTi A bulk", HiMeuunH | 3MiHW 8O IHCTPYKUiT ANS MeAMYHOro 3acTOCyBaHHS NikapCbKoro | peyenmom
no 100 mr/ 1 mn, no 5 Kan3 g.4. nakyBaHHs, a 3acoby y po3gin "MNo6iyvHi peakwyii" BiANOBIAHO 4O OHOBNEHOI
My donakoHi; no 1 TeCTyBaHHs: iHchopmawii woao 6e3neku Ailo4oi peyosrHU. BBefeHHs 3miH
(h/1aKOHY Y KapTOHHIl Xaynt ®apma NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS.
KopooLi BronbiHr MM6X,
HimeuumnHa;
BWMNYCK Cepil:
Nex
PapmaueBTMyHa
KoMnaHia a.4.,
144. NEBOMIUET | nopoLwwokK Ansi pO34nHy NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/2952/02/01
MH Ons iH'ekuii no 0,5, "Kuismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHS 3asBHUKa, 6e3 3MiH y MeTogax peyenmom
dpNakoHn 3 MOPOLLKOM enapat” ar" KOHTPOJT0 SKOCTI NliKapCbKOro 3acoby. 3anponoHoBaHo: MNosHa
Ha3Ba AkLioHepHe ToBapucTBo "KuniBmeanpenapart”
CkopoyeHa Hassa MNAT "KuiBmegnpenapat"”; 3MiHu | Tuny -
3MiHa Ha3Bu BUpOGHKMKa 13, 6e3 3MiH B iHCTpYKLi Ans
MeAMYHOro 3acTOCYBaHHS, Y TEKCTi MapKyBaHHS Ta 6e3 3MiH y
MeToAax KOHTPOSIO SKOCTi NiKapCbKOro 3acooy.
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"Knismegnpenapar”,CkopoyeHa Ha3sa MNMAT
"Knismegnpenapar"
145. NEBOMILUET | nopoLokK A515i pO34nHYy NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/2952/02/02
MH ons iv'ekuiino 1,0, "Kuismegnp "KuiBmegnpenap 3MiHa HallMeHyBaHHA 3asiBHUKA, 6€3 3MiH y meToAax peyenmom
(h/1TaKOHM 3 MOPOLLKOM enapart", ar" KOHTPOJII0 AKOCTI JTiKapCbKOro 3acoby. 3anpornoHosaHo: MNosHa
Ha3Ba AkLioHepHe ToBapucTBo "KuiBmeanpenapar”
CkopoyeHa Ha3sa MAT "Kuismegnpenapat"”; 3MiHu | Tuny -
3MiHa Ha3BM BMPOGHUKa /13, 6e3 3MiH B iIHCTPYKL,iT A1s
MeAMYHOro 3acTOCYBaHHS, Y TEKCTi MapKyBaHHS Ta 6e3 3MiH y
MeTofax KOHTPOJIO SKOCTi NiKapCbKOro 3acooy.
3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"Knismegnpenapar”,CkopoyeHa Hassa MNMAT
"Knismegnpenapar"
146. | NEBO®/IOKC | po3uunH ans iHdysiii MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/12726/01/01
AUVH 0,5 %; no 100 mn a6o akuioHepHe akuioHepHe 3MiHY Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsagy. peuenmom
no 150 mn y nnsww; TOBapUCTBO TOBapuCTBO 3MiHa y KOpoTKili XapakTepuCTuL NikapcbKoro 3acoby, TeKCTi
no 1 nAswui y nayui "IHdoy3isn" "IHoy3is" MapKyBaHHS Ta iHCTPYKLUIT 415 MeANYHOro 3aCTOCYBaHHS Ha
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1

nigcTaBi perynsipHo OHOBJ/THOBAHOIO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo AocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviiiHuii nepiog, abo sk
pe3ynbTaT OLUiHK/ 3BITy 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIgHO
[0 nnany negiatpuyHux gocnigpxkeHs (PIP) (3MiHY y3rogpkeHo 3
KOMMNETEHTHVM YNOBHOB&XXEHVM OPraHoM) - 3MiHW BHECEHI A0
IHCTPYKL|i 415 MeAUYHOro 3acTOCYBaHHS Jlikapcbkoro 3acoby y
po3gain "Moka3aHHS" (YTOYHEHO NokasaHHS: "roctpuii
nienoHedpput”), "Cnocié 3acTtocyBaHHs Ta fo3u",
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iyHI peakwii" BignoBigHO 40
OHOBJIEHOT iHhopMaLii Woa0 6e3neky Aikyoi pevyoBUHN.
CynyTHS 3MmiHa
- 3miHn Wwoao 6e3nekn/edpekTMBHOCTI Ta hapmMakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B's13aHb Ta YMOB BUAAvi
peecTpauiiHoro NOCBigYEHHS!, BKHOUYakum MnaH ynpaeniHHSA
pr3nkamu (3acTOCyBaHHSA TEKCTY, KU NOTOMKeHWI 3
KOMNETEHTHUM OpraHoMm);

- 3MiHW | TUny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiii xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeJMYHOro 3aCTOoCyBaHHA Ha NigcTasi perynsipHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs NikapcbKoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo sik pesynbTar OLiHK/ 3BITY 3
[ocnigpKeHb, NPoBeAeHVX BIANOBIAHO A0 MiaHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHY y3roipkeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OPraHoM) - 3MiHV BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKOro 3acoby y po3ginm
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakuii” BignosigHoO A0
OHOB/IEHOT IHdopMaLii Wofo 6e3nekn AitoUoi PeyoBUHN.
CynyTHS 3MiHa
- 3MiHK Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(u) 4o 3060B'A3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBigYeHHs, BKIoYakum MnaH ynpaeniHHA
pr3nkamm (3acToCyBaHHA TEKCTY, KNI NOrOAKeHWA 3
KOMMETEHTHUM OpraHom)

3MiHu | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
OHOB/OBAHOrO 3BITY 3 6e3nekn Nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs NikapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHKM 3BiTYy 3
[ocnigpkeHb, NpoBeAeHVX BIANOBIAHO A0 NiaHy nefiaTpuyHnx
pocnigxeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHVW BHECEeHi [0 iHCTPYKLi ans
MEeAMYHOI0 3aCTOCYBaHHS N1iKapCbKOro 3acoby y po3gain
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
"Oco6nMBOCTI 3acTOCyBaHHS" BigMOBIAHO [0 OHOB/IEHOT
iHchopmauii Woao 6e3nekun Aiyol pevyoBUHN.
CynyTHS 3MmiHa
- 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB BUAAvi
peecTpauiiHoro NOCBigYEHHSs!, BKIKOYaKum MnaH ynpaeniHHSA
pr3nkamu (3aCTOCYBaHHSA TEKCTY, KU NOrOMKeHW 3
KOMNETEHTHUM OpraHom)
147. nisanHonpPu Tabnetky no 5 mr; no TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis 3miHu | Tuny - 3a UA/8253/01/01
n 10 Tabnetok y "AcTpadapm "AcTpadchapm" OHOBJ/IEHHA 3aTBEPAXEHOI0 TEKCTY MapKyBaHHA yNakoBOK peyenmom
6nictepi; no 1 a6o 2, " niKkapcbKoro 3acoby
abo 3 6nictepn y
KopoobUi
148. ni3NHONPU Tabnetky no 10 mr, no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/8253/01/02
n 10 TabneTok y "AcTpachapm "Actpacapm” OHOBJIEHHS 3aTBEPA)KEHOTO TEKCTY MapKyBaHHS1 yNakoBOK peuyenmom
6nicTepi; no 1 abo no " nikapcbKoro 3acoby
2, abo no 3 6nictepn y
KOpOo6Li 3 KAPTOHY
149. ni3nHonNPU Tabnetku no 20 Mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/8253/01/03
n 10 TabneTok y "AcTpachapm "Actpacapm” OHOBJ/IEHHSA 3aTBEPAXEHOro TEKCTY MapKyBaHHA yNakoBOK peyenmom
6nicTepi; no 1 abo no " NiKapcbKoro 3acoby
2, abo no 3 6nictepn y
KOpOo6Li 3 KAPTOHY
150. | NIKBECTIA® TabneTku, BKpUTI AT YkpaiHa | [DxeHecapm CA pewis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - - UA/17566/01/01
NNiBKOBOIO "®papmak” AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
060/10HKO0, NO 80 Mmr, 3asBHUKA (B1ACHKKa peeCTpaLiiHOro NocBigYeHHs) 3MiHa
in bulk: 550 a6o 600 HalilMeHyBaHHA Ta afpecu 3asiBHUKa: BBeAeHHS 3MiH NpoTArom
a6o 650 6nictepiB y 6-Tn MicAUiB nicnsA 3aTBEPKEHHA. 3MiHM | TUNy -
Kopoo6Li AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BW NliKapCbKOro 3acoby -
3miHa Ha3eu J13: 3aTBepakeHo: JlikBecTis 3anponoHoBaHo:
NikBecTiAa® BBefeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
151. | NIKBECTIA® TabneTku, BKpUTI AT YkpaiHa | [OxeHecapm CA pewis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - - UA/17566/01/02
NNiBKOBOIO "®papmak” AfMiHiCTpaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
060710HKO0, Nno 120 3asBHMKa (BNacHvKa peecTpaLiiHoro nNocBig4yeHHs) 3miHa
mr, in bulk: 480 a6o HallMeHyBaHHA Ta afpecu 3asiBHUKa: BBeAeHHS 3MiH NpoTArom
520 a6o 560 6nicTepis 6-Tn MicAUIiB NicnNsA 3aTBEPKEHHA. 3MiHM | TUny -
y kopobuj AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NlikapCbKoro 3acoby -
3MmiHa Ha3sw J13: 3aTBepxeHo: JlikBecTis 3anponoHOBaHO:
NikBecTiA® BBefeHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS
152. NIHE3OMIAN | Tabnetku, BKpUTI NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/14297/01/01
H NNiBKOBOIO "Kuismegnp "Kuismegnpenap 3MiHa Ha3BMW BUPOGHUMKa /13, 6e3 3MiH y MeTofax KOHTPO/Ilo | peyernmom
060/10HKO0, N0 600 Mr enapar” ar" AKOCTI NlikapcbKoro 3acoby, TakoX 3MiHa HaliMeHyBaHHS

no 10 TabneTtok y
6nictepi; no 1
6nicTepy B naui

BMPOGHMKaA 6e3 3MiH B IHCTPYKLi 415 MeAUYHOro
3aCTOCYyBaHHS Ta y TEKCTi MapKyBaHHS JlikapCbKOro 3acooy.
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"Knismegnpenapat" CkopoyeHa Hasea MAT
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
"KviBmegnpenapart”; 3miHu | Tuny - 3miHa HaliMeHyBaHHS
3aABHUKa, 6€3 3MiH Y MeToAax KOHTPOJIH0 SIKOCTi NiKapCcbKoro
3aco0y, TakoX 3MiHa HaliMeHyBaHHS 3asBHMKa 6€3 3MiH B
IHCTPYKLUT A8 MEANYHOro 3aCTOCYBaHHA Ta 'y TEKCTi
MapKyBaHHS nikapcbkoro 3acoby. 3anponoHoBaHo: MoBHa
Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
Ckopo4eHa Hasa INAT "Kvismegnpenapat"”
153. NIHE3OMIAN | po3uuH ANns iHdysiid, 2 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/11948/01/01
H mr/mn no 300 mny "rannudap "Tannudapm” 3MiHa HalilMeHyBaHHS 3asBHUKa, 6e3 3MiH y MKA, iHCTpyKuii | peyenmom
naawLj; no 1 nswui B m" AN MeANYHOro 3acTOCyBaHHA Ta TEKCTi MapkyBaHHsA /13
nauuj (3aTBepmxeHo: MAT «[annucapm»). 3anponoHOBaHo:
MoBHa Ha3Ba AKLiOHepHe TOBapuCTBO «Iranuudapm»
CkopoyeHa HasBa MNAT «lanuudapm» ; 3MiHu | Tuny - 3miHa
HaliMeHyBaHHs1 BUPO6HUKa, 6e3 3MiH y MK, iHCTpykKUii ans
MeZMYHOro 3aCTOCYBaHHA Ta TEKCTi MapKyBaHHs J13:
3anponoHosaHo: [MoBHa Ha3Ba
AxkuioHepHe ToBapucTBo «Ianmucdapm», CkopoyeHa Ha3Ba
MAT «[annucapm»
154. NIHKOMIUWH | kancynu no 250 mr; no NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/0620/01/01
10 kancyn y 6nicTepi; "Kuismeanp "Kuismegnpenap 3MiHa HalilMeHyBaHHs BUPO6HUKa, 6e3 3MiH y MeTogax peuenmom
no 3 6nictepun y nauui enapar” at" KOHTPO/O SIKOCTi JTiKapCbKOro 3acoby. 3anponoHOBaHoO:
[MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KuiBmeanpenapat”,
CkopoyeHa Ha3Ba MNAT "KuiBmegnpenapart"”; 3miHu | Tuny -
3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeTogax
KOHTPOJT0 SKOCTI NliKapCbKOro 3acoby. 3anponoHoBaHo: MNosHa
Ha3Ba AkLioHepHe ToBapucTBo "KuniBmeanpenapart”
CkopoyeHa HasBa INAT "Kvismegnpenapat"”
155. | JIOHFOKAIH® | po3unH ans iH'eKLjii, TOB "lOpis- | YkpaiHa TOB "HOpis- YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/12900/01/01
2,5 mr/mn no 200 mn 'y Papm"” Papm"” ApMmiHicTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHA Ta/abo agpecn | peyernmom
nasiwkax MicLst MPOBaKEHHS Aisi/TIbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO /iKapCbKOro 3acoby, BKIOYaUN AiNbHULL BUMYCKY
cepii abo micLie NpoBefEeHHS KOHTPOO AKOCTI. (AiSNbHICTb, 3a
SIKY BiZnoBigae BMPOOHUK/iIMMoOpTEp, BK/IOYAOUN BUMYCK
cepiii). 3miHa agpecy Bupo6Huka TOB "tOpis-®apm”, 6e3
3MiHW MicL BUPOGHMLTBA. TEPMIH BBELEHHS 3MiH NPOTArom 6
MiCALB MiC/1A 3aTBEPAKEHHS.
156. | JIOHFOKAIH® | po3uuH ans iH'exuiit, 5 TOB "lOpis- | YkpaiHa TOB "HOpis- YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/12900/01/02
Mr/Mano 5 mny Papm"” Papm"” ApMiHiCTpaTBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecn | peyernmom
dhnakoHi; no 1 abo no MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
5 thnakoHiB y nauuj; rOTOBOrO JIiKAPCbKOro 3acoby, BK/OUaoUn AiNbHUL BUMYCKY
no 5 mn B amnyni; no cepii abo MicLe NpoBeAEHHS KOHTPOSIO AKOCTI. (BiSSIbHICTb, 3a
10 amnyn y nauuj; AKy BiANOBIAa€e BUPOGHMK/IMNOPTEp, BKOYA0UM BUMYCK
no 20 mMn 'y dNakoHi; cepiid). 3MiHa agpecy Bupo6Huka TOB "tOpis-®apm”, 6e3
no 5 chnakoHie y 3MiHW Micus BUPO6GHUMLTBA. TEPMIH BBELEHHS 3MiH NPOTArom 6
nauyi; no 50 mny MiCSLB MICNS 3aTBEPAXKEHHS.
thnakoHi; no 1
dnakoHy B mayui
157. NOPATAAWMH | Ttabnetkn no 10 wmr; no TOB YKpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnX maTtepianiB 3miHu | Tuny - 6e3 UA/2610/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
10 Tabnetok y "AcTpadapm "AcTpadpapm" OHOBJ/IEHHSA 3aTBEPAXEHOI0 TEKCTY MapKyBaHHA yNakoBOK peyenma
6nicTepi; no 1 a6o 10 " nikapcbKoro 3acoby
6nicTepis B KOPOOL
158. | MAHIT PO34uH NS iHGy3il, TOB "lOpis- | YkpaiHa TOB "tOpist- YkpaiHa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/8478/01/01
150 mr/mn; no 100 mn Papm" dapm"” AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenmom
a6o 200 mn, abo 400 MiCLiA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa
M1 Y NASLWKaX; roTOBOrO JliKapCbKOro 3acoby, BKIOYaUN AiNbHULL BUMYCKY
no 100 mn a6o 250 cepii abo MicLe NpoBefEeHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
mn, abo 500 mny AKy BiANOBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
KOHTelHepax cepiii). 3miHa agpecu BupobHuka TOB «tOpis-®apm», 6e3
3MiHU MicLA BUPO6HMLTBA. TepMiH BBEAEHHS 3MiH NPOTAroM
6-TV MicsLiB NicNsA 3aTBEPKEHHS.
159. MEBEPUH® kancynu no 200 mr, no NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/7725/01/01
10 kancyn y 6nicTepi; "Kuismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peyenmom
no 3 6nictepu B Nayuj enapat” at" KOHTPOJIO SIKOCTi /TiKapCbKOro 3acoby, TakoX 3miHa
HaliMeHyBaHHS 3asiBHVKa 6e3 3MiH B iHCTPYKL,iT ANnS MegnyHOro
3aCTOCYBaHHA Ta Yy TEKCTi MapKyBaHHS Nikapcbkoro 3acoby.
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"KuiBmegnpenapat" CkopoyeHa Ha3sa MAT
"KviBMmegnpenapat”; 3mMiHu | TUNYy - 3MiHa HaliMeHyBaHHs
BMPO6HUKA, 6€3 3MiH Y MeTOAax KOHTPO/IKO SIKOCTi MiKapCbKoro
3acoby, TakoX 3MiHa HaliMeHyBaHHS BUPOGHMKa 6e3 3MiH B
IHCTPYKLT ANS MEAMYHOr0o 3aCTOCYBaHHA Ta 'y TEKCTi
MapKyBaHHS MikapcbKoro 3acoby. 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTBO "KuiBmeanpenapar”
CkopoyeHa HasBa lNAT "Kvismeanpenapat”
160. MELITAH kancysm no 100 wmr, no AT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasliB BUNPaB/EHHS 3a UA/12318/01/01
10 kancyn y 6nicTepi; "®apmak” TeXHIYHOT NOMUIIKK, Sika Byna gonyLeHa Npy BHECEHHI 3MiH A0 | peyenmom
no 3 6nictepun y nauui Cneuudpikauii/ MeTogis BUNpo6GyBaHHS roTOBOrO NiKapCbKoro
3 KapToOHY 3aco0by, a came: Npu 3a3HayeHHi Bi4MNOBIAHOIO NOCUNAHHS Ha
aitody pegakuito EP ta ®Y 3a nokasHukoM “"MikpobionoriyHa
yucrora’.
161. MEAITAH kancynu no 300 mr, no AT YkpaiHa MAT "dapmax” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasiiB npaBeHHs 3a UA/12318/01/02
10 kancyn y 6nicTepi; "®papmak” TEXHIYHOT NOMWSIKK, sika Byna fonyLieHa Npy BHECEHHI 3MiH A0 | peyernmom
no 3 abo 6 6nictepiB y Cneuudpikauii/ MeTogis BUNpo6GyBaHHS rOTOBOrO MiKapCbKOro
nauyj 3 KapToHy 3acoby, a came: Npv 3a3HayeHHi BiAMoBigHOrO NocuaHHsA Ha
nirouy pefakuito EP ta ®Y 3a nokasHukom "MikpobionoriyHa
yucrora’.
162. MEZAITAH kancynu no 400 mr, no AT Ykpaina MAT "®dapmak” YkpaiHa BUMpaB/IEHHS TEXHIYHOI MOMWIIKK, SiKa byna gonyLieHa npu 3a UA/12318/01/03
10 kancyn y 6nicTepi; "dapmak” BHECeHHi 3MiH 0o Cneuundikavii/ MeTogis BUNpo6yBaHHS peuenmom
no 3 6nictepu y nauui rOTOBOrO /iKapCbKOro 3acoby, a came: Npu 3a3HayueHHi
3 KapToHY BiANOBIAHOrO NMOCWUIaHHSA Ha gjtody pegakuito EP ta dY 3a
nokasHukom "MikpobiosioriyHa ymcrtoTa".
163. MEKIHICT TabneTku, BKPUTI HoBapTic LLiBelina I'nakco IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux matepianis 3miHu |l Tuny - 3a UA/16836/01/01
N/1iBKOBOK 060/10HKOI0 dapma Al pis Bennkom C.A., ITanisa AeTasIbHWIA ONNC CUCTEMMW YNPaBAiHHA pU3nKaMu y BUrNagi peyenmom
no 0,5 mr, no 30 IcnaHis nnaHy ynpas/iHHA pUusnkamu, WO HafJaHWi 3asiBHUKOM,
TabneTok y chnakoHi, (nepBuHHe Ta MICTUTb PY3KK NPONOPLiiHI 3aX0AM 3 MiHIMI3aL|ii pusukie Ta
no 1 cnakoHy B BTOPUHHE 3fiicHeHHs1 chapmakoHaraagy. IHdopmadis 3 6e3neku, Lo




89

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
KapTOHHI KOpo6Lyi nakyBaHHs, npeacTasfieHa B NPOEKTi IHCTPYKL,ii 415 MeAUYHOro
BUNYyCK cepil); 3aCTOCyBaHHSA NikapcbKoro 3acoby, Bigobpaxae 3axoan 3
nakcoCmiTKns MiHiMi3aLii pu3wkiB, BiAnoBigae iHhopmMaL,i, BUKnageHin y
H nnaaHi ynpas/iHHA pU3nKamu.
MaHyakTypuHr
C.n.A,, ITania
(BMPOGHYMK
Hepo3ghacoBaHO
T npoAykuii Ta
KOHTPO/b
SAKOCTI)
164. MEKIHICT TabneTku, BKPUTI HosapTic LLiBeliya Inakco IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux martepianis 3miHu |l Tuny - 3a UA/16836/01/02
NAiBKOBOK 0O0IOHKOD dapma Al pist Bennkom C.A., ITanisa [AeTanbHWil ONWC CUCTEMU YNPaBAiHHA pU3VKaMu y BUTNSA) peyenmom
no 2 mr, no 30 IcnaHis nnaHy ynpas/iHHA pU3nkamu, WO HafaHWi 3asiBHUKOM,
TabneTok y hnakoHi, (nepBuHHe Ta MICTUTb PY3KK NPONOPLiHI 3aX0Au 3 MiHIMi3aLii pusukis Ta
no 1 conakoHy B BTOPUHHE 3[jiicHeHHs dhapmakoHariagy. IHdopmauia 3 6e3neku, Lo
KapTOHHI KopooLyi nakyBaHHs, npeacTasneHa B NPOEKTI iHCTPYKLIT A1 MeguyHoro
BMNYCK cepil); 3aCcTOCYyBaHHS NikapCcbKoro 3acoby, Bifobpaxae 3axoam 3
nakcoCwmitKns MiHimi3aLii pu3ukiB, BignoBigae iHopmaLii, BUKNageHin y
H nnaHi ynpasniHHA puU3nkamu.
MaHyhakTypuHr
C.n.A,, Itanis
(BUPOGHWMK
Hepo3dacoBaHo
T npoAykuii Ta
KOHTPO/b
AKOCTI)
165. MENCI Tabnetkv no 7,5 wmr, TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/8397/01/01
no 10 Tabnetok y "AcTpachapm "Actpacapm” OHOBNEHHA 3aTBEPYKEHOr0 TEKCTY MapKyBaHHS YNakoBOK peyenmom
6nictepi; no 2 " NiKapcbKoro 3acoby
6nictepu y Kopobui
166. MENCI Tabnetky no 15 mr no TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis MiHu | Tuny - 3a UA/8397/01/02
10 TabneTok y "AcTpachapm "Actpacapm” OHOBJIEHHS 3aTBEPL)KEHOrO TEKCTY MapKyBaHHS ynakoBOK peyenmom
6nicTepi; no 2 " nikapcbKoro 3acoby
6nictepu y Kopobui
167. | MEMAHTUH TabneTku, BKpUTI TeBa I3painb | BupobHuuTBO 32 I3pains/ BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14465/01/02
20-TEBA NNiBKOBOIO PapmaueBTi MOBHUM UMKIOM: | YropluvHa AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
060/10HKO0, N0 20 Mr Kau TeBa MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa
no 10 TabneTtok y IHpacTpi3 dapmaneBTikan roTOBOrO JIiKAPCbKOro 3acoby, BK/OUaoUM LiNlbHULi BUMTYCKY
6nicTepi; no 3 nrp, IHpacTpis NTg,., cepii abo MicLe NpoBefeHHS KOHTPOSIO AKOCTI. (BiSNbHICTb, 3a
6nicTepy B KOpOO6L I3paine; AKy BignoBifae BUPOOHMK/IMNOPTEP, BKIKOHYAOUM BUNYCK CEpiit)
MNepBuHHa Ta - 3miHa agpecu BupobHuka 13 AT dapmaueBTUYHWIA 3aBOS,
BTOPUHHA TEBA, YropwuHa (nepBvHHa Ta BTOPUHHA YNakoBKa, KOHTPO/1b
yrnakoBkKa, AKOCTI, BUMNYCK cepii), 6e3 3MiHW MicLs BUPO6HULITBA
KOHTPO/b AKOCTI: (BBegeHHs 3MiH MPOTAroM 6-TW MicALiB Nicns 3aTBEPAKEHHS)
TeBa

dapmaueBTikan
IHgacTpi3 JT4.,
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13pains;
MNepBuHHa Ta
BTOPUHHA
ynakoBKa,
KOHTPO/b AKOCTI,
BUNYCK cepil:
AT
PapmaueBTUYHU
i 3aBog TEBA,
YropuwmHa

168.

MEPOHEM

MOPOLLOK A/151 PO3UUHY
Ons iH'ekyin no 500
Mr; no 10 cpnakoHis 3
NMOPOLLKOM Yy
KapTOHHI Kopo6Lyi

Mdpaiizep
Eiu. Ci. M.
Kopnopeiiw

H

CWA

Bupo6HKK "in
bulk":
EiCiEc [o6dap
Cna, ITanis
abo
CymiTomo
[LeiHinnoH
®apma Ko.,
NitA., AnoHis;
Bnpo6HKK,
BiANOBiAaNbHWI
3a NepBUHHY
yNakoBKy,
BTOPWHHY
yMaKoBKy,
BUNYCK cepil:
3am60H
CsiTUuepnaHg,
nra,
LLseiuapis;
Brpo6HuK,
BiANOBiAaNbHNMIA
3a BTOPUHHY
yMaKoBKy,
BUMYCK cepil:
AcTpa3eHeka
HOK NimiTep,
Benvka
BputaHis

ITania/
AnoHisi/
LLiBefiuapi
al
Benvka
BputaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIKYAKUMN AiNbHULL BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPOO SKOCTI. (AiSNbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiid) - 3miHa agpecu BupobHuka 13 EiCiEc Jo6cap Cna,
ITanis (Bupo6HuK "in bulk"), 6e3 3mMiHN MicLa BUpOGHULTBA

3a
peyenmom

UA/0186/01/01

169.

MEPOHEM

NOPOLLOK A/ PO3UUHY
Ons iH'ekyin no 1000
mr; no 10 dhnakoHiB 3
NOPOLUKOM Y
KapTOHHI Kopo6Lli

Mdpaiizep
Eu. Ci. M.
Kopnopeiiw

H

CLIA

Brpo6HuK "in
bulk™:
EnCiEc [o6dap
Cna, Itanis
a6bo
CymiTomo
LeiiHinnoH
®apma Ko.,
JIT4., AnoHis;

ITania/
AnoHis/
LLisenuapi
a/
Benvka
BputaHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLiA NMPOBa)KEHHSA AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIOYaUun AiNbHULL BUMYCKY
cepii abo MicLe NpoBeAEeHHS KOHTPOSIO AKOCTI. (QiSNbHICTb, 3a
AKY BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/IHOYAKOYM BUMYCK
cepiid) - 3miHa agpecu BupobHuka 13 EiCiEc Jobdap Cna,
ITania (Bupo6HMK "in bulk"), 6e3 3MiHM MicLA BUPOGHULTBA

3a
peyenmom

UA/0186/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
Brpo6HuK,
BiANOBiAaNbHMIA
3a NepBUHHY
yNaKoBKy,
BTOPWHHY
ynakoBkKy,
BWMNYCK Cepil:
3am60H
CsiTUepnaHg,
A,
LLiBeiiuapis;
Bupo6HYK,
BiANOBIAA/IbHWIA
3a BTOPVHHY
ynakoBkKy,
BMNYCK cepil:
AcTpa3eHeka
HOK Nimites,
Benvka
BpuTaHis
170. | MEPOMNEHEM | nopoLuok ansa Mictpan AHrnis PakTa ITanis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/16112/01/01
- BICTA NpUroTyBaHHs Kenitan dapmacbHoTici 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
PO3UUHY ONs1 iH ekt MeHemxmeH C.N.A. 3MiHa y TepMiHax npuaaTHoOCTI abo ymoBax 36epiraHHs
no 500 wmr; 1 a6o 10 T NimiTeq, rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
(h/1aKOHIB 3 MOPOLLKOM npuaaTHOCTI FOTOBOrO fiKkapcbKoro 3acoby) - [11s Toprosoi
Y KapTOHHi kopobLyi ynakoBkM (NigTBEPAXYETLCA AaHUMU peasibHOro vacy) -
36i/IbLLEHHSA TEPMiHY NMPUAATHOCTI FOTOBOTO NiKapCbKOro
3ac00y Ha OCHOBI NO3WUTVBHYX pe3y/bTarTiB 4OBrOCTPOKOBUX
[ocnimpkeHb CTabinNbHOCTI y peasibHOMY Yaci: 3aTBepKeHo:
TepmiH npugaTHOCTi. 3 poky 3anponoHoBaHo: TepMiH
npuaaTHocTi. 4 pokn BBeAeHHS 3MiH NPOTAroM 6-X MicsuiB
nicns 3aTBepKeHHs.
171. | MEPOMNEHEM | nopoLuok ans Mictpan AHrnis PakTa ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/16112/01/02
- BICTA NpUroTyBaHHsA Kenitan PapmacbHoTiCi 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
PO3YUHY OS5t iH eKLiit MeHemxmeH C.N.A. 3MiHa y TepMiHax npugatHocTi abo ymoBax 36epiraHHs
no 1000 mr; 1 a6o 10 T Nimiteq, rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
(P/1aKOHIB 3 NOPOLLKOM npuaaTHOCTI FOTOBOrO fikapcbKoro 3acoby) - [11s Toprosoi
Y KapTOHHI kopobLj ynakoBkM (NigTBEPAXYETLCA AaHUMU peasibHOro Yacy) -
36i/bLUEHHSA TEPMiHY NMPUAATHOCTI FOTOBOTO NiKapCbKOro
3ac00y Ha OCHOBI NO3WUTUBHYWX pe3y/bTarTiB 4OBrOCTPOKOBUX
[ocnimpkeHb CTabiNbHOCTI y peaslbHOMY Yaci: 3aTBepKeHo:
TepmiH npugaTHoOCTi. 3 poku 3anponoHoBaHo: TepMiH
npuaaTHoOCTI. 4 pokn BBeAeHHs 3MiH NPOTAroM 6-X MicsiLiB
nicns 3aTBepKeHHs.
172. METUNYPAL, | cyno3uTopii pekTasibHi NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/6754/02/01
mn no0,5r,no5 "MoHdpapm" "MoHdpapm" BHECEHHS 3MiH 40 MeToziB BUNpo6yBaHHA roTOBOr0 peyenma

cynosuTopiis y cTpuni;
no 2 CTpunu y navi 3

nikapcbKoro 3acoby, 3okpema: - 3a nokasHvikamu "KinbkicHe
BM3HaYeHHs", "OQHOPIAHICTb 1030BaHMX OAMHULL",
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173.

METUNPEL

KapToHy

TabneTkn no 16 mr no

"CynpoBigHi AOMILLKM" - HE3HAYHI 3MiHU 1O METOZiB
BUNPOGYBaHHA Ta PO3paxyHKOBUX hOpMYII; - 3MiHa Ha3BU
nokasHuka "Yac nosHoi gedopmadii’ Ha "Hac po3m'aKweHHs
ninocpinbHNX cynosuTopiis";
3MiHK | TUNY - 3MiHK, NOB’A3aHi 3 NPUBEAEHHAM PO34iny
“Mikpob6ionoriyHa uncToTa” 4o BUMOT Ailo4oro BugaHHa oY
CynyTHsA 3MiHa - 3MiHa y MeTofax BUNPOOYBaHHS rOTOBOIO
nikapcbKoro 3acoby (151 NpUBEAEHHS Y BigNOBiAHICTb 3 DY
a60 €Bponelicbkor hapMakoneer Ta BUTyUYEHHS NMOCUIaHHS
Ha 3acTapinuii BHyTPILLHI/A MeToA BUNpoOyBaHHS i 1ioro
HOMep);
3MiHKM | TUNY - BHECEHHS 3MiH A0 CneundikaLii roToBoro
NiKapcbKoro 3acoby, 3o0kpema: 3mMiHa Ha3Bu nokasHuka "Hac
noBHOI Aechopmalii” Ha "Hac po3M'aKLLIEeHH: NinoginbHUX
Cyno3nTopiiB", yTOUHEHHS KpUTEPITB NPUIAHATHOCTI 3a
nokasHukoM "OfHOPIAHICTb 1030BaHNX OAUHULL" 06YMOBEHO
npuBeAEeHHAM Y BiANOBIAHICTb A0 BUMOr APY; 3MmiHu | Tuny -
3MiHK, NOB’A3aHi 3 3aMiHOI0 Po3Ainy “PO3UYMHEHHS” Ha Po34in
«Po3nagaHHs» 3rigHo Bumor A®Y (gitoue BUAaHHs, 3arasibHa
cTaTTa Ha «Jlikapcbki 3aco6u 418 peKkTanbHOro
3acTocyBaHHs»); CynyTHS 3MiHa - 3MiHa y MeTofax
BMNPOGYBaHHSA roTOBOrO /iKapPCbKOro 3acoby (iHLWi 3MiHN Yy
MeToAax BUNpobysBaHb (BK/IOYaoun 3aMiHy abo [0MOBHEHHS))

nocsi0YeHHs

174.

METONPON

30 TabneTtok y
thnakoHi, no 1
(h/1akoHY B KAPTOHHIN
Kopoo6Li

TabneTkn no 25 mr no

OpioH
Kopnopeiiw
H

MAT

PiHNAHA
]

Ykpaina

OpioH
KopnopeiiuH,
DiHNAHAINA;
AnbTepHaTUBH
1A BAPOGHUK,
Lo 34iicHIoE
nepBuHHe,
BTOPUHHE
naKyBaHHS Ta
BUMYCK cepii:
OpioH
KopnopeiiliH,
DiHNAHAIA

MAT

PiHnaHgia/
YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiaslis: yTOYHEHHSA
HanucaHHA BMPOGHUKIB flikapcbKoro 3aco6y B Hakasi MO3
YkpaiHu Ne 91 Big 17.01.2020 B npoueci BHECEHHS 3MiH -
3MiHM | TUAY - 3MiHW WOA0 PO3AiNEHHS TEKCTY IHCTPYKLIT ANns
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Metunpeg,
Tabnetkun no 4 mr Ne 100 Ha yKpaiHCbKiii MOBi Ta TabneTkM no
4 mri 16 mr Ne 30 Ha ykpaiHCbKill Ta poCiiiCbkiii MOBI Ans
KOXHOrO BMPOGHMKa OKpeMo. BBefeHHSA 3MiH NpoTArom 6-tu
MiCALIB NiCNA 3aTBEPAXKEHHS.

Pepakuis B Hakasi: OpioH KopnopeiiwH, ®iHnaHais
(anbTepHaTMBHWI BUPOOHUK, WO 34iICHIOE NEPBUHHE,
BTOPVHHE NakyBaHHA (419 nakyBaHHA Ne30, Ne100) Ta Bunyck
cepiii (a5 nakyBaHHA Ne30)); OpioH KoprniopeiiiH, ®iHnaHgisA
(BMPOGHIK, LU0 34iACHIOE BUPOOHULITBO 38 MOBHUM LIMK/TOM
(ans nakysaHHA Ne30, Ne100)); TOB "Kycym dapm”, YkpaiHa
(anbTepHaTMBHMI BUPOOHUK, L0 34iICHIOE BTOPUHHE
nakyBaHHs!, KOHTPO/Ib SIKOCTi i BUNYCK Cepiii (415 nakyBaHHS
Ne100)). 3anponoHoBaHa pegakuis: OpioH KopnopeiiliH,
DiHNAHAIA; ANbTePHATUBHUI BUPOGHUK, WO 3AiliCHIOE
nepBuHHe, BTOPUHHE NaKyBaHHA Ta BUNYCK cepii:

OpioH KopnopeiilwH, ®iHNAHAiIA

3a
peyerimom

UA/0934/01/02

on

10 Tabnetok y
6nictepi; no 3

6nicTepy y nayui

"Kuismegnp
enapat"

"Kuismegnpenap
ar"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHSA 3asBHUKa, 6e3 3MiH Y meToAax
KOHTPOJI0 SAKOCTi NiKapCbKOro 3acoby TakoX 3miHa

HalilMeHyBaHHS 3asiBHMKa 6e3 3MiH B iHCTPYKLii 415 MeAUYHOro

3a
peyerimom

UA/2548/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCYBaHHA Ta y TEKCTi MapKyBaHHs J13. 3anponoHOBaHo:

MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”

CkopoyeHa Ha3sa MNAT "Kuismegnpenapat"”; 3MiHu | Tuny -
3MiHa HaliMeHyBaHHs BUpPOOHUKa, 6e3 3MiH y MeToAax

KOHTPO/O SIKOCTI JIIKapPCbKOro 3acoby, TakoX 3MiHa
HaliMeHyBaHHS BUPOOHYVKa 6e3 3MiH B iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA Ta Y TeKCTi MapkyBaHHA J13.
3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"Knismegnpenapar"

175.

METONPON
on

Tabnetkv no 50 mr no
10 TabneTok y
6nictepi; no 3
6nictepy y nauui

MAT
"Kuismegnp
enapat"

YkpaiHa

MAT
"Kuismegnpenap
ar"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
KOHTPOJIH0 SIKOCTi MiKapCbKOro 3acoby TakoX 3miHa
HalilMeHyBaHHS 3asiBHUKa 6e3 3MiH B IHCTPYKL,ii 415 MeguyYHOro
3aCTOCYBaHHA Ta y TEKCTi MapKyBaHHs J/13. 3anponoHOBaHo:
MoBHa Ha3Ba AkLioHepHe ToBapucTBO "KniBmegnpenapat”
CkopouyeHa Ha3Ba MNAT "KuiBmegnpenapat"”; 3MiHu | Tuny -
3MiHa HalilMeHyBaHHs BUPO6HUKa, 6e3 3MiH y MeTofax
KOHTPO/O SIKOCTi JTiKapPCbKOro 3acoby, TakoX 3MiHa
HaliMeHyBaHHS BUPO6HUKa 6e3 3MiH B iHCTPYKLi A1s
MeAMYHOro 3acTOCYBaHHSA Ta Y TeKCTi MapKyBaHHA J13.
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"KvniBmegnpenapar"

3a
peyenmom

UA/2548/01/02

176.

METOMNPON
on

Tabnetky no 100 mr
no 10 TabneTtok y
6nicTepi; no 3
6nictepy y nauui

MAT
"Kuismegnp
enapat"

YKpaiHa

MNAT
"KuiBmegnpenap
ar"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeTogax
KOHTPOJIH0 SIKOCTi MiKapCbKOro 3acoby Takox 3MiHa
HallMeHyBaHHs 3asiBHMKa 6€3 3MiH B iHCTPYKL,ii 4151 MeguyHoro
3aCcTOCYBaHHSA Ta 'y TEKCTi MapKyBaHHS J13. 3anponoHOBaHO:
MoBHa Ha3Ba AkLjioHepHe ToBapucTBo "KuiBmeanpenapat”
CkopoyeHa Ha3Ba MNAT "KuiBmegnpenapart"”; 3miHu | Tuny -
3MiHa HalilMeHyBaHHs BUPOOHUKa, 6e3 3MiH y MeToAax
KOHTPOJI0 SIKOCTi JliKapCbKOro 3acoby, TakoX 3miHa
HaliMeHyBaHHs1 BUPOGHUKa 6€3 3MiH B iHCTPYKLii ons
MEeLNYHOro 3aCTOCyBaHHA Ta y TEKCTi MapKyBaHHs J13.
3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"Knismegnpenapar”

3a
peyenmom

UA/2548/01/03

177.

MOMAT
KPEM

kpem 0,1 %; no 5 r a6o
151 B Ty6i; no 1 Ty6i y
KapTOHHIlA ynakoBL,i

neHmapk
dapmacboT
nkans Jita,.

IHais

rneHmapk
dapmacbloTuKan
3 fliviten, HAis;
rneHmapk
dapmacbloTuKan
3114,

IHais

BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny -
BHECEHHS 3MiH [0 po34iny “MapkyBaHHA" MeTofax KOHTPOSI0
SAKOCTi Nikapcbkoro 3acoby: 3anponoHoBaHO: MapkmpoBka.
CornacHo yTBepXAeHHOMY TEKCTY MapKMPOBKN. 3MiHV BHECEHI
LLI00 NPUBELEHHS TEKCTY MapKyBaHHS YNakoBKW JliKapCbKOro
3acoby y BiANOBIAHICTb A0 BUMOr Haka3ly MO3 YkpaiHu Bif
23.07.2015 Ne 460.

3a
peyenmom

UA/7827/01/01

178.

MOMAT
MA3b

masb 0,1 %; no 5 r abo
15y T1y6i; no 1 Ty6i y
KapTOHHI ynakoBLi

nenmapk
dapmacboT
vikans Jita,.

IHais

neHmapk
PapmacbioTuKan
3 JlimiTea, IHAjs;
neHmapk
PapmacbioTukan
3 /114,

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3amiHa po3giny “I'paciyHe ohopMNEHHA ynakoBKn” Ha po3ain
“MapkyBaHHsA" B MeTOoAax KOHTPOJIO SKOCTi NliKapCbKOro
3acoby: 3anponoHoBaHo: MapkupoBka. CornacHo
YTBEPXAEHHOMY TEKCTY MApKUPOBKM. 3MiHWN BHECEHI LLOA0
NpYBeAEHHS TEKCTY MapKyBaHHS YMakoBKM NikapCbKOro 3acoby

3a
peyenmom

UA/7827/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
y BifMoBigHICTb A0 BUMOT Hakaly MO3 Ykpainu Big 23.07.2015
Ne 460.
179. MYKANTUH® | Ttabnetkn no 50 mr, no NAT YKpaiHa NAT YKpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis 3miHu | Tuny - 6e3 UA/1982/02/01
10 Tabnetok y "rannudap "rannudapm", 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MKH, iHCTpyKuil peyenma
cTpunax; no 10 m" 0151 MeUYHOro 3aCTOCyBaHHS, TEKCTI MapkyBaHHSA J13;
TabneTok y cTpuni; no 3anponoHoBaHo: NMoBHa Ha3Ba AKL,iOHEpHE TOBapnCTBO "
3 cTpynu B nauvuy; rannudapm”
no 30 Tabnetok y CkopoueHa Hazea MNAT " lanuydapm"; 3miHK | TUNY - 3mMiHa
KOHTeliHepi; no 1 HaliMeHyBaHHS BUPOGHIKKa, 6€3 3MiH Y MeTOAax KOHTPO/I0
KOHTEeWHepy y nauui; AKOCTI NikapcbKoro 3acoby; 3anpornoHoBaHo:
no 10 TabneTtok y MoBHa Ha3Ba AKLioHepHe ToBapucTBo "lrannudgapm”
6nictepax; no 10 CkopoyeHa HasBa MAT "lanunudapm”
TabneTok y bnictepi;
no 3 6nictepun B nayi
180. HANBY®IH- PO3YMNH ANS iH'EKLNA, ToBapuctBo | YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/13460/01/01
3H 10 mr/mn, no 1 mn a6o 3 obmexeHo 3MiHa HalilMeHyBaHHs BUpobHUka A®I HanbydiHy peyenmom
no 2 mn B amnyni; o5 | obMmexeHow BignoBigasibHICT rigpoxnopugy 6e3 3miHu Micusi BAPOOHULTBA
a6o no 10 amnyn y BignoBigaIb 10 "XapkiBCcbke
KOpOO6Li 3 KapTOHY; Mo HiCTIO hapmaueBTuyHe
1 mn ab6o no 2 mn B "XapkiBcbke nignpueMcTBo
amnyni; no 5 amnyny thapmaveBT "3p0poB's
6nicTepi, no 1 abo 2 N4YHe Hapoay"
6nictepu y Kopobui 3 nignpuemcTs
KapTOHY 0 "340poB'A
Hapogy"
181. HEWPOKCOH | posuuH ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis 3mMiHW | TNy - 3a UA/12114/02/01
® NnepopasibHOr0 "Tanmudpap "Tanmudgapm" 3MiHa HalilMeHyBaHHS 3asiBHUKa, 6e3 3miH y MKA /13 ,6e3 3miH | peyenmom
3acTocyBaHHs, 100 m" B IHCTPYKLUIT 415 MEAWYHOrO 3aCTOCYBaHHSA Ta 'y TEKCTI
mr/mn no 45 mny MapKyBaHHs J13; 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
dhnakoHi; no 1 ToBapucTBo " MNasimudpapm”
(h1aKkoHy pas3om i3 CkopoyeHa HasBa MNAT " lanuddapM"; 3miHK | TUNY - 3MiHa
[,03aTOpPOM Y nauLli HaliMeHyBaHHS BUPOOHMKa, 6e3 3MiH Y METOAAX KOHTPO/O
SIKOCTi JTiKapCbKOro 3acoby, 6e3 3MiH B iHCTPYKLi A/1s
MeAMYHOro 3acTOCYBaHHSA Ta Y TeKCTi MapkyBaHHA J13;
3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHEpHE TOBapUCTBO
"Tannucdapm"
CkopoueHa Hasea MNAT "lranuydapm"
182. HEO-AHIMH® | nboasHvku no 12 [veachapma | Himeuun [Jveadcapma HimeuunH BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis 3miHW | TNy - 6e3 UA/10762/01/01
BULLUHA NbOASAHUKIB y 6nicTepi; 6X Ha v6X, a 3MiHM Woa0 6e3nekn/ehekTMBHOCTI Ta hapMakoHarisay. peyenma
no 2 6nictepu B HimeyunHa BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy

KapTOHHi Kopo6bLy

(Bignosigae 3a
BUMYCK cepii);

thapmakoHarnsgy (BBELAEHHS y3arasibHEHUX AaHKX NPo
cucTemy hapMakoHarnsgy, 3MmiHa ynoBHOBaXXeHO! 0co6y,

Knoctepcpay BiANOBIAA/ILHOI 32 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
Bepnin T'M6X , 0cobu 3 thapmakoHarnsgy 3asBHUKa 415 34iNCHEHHSA
HimeuunHa thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
(BUPOBHMLTBO YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
Hepo3acosaHo hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
1 npoaykKuii) PO3MiLLEHHI MacTep-thaina cuctemn dhapmakoHarnsay);
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3MiHa KOHTaKTHOT 0c06M YNOBHOBaXEHOI 0CO6M 3asBHIIKA,
BiANOBIAANILHOI 3a 34iiCHEHHA (hapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepfakuin: BiTkoBcbka TeTsHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0Cco6U 3asBHKa, BiANOBIAALHOI 32 3iiCHEHHS
hapmakoHarnsgy B Ykpaii.
183. HIMECVH® Tabnetkv no 100 Mr OpraHocuH IHAjsA EBepTomKeH IHgjisa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - 3a UA/9973/01/01
no 10 Tabnetok y Naiicp Naiicp CaeHeuns OHOBJ/IEHHA BXE 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS AN peyernmom
6nicTepi 3 honbru CaeHcus Nimiteq ynakoBku in bulk: no 2500 TabneTok y KOHTeliHepi i3
anoMiHieBOi Ta NNiBkx Mnet. N14. nonieTuneHy BUCOKOT LWiNbHOCTI (BHECEHHS NO3HAYEHb
NONIBIHIXI0PUAHOT; OOMHULb BYMIPIOBaHHS, 3 BUKOPUCTAHHAM J1iTep NaTUHCLKOro
no 1 a6o 10 6nictepis andasiTy); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA
Y KapTOHHII mayui; no nikapcbKoro 3acoby: 3anponoHoBaHo: 3rigHO 3aTBEPAXXEHOT0
10 TabneTok y TEKCTY MapKyBaHHA
6nicTepi i3 donbru Ta OHOBMEHHA 3aTBEPIXXEHOr0 TEKCTY MapKyBaHHS ynakoBOK
anomiHieoi; no 1 abo rOTOBOrO JliKapCbKOro 3acoby.
10 6nicTepiB y BBefeHHs 3MiH NpOTAroM 3-x MicsAUIB NiCNs 3aTBEPKEHHS.
KapTOHHIN nayui
184. HIMECVH® Tabnetkw, in bulk: no OpraHocuH IHais EBepTogxeH IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/9974/01/01
2500 Tabnetok y Naiigp Naiic CaeHcns OHOBJ/IEHHSA BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHA AN peyenmom
KOHTeliHepi i3 CaeHcu3 NimiTeq ynakoBku in bulk: no 2500 Ta6neTokK y KOHTelHepi i3
nonieTuneHy BUCOKOI Met. 114. nonieTuneHy BUCOKOI LWiNIbHOCTI (BHECEHHSI NO3HAYEHb
LWinbHOCTI OZMHULb BUMIPIOBaHHS, 3 BUKOPUCTAHHSAM NiTep NaTUHCLKOro
andasiTy); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA
nikapcbKoro 3acoby: 3anponoHoBaHo: 3rigHO 3aTBEPAXEHOT0
TEKCTY MapKyBaHHS
Ta OHOBMEHHA 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS ynakoBOK
roTOBOrO Nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTAroM 3-x MicsUiB NicNs 3aTBEPKEHHS.
185. HOPBIP TabneTkn, BKPUTI EG66BI LBeriya | E66BI folunaHg | HimeuunH BHECEHHS 3MiH 0 peecTpauiiHux matepianiB 3miHu |l Tuny - 3a UA/7004/03/01
NNiBKOBOIO Biochapmachb pis v6X i Ko. Kl a 3MiHM BHECEHO [0 iIHCTPYKLi ANA MeMYHOro 3aCTOCyBaHHA | peyernmom
060/10HKO0, N0 100 Mr toTikan3 nikapcbkoro 3acoby Ao po3ginis "MpoTunokasaHHs",
no 30 a6o 60 X "B3aemMogis 3 iHWMMM NiKapCbKUMM 3acobamm Ta iHLWi BUan
TabneTok y B3aEMOZii1". BBefleHHS 3MiH NpoTArom 6-Tu MicALiB nicns
nnacTuKoBomy 3aTBEPAKEHHS
dhnakoHi, no 1
dhr1akoHy B KapTOHHiiA
Kopoo6Li
186. | OKCUBYTUHI | nopowiok AT YkpaiHa MKEC ®innenp | ®iHnaHgis/ BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - - UA/4923/01/01
HY KpucTaniyHmi "KUIBCbKN Oy, ®PiHNAHAIA; PpaHuis 3MmiHu 3 aKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
FAPOXNOPU | (cybecTaHuis) y " MKEC (Cenok BiAnoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
il naketax nogBinHMX BITAMIHHW ®paHce CaiiT), MopaHHA HOoBOro abo OHOBMIEHOrO cepTudiikaTa BifNOBIAHOCTI
nonieTuneHoBux A/1s " 3ABOA" PpaHuis abo BUNyYEHHs cepTudikaTa BignoBigHOCTI EBponeichkiii

dhapmaLleBTUYHOrO
3aCTOCYBaHHS

thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/NpOMiKHOTO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ANs AONOMIDKHOI
peyoBUHM - foaaBaHHA BUPOOHMYOT AinbHULi PCAS (Seloc
France Site), France ansa A®| okcMbYTUHIHY Tigpoxnopuay
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
BiANOBiAHO fo0 3aTBepmkeHoro CEP Ne R1-CEP 1998-143-Rev
05
187. | OKTPEOTUA PO3YUNH NS iH'EKLNA, M. BioTek Benuvka BupobHuk, wjo HimeuunH BHECEHHS 3MiH [0 peecTpavuiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/14242/01/01
- MB no 0,05 mr/mn no 1 mn Nt BpuTtaHi siorosidae 3a a 3MiHu 3 sKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
B amnyni, no 5 amnyn A BUIYCK cepil: BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0A4ATKOBOI AiNbHULL
B Maulj 3 KAPTOHY BeHganic M'm6X, BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npolecy
HimeuumnHa; roTOBOrO JlikapcbKoro 3acoby (AiNbHULSA, Ha SKili TPOBOASATHLCSA
Bupo6Huk, wo 6yab-AKi BUpOOHUYI CTagji, 3a BUHATKOM BUNYCKY cepii,
30ilicHoe KOHTPO/IO SAKOCTi Ta BTOPUHHOIO NakyBaHHA A/151 CTEPUSIbHUX
MosHUU YUK/ nNikapcbKnx 3acobiB (BKOUa0UY BUPOGEHI acenTUiHUM
BUPOBHUYMBA, MEeTOA0M), KPiM JTiKapCbkMX 3ac06iB
Kpim s8umnycky 6i0N10riYHOro/iMyHO/IONYHOrO NOXOAKEHHS). CynyTHSA 3MiHa-
cepii: 3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
Baccepbyprep BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0A4ATKOBOI AiNbHULL
ApuHeimMiTTenss BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOrO BUPOGHMYOTO npouecy
epk Mm6X, rOTOBOrO JiKapCbKOro 3acoby (ZiIbHULSA 4715 BTOPUHHOTO
HimeuunHa nakyBaHHs) - BBEAleHHS 4OAATKOBOI AiNbHULL BUPOGHMLTBA
a6bo Contodapm dapmauoiiTiwe EpuoirHicce MmoX, HimeuunHa
Contochapm (BMPOOGHYIK, L0 34iACHIOE NOBHWI LMK/ BUPOOHULITBA, KPiM
dapmavoiiTie BUNYCKy cepii). 3MiHu | Tuny - 3miHK 3 sIKOCTi. FoTOBUIA
EpuotirHicce nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
v6X, iMnopTepa/aMiHu, L0 CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/I0
HimeuuunHa; SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
A/lbmepHamusH OiNbHUL, Ha AKI 34iACHIOETECA KOHTPOL/BUNPOGYBaHHSA
uli BUPOBHUK, cepii) - BBeAEHHSA AOAATKOBOI Ai/TbHNL BUPOOHMLTBA
wo 30iticHoe Contochapm PapmavoiiTiwe Epuoiirdicce FTm6X, HimeuunHa.
BMOPUHHE
rnakyBaHHsl:
BiokaHon
dapma M'M6X,
HimeyunHa
188. | OKTPEOTU/A PO3YMH NSt iH'EKLNA, M. BioTek Benvka Bupo6bHuk, wo HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/14242/01/02
- MBb no 0,1 mr/mnno 1 mn nrtg BpuTaHi Bionosidae 3a a 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peyenmom
B amnyni, no 5 amnyn a BUIYCK cepii: BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
B Mauli 3 KApTOHY BeHpanic M'm6X, BMPOBHULTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npoLiecy
HimeuumnHa; roTOBOrO JlikapcbKoro 3acoby (AifbHULSA, Ha SKill TPOBOASATHLCSA
Bupo6HuUK, wjo 6yab-AKi BAPOOHUYI CTaAji, 3a BUHATKOM BUMYCKy cepil,
30ilicHoe KOHTPO/I0 SKOCTi Ta BTOPUHHOTO MakKyBaHHS 418 CTEPUSIbHUX
MnosHUU YUK/ nikapcbkux 3acobiB (BkNOYaOUY BUPOGIEHI acenTUiHUM
BUPO6HUYMBA, METOZ0M), KpiM Nikapcbknx 3acobis
Kpim surnycky 6i0N10ri4YHOro/iMyHOMOMNYHOr0 NOXOAKEHHS). CynyTHA 3MiHa-
cepii: 3MiHu 3 sKocTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN y
Baccepbyprep BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
ApLHeiMiTTeNbB BMPOGHMLTBA /15 YaCTMHM abo BCbOro BUPOGHMYOTrO npoLiecy
epk M'vbX, rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOIO
HimeuunHa nakyBaHHs) - BBE,€HHSA AOAATKOBOI Ai/IbHUL BUPOGHMLTBA
a6bo Contochapm PapmavoiiTilwe Epuoiirnicce FTM6X, HimeuunHa

Contodhapm

(BUPOOBHVIK, L0 3AiCHIOE NOBHWI LMK/ BUPOOHULITBA, KPIM
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
dapmavoiiTie BUMYCKy cepii). 3miHu | Tuny - 3miHu 3 SKocTi. FoToBMIA
EpuolirHicce nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
rvoéX, iMnopTepa/3aMiHu, LLIO CTOCYTLCSA BUMYCKY Cepil Ta KOHTPOSI0
HimeuumnHa; AKOCTi rOTOBOrO MiKapPCbKOro 3acoby (3amiHa abo foAaBaHHS
A/nlbmepHamusH OiNbHUL, Ha K 34JiACHIOETLCS KOHTPOL/BUMNPOGYBaHHS
uli BUPOBHUK, cepii) - BBeJEHHA 4OAATKOBOI [iNTbHULi BUPOOHMLTBA
wo 30ilicHoe Contochapm PapmavoiiTiwe Epuoiirnicce M'm6X, HimeuunHa.
BMOPUHHE
nakyBaHHsi:
BiokaHon
dapma 'mbX,
HimeyunHa
189. | OKTPEOTWUA, | po3uumH ANs iH'eKuii, M. BioTek Benuka Bupo6HukK, wjo HimeuunH BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14242/01/03
- Mb 0,5mr/Mnnolmns nrp, BpuTaHi siornosioae 3a a 3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
amnyni; no 5 amnyn 'y A BUMYCK cepil: BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AiNbHUL,
nauj 3 KapToHy Benpganic M'm6X, BMPOGHMLITBA A4/15 YACTUHU abo BCbOTO BMPOGHMYOTO Mpouecy
HimeuuunHa; roTOBOrO JliKapcbKoro 3acoby (AiNbHULSA, Ha sKili NpoBOASATLCSA
BupobHuk, wjo 6yAb-AKi BUPO6HMUI CTagji, 3a BUHATKOM BUNYCKY cepil,
30ilicHIoe KOHTPOJI0 AIKOCTi Ta BTOPUHHOIO NakyBaHHA AJ151 CTEPUSIbHMX
nosHuUl YUK/ nikapcbknx 3acobis (BKIOYaKOYM BUPOG/IEeH acenTuyHUM
BUPOGHUYMBA, MEeTO0M), KpiM Nikapcbknx 3acobis
Kpim BUMycKy 6i0/10rYHOr0/iMyHO10TYHOTO MOXOAKEHHS). CynyTHSA 3MiHa-
cepir: 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
Baccepbyprep BMPOGHMUTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiNbHUL
ApuHeimMiTTensB BMPOGHMLITBA A4/15 YACTUHU abo BCbOTO BMPOGHMYOTO Mpouecy
epk M'm6X, roTOBOrO JIiKapCbKOro 3acoby (4ibHULSA AN BTOPUHHOTO
HimeuunHa nakyBaHHs) - BBE,EHHA AOAATKOBOI Ai/TbHUL BUPOGHMLTBA
abo Contochapm PapmavoiiTiwe EpuoiirHicce Mm6X, HimeuunHa
Contothapm (BUPOOHYK, LLLO 34iACHIOE NOBHWI LMK/ BUPOBHULITBA, KPiM
dapmavoiiTie BUMYCKy cepii). 3miHu | Tuny - 3miHu 3 SKocTi. FoToBUIA
EpuolirHicce nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
m6X, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOsI0
HimeuumnHa; SIKOCTi FOTOBOrO MikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
AlbmepHamusH OiNbHUL, Ha AKI 34JiACHIOETLCS KOHTPOL/BUMPOOYBaHHS
uli BUPOBHUK, cepil) - BBeieHHA A04aTKOBOI AiNbHUL BUPOGHULTBA
wo 30ilicHoe Contochapm PapmavoiiTiwe Epuoiirdicce F'm6X, Himeuunna.
BMOPUHHE
nakyBaHHsi:
biokaHon
dapma 'mbX,
HimeyunHa
190. | OKTPEOTUA PO3YMNH ANS iH'EKLNA, M. BioTek Benuvka BupobHuk, wjo HimeuunH BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - - UA/14243/01/01
- Mb 0,05 mr/mn; in bulk: no nrp, BpuvTaHi siornosioae 3a a 3MiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
1 mn B amnyni; no 50 A BUIYCK cepii: BUPOGHMUTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
amny y KapTOHHiM BeHganic M'm6X, BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npolecy
Kopoo6Li HimeuuunHa; roTOBOrO JlikapcbKoro 3acoby (AiNbHULSA, Ha SKili TPOBOASATHLCSA
Bupo6bHuk, wo 6yAb-Ki BUpOOHUUI CTagji, 3a BUHATKOM BUNYCKY cepii,
3dilicHoe KOHTPO/IO SIKOCTi Ta BTOPUMHHOIO NakyBaHHA A1 CTEPUIbHUX
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dapmavoiiTie
EpuolirHicce
m6X,

HimeuumnHa;
A/lbmepHamusH
uli BUPOBHUK,
wo 30ilicHoe
BMOPUHHE

naKyBaHHs.

(BUPOOBHVIK, LLLO 34iiCHIOE NOBHWI LMK/ BUPOBHULITBA, KPIM
BUMYCKy cepii). 3miHu | Tvny - 3miHu 3 SKocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJIHO
AKOCTI rOTOBOr0 MikapcbKoro 3acoby (3amiHa abo foAaBaHHSA
OiNbHUL, Ha AKI 34JiACHIOETLCSt KOHTPOL/BUNPOGYBAHHS
cepii) - BBeEHHA AOAATKOBOI Ai/TbHULi BUPOOHMLTBA
Contochapm PapmavoiiTiwe EpuoiirHicce M'm6X, HimeuunHa.

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
nosHUU YUK/ NiKapCcbKnx 3acobiB (BkIOUAOUY BUPOGIEHI acenTUiHUM
BUPOBHUYMBA, METO/I0M), KpiM Nikapcbkux 3acobis
Kpim sumnycky 6i0N10riYHOro/iMyHOOMNYHOr0 NOXOAKEHHS). CynyTHA 3MiHa-
cepii: 3MiHu 3 sKoCTi. FOTOBMIA NikapCbkuii 3aci6. 3MiHM y
Baccepbyprep BMPOGHMLTBI. 3amiHa abo BBeAEHHS [A0AATKOBOI Ai/TbHUL
ApLHeiMiTTeNbB BMPOGHMLITBA A4/15 YACTUHU ab0 BCbOTO BUPOGHMYOTO npouecy
epk M'm6X, rOTOBOrO J1iKapCbKOro 3acoby (ZiIbHULSA 4715 BTOPUHHOTO
HimeyunHa nakyBaHHs) - BBeZleHHS 40AAaTKOBOI AiNbHULI BUPOGHMLTBA
a6bo Contochapm PapmavoiiTilwe Epuoiiriicce MM6X, HimeuunHa
Contochapm (BMPOOGHNIK, L0 34iACHIOE NOBHWI LMK/ BAPOOGHULITBA, KPIM
dapmavoiiTie BUNYCKy cepii). 3MiHu | Tuny - 3MiHK 3 SKocTi. FoToBUIA
EpuoiirHicce nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
v6X, iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMYCKY CEpil Ta KOHTPO/IH0
HimeuuunHa; SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
A/ZlbmepHamusH OiNbHUL, Ha SIKilA 34JCHIOETLCA KOHTPO/b/BUNPOGYBaHHS
uli BUPOBHUK, cepii) - BBeEHHS AOAATKOBOI [i/TbHNLi BUPOOHMLTBA
wo 3dilicHoe Contochapm PapmavoiiTiwe Epuoiirnicce FTm6X, HimeuunHa.
BMOPUHHE
rnakysaHHsi:
BiokaHon
dapma M'v6X,
Himeyunna
191. | OKTPEOTU/A PO3YMH NS iH'EKLNA, M. BioTek Benuvka Bupo6Huk, wo HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - - UA/14243/01/02
- Mb 0,1 mr/mn; in bulk: no nrp, BpuTtaHi Bionosioae 3a a 3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
1 mn B amnyni; no 50 A BUMYCK cepil: BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
amnyn y KapTOHHil BeHpanic M'm6X, BMPOBOHULTBA /15 YACTMHU abo BCbOro BUPOGHNYOro npoLiecy
Kopoobui HimeuumnHa; roTOBOro MiKapCbKOro 3acoby (AiIbHMUSA, Ha KA NPOBOAATLCSA
Bupo6HukK, wjo 6yAb-AKi BAPO6HUYI CTaAji, 3a BUHATKOM BUMYCKY cepil,
30ilicHoe KOHTPOIO AKOCTi Ta BTOPUHHOTO MakKyBaHHS 415 CTEPUIbHUX
MnosHUU YUK/ nikapcbkux 3acobiB (BkNOYaOUY BUPOGIEHI acenTUiHUM
BUPO6HUYMBA, MEeTOZ0M), KpiM Nikapcbknx 3acobis
Kpim BUrycKy 6i0N10ri4HOro/iMyHOOMNYHOr0 NOXOMKEHHS). CynyTHA 3MiHa-
cepii: 3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y
Baccepbyprep BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL,
ApLHeiMiTTeNbB BMPOGHMLTBA /15 YAaCTMHM abo BCbOro BUPOGHMYOro npoLiecy
epk M'mbX, rOTOBOTO JIiKAPCbKOro 3acoby (4ibHUUS A1 BTOPUHHOIO
HimeuunHa nakyBaHHs) - BBE,EHHS AOAATKOBOI Ai/IbHULL BUPOGHMLTBA
a6o Contocpapm PapmavoiiTiwe Epuoiirnicce FTM6X, HimeuunHa
Contothapm
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
BiokaHon
dapma 'mbX,
HimeyunHa
192. | OKTPEOTWUA, | po3uumH ANs iH'eKuii, M. BioTek Benuka Bupo6HukK, wjo HimeuuunH BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - - UA/14243/01/03
- Mb 0,5 mr/mn; in bulk: no nrp, BpuTaHi siornosioae 3a a 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
1 mn B amnyni; no 50 A BUMYCK cepil: BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AibHUL,
amnyn y KapTOHHil Benpanic M'm6X, BMPOGHMLITBA A4/15 YACTUHU abo BCbOTO BMPOGHMYOTO Mpouecy
KopooLi HimeuuunHa; roTOBOrO JliKapcbKoro 3acoby (AifbHULSA, Ha sKili NpoBOASATLCSA
BupobHuk, wjo 6yAb-AKi BUPO6HMUYI CTagji, 3a BUHATKOM BUNYCKY cepil,
30ilicHIoe KOHTPO/I0 AKOCTi Ta BTOPUHHOIO NakKyBaHHA AJ151 CTEPUIIbHMX
nosHuUl YUK/ nikapcbknx 3acobis (BKIOYaOUM BUPOG/IEeH acenTuyHUM
BUPOGHUYMBA, MEeTO0M), KpiM Nikapcbknx 3acobis
Kpim BUMycKy 6i0/10rYHOr0/iIMyHOTOTYHOTO MOXOAKEHHS). CynyTHSA 3MiHa-
cepir: 3MiHu 3 siKkocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
Baccepbyprep BUPOGHMUTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiNbHUL
ApuHeimMiTTensB BMPOGHMLITBA A4/15 YACTUHU abo BCbOTO BMPOGHMYOTO Mpouecy
epk M'v6X, roTOBOrO JIiKapCbKOro 3acoby (4ibHULSA AN BTOPUHHOTO
HimeuunHa nakyBaHHs) - BBEEHHSA AOAATKOBOI Ai/IbHUL BUPOGHMLTBA
abo Contochapm PapmavoiiTiwe EpuoiirHicce Mm6X, HimeuunHa
Contothapm (BUPOOHYK, LLLO 34iACHIOE NOBHWI LMK/ BUPOBHULITBA, KPiM
dapmavoiiTie BUMYCKy cepii). 3miHu | Tuny - 3miHu 3 SKocTi. FoToBUIA
EpuolirHicce nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
m6X, iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOsI0
HimeuumnHa; SIKOCTi FOTOBOrO MikapCcbKoro 3acoby (3amiHa abo foaaBaHHSA
AlbmepHamusH OiNbHUL, Ha AKI 34JiACHIOETLCS KOHTPOL/BUMPOOYBaHHS
uli BUPOBHUK, cepil) - BBeieHHA A04aTKOBOI AiNbHUL BUPOGHULTBA
wo 30ilicHoe Contochapm PapmavoiiTiwe Epuoiirdicce F'moX, Himeuunna.
BMOPUHHE
nakyBaHHsi:
biokaHon
dapma 'mbX,
HimeyunHa
193. OHAAHCETP | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/10081/01/01
OH 060/10HKOI0, MO 4 MTr; "TexHonor" "TexHonor" 3MiHM BHECEHO A0 IHCTPYKUIT 415 MeANYHOIo 3aCTOCYBaHHSA peyernmom
no 10 Tabnetok y nNiKapcbKoro 3acoby A0 po3ainy "3actocyBaHHA y nepios
6nicTepi; no 1 BariTHOCTi abo rogyBaHHs rpyAA0" BignoBiAHO 40 OHOBEHOT
6nicTepy B nauui 3 iHchopMmalii 3 6e3nekn 3aCTOCyBaHHS Ail040i peyoBMHY 3a
KapTOHY pekomeHgauismm EMA-PRAC. BBeaeHHS 3MiH NpoTAromM 6-x
MicsILiB NiCNs 3aTBEPAKEHHS.
194. OHAOAHCETP | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/10081/01/02
OH 060/10HKOI0, N0 8 Mr; "TexHonor" "TexHonor" 3MiHV BHECEHO A0 IHCTPYKUIT A/19 MEANYHOrO 3aCTOCYBaHHA | peyernmom
no 10 TabneTtok y NiKapcbKoro 3acoby Ao po3ainy "3actocyBaHHA y nepios
6nicTepi; no 1 BariTHOCTi abo rogyBaHHs rpyAA0” BignoBiAHO 0 OHOBEHOT
6nicTepy B navui 3 iHchbopMmawii 3 6e3nekn 3acTocyBaHHA Ailo40i peyoBMHY 3a
KapTOHY pekomeHgauismm EMA-PRAC. BBeAeHHSt 3MiH MPOTAroM 6-x
MicSILB MicNs 3aTBEPAKEHHS.
195. OPACENT® cnpei opasibHWii 1,4 TOB YkpaiHa damap A.B.E. Mpevis BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis 3miHW | TNy - 6e3 UA/7397/01/01
%, no 177 mn cnpew y "BANEP" ABOH MNnaHT 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peuyenma
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0YeHHs

NI1acTUKOBUX
hnakoHax

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
hapmakoHarnsgy (BBeLEHHs y3ara/lbHEHUX faHux Npo
cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHoi ocobu,
BIANOBIAA/IbLHOI 3@ 34iiCHEHHS hapMakoHarnsagy; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuUKa ansi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiMiHHA Bif,
YMOBHOB&XEHOT 0co6u, BigNOBIAaIbHOT 3a 34iiCHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLEeHHI MacTep-haiina cuctemun thapmakoHarnsgy).3miHa
YMNOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIfa/IbHOI 3a
thapmakoHarnsg.MNponoHoBaHa peaakLis: BepemiioBa PeHata
€BreHiBHa. 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobun
3a8BHWMKa, BiANOBIAA/IbLHOI 3a hapmakoHarnsag,. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLle3HaX0MKEeHHA MacTep-ghalina.

196.

OP30/1® -IN

TabneTkv BariHaslbHi,
no 10 TabneTtok y
6nictepi, no 1
6nicTepy y KOMMNIEKTi
3 10 annikaTopamu Ta
KapTOHHOI BK/1aAKOH
B KQpPTOHHIi ynakoBLi

CKAH
BIOTEK
nTa

IHais

BiBimeg Jlabc
nra

IHais

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny -
3MiHU WoA0 6e3nekn/eddekTUBHOCTI Ta thapmakoHariagy.
BBefeHHs1 ab0 3MiHM 0 y3araslbHEHUX AaHWX NPOo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnagy, 3miHa ynoBHoBaxeHoi ocobu,
BIANOBIAA/IbHOI 3@ 34iiCHEHHS hapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 3a 34iCHEHHSA
hapmakoHarnsgy (Bk/ovalouy KOHTakKTHI gaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-thaiina cuctemmn hapmakoHarnsgy);
3MiHa yNnoBHOBaXXKeHOI 0CcO6M 3asiBHMKA, BiAMOBIAA/IbHOT 3a
thapmakoHarnsag: MponoHoBaHa peAakLis: MonanakpillHa
MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BigNOBiAaNbHOI 3a 34iCHEHHS hapMakoHarisay.
3MiHa KOHTaKTHOT 0C06M YNOBHOBaXKEHOT 0CO6W 3asBHIIKA,
BiANOBIAANLHOI 3a 34iiCHEHHA (papMakoHarnsgy B YkpaiHi.
MponoHoBaHa pegakuisi: IBaHULbKuUiA AHApPI Bacunbosuy.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0co6U 3asBHIKA, BiANOBIAAILHOI 32 3/iiCHEHHS
hapmakoHarnsgy B Ykpaii.

3a
peyenmom

UA/15615/01/01

197.

OPHIA30N

nopoLLoK (cybcTaHLis)
y nakeTax noApiiHNXx
nonieTuneHoBnx ans
dhapmaLeBTN4HOTO
3aCTOCYyBaHHSA

MAT
"Kuismegnp
enapat"

YKpaiHa

AAPTI PAIC
NIMITEL

IHAjia

BHECEHHS 3MiH [0 peeCTpaLjiiiHMX MaTepiasiB: yTOUHEHHSA
HanucaHHA npoueaypu B Hakasi MO3 YkpaiHu Ne 149 Big
23.01.2020 B npovieci BHeCEHHA 3MiH. PefakLjis B Hakasi:
3MiHK | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA
(BNnacHvKa peecTpauiiHoro NocBigYEHHs) - 3MiHa
HaliMeHyBaHHS 3as1BHMKa, 6€3 3MiH y MeToAax KOHTPO/I
AKOCTI NikapCbKOro 3acoby; 3anponoHoBaHo: NoBHa Ha3Ba
AkujioHepHe ToBapucTBo "KniBmeanpenapat” CkopoveHa
Ha3Ba AT "KuiBmegnpenapat"”. 3anponoHoBaHa pefakLiis:
3miHu | TUNY - AAMiIHICTPATUBHI 3MiHU. 3MiHA
HalimeHyBaHHS TalaGo agpecy 3asiBHUKa (B/lacHMKa
peecTpauiiiHoro nNoceigyeHHs) - 3MiHa HaliMeHyBaHHsA

UA/7087/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3aABHUKa, 6e3 3miH y MKA /13 (3aTBepmxeHo: MAT
"KniBmegnpenapart"). 3arBepaxeHo: MoBHa Ha3Ba -
My6niuHe akuioHepHe ToBapucTBo "KuiBmegnpenapart”.
CkopoueHa Ha3Ba - NAT "KuiBmegnpenapat”.
BanponoHoBaHo: MoBHa Ha3Ba - AKLiOHepHe TOBap1MCTBO
"KuiBmegnpenapar”. CkopoyeHa Ha3Ba - MAT
"Kviemegnpenapar”.
198. OPHI30/N® pO3unH ans iHdysiid, 5 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/12227/01/01
mr/ma no 100 mn y "rannudap "Tannudapm” 3MiHa HallMeHyBaHHS 3as8BHUKa, 6€3 3MiH y MeTogax peyenmom
naawui; no 1 naswyi 8 M" KOHTPOJIO SIKOCTi JliKapCbKOro 3acoby, TakoX 3miHa
nauuj HallMeHyBaHHs 3asiBHUKa 6€3 3MiH B IHCTPYKLii A1 MeguyHoro
3aCTOCYBaHHA Ta y TEKCTI MapKyBaHHS NikapCbkoro 3acoby.
3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHe TOBapUCTBO
"Tanuudgpapm" CkopoyeHa Hasga MAT "Tanuucapm”; 3MiHm |
MMy - 3MiHa HaliMeHyBaHHS BUPO6HYMKa, 6e3 3MiH y MeTodax
KOHTPOJI0 SIKOCTi JliKapCbKOro 3acoby, TakoX 3miHa
HaliMeHyBaHHs1 BUPOOHUKa 6e3 3MiH B iHCTPYKLi ons
Me[MYHOr0 3aCTOCYBaHHS Ta Y TEKCTi MapKyBaHHS NikapCbKoro
3aco0by. 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
ToBapucTBo "Tanmudapm" CkopoueHa Hassa MAT
"ranuydapm"”
199. | OPNOKCALW | TabneTtkm no 0,21, no MpuBaTHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu | TNy - 3a UA/5050/01/01
H 10 TabneTok y akuioHepHe akuioHepHe 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsaay. peuenmom
6nictepi, no 1 TOBapuCTBO TOBapuCTBO 3MiHa y KOpOTKili XapaKTeprcTUL,i Nikapcbkoro 3acoby, TEKCTI
6nicTepy y nauuj 3 "Jekxim - "J1ekxim - MapKyBaHHS Ta IHCTPYKLUIT 419 MeANYHOro 3aCTOCYBaHHA Ha
KapToHy; no 10 Xapkis" Xapkis" nigcTasi perysisspHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekun
TabneTok y 6nictepi, nNiKkapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acToCyBaHHS
no 50 a6o 100 nikapcbKoro 3acoby B mic/sipeecTpaviiiHiin nepiod, abo sk
6nicTepis y nayui 3 pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHb, NPOBEAEHNX BiANOBIAHO
KapTOHY 00 nnaHy negiatpuyHux gocnigkerb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHNM YNOBHOBaXXEHUM OpraHom) 3MiHW BHECEH [0
IHCTPYKUIii ANA MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3ginis: "MokasaHHsa", "OcobanBOCTI 3aCTOCyBaHHA",
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOUHEHHS), “M06i4Hi
peakuii” woao 6e3nekun Aityoi pevyoBUHN.
200. MNEH- kpem 10 mr/rno 2rB NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/17283/01/01
FEPMEBIP® Ty6i, o 1 Ty6i y nayui "Kuismegnp "Kuiemegnpenap OHOBJIEHHA 3aTBEPAXKEHOro TEKCTY MapKyBaHHSA yrnakosok J13. | peyenma
enapar” ar" BBefieHHs1 3MiH NPOTArom 6-T1 MicALIB NiCNA 3aTBEPMAKEHHS.
201. MEHTAKCUM | nopowok Haemophilus CaHodi ®paHuis | CaHodi MNactep, ITanisa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3MiHu | Tuny - 3a UA/13010/01/01
® BAKUVNHA influenzae Tuny b Ta MacTep PpaHuis; YropwmHa 3MiHa Ha3BW BMPOOHUKA BUXiAHOrO MaTepiany Xonecteposn 3 | peyenmom
anda CyCMeHs3ia Ans iH'ekuil CAHO®I C.M.A., ®paHuis INVITROGEN Ha LIFETECHNOLOGIES LIMITED; 3minu |
APO®PINAKT | (0,5mn); no 1 ITanis; CaHodi- TMMy - 3MiHW B npoueci BupobHuutea A®| - BuganeHHs
KU (h/1aKOHY 3 MOPOLLKOM ABeHTic MpaiiBiT Heo60B'A3KOBOI cTagil 36epiraHHA 3aMOPOXEHOI K/TITUHHOT
OUNDTEPII, Ta 1 nonepefHbO Ko. N74,, cycneHnsii, otpumanoi 3 kynbTypu Vero Cell culture Ha cTagiji C,
NPABLS, 3aMoBHEHOMY LUMPULY YropwuHa B npoLieci BUpo6HMLTBa iHakTuBoBaHoro Vero Trivalent
KALUNHOKY (0,5 mn) 3 Poliovaccine Bulk; gogasaHHsi BUNnpo6yBaHHs pH (3
(ALENIONAP | NpuKpIinIeHo ronkot BiNOBIAHMMM KPUTEPISMU NPUAHATHOCTI) 415 NPUrOTYBaHHS
HUK (abo 2 okpemvmu Pi3HVX NOXWBHUX CEPEAOBULY, SKi BUKOPUCTOBYHOTLCA Y
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KOMMNOHEH rosikamu), o MiCTUTb npoueci BupobHuuTea Inactivated Vero Trivalent Poliovaccine
T), cycrneHsito ans Bulk; 3miHun | TUNYy - 3mMiHWM BUNPO6YBaHb a60 A0NYCTUMUX MEX
NONMIOMIENI | iH'eKUil, B KAPTOHHIiA y npoueci BupobHuuTBa A®I, L0 BCTAHOBEHI Y
TY Kopob6ui; no 1 cneumdikauisix (4ogaBaHHSA HOBOrO BUNPoOyBaHHA Ta
IHAKTBOB (h/1aKOHY 3 MOPOLLKOM O0NyCTUMUX MeX); 3MiHW | Tuny - 3MiHa nepiofy NOBTOPHUX
AHA TA Ta 1 nonepefHbL0 BMNpo6yBaHb/nepiofdy 36epiraHHA abo yMoB 36epiraHHa AdI -
BAKUMHA 3anoBHEHOMY LLNpuLy BUAAIEHHS 36epiraHHs KOHLLEeHTPOBaHO! TPUBa/IEHTHOT
ansa (0,5 mn) 3 cy6cTaHUii Inactivated Vero Trivalent Poliovaccine B cknsiHux
MPO®INAKT NPUKPINIEHOI FO/IKOH0 6yTUNsAX; 3MiHn | Tuny - OHoBneHHs E-cepTudikaty
KN (abo 2 okpemumu BiANOBIAHOCTI EBponeiickbkin hapmakonei woao ryéuaroi
IHOEKLLIIA, rofikamu), LWo MicTUTb eHuedpanonarii Bifi BXe 3aTBepAXeHOro BUPO6HUKa s
CNPUYNHEH | cycneHsito ans cuposatku Tenar 3 R1-CEP 2000-080-Rev01 Ha R1-CEP
nx iH'eKUil, B 2000-080-Rev02; 3miHu | Tuny - BuAaneHHs Tpbox MNE-
HAEMOPHIL | ctaHgapTHO- cepTudikaTiB BignoBigHOCTI E€Bponelickbkiin hapmakoner Wwoao
us Tuny B €KCMOPTHIlA ynakoBLj, rybuyatoi eHuechanonartii: Ana deTanbHOT TeNAY0i cMpoBaTtku
KOH'FOFOBA | ska mMicTuTbCs y R1-CEP 2000-076-Rev02, ana cuposatku Tenat R1-CEP
HA, KapTOHHI kopobui (3 2000-191-Rev00, ans deTanbHoi 6muyayoi cuposatkm R1-CEP
AACOPBEOB IHCTpYKUieto ans 2000-089-Rev01; 3miHuM | TUny -
AHA MeauyHoro BupanenHs ME-cepTudikaTis BiANOBIigHOCTI €BpONeichbkili
3acTOCyBaHHS). thapmakonei wogao ryéyartol eHuedanonartii A1a o/1eiHoBOI
MapkyBaHHs kucnotn RO-CEP 2000-368-Rev01 Ta RO-CEP 2000-330-
YKPaiHCbKOI0 MOBOO Rev01; 3miHn | Tuny - OHoBneHHs E-cepTudpikaty
a6o 3i cTikepom BiANOBIAHOCTI EBponeiickbkil hapmakonei woao ryéuaroi
YKPaIHCLKOH MOBOIO. eHuedanionarTii Bif BXe 3aTBEPAKEHOr0 BUPOGHMKA 4715
cuposartku Tenar 3 R1-CEP 2000-080-Rev02 Ha R1-CEP
2000-080-Rev03; 3MmiHn Il TMny - 3MiHKX B npoLeci
BMPOGHMLTBA AD| - Po3WwmpeHHs Ta Moaudikauis AianasoHis
ONA KpUTUYHUX napameTpiB npouecy (CPP) BupobHuuTBa
Inactivated Vero Trivalent Poliovaccine Bulk.
202. NMEPrOBEPI NMOPOLLIOK Ta Apec Lseiua Mepk CepoHo Lsenuapi BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/10624/01/01
C® PO3YUHHVKK AN1A TpelgiHr pist C.A., BiofineHHs a 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
PO3YUHY AN151 iH'EKLLiNA; C.A. y M. O60HH BBefeHHs abo 3MiHU A0 y3araslbHEeHUX JaHWX NPo cucTemy

1 a6o 3 hnakoHu 3
MOPOLLKOM Y
KomnekTi 3 1 abo 3
thnakoHamu 3 1 mn
po3ynHHYKKa (Boga AN
iH'EKLiI1) Y KOHTYpHIi
YapyHKOBIli yNakoBL;
no 1 KOHTYpHIW
YapyHKOBIli ynakoBLii B
Kopob6ui; 5 hnakoHis 3
MOPOLLKOM Y
KOMMeKTi 3 5
thnakoHamu 3 1 mn
po3ynHHYKKa (Boga AN
iH'EKLiI1) Y KOHTYpHIi
YapyHKOBIli yNakoBLii;

hapmakoHarnsgy (BBefeHHs y3ara/lbHEHUX faHux Npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaXKeHOT ocobu,
BiANOBIAANILHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHVKa 415 34iIACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0cO6U, BiANOBIAAILHOT 32 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu hapmakoHarnsagy), 3amiHa
KOHTaKTHUX AaHnX YNOBHOBaXEeHOi 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHaraay. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHUKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsgy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemy papMakoHarisgy
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N0 2 KOHTYpHI
YyapyHKOBi YNakoBKv B
Kopoo6Li
203. NEPUHAOMNP | nopowiok TOB YkpaiHa PONABO Icnanis BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - - UA/14181/01/01
nny TerT- KpUcTanivyHmi "Toprosa AYTCOPCIHT, BHECEHHS 3MiH 10 p. «MapkyBaHHs». 3anponoHoBaHo: Ha
BYTUNAMIH (cybeTaHuin) B KOMNaHis C.. eTUKeTLi BKasyrTb: IHhopmaLito LoA0 TOBApPHOro 3HaKy
noAaBiliHMX "ABpopa" 3asBHUKa, Ha3BY NPOAYKTY, KpaiHy BUPOGHWK, (hipMy BUPOGHUK
nonieTNeHoBUxX Ta agpecy po3TallyBaHHs, HOMep napTii, Macy HeTTo, AaTy
MiLKax ans BUIOTOB/IEHHS, KIHLLEBUI TEPMiH BUKOPUCTAHHS, YMOBU
thapmavneBTUYHOro 36epiraHHs.
3aCTOCyBaHHSA
204. NEPTYCUH cupon no 100 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis 3miHu | Tuny - 6e3 UA/7656/01/01
thnakoHi; no 1 dapmauesT $papmaueBTUYHA BHeCeHHs 3MiH A0 Cneuudikauii/MeToaiB KOHTPOSIHO AKOCTI peyenma
hnakoHy y naui 3 nyHa habpuka nikapcbKoro 3acoby 3a nokasHukammn «Cyxuii 3aInMLoK,
KapToHy; no 100 ry habpuka "Biona" «BMicT eTaHony», «ycTuHa», «Mikpo6ionoriyHa unctota», a
hnakoHax; no 200 ry "Biona" camMe 3aMiHa nocunaHb 3 A®Y 1.0 Ha «gjtouy pefakuiio» APY;
thniaKkoHax 3 HacajKow 3MiHK | TNy - 3amMiHa rpadivyHOro 0hopMAEHHS NEPBUHHOI Ta
abo 6e3 Hacagku; no 1 BTOPUHHOI YNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
(h1akoHy y naui 3 BiAgnoBigHMMKM 3MiHaMun [0 po3ainis MKA /13 (po3ain
KapToHy; no 200 1y «["pachiyHe ohopmNeHHs» 3aMiHEHO PO3AinoM
dhnakoHax 3 HacafKor «MapKyBaHHs»( 3riiHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS)).
abo 6e3 Hacafkn OHOB/IEHHSA BXe 3aTBEPAKEHOIO TEKCTY MapKyBaHHS
NepPBUHHOT Ta BTOPVHHOI YNaKoBKM /iKapCbKOro 3acoby i3
3a3HauYeHHAM MiKHapOAHWX NO3HaYeHb OAMHULb
BMMIipIOBaHHA. BBeeHHsA 3MiH NPOTArom 6-Tn MicsLiB nicns
3aTBEPKEHHS.
205. NEPTYCUH cupon, no 100 mny NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/0749/01/01
thnakoHax abo "Tanuudpap "Tanuudapm” 3MiHa HaliMeHyBaHHs BUpO6HUKa, 6e3 3MiH y MeTogax peyenma
6aHkax; no 100 mny M KOHTPOJO AKOCTI, IHCTPYKLI 415 MEANYHOro 3aCTOCyBaHHS,
hnakoHi abo 6aHui, No TEKCTi MapKyBaHHS ikapCbKOoro 3acoby. 3anponoHOBaHO:
1 chnakoHy abo 6aHLi MoBHa Ha3Ba AkLioHepHe ToBapucTBo “lrannydgapm”
y nayuj CkopoyeHa Hassa MAT "lanuudapm”; 3MiHn | Tuny - 3miHa
HaliMeHyBaHHs 3as1BHVKa, 6e3 3MiH y MeTofax KOHTPO/I0
AKOCT NiKapCbKoro 3acoby. 3anponoHoBaHo: MNoBHa Ha3Ba
AKuioHepHe ToBapucTeo " Masmudpapm" CkopoyeHa HasBsa
MAT " Fannudapm”
206. NEPTYCUH cupon in bulk: no 100 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/9554/01/01
M1y dhnakoHi abo "Tanuudap "Tanuudapm" 3MiHa HallMeHyBaHHA BUPO6GHUKa, 6e3 3MiH y MeTogax peyenma
6aHuji, no 48 drakoHis M" KOHTPOJIO AKOCTI, IHCTPYKLi 4151 MeANYHOro 3aCTOCyBaHHS,
abo 6aHoK y KOpoo6i TEKCTi MapKyBaHHSI JlikapCbKoro 3acoby. 3anponoHoBaHo:
KapTOHHOMY MoBHa Ha3Ba AkLioHepHe ToBapucTBo "lMrannudgapm”
CkopoyeHa HasBa MNAT "lanuudapm”; 3MiHn | Tuny - 3miHa
HaliMeHyBaHHs 3asiBHVKa, 6€3 3MiH y MeTofax KOHTPO/I0
SIKOCT JlikapCbKoro 3acoby. 3anponoHoBaHo: MoBHa Ha3Ba
AxkuioHepHe ToBapucTBo " Manmudpapm” CkopoyeHa Ha3Ba
MAT " anuudapm”
207. MIPALEETAM PO3YMNH NS iH'EKLNA, MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis 3miHu | Tuny - 3a UA/0901/01/01
200 mr/mn; no 5 mn B "Tannudap "Tanmudapm” 3MiHa HaliMeHyBaHHsi BUpO6HMKa, 6e3 3MiH B iIHCTPYKUIT Ans | peyernmom
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amnyni; no 5 amnyny M" MeAMYHOro 3acTOCYBaHHS, TEKCTi MapKyBaHHA Ta METOfiB
KOHTYpHIli YapyHKOBIi KOHTPOJIH0 SIKOCTi Nikapcbkoro 3acoby. 3anponoHoBaHo: MNoBHa
ynakosLi; no 2 Ha3Ba AkLioHepHe ToBapucTBo "Tannudgapm”. CkopoyeHa
KOHTYPHi YapyHKOBI Ha3Ba AT "Tanuucapm”; 3MiHK | TUNY - 3MiHa HaliMeHyBaHHS
ynakoBKM y nayui 3 3asBHVKa, 6€3 3MiH B IHCTPYKLi 419 Megu4HOoro
MapKyBaHHAM 3aCTOCYBaHHSA, TEKCTi MapKyBaHHSA Ta METOZAIB KOHTPOJIO
YKPaiHCLKOK MOBOO AKOCTI NikapCbKoro 3acoby. 3anponoHosaHo: MNoBHa Ha3Ba
AkujioHepHe ToBapucTBo "lannudapm”. CkopoyeHa Ha3Ba
MAT "Tannucpapm”.
208. ANONIrNIKON | nmopowok (cybcTaHuis) MAT YkpaiHa KnapiaHT HimeuumnH BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - - UA/15347/01/01
b 4000 NC y noABiliHMX "Kuismegnp MNpoaykre a 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
nonieTuneHoBmxX enapar” (OdonunaHg) KOHTPOJIO AIKOCTI SliKapCbknx 3acobis. 3anponoHoBaHo: MosHa
nakertax ans 6X Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
thapmaLeBTUUYHOTO CkopoyeHa Hassa lNAT "Kuismegnpenapat”
3aCTOCYBaHHS
209. | NPOCTAMON | kancynu M'ski no 320 BEP/IH- Himeyun BMPOGHMLTBO HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHuxX MaTepiasiiB: yTOYHEHHSA 6e3 UA/10417/01/01
® YHO Mmr; no 15 kancyn y XEMI Al Ha Kancyn M'akmx a cTaTycy pekiamyBaHHA NiKapCbKOro 3aco6y B Haka3si MO3 | peuyenma
6nicTepi; no 2 abo 4 "in bulk", YkpaiHu
6nicTepy y KapTOHHIl KOHTPO/Ib Cepili: Ne 91 Big 17.01.2020 B npoueci nepepeecTpauii. Pefakuis B
KopooLi KataneHt Hakasi: nignarae. 3anponoHoBaHa pefakuin: He nignsarae.
HimeuunHa
E6epbax Mm6X,
HimeuumnHa,;
KiHUEeBe
nakyBaHHs,
KOHTPO/b Ta
BMNYCK Cepiit:
BEP/TIH-XEMI
A, HimeyuunHa;
KiHUEeBe
nakyBaHHs:
MeHapiHi-®oH
XengeH 'm6X,
HimeyunHa
210. MCOPIKAN Kpem, 2 mr/r, no 30 ry NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/6396/01/01
Ty6i antomiHiesiit; no 1 "Kuismeanp "Kuismegnpenap 3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeToAax peuyenma
Ty6i y nayui enapat" ar", YkpaiHa KOHTPO/I0 SIKOCTI Jlikapcbkoro 3acoby 3anponoHoBaHo: MNMoBHa
Ha3sa AKLioHepHe ToBapucTeo "KuiBmegnpenapart”,
CkopoueHa HasBa MNAT "KuiBmegnpenapart"”; 3amiHu | Tuny -
3MiHa HaliMeHyBaHHS BUPOOHWMKa, 6€3 3MiH B iHCTPYKUIT Ans
MeZIMYHOro 3aCTOCYBaHHS, Y TEKCTi MapKyBaHHs Ta 6e3 3MiH Yy
MeToAax KOHTPOJIt0 SIKOCTi JTiKapCbKOro 3acoby
3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
"Kuismegnpenapar”, CkopoyeHa Ha3sa MNAT
"KviBmegnpenapar"
211. | nyPnyumniH NOPOLLOK i rpaHyun CeHTpieHT Higepna CeHTpieHT IHais BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TUny - - UA/14940/01/01
(AMOILUNIH (cybeTaHuis) y dapmacbioTi HAN dapmacboTikan AaMiHICTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Yy nonieTMIEeHOoBMX Kaui3 3 IHAis MNpainsit 3as1BHMKA (B/1AaCHMKA PEECTPALiiHOro NOCBiAYEHHS) 3MiHa
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TPUTIAPAT) naketax gns HesepnaHac NimiTen Ha3Bu Ta agpecy 3asBHMKa. 3MiHW | TMny - 3MiHW 3 AKOCTI.
hapmaLeBTUYHOTO B.B. CepTtudpikat BignosigHocTi/lE-cepTucpikat BignosigHoCTi
3aCcToCyBaHHA €Bponelicbkiit hapmakonei/MoHorpadii. MogaHHsA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a60 BUTyHYEeHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickkiit thapmakonei: ans
A®I; ona BuXigHOro martepiany/peareHTy/npomMiKHOrO
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHWLUTBI ADI; ans
[O0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€sponelicbkili hapmakoner) - OHOBNEHW cepTudpikaT Bif, yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
CepruchikaTy BignoBigHoCTI €Bponelickkiin hapmakonei R1-
CEP 2011-297-Rev 02 (nonepeaHs Bepcia R1-CEP 2011-297-
Rev 01) Bif BXe 3aTBEp)KEHOro BUPOOHMKa BHAC/IAOK 3MiHa
Ha3BW Ta agpecy BUpobHuKa Ana AP amniuunnidy Tpurigpaty
212. PAMINPUN- Tabnetky no 2,5 Mr no TOB "TeBa YKpaiHa Mepkne 'mbX, HimeuumnH BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepianis 3miHu | Tuny - 3a UA/16689/01/01
TEBA 10 Tabnetok y YkpaiHa" HimeuunHa a 3MiHW A0 IHCTPYKLii A1 MeAMYHOr0 3aCTOCYBaHHS JlikapcbKoro | peyenmom
6nictepi; no 3 abo 6 (BUPOBHMLTBO 3acoby y posginu: "MpotunokasaHHa", "B3aemMogis 3 iHWmMu
6nicTepis B kOpoobLUi Hepo3giacoBaHO nNikapcbkumm 3acobamu Ta iHLWi BUAM B3aEMOgjn",
ro NpoaykTy, "Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwii" BignoBigHoO 40
[03BiN Ha OHOB/EHOT iHhopMaLli oo 6e3neku AitoHoi peHOBUHM.
BWMNYCK Cepil; BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiCNA 3aTBEPKEHHSA
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
SAKOCTI)
213. PAMINPUN- TabneTtkn no 5 mr no TOB "TeBa YkpaiHa Mepkne 'mbX, HimeuumnH BHECEHHS 3MiH 40 peecTpauiiiHnX MaTepianis 3a UA/16689/01/02
TEBA 10 Tabnetok y YkpaiHa" HimeyunHa a 3MiHW | TUNY - 3MiHW [0 IHCTPYKLiT 418 MeAnYHOoro peyenmom
6nictepi; no 3 a6o 6 (BUPOBHMLTBO 3acTocyBaHHA NikapcbKoro 3acoby y po3ginu:
6nicTepiB B KOpooOLi Hepo3giacoBaHo "MpoTmnokasaHHA", "B3aemMogis 3 iHLIMMKU AiKapCbKnMun
ro NPOAYKTY, 3acobamu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocTi
[03BiN Ha 3acTocyBaHHA", "lMo6ivHi peakuii” BigNOBIAHO A0 OHOBMEHOT
BWMNYCK Cepil; iHchopmawii Wwoao 6e3neku Ailo4oi pevoBrHU. BBeeHHs 3MiH
nepBuHHa Ta NPOTAroM 3-x MicAUiB NicNa 3aTBepAXeHHS
BTOPVHHA
ynakoBka,
KOHTPO/b
SAKOCTI)
214. PAMINPUN- Tabnetky no 10 mr no TOB "TeBa YkpaiHa Mepkne 'mbX, YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 3a UA/16689/01/03
TEBA 10 Tabnetok y YkpaiHa" HimeyunHa 3MiHW [0 IHCTPYKLi 419 MeAWYHOro 3aCTOCYBaHHS JiKapCbKOro | peyernmom
6nicTepi; no 3 abo 6 (BPO6HMLTBO 3acoby y po3ginu: "MpoTunokasaHHa", "B3aeMogis 3 iHLLIMMK
6nicTepiB B KOpooOLUi Hepo3giacoBaHO Nikapcbkumm 3acobamu Ta iHLWi BUAM B3aEMOSjn",
ro NPOAYyKTY, "Oco6nmBOCTi 3acTocyBaHHs", "Mo6iuHI peakuii” BignoBigHoO 40
[03BiN Ha OHOB/IEHOT iHdopMaLii Wo0 6e3nekn Aitoyoi pevyoBUHN.
BUNYCK Cepil; BBegeHHS 3MiH NpoTSrom 3-x MicsUIB Nicns 3aTBEPAKEHHS
nepBuHHA Ta
BTOPUHHA

YMaKoBKa,
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0YeHHs

KOHTPO/b
SAKOCTI)

215.

PEBIT

npaxe, no 80 abo no
100 pgpaxe y
KOHTeliHepax; no 80
a6o no 100 gpaxe y
KOHTeliHepi; no 1
KOHTelHepy B naui 3
KapTOHY

MAT
"BITAMIHN"

YkpaiHa

MAT
"BITAMIHN"

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiiHuX maTtepianis: 3MiHu | Tuny -
3MiHu 3 sKkocTi. CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
abo BMNyYEHHs cepTudikaTta BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npOMKHOTO NPOAYKTY, L0
BVIKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOT
peyvoBUHM (CepTudpikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - Hosuii cepTudikar Bif HOBOro BUPOGHMKa
(3amiHa abo [OMOBHEHHS) - MOJaHHS HOBOTO cepTudikata
BignoBigHOCTI EBponeiickbkilt hapmakonei Ne R1-CEP 2011-
077-Rev 01 gna gjtoyoi pevyoBuHM TiamiHy rigpoxnopug (Bl)
Bif HOBOro BMpo6HMKa Jiangxi Tianxin Pharmaceutical Co.,
Ltd., China, Ak Hacnigok BBeAEHHS B crieludikaLio Ta MeToam
BXiIHOro KOHTPOs0 A®| nokasHuKa «3annNLLKOBi PO3YUHHUKN
ONs AaHoro BUPO6HUKa. 3MiHu | Tuny - 3MiHU 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat BignosigHoCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyHYEHHS
cepTudpikaTa BignoBiAHOCTI EBponeiickkiit thapmakonei: ans
A®I; onsa BuxigHOro martepiany/peareHTy/npomMiKHOrO
NPOAYKTY, WO BUKOPUCTOBYIOTLCS Yy BUPOOHULUTBI ADI; ans
[0NOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakonei) - HoBuii cepTudiikar Big HOBOro
BMPOGHMKa (3aMiHa abo AOMOBHEHHS) - NOAAHHA HOBOMO
cepTudpikaTa BignosigHOCTIi EBponeiickkili hapmakonei Ne R1-
CEP 2011-069-Rev 00 ans aito4oi pevoBrHy pubodnasiHy
(B2) Big HoBOro BMpobHuka BASF Company Ltd., Republic of
Korea B JONOBHEHHS [0 BXe 3aTBEPAXEHOro BUPOobHMKa
HUBEI GUANGJI PHARMACEUTICAL CO., LTD., skuii mae
CEP.
3MmiHu | TUNY - 3MiHK 3 SIKOCTi. FoTOBMIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (4oNOMiXXHUX peyoBKHax) roToBOro
nikapcbKoro 3acoby (iHWi 3MiHN) - BUTyYeHHS i3 ckiagy
roTOBOrO NikapCbKoro 3acoby A0NOMKHOT pevyoBrHN 6OPOLLHO
nweHnYHe Ta 36ibLIEHHS Ki/TIbKOCTI AOMNOMDKHOT PEYOBUHN —
LlyKPY B Tili XK€ KiJIbKOCTi, CKiflbkv 6y/10 60pOLLHA NLIEHWUYHOrO.
3arasnibHa Maca gpaxe He 3MiHWIachb. 3MiHW BHECEHI Y po3Ain
"Cknag" (4ONOMKHI Pe4YOBUHW) B IHCTPYKLiIO A58 MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby Ta 'y po3gin 6.1. "[onomixHi
peyvoBMHM" B KOPOTKY XapaKTepUCTUKY ikapCbKOro 3acoby.

6e3
peyenma

UA/4068/01/01

216.

PEKYTAH®

pignHa no 100 mny
(h1aKOHI CKNSAHOMY
a6o nonimepHoMy; no
1 chnakoHy B mayui; no

NAT
"Tanuudpap
"

Ykpaina

NAT
"Tannudapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHSA 3asBHUKa, 6e3 3MiH Y meToAax
KOHTPOOJI0 SIKOCTi NikapcbKoro 3acoby ; 3anponoHoOBaHo:
lMoBHa Ha3Ba AKLioOHepHe ToBapucTBo "lrannydgapm”

6e3
peyenma

UA/8838/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
100 mn y 6aHuj; no 1 CkopouyeHa Ha3Ba, [MAT "lannmucpapm”; 3miHM | Tuny - 3MiHa
6aHUj B navuj HaliMeHyBaHHs BUPO6OHUKa, 6e3 3MiH B iHCTPYKLT Ans
MeZMYHOro 3aCTOCYBaHHS, Y TEKCTi MapKyBaHHA Ta 6e3 3MiH y
MeToAax KOHTPOOJIH0 SKOCTI iKapCbKOro 3acoby.
3anponoHoBaHo: MoBHa Ha3Ba AKLiOHEpHe TOBap1CTBO
"lannucpapm” CkopoyeHa Hassa MAT "Tannmudapm”
217. PEKYTAH® pigvHa, in bulk: no 100 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - 6e3 UA/9514/01/01
MY oakoHi "Tanuudpap "Tanuudapm" 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax peuyenma
CKnsiHOMYy, abo Mm" KOHTPOOJIt0 SKOCTi NiKapCbKOro 3acoby ; 3anponoHOBaHoO:
nonimMepHomy, abo y MoBHa Ha3Ba AkujioHepHe ToBapucTeo "lannydapm”
6aHLi; no 48 chnakoHiB CkopoueHa Ha3Ba, MAT "Tanuudapm"”; 3miHK | TUNY - 3MiHa
CKNAAHMX, abo HalilMeHyBaHHs BUPOOHMKa, 6€3 3MiH B iIHCTPYKLT Ans
nonimMepHux, abo MeZMYHOro 3aCTOCYBaHHs, Y TEKCTi MapKyBaHHs Ta 6e3 3MiH y
6aHOK y KOpobi MeToZax KOHTPOOJIK0 AKOCTI NiKapcbKoro 3acoby.
KapTOHHOMY 3anponoHoBaHo: [MoBHa Ha3Ba AKLiOHEpHE TOBapMCTBO
"lannudpapm” CkopoyeHa Hassa MAT "Tannudapm”
218. PENI®® CYNno3uTOpIi peKTasibHI TOB YkpaiHa IcTiTyTO OE ITanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - Ges UA/3173/02/01
no 5 mr; no 6 "Baiiep" Anxeni C.p.n. nofgaHHa oHosneHoro CEP ans 3aTBepA)KeHoro BUpobHuKa, peyenma
CynosuTopiiB y 3anponoHosaHo: R1-CEP 2003-179-Rev 03.
n1acTUKOBOMY CTpuNi;
no 2 ctpunu y
KapPTOHHI Kopobui
219. PENI®® Masb pekTanbHa, 200 TOB YkpaiHa damap A.B.E. Mpevys BHECEHHS 3MiH 10 peeCTpaLiiiHnX maTepianis 3mMiHW | TNy - 6e3 UA/1953/01/01
AABAHC mr/r; no 28,4 ry Ty6i; "BANEP" ABMOH MnaHT 3MiHK WoA0 6e3nekn/edeKkTBHOCTI Ta hapmakoHariagy. peuyenma
no 1 Ty6i y KomnnaekTi BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
3 annikatopom y hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux npo
KapTOHHI KOpoOL;i cuctemy thapmakoHarasgy, 3miHa ynoBHOBaXKeHOI ocobu,
BiANOBIAANLHOI 32 34iiCHEHHS (papMakoHarnsay; KOHTakTHoT
0ocobu 3 chapMakoHarnsay 3asBHuUKa gist 34ilicHeHHS
chapMakoHarsisagy B YkpaiHi, SKLO BOHA BigMiHHA Big,
YNOBHOBaXEHOT 0co6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-thaiina cuctemn chapmakoHarnsgy);
3MiHa YyNoBHOBaXKeHOT 0C06M 3asiBHUKA, BiAMNoBIgaIbHOT 3a
thapmakoHarnsg,. NponoHoBaHa peaakuis: BepemitioBa PeHaTa
€BreHisHa.
3MiHa KOHTaKTHMX JaHuX YNOBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIA&UIbHOI 3a hapmakoHarnag.
3MiHa Micus 34iICHEHHS1 OCHOBHOI AiS/TbHOCTI 3
chapmakoHarnsgy.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina.
220. | PEHIANBb® TabneTku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/14299/01/01
NNiBKOBOIO "Kuismeanp "Kuismegnpenap AgfMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenmom
060/10HKOI0, N0 25 M, enapar” at" (dhacyBaHHs MiCLiA NPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa

no 10 TabneTok B
6nicTepi; no 3
6nicTepy B naywj

3 chopmu in bulk
hipmu-
BMPOOHUKA
Apaveg Papma

roTOBOrO JIiKAPCbKOro 3acoby, BK/OYaUM AiNlbHUL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOSIIO AKOCTI. (BiSNbHICTb, 3a
AKy BignoBifae BUPOOHMK/IMNOPTEP, BKIKOYAOUM BUNYCK CEpiit)

3miHa Ha3BM doipMn-BMPOBGHUKA ANst dhacyBaHHs 3 dhopmu in




108

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
C.A., MNonbLa) bulk. BBefeHHs1 3MiH NpoTArom 6-T MicALIB micns
3aTBEPAKEHHS
221. | PEHIANIb® TabneTkn, BKpUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3miHu | Tuny - 3a UA/14299/01/02
NNiBKOBOO "KniBmeanp "KviBmegnpenap AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
060/10HKO10, Mo 50 Mr, enapar" aT" (chacyBaHHs MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
no 10 TabneTok B 3 chopmu in bulk roTOBOrO /iKAPCbKOro 3acoby, BKIOYaUM AiNbHUL BUMYCKY
6nicTepi; no 3 hipmu- cepii abo micLie NpoBeAEeHHS KOHTPOJIIO SKOCTI. (AisNIbHICTD, 3a
6nictepu B nauLi BMPOOHUKA SIKy BiANOBiAA€E BUPOGHMK/iMNOPTEpP, BK/OUAOUM BUMYCK Cepild)
Apamveq dapma 3MiHa Ha3Bu hipMu-BMPOGHMKa AN15 hacyBaHHsA 3 hopmu in
C.A., MNonbLa) bulk. BBeeHHs1 3MiH NpOTArom 6-T MicALIB Micns
3aTBEPAKEHHS
222. | PECMNUKC N® | Ttabnetku no 10 OpraHocuH IHais EBepTopxeH IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiaiB:3miHu | Tuny - 6e3 UA/15503/01/01
Tabnetok y 6nictepi; Naiicp Naiicp CaeHens OHOBJ/IEHHSA BX€e 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS peyenma
no 1 a6o 2 6nictepu y CaeHcus NimiTen (BHECEHHA NO3HaYeHb OAVHULL BUMIPIOBAHHS, 3
navui Met. /114. BVMKOPVCTaHHSAM JliTep NaTUHCbKOro andasiTy); BHECEHHS 3MiH
00 po3ainy “MapkyBaHHSA" METO/AIB KOHTPOJIHO AKOCTI
nikapcbKkoro 3acoby, BBeeHHs 3MiH NpoTAroM 6-Tn micsuiB
nicns 3aTBepaKeHHs
223. | PECMUKC N® | tabnetkw in bulk: no OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3aMiHu | Tuny - - UA/15504/01/01
5000 TabneTtok y Naiidcp Naiicp CaeHcmns OHOBJIEHHS BXe 3aTBEP)KEHOr0 TEKCTY MapKyBaHHSA
repMeTUYHO 3anasHux CaeHcus Nimiteq (BHECEHHA NO3HAYeHb OAUHULL BUMIPIOBaHHS, 3
noAgiliHMx Met. N14. BUKOPUCTAHHAM J1iTep NaTUHCLKOro andasiTy); BHECEHHS 3MiH
nonieTuneHoBmx [0 po3giny “MapKyBaHHSA" METOZiB KOHTPOSIHO SIKOCTI
naketax nNikapcbKkoro 3acoby, BBeeHHs1 3MiH MPOTAroM 6-Tn MicsuiB
nicnsa 3aTBepiKeHHs
224. PETUHONY PO34uH oniliHwniA MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaujiitHux maTepianis 3miHu | Tuny - 6e3 UA/6646/01/01
ALEETAT opanbHuii, 34,4 mrimn "TexHonor" "TexHonor" 3MiHa po3Mmipy cepii (BkoYaroun AgianasoH po3mipy cepii) peyenma
(BITAMIH A) (100000 MO/mn) no roTOBOrO JIiKapCbKOro 3acoby - BBEAEHHS [0AaTKOBOro
10 mn y pnakoHax 3i po3Mmipy cepii roToBOro slikapcbkoro 3acoby.3anponoHoBaHo:
ckiomacu abo y 216,86 kr abo 237 n (23700 chnakoHis) 650,58 kr abo 711 n
hnakoHax (71100 dhnaxoHiB)
noniMepHuXx,
3aKynopeHux
npo6kamu-
KpanesibHMUAMUY; no 1
dhrnakoHy y mauui 3
KapTOHY
225. POAKKYTAH | kancynu no 20 wmr; no ®.Xodpcpman | Lseiua KeteneHt Lsenuapi BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis 3miHu | Tuny - 3a UA/2865/01/01
® 10 kancyn y 6nicTepi; H-J1a Pow pist [xepmaHi A OHOB/EHHSA TEKCTY MapKyBaHHS NEPBUHHOT Ta BTOPUHHOT peyenmom
no 3 6nictepu B nrp, E6epbax M6X, HimeuuunH ynakoBku 13, BBEEHHA HanncaHHa oavHULb S| naTuHeuero
Kopoo6Li HimeuunHa a (mopaTkoBO [0 KMPUAWL) Y TEKCTI MapKyBaHHS. BeBeAeHHSA
(BMpPOGHMLTBO 3MiH NPOTArom 6-Tu MIiCALIB NiCNs 3aTBEPAXKEHHS.
Hepo3ghacoBaHO
T npoaykuii

BMNPOGYBaHHS
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Ymosu

Homep

n/n

Hassa
JNliKapcbKo20

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Bionycky

peecmpayiliHo2o

nocsi0YeHHs

3acoby

(BunpobyBaHHsA

KOHTPO/0
AKOCTI);
®.XodhpmaHH-
Na Pow 14,
LBeiiLapis

KOHTPO/0
AKOCTI);
®.XodhpmaHH-
Na Pow 14,
LBeiiLapis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPO/0
SAKOCTI, BUMYCK
cepii)

3a

UA/2865/01/02

226.

POAKKYTAH
®

Kancynv no 10 wr; no
10 kancyn y 6nicTepi;
no 3 6nictepu B
Kopoo6Li

®.XochcpmaH
H-J19 PoLu
Nita,
LlBeiiuapis

LLiBeliya
pis

KeteneHt
[xepmaHi
E6epbax MmbX,
Himeyunna
(BUPOBHMLTBO
Hepo3dacoBaHo
T npoAykuji,
BMNPO6YBaHHsA
KOHTPO/0
AKOCTI);
®.XodhhmaHH-
Na Pouw JlTa,
LBeiiuapis
(BUNpobyBaHHSA
KOHTPO/0
AKOCTI);
®.XodhhmaHH-
Na Pouw JlTg,
LBeiiuapis
(nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPO/0
AKOCTI, BUMYCK
cepii)

LLiBefiuapi
a
HimeyunH
a

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny -
OHOBNEHHA TEKCTY MapKyBaHHA NEPBUHHOT Ta BTOPUHHOT
ynakoBku /13, BBefleHHA HanncaHHa oavHULb S| natnHeuero
(mo[aTkoBO [0 KUPUNWL) Y TEKCTI MapKyBaHHS. BBeAeHHS
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS.

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny -

peyenmom

3a

UA/15659/01/01

227.

PO3Y®ACT

TabneTkn, BKPUTI
niBKOBOK

060/10HKOt0, No 10 mr

no 10 TabneTok y

CKAH
BIOTEK
nTg

IHais

BadHa
dapmacbioTikas
c nita.

IHais

3MiHM Woa0 6e3nekun/epekTMBHOCTI Ta dhapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3araslbHeHUX aHux npo

peyerimom
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

6nicTepi; no 3
6nicTepy y KapTOHHiIl
ynakosLi

cuctemy hapmakoHarnisgy, 3miHa ynoBHOBaKeHOT ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0c0o6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MiLLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy);
3MiHa YyNoBHOBaXKEHOT 0CO6M 3asiBHUKA, BiAMNoOBIfaIbHOT 3a
thapmakoHarnag; . NMponoHoeaHa pegakuis: MonanakpiliHa
MaHikep BiHy. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBAXXEHOT 0CO6M
3asBHUKA, BiANOBIAA/ILHOI 3a 34iiCHEHHA (hapmakoHarnsgy.
3MiHa KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0COOU 3aABHMKA,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepakuisi: IBaHuLbkuii AHApI BacunboBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 32 3[iICHEHHS
dhapmMakoHarniagy B YKpaii.

228.

PO3Y®ACT

TabneTku, BKPUTI
NNiBKOBOO
060/10HKO0, N0 20 Mr
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy y KapTOHHiIl
ynakoBLi

CKAH
BIOTEK
nTg

IHais

BadHa
dapmachboTikan
c nta.

IHais

BHECEHHS 3MiH [0 peecTpavljiiiHux maTtepianis 3miHu | Tuny -
3MiHM WoA0 6e3nekn/ehekTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3ara/lbHEHUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaxKeHoT ocobu,
BiANOBIAANILHOI 3a 34iicCHEHHS (papMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHVKa 415 34iIACHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
YNOBHOBaXeEHOT 0cO6U, BiNOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MmilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy);
3MiHa yNnoBHOBaXXeHOI 0cobM 3asiBHMKA, BIANOBIA&/ILHOT 3a
thapmakoHarnag; . NMponoHoeaHa pegakuisi: fonanakpiliHa
MaHikep BiHy. 3MiHa KOHTaKTHVX AAaHUX YNOBHOBaXXEHOT 0CO6M
3asBHKa, BiANOBiAaNbHOT 3a 34iICHEHHST hapMakoHarsay.
3MiHa KOHTaKTHOT 0CO6M YNMOBHOBaXKEHOT 0COOU 3aABHMKA,
BiANOBIAANLHOI 3a 34iiCHEHHA hapmakoHarnsgy B YkpaiHi.
MponoHoBaHa pepaakuisi: IBaHULbKuii AHApI BacunboBuy.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0CO6M YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT 3a 34iICHEHHS
dhapmMakoHarniagy B YKpaii.

3a
peyerimom

UA/15659/01/02

229.

CANILVNOB
A MA3b

Masb 2 %, no25ry
KOHTelHepax; no 20 r
a6o 25 r y Ty6ax; no
20rabono25ry
Ty6i; no 1 Ty6i B nayui

MpAT
dapmavnesT
NyHa
thabpuka
"Biona"

YkpaiHa

MpAT
dPapmaueBTUyHa
habpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis 3miHu | Tuny -
BHeCeHHs 3MiH A0 Cneuudikauii/MeToaiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby 3a nokasHnkamu «pH», «MikpobionoriyHa
yncToTa», a caMe 3aMiHa nocunadb 3 4dY 1.0 Ha «aitouy
pefaxuito» APY. BunyyeHHs nocunaHHa Ha APY 3 n. «Onuc»,
«OpfHOPIAHICTb Masi», «PO3MIp YaCTUHOK»; 3MiHW | TRy -
3amiHa rpadiuHoro oopmsIEHHS NEPBMHHOI Ta BTOPUHHOT
YyNaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBigHUMYN
3MiHamM¥ [0 pPO34iniB MeTofax KOHTPO/IK AKOCTI NikapcbKoro
3acoby (po3gin «IpadiyHe 0hOPMIEHHS» 3aMiHEHO PO34i/IOM

6e3
peyenma

UA/6683/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

«MapkyBaHHs»( 3rifHO 3aTBEPXEHOr0 TEKCTY MapKyBaHHS)).
OHOB/IEHHSA BXe 3aTBEPMAKEHOr0 TEKCTY MapKyBaHHS
NepBYHHOT Ta BTOPVMHHOI YNaKoBKY iKapCbKoro 3acoby i3
3a3HaYeHHSAM MiXHapPOAHVX NMO3HAYeHb OAVHULIb
BMMIpIOBaHHS.

BBefieHHs1 3MiH NpOTArom 6-T1 MicALIB NiCNA 3aTBEPMAKEHHS.

230.

CAniunnoB
A MA3b

Masb 5%, no25ry
KOHTeliHepax; no 20 r
abo 25 r y Ty6ax; no
20rabono25ry
Ty6i; no 1 Ty6i B nayui

MpAT
dapmavnesT
NyHa
habpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTMyHa
tpabpuka "Biona

YKpaiHa

BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny -
BHeCeHHs 3MiH 10 Cneuudikauii/MeToiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby 3a nokasHukamu «pH», «MikpobionoriyHa
ynCTOTa», a came 3amiHa nocunaxb 3 Y 1.0 Ha «ajtouy
pefakuito» APY. BunyyeHHss nocunaHHa Ha APY 3 n. «Onuc»,
«OAHOPIAHICTb Masi», «PO3Mip YACTUHOK»; 3MiHW | TUMY -
3amiHa rpadiuHoro ooopmsIEHHS NEPBMHHOI Ta BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBigHUMY
3miHamu o po3ginis MKA N3 (po3gin «padivHe
0hopMIEHHS» 3aMiHEHO po3ainomM «MapkyBaHHs»( 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS)). OHOB/IEHHS BXe
3aTBEpP)KEHOro TeKCTY MapKyBaHHs NEPBUHHOT Ta BTOPUHHOI
YMaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4yeHHSAM MKHapPOAHUX
No3HaYeHb OAVHWL BUMIPIOBAHHSI.

BBefieHHs1 3MiH NPOTArom 6-T MiCALIB MiC/1A 3aTBEPKEHHS

6e3
peyenma

UA/6683/01/02

231.

CAniunnoB
A MA3b

Masb 10 %, no 25ry
KOHTeliHepax; no 20 r
a6o 25 r y Ty6ax; no
20rabono25ry
Ty6i; no 1 Ty6i B nauui

MpAT
dapmavnesT
NyHa
habpuka
"Biona"

YKpaiHa

MpAT
PapmaueBTMyHa
thabpuka "Biona

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
BHeCeHHS 3MiH A0 Cneuudikauii/MeToiB KOHTPOSHO AKOCTI
nikapcbKoro 3acoby 3a nokasHukamu «pH», «MikpobionoriyHa
yucToTar», a came 3aMiHa nocunadb 3 AdY 1.0 Ha «ajto4y
pefaxuito» APY. BunyyeHHss nocunaHHa Ha APY 3 n. «Onuc»,
«OAHOPIAHICTb Masi», «PO3Mip YaCTUHOK»; 3MiHM | TUMY -
3amiHa rpadiyHoro opopmMIEHHS NEPBUHHOI Ta BTOPUHHOT
yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMMU
3MiHaMK [0 PO34iiB METOAAX KOHTPOIH AKOCTI /liKapcbKoro
3acoby (po3gin «padivyHe ohopmIeHHA» 3aMiHEHO PO3[inoM
«MapkyBaHHs»( 3rigHO 3aTBEpP)KEHOr0 TEKCTY MapKyBaHHs)).
OHOB/EHHS BXE 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPVMHHOI YNaKoBKW /likapCbkoro 3acoby i3
3a3Ha4YeHHAM MiKHapOAHWX NO3HaYeHb OAMHULIb
BMMIpPIOBaHHS.

BBefeHHS 3MiH NPOTAroM 6-Tn MicALiB NicAs 3aTBEPAKEHHS.

6e3
peyenma

UA/6683/01/03

232.

CANILNNOB
O-LMHKOBA
NACTA

nacrtano25ry
KOHTeliHepax; no 20 r
y Ty6ax; no 20 r y Ty6i;
no 1 Ty6iy nayu;

MpAT
dapmaueBT
N4YHa
habpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTMyHa
thabpuka
"Biona"

YkpaiHa

BHECEHHS 3MiH 10 peeCcTpaLiiiHnX maTepianis 3mMiHuW | TNy -
BHECeHHs 3MiH g0 Cneyudikauii/MeTogiB KOHTPOSIHO AKOCTI
nikapcbKoro 3acoby 3a nokasHukamu «pH», «MikpobionoriyHa
yucToTa», a caMe 3aMiHa nocunadb 3 dY 1.0 Ha «ajouy
pegakuito» AdY. BunyyeHHss nocunaHHa Ha AdY 3 n. «Onuc»,
«OfHOPIAHICTb», «PO3MIp YaCTUHOK»; 3MiHK | TUNY - 3amiHa
rpaciyHoro ohopMIEHHS NEPBUHHOT Ta BTOPUHHOI YNakoBOK
Ha TeKCT MapKyBaHHs yNakoBOK 3 BifMoBiAHUMUN 3MiHaMK [10
po3ainis MeToAax KOHTPOJIHO SAKOCTI SliKapCbKOro 3acoby
(po3gain «padchiuHe ochopMIEHHS» 3aMiHEHO PO34i/10M
«MapkyBaHHs»( 3rigHO 3aTBEpAKEHOIO TEKCTY MapKyBaHHs)).

6e3
peyenma

UA/6398/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
OHOBJIEHHSA BXe 3aTBEPMAKEHOIO TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPMHHOT YNaKOBKM JiKapCbKOro 3acoby i3
3a3HauYeHHAM MiKHapOAHUX NO3HaYeHb OAMHULb
BMMIpIOBaHHS. BBeeHHs 3MiH NpoTArom 6-Tm MicaUiB micas
3aTBEPAKEHHS.
233. | CEAABIT® PO34MH OpaibHUIA NO NAT YKpaiHa NAT YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/8992/01/01
100 M1y cknstHoMy "rannudap "Tannudapm” 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
a6o nonimepHoMy m" 3MiHM Y TepaneBTUYHUX NOKa3aHHSX (BUTyYEHHS
dhnakoHi; no 1 TepaneBTUYHOTO MOKA3aHHS) - 3MiHV BHECEHO A0 TEKCTY
dhrakoHy y nauui; no IHCTPYKLji 415 MeAUYHOro 3acToCyBaHHS NikapCbKoro 3acoby
100 M y ckNsHiiA 00 po3ainy "rNokasaHHA" (BUNYYEHO: "... a TakoxX A/1s
6aHuj; no 1 6aHui B NiKyBaHHSA CUMMTOMIB, LLLO BUHMKAIOTb MNPV 3aXBOPIOBaHHAX
nauyi; no 200 mny LMTOBMAHOI 31031 Ta LlyKpOBOMY AiabeTi (kpim
CKNsIHOMY pniakoHi; no [,EKOMMEeHCOBAHOrOo LyKpOBOro Aiabety"), ik Hacnigok
1 chnakoHy y nauui OHOBJ/IEHHSI TEKCTY MapkyBaHHs (BBegeHHs 3MiH npoTsirom 6-
TV MicSILiB Micsi 3aTBEPAKEHHS)
234. | CUHY®OPTE | nopoLiok 3AT YropLuu Brpo6HuK Icnanis BHECEHHS 3MiH 10 peecTpayiiiH1ux maTtepianis: 3miHu | TRy - 6e3 UA/6478/01/01
® niochinizoBaHwin ans PapmanesT Ha BiANOBiAaNbHWI 3MiHM 3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenma
PO34MHyY Ans WYHWI 3aBOA, 3a NOBHUIA LKA 3MiHa y TepmiHax npuaaTHOCTI abo ymoBax 36epiraHHs
iHTpaHa3anbHoro ErcC BUPOOHMLTBA, roTOBOrO NikapCbKOro 3acoby (36iNbLUeHHS TePMiHY
3acTocyBaHHs, 35 03, BK/IOHA0YMN nNpUAaTHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - 15 Toprosoi
reMoniTUYHNIA iHAeKC BUNYCK cepil: ynakoBku (NigTBEPAXYETLCA AaHVMU peasibHOro Yacy) -
1:6000 - 1:12000; AT NabopaTtopio 36i/bLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO NikapCbKoro
1 chnakoH 3 NOPOLLKOM Peiir XXodppe, 3ac00y Ha OCHOBI NO3UTUBHKX pPe3yNbTaTiB AOBrOCTPOKOBMX
Yy KOMNAeKTi 3 1 IcnaHis; JocnimpKeHb cTabiNbHOCTI y peanibHOMY Yaci:
amnysiol PO3UMHHUKA AnTepHaTUBHWUIA 3arBepaxeHo: TepMiH NpuaaTHOCTI 3 pokK. 3anponoHOBaHO:
no 5 mn (Boga ans BMPOGHUK, TepmiH npugaTHOCTi 5 pokiB. BBeAEeHHSA 3MiH NPOTArOM 6-Tu
iH eKui) Ta BiANOBiAa/IbHWIA MicSLIB MiCNs 3aTBEPAXKEHHS.
posnunioBayem- 3a BTOPWHHE
[03aTOpOM Y nakyBaHHs:
KOHTYPHIli YapyHKOBIi NabopaTtopiec
ynakosLi; no 1 EHTEMA, C.N.,
KOHTYPHIli YapyHKOBIi Icnanis
ynakosBLji B naui 3
KapTOHY
235. CIPYAHA Masb 33,3 % no 251 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/6682/01/01
MA3b abono50ry dapmaneBT $PapmaueBTUYHA BHeCeHHS 3MiH 10 Cneuudikauii/MeToiB KOHTPOSIHO AKOCTI peyenma
MNPOCTA KOHTelHepax; no 20 r NyHa habpuka nikapcbKoro 3acoby 3a nokasHukamu «pH», «MikpobionoriyHa
a6o no 40 r y Ty6ax; thabpuka "Biona" yncToTa», a caMe 3aMiHa nocunadb 3 4dY 1.0 Ha «ajtouy
no20ra6ono40ry "Biona" pepaxuito» APY. BunyyeHHs nocunaHHa Ha APY 3 n. «Onuc»,

Ty6i, no 1 Ty6i y nayui
3 KapToOHY

«OfHOPIAHICTb», «PO3MIp YAaCTUHOK»; 3MiHK | TUNY - 3amiHa
rpadpiyHoro ohopMIEHHSI NEPBMHHOT Ta BTOPMHHOI YNakoBOK
Ha TEeKCT MapKyBaHHA yNakoBOK 3 BifNoBigH/MK 3MiHaMK 10
po3ainiB MeTofax KOHTPOSIO AKOCTI STiKapCbKOro 3acoby
(po3gain «padchiuHe ohopMIEHHS» 3aMiHEHO PO34i/IOM
«MapkyBaHHS»( 3rigHO 3aTBepP)KEHOr0 TEKCTY MapKyBaHHs)).
OHOB/IEHHS BXE 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs
NepBMHHOT Ta BTOPVMHHOI YNaKoBKM JTiKapCbKOro 3acoby i3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3a3HaYeHHSAM MiKHapPOHVX NMO3HAYeHb OAVHMLIb
BMMIpIOBaHHS.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMAKEHHS.
236. | COMAKCOH TabneTku, BKpUTI Mini Benuka Menpo IHgjisa BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/10211/02/01
060/10HKO10, Mo 500 mMr Xenckepe BpuTtaHi | ®apmacbloTukan AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenmom
no 10 TabneTtok y Nimiteq A ¢ MpisaT NimiTeq MiCLiA MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa
6nicTepi; no 3 roTOBOrO JIiKaPCbKOro 3acoby, BK/OUaoUn AiNbHULi BUMYCKY
6nicTepy B KapTOHHIiA cepii abo MicLe NpoBefEeHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
Kopoo6Li AKy BiANOBIAAE BUPOGHMK/IMNOPTEP, BKKOYAOUM BUMYCK CEpilf)
- 3MiHa Ha3BW Ta agpecy BUpo6Huka /13, 6e3 3mMiHu micus
BMPOGHULITBA
237. | COMAKCOH TabneTku, BKpUTI Mini Benvka Menpo IHAjsa BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/10211/02/02
o60n0Hkoto, no 1000 Xenckepe BputaHi | ®apmacbloTuKan AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
Mmr no 10 TabneTok y NimiTen A ¢ Mpisart NimiTepq, MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
6nicTepi; no 3 roTOBOrO /iKAPCbKOro 3acoby, BKIOYaoUn AiNbHULI BUMYCKY
6nicTepy B KapTOHHIA cepii abo micLie NpoBeAEeHHSI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
KopoobLi SIKy BiANOBigae BUPOGHMK/iMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
- 3MiHa Ha3BMW Ta agpecyn BMpPo6Huka M3, 6e3 3miHn Micus
BMPOGHULITBA
238. COHHAT® TabneTku, BKpUTI MNAT YKpaiHa MAT YKpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/4339/01/01
NNiBKOBOIO "KniBmegnp "KviBmegnpenap 3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeToAax peyenmom
060n0Hkoto, no 7,5 mr, enapat" ar" KOHTPOJIH0 SIKOCTI Nlikapcbkoro 3acoby. 3anponoHoBaHo: MNMoBHa
no 10 TabneTok y Ha3sa AKLoHepHe ToBapuncTeo "Kuismegnpenapar”
6nictepi, no 1 a6o 3 CkopoyeHa HasBa MNAT "KuiBmegnpenapart"”; 3miHu | Tuny -
6nicTepu B navuj 3 3MiHa HaliMeHyBaHHs BUPO6HUKa, 6e3 3MiH y MeTogax
KapTOHY KOHTPOJIIO AKOCTI flikapcbkoro 3acoby. 3anponoHoBaHo: MNosHa
Ha3Ba AKLioHepHe ToBapucTBo "KniBmeanpenapar”
CkopoyeHa Hassa AT "Knismegnpenapar”
239. CMA3MEKC® | Tabnetku, BKpUTI ap. Himeuun [Op. Nconerep HimeuunH BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis 3miHW | TNy - 3a UA/11835/01/02
NAiBKOBOO Mdonerep Ha ApuHaiimiTTens a 3MiHM Woa0 6e3nekn/ehekTMBHOCTI Ta hapMakoHarisay. peyenmom
060/10HKO0, N0 15 Mr ApuHaimiTT M6X BBefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHKX NPO CUCTEMY
no 10 TabneTok y enb M6X hapmakoHarnsgy (BBefeHHs y3ara/lbHeHUX faHux npo
6nicTepi; no 3 cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi 0cobu,
6nicTepy B KapTOHHIA BiANOBIAA/ILHOI 32 34iiCHEHHSA (papMakoHarnsay; KOHTakTHOT
Kopoo6Li 0cobu 3 thapmakoHarnsgy 3asBHUKa 415 34iNCHEHHSA
thapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXXEHOT 0cO6U, BiANOBIAANLHOT 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
pO3MilLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy);
3MiHa KOHTaKTHOI 0co6M YNOBHOBaXKEHOT 0CO6U 3as1BHMKA,
BiZJNOBIAANbHOI 3a 3AjiCHeHHs hapmakoHarnagy B YkpaiHi.
MponoHoBaHa pepakuis: CaBueHko AmuTpo CeprilioBuy
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6Y YNOBHOBAXXEHO!
0co6y 3asiBHKKA, BiANOBIfA/IbHOT 3a 34iACHEHHS
papMakoHarnisiay B YkpaiHi
240. cnneT po34nH Ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/13561/01/01
ETNNOBWIA 30BHILUHLOIO "Tannudpap "Tannudapm" 3MiHa HalilMeHyBaHHS 3asiBHMKa, 6e3 3MiH y MeTogax peyenmowm
70% 3acTtocyBaHHs 70 % m" KOHTPOJIH0 SIKOCTi NikapcbKoro 3aco6y. 3anponoHoBaHo: MoBHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
no 100 mny Ha3Ba AkLjoHepHe ToBapucTseo " MNannudapm” , CkopoueHa
hnakoHax HasBa MAT " lannmucpapm” ; 3MmiHK | TUNY - 3MiHa
HaliMeHyBaHHsi BUPO6HUKA, 6€3 3MiH Y METOAAX KOHTPOJTH
AKOCTI NTiKapCbKOro 3acoby , 6e3 3MiH B iHCTPYKLUIiT A51A
MeAMYHOro 3aCTOCYBaHHSA Ta Y TeKCTi MapkyBaHHS J13.
3anponoHoBaHo: [oBHa Ha3Ba AKL,iOHEpHE TOBapnCTBO
"lanmudpapm” CkopoyeHa Hassa MAT "lannudapm”
241. cnneT po34nH Ans MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/13561/01/02
ETNNOBWIA 30BHILUHLOIO "Tannudpap "Tannudapm" 3MiHa HaliMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeTogax peyenmom
96% 3acTocyBaHHA 96 % m" KOHTPO/II0 AIKOCTI Nlikapcbkoro 3acoby. 3anponoHoBaHo: MNoBHa
no 100 mny Ha3Ba AkLioHepHe ToBapucTBo " MNanuudapm” , CkopoveHa
dhnakoHax Hassa MAT " Fanuudpapm"” ; 3miHm | Tvny - 3MiHa
HaliMeHyBaHHS BUPOOHUKa, 6€3 3MiH y MeToAax KOHTPO/IHO
SAKOCTI NikapcbKoro 3acoby, 6e3 3MiH B IHCTPYKLUIT ANns
Me[MYHOr0 3aCTOCYBaHHS Ta Y TEKCTi MapKyBaHHS NikapCbKoro
3aco0by. 3anponoHoBaHo: MoBHa Ha3Ba AKLiOHepHe
ToBapucTeo "Fanmudapm” CkopoyeHa Hassa MAT
"Tannudapm”
242. | CTAMAPUN NOpPOLLOK ANA CaHodi PpaHuis NOBHUIA LKA PpaHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/16354/01/01
BAKUVHA cycnexsii ans iH'exuin, MacTep BUPOOHMLTBA, YropwumHa 3MiHu 3 siKkocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
ana He MeHLue Hix 1000 3anoBHEHHS, BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
MPO®INAKT MO/go3a, no 1 gosiy niodpinizavis, BMNYCKY Cepii Ta KOHTPOJI0 SAKOCTi rOTOBOrO NiKapCbKoro
WKW XXOBTOI | dpniakoHi Ta po3umHHUK nepBuHHE Ta 3acoby (3amiHa abo foaaBaHHS BUPOOHMKA, LU0 BignoBigae 3a
NIMXOMAHKW | (HaTpito xnopug, Boga BTOPUHHE BBE3€HHS Ta/abo Bunyck cepii) - He BkAovaroum
(PKUBA Ons iH'ekuyin) no 0,5 nakyBaHHs, KOHTPO/b/BMNPOGYBaHHSA cepii - AoAaBaHHS BUPOGHMKA, Lo
ATEHYNOBA | mny nonepeaHbo KOHTPO/b SKOCTI, Bignosigae 3a Bunyck cepii (TepmiH BBeAEHHS 3MiH - NPOTArom
HA) 3arnoBHeHOMY LINpuLy BWMNYCK Cepil; 6 micauiB nicns 3aTBepAKeHHS); 3MiHW | Tuny -
3 NPUKPINIEHOI0 NOBHUIA LKA AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
rofikoto; no 1 pnaxkoHy BUPOOHMLTBA, MicLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa
3 nopowukom Ta 1 nepBuHHE Ta roTOBOrO /iKAPCbKOro 3acoby, BKIOYaoUn AiNbHULI BUMYCKY
nonepegHL0 BTOPVHHE cepii abo micLie NpoBeAEHHSI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
3anoBHEHOMY LUMPULLY nakyBaHHS, AKy Bignosigae BUPOOHMK/IMNOPTEP, He BKIOYaoUM BUMYCK

3 NpUKPINIEHO0
rO/KOKO B KAPTOHHIM

KOHTPO/Ib AKOCTI
Ta BUNyCK cepii

cepiit) - NnpyBeAeHHst Ha3BM BMPOOHUKa CaHoi-ABEHTIC
MpaiisiT Ko. JITa., YroplimHa, BignoBifanbHOro 3a BTOPUHHE

Kopo6bui; no 1 PO3YMHHUKA: nakyBaHHs1, 40 BUCHOBKY [lepx/1iKCyx6m YkpaiHu woao
dh1akoHy 3 NOPOLLKOM CaHodi MacTtep, niATBEPMAXEHHS BiANOBIAHOCTI YMOB BUPOOHULITBA HATEXHOT
Ta 1 nonepegHbo ®paHuis; BMPOGHMYOI NpakTuku (TepMiH BBEAEHHS 3MiH - NPOTAroM 6
3anoBHEHOMY LUMNpULy nepBuHHE Ta MiCALB Nicnsa 3aTBepAKEHHS)

3 NPUKPINIEHOI0 BTOPUHHE

TOJIKOK B CTaHAAPTHO- nakyBaHHs,

€KCMOPTHIlA ynakosLyj, KOHTPO/b SKOCTI,

AKa MiCTUTbCS Y BWMNYCK Cepil;

KapTOHHI kopobui 3 NOBHUIA LKA

IHCTpYyKLUieo ans BUPOOHMLTBA,

MeANYHOro nepBuHHE Ta

3acTocyBaHHs; - no 1 BTOPUHHE

0031 y do1akoHi Ta nakyBaHHs,
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1

PO3YMHHKIK (HaTpItO
xnopua, Boaa ans
iH'ekwji) no 0,5 mny
nonepeaHL0
3anoBHEHOMY LUMPULLY
3 ofHieto abo gsoma
OKpPeMUMU rofikamu;
no 1 dpnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHEHOMY LUMPULLY
3 1 abo 2 okpemummn
ronikamu y 6nictepi B
KapTOHHI Kopo6Lj; -
no 1 gosiy dpnakoni Ta
PO3UYMHHKIK (HATPItO
xnopua, Boaa ans
iH'ekwji) no 0,5 mny
nonepeaHL0
3anoBHEHOMY LUMPULY
3 ofHieto abo gsoma
OKpPeMUMU rofikamu;
no 1 dpnakoHy 3
nopotukom Ta 1
nonepeaHL0
3anoBHEHOMY LUMPULLY
3 1 abo 2 okpemummn
roniKkamu y 6nictepi B
cTaHgapTHoO-
€KCMOPTHIlA ynakosLyj,
AKa MiCTUTbCS Y
KapTOHHI kopobui 3
IHCTpYKUieto ans
MeAnYHOro
3aCTOCYBaHHS.
MapkyBaHHs
YKPaiHCbLKOI0 MOBOIO.
no 1 posiy donakoHi Ta
PO3UMHHVIK (HATPItO
xnopvg, Boaa ans
iH'ekuiil) no 0,5 mny
nonepegHL0
3anoBHEHOMY LUMPULLY
3 NPUKPINIEHOI0
rofikoto; no 1 pnakoHy
3 nopowkom Ta 1
nonepeaHLo
3aNOBHEHOMY LUMPULY

KOHTPO/Tb AKOCTI
Ta BUNyck cepii
PO3YMHHYKA:
CaHodpi MacTtep,
PpaHuis;
NOBHWIA LMK
BMPOGHMLTBA,
nepBuHHe
nakyBaHHS,
KOHTPO/Tb AKOCTI
PO3UMHHYKA:
CAHO®I
BIHTPOMN
IHOACTPIA,
PpaHLis;
BTOPWHHE
nakyBaHHS,
BUMNYCK cepil:
CaHodi-ABEHTIC
MpaiiBiT Ko.
nra.,
Mnardopma
noricTukm Ta
AnCTprbyLii y m.
Bypanewr,
YropumHa
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n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1

3 MPUKPINJIEHO0

rO/IKOK0 B KAPTOHHIl

KOpo6Li 3i CTUKEPOM

YKPaiHCbKOIO MOBOIO;

no 1 posiy donakoHi Ta

PO3UMHHVIK (HaTPItO

xnopvg, Boaa ans

iH'ekuiil) no 0,5 mny

nonepegHL0

3anoBHEHOMY LUMPULLY

3 0fHieto abo ABoma

OKPEMUMY TOJIKaMu;

no 1 conakoHy 3

nopowkom T1a 1

nonepegHL0

3anoBHEHOMY LUMPULLY

31 abo 2 okpemumu

ronikamu y 6nictepi B

KapTOHHI Kopo6ui 3i

CTMKEPOM

YKPaiHCLKOK MOBOIO.

243. | TA®NIOTAH® | kpanni ouHi, 15 CaHTeH AT | ®iHnsAHA, "in bulk", AnoHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | TUny - 3a UA/10158/01/01
Mrk/mn; no 2,5 mny is nepBuHHE PiHNAHAIA 3MiHU 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuenmom
donakoHi; no 1 nakyBaHHs: BMPOGHMLTBI. 3amiHa abo BBEAEHHS AO0AATKOBOI AiTbHUL,
dhnakoHy 3 CaHTeH BMPOGHMLITBA A1 YAaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
KpanesibHuLe- dapmachbioTikan roTOBOro Nikapcbkoro 3acoby (iHLWi 3MiHK) [JONOBHEHHS
HaKiHLiBHMKOM Ta Ko., N14., Cira PYHKLi: KOHTPONSA AKOCTI 4151 3aTBEPAKEHOTO BUPOOHMKA
KPULLKOKO B KPTOHHIl MnaHT, AnoHis; CaHTeH AT, ®iHNsHAiA BignoBiganbHOTo 3a BTOPUHHE
KopooLi Bupo6bHuk nakyBaHHs Ta BUNycK cepii. 3MiHn | Tuny - AgMiHICTpaTUBHI

BiANOBIAA/IbHWIA 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Micus
3a BTOPUHHE NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nakyBaHHs Ta nNiKapcbKoro 3acoby, BKIOHauM AibHULI BUNYCKY cepii abo
KOHTPO/b AKOCTI: MicLie NPOBEAEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
Hekctdapma BiANoOBiAae BMPOGHMK/IMNOpTEp, He BK/IKOYAKYM BUMYCK cepiid)
AT, ®iHNAHAIS; 3MiHa Ha3BY BUPOOHMYOT AiNbHULL BiANOBIAa1bHOT 3a
Brpo6HuK BTOPUHHE MakyBaHHS, KOHTPO/Ib SKOCTi 3 CaHTeH AT,
BiANOBIAA/TbHWIA ®iHNAHgiA Ha HekcT®apma AT, ®iHNsHAiS, BHACNiAO0K
3a BUMYCK cepii: npoAaxy BUPOBHUYOT AiNbHWLI. BUPO6HUK, BignoBifansHWiA 3a
CaHTeH AT, BUMYCK Cepii 3a/mLiaeTbea 6e3 3miH.
diHNsHAIA
244. TEPA®NEKC | kancynu no 30, abo TOB YkpaiHa KoHTpakT CWA BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis 3miHu | Tuny - Ges UA/7749/01/01
® 60, a6o 120 kancyny "Baiep" dapmakan 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenma
n1acTUKoBOMY Kopnope#iLuH, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
chnakoHi; no 1 CWA thapmakoHarnagy (BBe4eHHS y3arasibHeHUX JaHux npo
1aKoHY B KapTOHHIi (BUPOGHUK, cuctemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
Kopoo6Li BiANOBiAa/IbHWIA BiANOBIAA/LHOI 32 34iiCHEHHS (hapMakoHarnsay; KOHTakTHOT
3a BMPOGHULITBO ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 34iicCHeHHS
in bulk); hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
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KoHTpakT YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iiCHEHHS
dapmakan hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
KopnopeiiwH, po3MiLLeHHI MacTep-thaiina cuctemmn chapmakoHarnsgy);
CWA 3MiHa yNOBHOBaXKEHOT 0CO6M 3aBHUKA, BiAMOBIfa/IbHOT 3a
(BMPOBHWK, dhapmakoHarnsg. MponoHoBaHa pefakuis: BepemiioBa PeHata
BiANOBIAANbHWIA €BreHiBHa.3mMiHa KOHTaKTHUX JaHuX YNOBHOBaXEHOT 0cobu
3a nakyBaHHS, 3aABHVKa, BigNOBIAaNbHOI 3a hapmakoHarnsag.3miHa micus
KOHTpO/b Ta 3[iiCHEHHS1 OCHOBHOI AisfNbHOCTI 3 hapMakoHarnsgy. 3miHa
BUNYCK cepii) MicLle3HaX0MKEHHA MacTep-ghalina.
245. | TEPA®NKO NOpPOLLOK ANs rCK Lseiiua | MCK KoHcblomep CLIA BHECEHHS 3MiH 10 peecTpavyiiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/5436/01/01
OP&/IbHOIO PO3YUHY 3i KoHcblomep pis Xenc, IHK. AgfMiHiCTpaTuBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenma
CMaKoM JliCOBUX Arif; Xenckep 3asBHMKa (BNacHvKa peecTpauiiHoro NoCBig4YeHHs) - 3MiHa
1 nakeT 3 MOPOLLKOM; C.A. HaliMeHyBaHHs Ta agpecu 3asaBHuka (BBefeHHs 3MiH
10 nakeTiB 3 NPOTAroM 6-TW MICALIB NICNA 3aTBEPLAXKEHHS); 3MiHW | TNy -
NOPOLLKOM Y AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
KapTOHHI Kopo6Lyi MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUMYCKY
cepii abo micLe NpoBeAeHHS KOHTPOO SKOCTI. (AiSNbHICTb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs BUPOOHWKa, 6e3 3MiHM MicLs
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TU MicALB nicns
3aTBEpPAKEHHS)
246. | TAMANIH niocpinizat ans TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny: 3a UA/2989/01/01
PO34UHY NS iH'EKLiA "BIOPAPMA" 3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPONb roToBOrO | peyenmom

no 10 wr; 5 chnakoHis
3 niodpinizatom y
6nictepi; no 2
6nicTepu y nauui 3
KapTOHY

"BIO®PAPMA

nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
LOMYCTUMMX MEX FOTOBOTO JIiKapCbKOro 3acoby (iHLWi 3MiHu) -
3MiHa y cnevudikauii nikapcbKoro 3acoby, BUMYYEHHS i3
nokasHuka «lgeHTudikayis» cnekTpohoToOMETPUYHII METOL,
igeTudcbikauii Tumaniny B UV obnacTi (BUny4YeHHs
ineHTudhikauii B 3 po3giny «laeHtudikauis» B cneumdikauii Ha
nikapcbknii 3aci6); 3MiHN | TURY: 3MiHW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO /iKapCbKoro 3acoby.
3miHa y MeToAax BUNpo6yBaHHS rOTOBOTO JlikapCbKoro 3acoby
(iHLWi 3MiHW) - 3MiHa iHTenpuTaLi KpUTEpIiB NPUAHATHOCTI B
pO3paxyHKOBIi hopMysli METOAIB KOHTPOJIHO 3@ NOKA3HUKOM
«KinbkicHe B13HaueHHs. MNenTuau», y 3BA3KyY i3 BUIYYEHHAM
OJHI€ET 3 NEPBUHHUX YMaKOBOK — CKISSHUX amnys no 2 Mn
(3aTBEpPAXEHO: HE MeHLWe 1,5 Mr, B nepepaxyHKy Ha cepefHio
Macy BMICTY O4HOro KOHTeNHepa; 3anpornoHOBaHO: HE MeHLUe
1,5 Mr B ogHOMY oniakoHi. He3HayHa 3miHa B KOHLeHTpauii
BUNPOOOBYBAHOr0 Po34mnHy (3aTBepaxeHo: 0,6 Mr/mn;
3anponoHoBaHo: 0,75 mr/mn), SK HacnigoK 3MiHa
po3paxyHkoBoi hopMyiv BMICTY noninenTugis (3MiHEHO
chopMy toBaHHSA HOPMYBaHHS [il040T PEYOBUHN —
noninenTugis 3 «He meHwe 1,5 Mr B nepepaxyHky Ha cepegHto
Macy BMICTy OJIHOTO KOHTEHepy» Ha «He MeHwe 1,5 mr B
OfiHOMY h/1akOHI» Ta BiANOBIAHI 3MiHW, LLLO CTOCYIOTLCS
npo6oniAroToBKM BUNPO60BYBAHOMO PO3YMHY Ta
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pO3paxyHKOBOI hopMy/n); 3MiHK | TUMY: 3MiHM 3 SKOCTI.

[oTOBWIA Nlikapcbkmii 3aci6. KOHTPOIb roTOBOro NikapcbKoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHA roTOBOr0
nikapcbKoro 3acoby (415 NprBeAEHHS Y BigNoBigHICTb 3 DY
abo €sponeiicbkolo thapMakoneei Ta BUMYYEeHHS NOCUIaHHA
Ha 3acTapifvii BHYTPILLHI MeToA BUNPOGOBYBaHHS i 1i0ro
HOMep)) — AoJaBaHHsA nocuiaHHs Ha Eur.Ph meTog Il B
cneumaikaLii Ta MeTogax KOHTPOO 3a NokasHUKOM «CTyniHb
3ab6apBneHHs po3unHy» (NpUBEAEHHS Po3Ainis MeToais
KOHTPOJII0 SIKOCTi Ha Nikapcbkuid 3aci6 y BignoBigHIiCTb Ao AdY
abo €sponeiicbkoi hapmakonei); 3miHu | Tuny: 3MiHK 3 SIKOCTi.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOIb roTOBOrO NikapcbKoro
3acoby. 3miHa napameTpiB cneuudikayin Ta/abo gonycTummnx
MeX roTOBOr0 NiKapcbkoro 3acoby (iHWi 3mMiHW) - foAaBaHHsA
iHchopmauii Npo onanecueHLii po34nHY y NOPIBHAHHI 3
BiANOBIAHMM eTasioHOM I, 3 ornsAy Ha 6ilkoBe MOXOKEHHS
CYXOro OYMLLEHOrO EKCTPaKTy TUMycCy (BOMIOYKOBOI 3a/1031)
BE/VKOI poraToi XyAo6u 3a nokasHukom «lpo3opicTb
pO3unHy» (3MiHM y cneuudikauii MeToAiB KOHTPOSO SKOCTI
NikapcbKoro 3acoby 3a NOKasHUKOM «[PO30PiCTb PO3UNHY»);
3MiHK | TUNy: 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b roToBOrO NikapcbKoro 3acoby. 3miHa y metogax
BMNPOOYBaHHA TOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW y
MeTofAax BUNPO6oBYyBaHb (BK/1H0HYaoun 3amiHy abo
[OMOBHEHHS)) - HE3HAYHA 3MiHa Onvcy NPO6OMiArOTOBKM
BMMPOG0BYBAHOIO PO34MHY 3a NOKA3HWKOM «CTEepPUbHICTbY, Y
3BA3KY i3 BUTYYEHHAM OfHI€l 3 NEPBUHHMX YNaKOBOK —
CKMIAAHMX @My no 2 M (3aTBepMKeHo: BMICT KoXHOro
KOHTelHepy.....; 3anponoHOBaHO: BMICT KOXHOro
hakKoHy......) (YTOUHEHHS METOAMKMN B 3B'A3KY 3 BUYHEHHAM
NEepBMHHOIO NakyBaHHA amnys); 3MiHu | Tuny: 3MiHKU 3 SKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KOHTPOb roTOBOro NikapcbKoro
3acoby. 3miHa y MeTofax BMNpobyBaHHA FOTOBOr0O
nikapcbKoro 3acoby (iHLWwi 3MiHM y MeToAax BUNPo60ByBaHb
(iHWi 3mMiHM Yy MeTogax BUNPo60BYyBaHb (BK/IOYAKOUMN 3aMiHy
ab0 JONOBHEHHS)) - 3MiHa iHTenpuTauii KpuTepiis
NPUAHSATHOCTI B PO3PaxyHKOBIli (hopMy i METOZjiB KOHTPO/IHO
3a NokKasHUKoM «Pochop», y 3BA3KY i3 BUNYYEHHAM OfHiEl 3

3MiHa ONKCi NPUrOTyBaHHA BUMPOOOBYBAHOIO PO3YNHY
(3aTBepaxeHo: 0,150 r BUNpo60oBYBAHOrO PO3UMHY
PO3UYMNHAOTb Y BOJ,.....; 3aNpoOnoHOBaHO: BMICT koxHoOro 3 5
hnakoHiB OKPEMO PO3UMHAIOTL Y 2 M1 BOAW P, po3unHu
06€OHYHOTD ..... , 6e3 3MiHM KiHLeBOT KOHLeHTpau;ii

chopmynm BMICTy noinenTuais) (YTOUHEHHS METOAVKN B

NepBUHHUX YMNakKOBOK — CKIAHUX amMny no 2 M/ Ta HesHayHa

BMNPOBGOBYBAHOIO PO3UMNHY, K HACMILOK 3MiHA PO3PaxyHKOBOI

3B'AA3KY 3 BU/TyYEHHSIM NEePBUHHOTO NaKyBaHHS amMmyi); 3MiHu |

TUNy: 3MiHW 3 SIKOCTi. FTOTOBWIA Nikapcbkuii 3aci6. KoHTposb
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Hassa

Popma sunycky

3asBHUK
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JNliKapcbKo20
3acoby

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

247.

TIONEHTAN

niogpinisat ans

MAT

YkpaiHa

MAT

YkpaiHa

roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHA TOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW y
MeToAax BUNpo6oByBaHb (iHLLi 3MiHW Y MeTogax
BMNPOGOBYBaHb (BK/IKOYAKYM 3aMiHy ab0 AONOBHEHHS)) -
[loNnOBHEHHS onncy MeTOAMKN 3a NOKa3HUKOM «OfHOPIfHICTb
Macu» iHhopMaLliero NPo KiNbKIiCTb (h1akoHIB, B3ATUX A1
aHanisy, Muiiky, CyLLKy Ta 0XO/10[KeHHS d)/1aKkoHIB BifnoBigHO
£o Bumor A®Y 2.9.5; 3miHu | TMny: 3MiHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. Onuc Ta cknag, (iHWi 3MiHM) — 3MiHa
hopMy/HOBaHHSA BUPaXKEHHS [il040T PEYOBUHN NO aKTVBHOMY
hapmaLeBTUUHOMY iHIPIGIEHTY (CYXMIA OUULLLEHNIA eKCTPaKT
TMMycy (BOSIOYKOBOI 3as1031) BEIUKOT poraTtoi xygobu) —
noninentuau, 6e3 3MiHu KinbKOCTi foAaBaHHS EKCTPaKTy
nepesMixypoBoi 3a1031 6ukiB (3aTBepaKeHo: 1 amnyna
(dhnakoH) MIiCTUTb CyXOro OUYMLLLEHOTO EKCTPaKTy TUMYCY
(BO/10YKOBOI 3a/1031) BEIUKOI poraToi Xygo6wm - 10 wr;
3anponoHoBaHo: 1 hnakoH MICTUTbL CyXMWiA OUNLLEEHWI eKCTPaKT
TMMyCyY (BOMIOYKOBOI 3a/1031) BEIUKOT poraTtoi Xxygo6u B
nepepaxyHky Ha noninentTuan - He mexwe 1,5 mr) (YyTO4UHeHHs
HOPMyBaHHS fjt040T PEUOBMHM Ha OAWHULIIO KOHTENHEpPa);
3MiHU BHECEHO B IHCTPYKLilO 415 MEANYHOTO 3acTOCyBaHHSA
nikapcbkoro 3acoby Ao posginy "Ckniag”, Ta, Sk Hacnigok,
BigNoBiAHI 3MiHW BHECEHO B MapKyBaHHS ynakoBKN
nikapcbKoro 3acoby; 3MiHu | Tuny: 3MiHW 3 AKOCTi. FTOTOBUIA
nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa y NepBYHHIli yNakoBLji rOTOBOrO /likapCbKOro
3aco6y (Tvn KoHTeliHepa abo AofaBaHHs HOBOTO KOHTelHepa)
(3. BrunyyeHHs1 NepBUHHOI YNakoBKu, L0 He NP13BOANTbL [0
MOBHOrO BUMYYEHHS NiKapcbKoro 3acoby 3 MEBHOLO cusoko Ajl
ab0 y neBHili Nikapcbkiii opMmi) — BUTYYEHHSA NEPBUHHOT
YNakoBKMK, L0 He NPU3BOANTL [0 NOBHOTO BUTYYEHHS
nikapcbKoro 3aco6y 3 NeBHOK CU/IOK Aii abo y NeBHil
Nikapcbkiii hopMi - BUTYYEHHS 3 YNAKOBKU CKISHKX amnyn 3
KinbLieM 3/10My 06EMOM 2 MJT; 3MiHW, & caMe BUTyUYEHHS
NepBUHHOT YNaKkoBKW1, BHECEHO B iHCTPYKLtO A1 MEAUYHOTO
3acTOoCyBaHHS MikapcbKoro 3acoby Ao po3ainy "Ynakoska" Ta,
AK HacnifgoK, BignoBigHi 3MiHKM B po3ainax "Ckniaa” Ta "Cnoci6
3acTocyBaHHA Ta 4o3K1", BignoBigHi 3MiHW BHECEHO B
MapKyBaHHS yNakoBKM NikapcbKoro 3acoby

nocsi0YeHHs

PO3YUHY ANs1 iH'EKLLiIA
no 0,5 r; hnaxkoHn 3
niocpinizatom

"Kuismegnp
enapat"

"Kuismegnpenap
ar"

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
KOHTPOJI0 SIKOCTI NliKkapCbKoro 3acoby, 6e3 3MiH B iIHCTPYKLT
ANA MeAUYHOro 3acTOCYBaHHA Ta 'y TeKCTi MapKyBaHHS
nikapcbkoro 3acoby. 3anponoHoBaHo: MNMoBHa Ha3Ba
AkujioHepHe ToBapucTBO "KniBmegnpenapat”, CkopoyeHa
Ha3Ba AT "KuiBmegnpenapat”; 3MiHu | Tuny - 3miHa
HaliMeHyBaHHS BUPOOHMKa, 6€3 3MiH y METOAax KOHTPO/I0

3a
peyenmom

SAKOCTI JIiKapCbKOro 3acoby, 6e3 3MiH B iHCTPYKLIi 415

UA/3916/01/01
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MeMYHOro 3aCTOCYBaHHA Ta Y TEKCTi MapKyBaHHS MliKapCbKoro
3acoby 3anponoHoBaHo: MNMoBHa Ha3Ba
AkujioHepHe ToBapucTBO "KniBmegnpenapart”, CkopoyeHa
Ha3ga AT "Kvismegnpenapar”
248. TIONEHTAN niocpinizat ana MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/3916/01/02
PO3UUHY NS iH'EKLA "Knismegnp "Kuismegnpenap 3MiHa HallMeHyBaHHS 3as8BHUKa, 6e3 3MiH y MeTogax peyenmom
no 1,0 r; conakoHu 3 enapat” at" KOHTPOJI0 SIKOCTI /likapcbkoro 3acoby, 6e3 3MiH B iHCTPYKLiT
niocpinizatom 0151 MeUYHOro 3aCTOCyBaHHA Ta y TEKCTi MapKyBaHHS
nikapcbkoro 3acoby. 3anponoHosaHo: MoBHa Ha3Ba
AxkuioHepHe ToBapucTBo "KniBmeanpenapat”, CkopoyeHa
Ha3Ba MAT "KuiBmegnpenapart”; 3MiHu | Tuny - 3miHa
HaliMeHyBaHHS BUPOGHMKa, 6€3 3MiH Y MeTO4ax KOHTPO/I0
AKOCTI NikapcbKoro 3acoby, 6e3 3MiH B iHCTPYKLii Ans
Me[MYHOro 3aCTOCYBaHHA Ta Y TEKCTI MapKyBaHHs NikapCbKoro
3acoby 3anponoHoBaHo: [oBHa Ha3Ba
AxkuioHepHe ToBapucTBo "KniBmeanpenapat”, CkopoyeHa
Ha3sa lNAT "Kvismegnpenapar”
249. TIOLUETAM® | po34uH ANs iH'eKujii, MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/0693/02/01
no 5 mn Bamnyni, no5 | “Fanuycap "Tanuudapm” 3MiHa HallMeHyBaHHS 3asiBHUKa, 6e3 3MiH y MeTogax peyenmom
amnysn y KOHTYPHiiA M" KOHTPOJIHO AIKOCTI, IHCTPYKLT 4719 MeANYHOro 3acTocyBaHHs Ta
YapyHKOBIli ynakoBLi, TEKCTi MapKyBaHHS /likapCbKoro 3acoby. 3anponoHOBaHO:
NoKpuTIlA M/1IBKOO; MO [MoBHa Ha3Ba AKLiOHepHe ToBapuCTBO «[lrannudapm»
2 KOHTYpPHi YapyHKOBI CkopoueHa Ha3Ba MNAT «[anunudapm»; 3miHu | TUny - 3miHa
yNakoBKM y naui; no HaliMeHyBaHHSA BUPOGHNKKa, 6€3 3MiH Y MeToAax KOHTPOsI0
10 mn B amnyni, no 5 AKOCTI, IHCTPYKLT AN MeAUYHOro 3aCTOCyBaHHSA Ta TEKCTi
amnysn y KOHTYPHiiA MapKyBaHHS NikapcbKoro 3acoby.3anponoHosaHo: MosHa
YapyHKOBIW ynakoBL, HasBa AKLioHepHe ToBapucTBo «lannudapm» CkopoyeHa
Nno 2 KOHTYpPHi HasBa MAT «lanuucapm»
YapyHKOBI YNaKoBKu Yy
nauui, no 10 mn B
amnyni, no 10 amnyn y
Kopobui. MapkyBaHHs
YKPaiHCbKO0 MOBOO
250. TPNDAC® Tabnetkv no 5 mr; no MeHapiHi IMokcem BEPNIH-XEMI HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/2540/01/02
COR 10 Tabnetok y IHTepHeLLOoH 6ypr Ar, HimeuunHa a OHOBJ/IEHHSA BXE 3aTBEPA)KEHOro TEKCTY MapKyBaHHSA peyenmom
6nictepi; no 3 an (BUPOGHMLTBO NEePBMHHOI Ta BTOPUHHOI yNakoBky J13 3 BHECEHHAM
6nicTepy y KapTOHHiIl OnepeiwoH TabneTok in [oAaTkoBol iHpopmaLii (BHECEHHS NO3HaYeHb OAVHULL
Kopoo6Li c bulk, KOHTpOsb BMMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep NaTUHCLKOro andasity,
Jrokcembypr cepii); BEPJIIH- TOLLIO); BHECEHHS 3MiH 40 po34iny “MapKyBaHHA" MeTogiB
C.A. XEMI AT, KOHTPOJIH0 SIKOCTI /likapcbkoro 3acoby: 3anponoHoBaHo:
HimeuunHa MapkyBaHHs. 3rigHo i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS.
(KiHueBe OHOB/IEHHA TEKCTY MapKyBaHHs yNakoBKMW J1IKapCbKoro 3acoby.
nakyBaHHs, BBefeHHs 3MiH NPOTAroM 6-Tu MiIcALIB NiCNA 3aTBEPAXKEHHS
KOHTPONb Ta
BUNYCK cepii)
251. | T-TPIOMAKC PO3YMH NS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/13848/01/01
25 mr/mn no 2 mn abo "®apmavesT "dapmaLeBTUUH 3MiHK 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. peyenmom
no 4 mn B amnyni; no 5 | nyHa dpipma a thipma 3MiHa y TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHsi
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n/n

Hassa
JNliKapcbKo20

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

KpaiHa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby

amnyn y KOHTYpPHIi
YapyHKOBIli yrnakoBL;
N0 2 KOHTYpHI
YapyHKOBI YNakoBKv y
nauuj

"fapHuus"

"AapHuus"

rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
NpUAATHOCTI FOTOBOTO JIiKAPCbKOro 3acoby) - 4N Toprosoi
ynakoBku (NiATBEPLKYETbCA AAHUMMN PeasIbHOro Yacy) -
36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOTO JTiKaPCbKOro
3aco0y Ha OCHOBI NO3WUTUBHWX pe3y/bTarTiB 4OBrOCTPOKOBUX
LocnimpKeHb CTabiNbHOCTI y peasibHOMY Yaci: 3aTBepaKeHO:
TepmiH NpugaTHOCTI 2 poku 3anponoHoBaHo: TepMiH
npugartHocTi 3 poku (BBeAeHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs)

6e3

UA/15368/01/01

252,

YPO®YPAIH

Tabnetku, no 50 wr;
no 30 Tabnetok y
6nictepi; no 1
6nicTepy B KAPTOHHIl
KopoobLi

AT "Apaves
®apma”

Monba

AT "Apaves
®apma”

Monba

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny -
AfMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
MiCLiA MPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa
roTOBOrO JIiKapCbKOro 3acoby, BKOUaoun LiNbHULi BUMYCKY
cepii abo MicLe NpoBefEeHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
AKY BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/THOYAKOYM BUMYCK
cepiii) 3miHa Ha3BM BUPOOHMKA rOTOBOrO NiKapCbKOro 3acoby,
nepBUHHE | BTOPMHHE NakyBaHHSA. BBeAeHHA 3MiH NpoTAarom 6-
M MiCALIB NicNsa 3aTBEPMKEHHS. 3MiHuW | TUny - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOsI0
SIKOCTi FOTOBOrO MikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKa, L0 BiANOBIAAE 3a BBE3EHHSA Ta/abo BMMNYyCK cepil) -
He BkntoYakoum KOHTPOb/BUNPOGYBaHHSA cepii - 3MiHa
BMPO6HMKa J13 BiANOBIAAILHOIO 3a BUMYCK Cepii . BBeAeHHA
3MiH NPOTArom 6-Tu MicALiB Mic/1a 3aTBepAKEHHS!

peyenma

UA/0894/01/01

253.

®EHICTUN
FENb

rens 0,1 %; no30ry
Ty6i; no 1 Ty6iy
KapTOHHI Kopo6Lyi

rCK
KoHcbtomep
Xernckep
C.A.

Lseiiua
pis

BMPOBHMLTBO 3a

MOBHUM LMK/IOM:

'CK KoHcblomep
Xernckep C.A.

LLieiiuapi
a

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilmeHyBaHHs Ta/abo agpecu
MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHULL BUNYCKY
cepii abo micLe NpoBeAeHHS KOHTPOO SKOCTI. (AisNbHICTDb, 3a
AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/KOYAUM BUMYCK Cepiid)
3MiHa HallMeHyBaHHS Ta afpecu BUPOOHNMKa, 6e3 3MiHM MicLs
BMPOGHULTBA. 3MiHM BHECEHO B iHCTPYKL,iHO 4158 MegUYHOro
3aCTOCYBaHHS LLIOAO HaliMEeHYBaHHA Ta MiCLLe3HaXOKEeHHS
BUPOBHMKA, SIK HACNIAOK — BiANOBIAHI 3MIHW Yy TEKCT
MapKyBaHHS yNakoBKW SlikapcbKoro 3acoby. BeefeHHS 3MiH
NPOTAroM 6-Tu MiCALB Nicna 3aTBepKEHHS. 3MiHu | Tuny -
3MiHV Woao 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsay (iHwi
3MiHM) 3MiHU BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby LL0AO 3a3Ha4eHHSI MKHapPOAHMX
no3HavyeHb OAMHWLbL BUMIPIOBaHHS. BBeAEHHS 3MiH NpOTArom
6-TV MicsLiB Nicns 3aTBEPKEHHS.

6e3
peuyenma

UA/9078/01/01

254.

DEHCNIPUA,
y
rigPoOXnop

na

nopoLLoK (cybcTaHLis)
y nakeTax noApiliHnX 3
niBKN
nonieTuneHoBol ANns
BMPOGHULITBA

MNAT
"Tanuudpap
e

YKpaiHa

Eppigxiepe
C.NA.

ITanisa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny -
3MiHa HallMeHyBaHHs 3asiBHUKA, 6e3 3MiH y MeTogax
KOHTPOJIO SIKOCTi JTiKapCbKMX 3aco6iB. 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTBo "Tanimudapm” CKkopoyeHa
Hassa MAT "Tannudapm"

HECTepuJ/ibHUX
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
nNiKapcbknx chopm
255. | ®NIEBABEH® | Tabnetku, no 1000 wmr; KPKA, a.4., CnoseHi | BUpo6HULTBO "in | CnoBeHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 6e3 UA/16995/01/02
1000 no 10 TabneTtok y HoBo mecTO A bulk", nepsuHHe 3MiHM 3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenma
6nicTepi; no 3 abo 6 Ta BTOpPVHHE 3miHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
6nicTepiB y KAPTOHHIl nakyBaHHs, rOTOBOrO NiKapCbKOro 3acoby (36iNbLUeHHS TePMiHY
KopoobLi KOHTPO/Ib cepii nNpUAaTHOCTI FOTOBOTO JiKapCbKOro 3acoby) - 4N Toprosoi
Ta BUMYyCK cepii: ynakoBku (MiATBEPAKYETHCA AaHUMMN PeasIbHOro Yacy)
KPKA, a.4., 36i/1bLLUEHHS TEePMiIHY NPUAATHOCTI FOTOBOrO NiKapCbKoro
HoBo mecTo, 3ac00y Ha OCHOBI NO3UTUBHWX Pe3yNbTaTiB AOBrOCTPOKOBMX
CroBeHis; JocnimpKeHb cTabiNbHOCTI y peanibHOMY Yaci:
KOHTPO/b cepil: 3aTBepmkeHo: TepMiH NpuaaTHOCTI 2 poKU 3anponoHOBaHO:
KPKA, a.4., TepMmiH npugaTHOCTi 3 pOkU 3MiHM BHECEHO B IHCTPYKLiO A4/15
HoBo mecTo, MeJMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y p. "TepMiH
CnoBeHis npugartHocTi". BBeeHHS 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
256. ®NOKCIYM® | TabneTku, BKpUTI NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis 3a UA/1315/01/01
NNiBKOBOIO "Kuismeanp "Kuismegnpenap 3MiHM | TUNYy - 3MiHa HaliMeHyBaHHS BUPOGHYMKa, 6e3 3MiH Y peuenmom
060/10HKO0, No 500 Mr enapat” at" MeToAax KOHTPOJO SKOCTi NikapCcbKoro 3acoby, 6e3 3MiH B
no 5 a6o no 10 IHCTPYKLi A1 Me4UYHOro 3aCTOCYBaHHA Ta Y TEKCTI
Tabnetok y 6nictepi; MapKyBaHHS JlikapcbKoro 3acoby. 3anponoHoBaHo: MosHa
no 1 6nictepy B nauui Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
CkopoyeHa HasBa MNAT "KuiBmegnpenapart”; 3miHu | Tuny -
3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
KOHTPOJIH0 SIKOCTi MikapcbKoro 3acoby. 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTBO "KuiBmeanpenapar”
CkopoyeHa HasBa lNAT "Kvismeanpenapat”
257. | ®NIOPUKC TabneTkn, BKPUTI Amakca Benvka | BMpOGHMUTBO 32 | HimeuunH BHECEHHS 3MiH 0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/14917/01/01
NNiBKOBOIO Papma 1T, | BpuTtaHi | NOBHWUM LUKIOM: a AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenma
o060710HKot0, Nno 105 A [Nparenocapm 3asBHUKA (B1aCHMKa PEECTPALiiHOro NOCBIAYEHHS) - 3MiHA
mr, no 10 TabneTok y Anotekep afipecu 3asBHUKa
6nicTepi, no 3 abo 6 Miownb MM6X,
6nicTepiB y KAPTOHHIl HimeuuunHa;
Kkopo6ui; no 30 nepBuHHE Ta
TabneTtok y 6nictepi, BTOPUHHE
no 1 a6o 2 6nictepu y nakyBaHHs:
KapTOHHI KOpoOL;ji Cgicc Kenc
v6X,
HimeyunHa
258. | ®OP/TIAKC® NOPOLLOK A5 INCEH PpaHLis BEO®YP INCEH ®paHuis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiastiB: 3MiHU, WO 6e3 UA/6852/01/02
NpUroTyBaHHsA PAPMA IHOYCTPI notpebyoTb HOBOI peecTpauii (3rifHo Hakazy MO3 Big, peyenma
po34nHy AN 23.07.2015 Ne 460) - fofgasaHHA HOBOI cunu Aji 4 1
nepopasibHOro MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO 3BITY 3

3aCTOCyBaHHA MO 4 T;
no 4,0668 r NopoLLKy B
nakeTuky; no 10
NakeTuKiB Y KapTOHHIl
Kopoo6Li

6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHA
hapMakoHarnsay, 3aTBepAxeHoro Hakasom MiHicTepcTea
0XOPOHU 37,0PpOB’A YKpaiHu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pefaxuii Hakaly MiHicTepcTBa
OXOPOHM 30pPOB'st YKpaiHu Big 26 BepecHsi 2016 poky Ne 996),
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMK Y NepiognyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3neku.
(peknamyBaHHsi — 3a60POHEHO0)
259, DPIBEN® PO34YuMH ANS iHranaujn, MAT YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis 3miHu | Tuny - 3a UA/17450/01/01
0,25 mr/mn no 25 mny "®papmak” 3MiHM Yy NpoLeci BUPO6GHULTBA rOTOBOTO J1iKapCbKOro 3acoby, | peyernmom
dhrnakoHi 3 BK/IO4AI0UM MPOMIXKHWIA MPOAYKT, L0 3aCTOCOBYETHLCS NpU
KpanenbHuueto; no 1 BMPOGHUWLITBI FOTOBOTO NiKApCbKOro 3acoby - 3MiHM napameTpy
h1aKoHy B nauLii KOHTPO/I0 Ha cTagil «PinbTpaLis po3ymHy».
260. | ®CME-IMYH CycneHsis Ans iH'ekui NPANIEP CWA BMPOGHMLTBO AscTpis/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16695/01/01
BAKUVHA no 2,4 mkr/0,5 mn (1 EWY. CI. 1. NpoayKTy y Benbris 3MiHu 3 sKoCTi. FOoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
ans [03a ANs 4opocnunx), KOPIMOPEW chopmi in bulk; BMPOBHMUTBI. 3MiHU Y NpoLeci BUPO6HMLTBA FOTOBOrO
MNPODINAKT no 0,5 mn cycneHsii y LIH HanoBHEHHSA NiKapcbKoro 3acoby, BKIoUYaUy NPOMIKHWUIA NPOAYKT, LLLO
NKN nonepeaHLo LUMpULIB: 3aCTOCOBYETHCS MNPV BUPOOGHULTBI FOTOBOTO NiKapCbKOro
KNILWOBOIO | 3anoBHeHOMY BakcTep Arl, 3acoby (He3HayHa 3MiHa y npoLeci BUpoOHULITBA) -
EHLUE®ANITY | oaHopasoBomy ABCTpIS; BigokpemneHHs BUNpobyBaHHA Bi3yasibHOro ornsgy Bif,
KYNbTYPAN wnpuui; no 1 wnpuuy KOHTPO/b AKOCTI: onepadiii naKkyBaHHs Ta MapKyBaHHS Y 3B'SI3KY 3
bHA BK1afeHoOMY Y BakcTtep AT, nepeHeceHHsIM onepawiii nakyBaHHA/MapKyBaHHsI Ha
IHAKTUBOBA | 6nicTep; no 1 6nictepy ABCTpIS; AinbHuuto Mdpaizep MeHtodekuypuHr Benbris HB, Myypc
HA Ta OKPEMOIO rOJIKOK Y KOHTPO/b AKOCTI: (Benbris). TepmiH BBeeHHA 3MiH - NPOTAroM 6 micAuiB nicns
OUYMNLLEHA KapTOHHI Kopo6Lli BakcTep Arl, 3aTBEPMAKEHHST; 3MiHU | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA
COPBOBAHA ABCTpiS; nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /NiKapCbKoro 3acoby.
KOHTPO/b AKOCTI: 3miHa napameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex
Mdpaiizep roTOBOrO NiKapCbKOro 3acoby (BU/yYeHHsI HE3HAYHOrO
MeHtohekuypuH nokasHuka (Hanpvknag 3acTapisioro NokasHUKa, Takoro siK
r ABcTpisi TM6X, 3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB U1 CMaKoOBUX
ABCTpISi; [06aB0K)) - BuganeHHs 3i cneyudikauii roToBoro npoaykTy
nakyBaHHs; npu BUNYCKY NokasHuKa "BisyasibHWil KOHTPO/b", OCKINbKM
MapKyBaHHS; BUNPOBYBaHHA NPOBOAUTLCA Mif, Yac BUPOGHMLITBA i
BUMYCK cepii: 3aMLaeTbCcs eTanom BUpPo6HUYoro npowecy (TepmiH
Mdpaizep BBEAEHHS 3MiH - MPOTAroM 6 MicALiB Nicns 3aTBEPAXEHHS);
MeHtohekyypuH 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3acio.
r Benbrisa HB, 3MiHV Yy BUpO6HMUTBI. 3amiHa abo BBeAeHHS A0A4AaTKOBOT
Benbris AiNbHULI BUPOBHMLTBA 4718 YacTHM abo BCbOro BUPOOHNYOro

npoLecy roToBoro Mikapcbkoro 3acoby (AinbHuUS Ans
BTOPWHHOrO MakyBaHHS) - NepeHeceHHs YHKL MapkyBaHHS
Ta BTOPVHHOTO NakyBaHHA npenapary 3 AinbHuui bakctep Al
BigeHb (ABCTpis) Ha ainbHuuto MNdaiizep MeHdeKHyprHr
Benbris HB, MNyypc (Benbrist) TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsiB nicns 3aTBepAKeHHs; 3MiHn | Tuny - 3MiHKn
3 AKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHM Y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUMNYCKY cepil Ta
KOHTPO/I0 SIKOCTi FOTOBOrO Mikapcbkoro 3acoby (3amiHa abo
[JofaBaHHA BUPOOHMKa, LLO BiNoBifa€e 3a BBE3EHHA Ta/abo
BMNyCK cepii) - He BKIOYa4M KOHTPO/b/BUNPOBYBaHHA cepil -
nepeHeceHHs OYHKLT BUMYCKy cepili npenaparty 3 AibHuL
Mdpaiizep MeHtodekuypyHr ABCTpist TM6X, OpT (ABCTpIs) Ha
ainsHuLUto Mdpaiizep MeHodekuypuHr Benbris HB, Myypc
(Benbris) TepmiH BBeAEHHS 3MiH - NPOTATOM 6 MicAUIB micas
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayiliHo2o
3acoby nocsioYyeHHs1
3aTBEPAKEHHSA
261. | ®CME-IMYH CycneHsis ans iH'ekuiii MNMOAN3EP CWA BMPOBHULITBO ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/16694/01/01
MKYHIOP no 1,2 mkr/0,25 mn (1 ENAY. CL. I, NPOAYKTY Y Benbris 3MiHu 3 sKocTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
BAKUVHA [o3a ans girei), no KOPMOPEM chopmi in bulk; BMPOGHMLTBI. 3MiHW Y NpoLeci BUPO6HULITBA FOTOBOTO
ana 0,25 M cycneHsii y LIH HanoBHEHHA NiKapcbKoro 3acoby, BKIHOYAKUN NPOMKHUIA NPOAYKT, L0
NMPODINAKT nonepegHb0 LINpu1LiB: 3aCTOCOBYETLCA MNPV BUPOOHMLTBI TOTOBOrO MiKapCbKoro
KN 3aMoBHEHOMY BakcTtep AT, 3aco6y (He3HayHa 3MiHa y npoueci BUpobHULTBA) -
KNIWOBOIro | ogHopasoBomy ABCTpISi; BifokpemneHHs BUNpPo6yBaHHSA Bi3yasibHOro Ornsay Big,
EHUE®ANITY | wnpuyi; no 1 wnpuuy, KOHTPO/b AKOCTI: onepauii naKkyBaHHs Ta MapKyBaHHS Y 3B'A3KY 3
KYNbTYPAN BKafeHoMy y BakcTtep AT, nepeHeceHHsIM onepaviii naKkyBaHHA/MapKyBaHHS Ha
bHA 6nictep; no 1 6nictepy ABCTpISi; ainsHuLo Mdpaiizep MeHodekuypuHr Benbris HB, Myypc
IHAKTUBOBA | Ta OKpemoto rosikot y KOHTPO/b AKOCTI: (Benbris). TepMmiH BBEAEHHSA 3MiH - NPOTArOM 6 MicsALiB nicns
HA KapTOHHI Kopo6Lyi BakcTtep AT, 3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 SKOCTi. [OTOBWMIA
OYMLLEHA ABCTpIS; nikapcbkuii 3aci6. KOHTPOb rOTOBOrO /iKapCbKoro 3acoby.
COPBOBAHA KOHTPO/b AKOCTI: 3miHa napameTpis cneuudikavin Ta/abo fonycTMMmNX Mex
Mdpaiizep rOTOBOrO JIiKapCbKOro 3acoby (BUTYyYEHHS HE3HAYHOrO
MeHtoghekuypuH nokasHuka (Hanpuknag 3acTapifioro NokasHuKa, Takoro sk
r ABcTpist TM6X, 3anax Ta cmak, abo igeHTudikauis 6apBHVKIB UM CMaKOBUX
ABCTpIS; [06aBoK)) - BuganeHHs 3i cneumdikavii roToBoro npoaykry
nakyBaHHs,; npu BUNYCKY NokasHuKa "BidyasibHWIA KOHTPO/Ib", OCKiNbKM
MapKyBaHHS; BMNpPo6yBaHHA NPOBOAWTLCSA Nif, Yac BUPOOHMLTBA i
BMNYCK cepil: 3a/IMLIAETbCS eTanoM BMpPO6HMYoro npouecy (TepmiH
Mdpaiizep BBEJEHHS 3MiH - NPOTAroM 6 MiCALIB NicNa 3aTBEPKEHHS);
MeHtodekyypuH 3MiHM | TUNY - 3MiHK 3 AKOCTIi. FOTOBWIA NiKapCbKuii 3acio.
r benbris HB, 3MiHM y BUpO6GHMUTBI. 3amiHa abo BBeAEeHHS J0AATKOBOI
Benbris OiNbHUL BUPOBGHULTBA A1 YACTUHM a60 BCbOro BUPOBHUYOrO
npouecy roToBOro ikapcbkoro 3acoby (AinbHuus ons
BTOPUHHOTO NakyBaHHS) - NepeHeceHHs qoyHKLi MapKyBaHHsS
Ta BTOPVMHHOIO NakyBaHHA npenapary 3 AinbHuui bakctep AT,
BigeHb (ABCTpis) Ha ginbHuuto Mdaiizep MeHohekvypuHr
Benbria HB, Myypc (benbris) TepMiH BBEAEHHS 3MiH -
NPOTAroM 6 MicALiB Nicna 3aTBepAKeHHs ; 3MiHW | TUny - 3MiHu
3 AKocCTi. FoTOBWIA NiKapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOJO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[ofasaHHA BUPOOHWKa, LLO BiAMNoBifae 3a BBE3eHHS Ta/abo
BMMYCK cepii) - He Bktoyaoun KOHTPOb/BUNpo6yBaHHS cepii -
nepeHeceHHs1 hyHKLi BUMycKy cepili npenaparty 3 Ai/ibHuL
Mdpaiizep MeHtotbekuypuHr ABCTpis MM6X, OpT (ABCTpIA) Ha
AinbHuuo Mdhaiizep MeHodekuypuHr Benbris HB, Myypc
(Benbris) TepmiH BBeZLeHHA 3MiH - NPOTArom 6 MicsLiB nicns
3aTBEPKEHHS
262. PYIIAEPM® | ma3b, 20 mr/rno 151 B dapma ViopaaHi dapma VopaaHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3miHu | Tuny - 3a UA/3093/01/01
anoMiHiesili Ty6i; no 1 IHTepHeLueH A IHTepHelLeHan 3MiHW BHECEHI [0 IHCTPYKUiT 415 MeANYHOro 3acToCyBaHHs peuenmom
Ty6i B KAPTOHHIl an Komnawi KomnaHi nikapcbKoro 3acoby y po3ginu: "B3aemogis 3 iHWmmun

Kopoo6Li

nikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiii",
"Ocob6nmBocTi 3acTocyBaHHs", "Mepeno3yBaHHA", "Mo6IYHI
peakLuii" BiANOBIAHO A0 OHOBAEHOI iHhopmaLii Wwoao 6e3neku
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L0401 PEYOBUHN.
263. ®YPOCEMIA, | Tabnetku no 40 mr, no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 3a UA/0187/01/01
10 TabneTok y "Tannudpap "KuiBmegnpenap 3MiHa HalilMeHyBaHHS 3asiBHMKa, 6€3 3MiH y MeTogax peyenmom
6nicTepi; no 5 M" at" KOHTPOJT0 SIKOCTi iKapCcbKoro 3acoby
6nicTepiB y navui 3anponoHoBaHo: NMoBHa Ha3Ba AKLiOHepHe TOBapuCTBO "
Fanuudhapm" , CkopoueHa Hassa MAT " Fanndcapm”; 3miHu |
TUMy - 3MiHa Ha3BW BMPObHUuka 13, 6e3 3miH y MKA N13;
3anponoHoBaHo: MNMoBHa Ha3Ba AKLiOHEpPHE TOBapUCTBO
"KvniBmegnpenapar”
Ckopo4eHa HasBa INAT "Kvismegnpenapat"”
264. | XENINOP cnpeii gnsi poToBoi AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/10910/01/01
NOPOXHUHN MO 20 MmN "papmak” AAMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu peyenma
abono50 mny MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
thnakoHi; no 1 roTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHUL BUNYCKY
dhnakoHy y nauui 3 cepii abo micLe NpoBeAeHHS KOHTPOSO SKOCTI. (AiSNbHICTb, 3a
KapToHY AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAUM BUMYCK Cepiid)
- 3MiHa Ha3BW Ta agpecy BUPOb6HMKa, 6e3 3MiHW Micus
BMPOGHMLTBA. BBEAEHHA 3MiH MpOTArom 6-Tv micsAiB nicns
3aTBepKeHHA. 3MiHY | TUny - AgMIHICTPATUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo afpecy 3asiBHMKA (BlacHUKa
peecTpaLinHOro NoCBiAYEHHS) - 3MiHA Ha3BW Ta agpecu
3asBHVKa. BBeeHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.
265. XOPO®II pPO34MH cnupToBUiA, 10 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 3a UA/4551/02/01
nT mr/mn, no 100 mny "Tanuudpap "Tanuudapm” 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6e3 3MiH B iHCTPYKLiT Ans peuyenmom
dnakoHi (cknssHomy M" MeJIMYHOro 3aCTOCYBaHHSA, TEKCTI MapKyBaHHA Ta METOfiB
a6o nonimepHomy), nNo KOHTPOJTH0 SIKOCTi MikapcbKoro 3acoby. 3anponoHoBaHo: NMoBHa
1 chnakoHy B nauui; no Ha3Ba AKLioHepHe ToBapucTeo " MNanimugapm” CkopoyeHa
100 mn y 6aHuj, no 1 Hasga MAT " Fanuudhapm"; 3MiHK | TUNY - 3MiHa HaliMEHYBaHHS
6aHLi B mayu,i BMPO6HMKa, 6€3 3MiH B iIHCTPYKLi 4151 MeguyHoro
3aCTOCyBaHHS, TEKCTI MapKyBaHHSA Ta METOAIB KOHTPO/IO
AKOCTI Nikapcbkoro 3acoby. 3anponoHosaHo: MNoBHa Ha3Ba
AKUjioHepHe ToBapucTBo “Mannudapm” CkopoyeHa Hassa MAT
"Fanuudapm”.
266. XTOPO®INI pO34nH cnupToBuiA 10 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis 3miHW | TNy - 3a UA/9519/01/01
nT mr/mn in bulk: no 100 "rannudap "Tannudapm” 3MiHa HalilMeHyBaHHs 3asiBHUKa, 6€3 3MiH B iHCTPYKLiT A51A peyenmom
My chnakoHi m" MeAMYHOro 3acTOCYBaHHS, TEKCTi MapKyBaHHA Ta METOfiB
CKNsiHOMY a60 KOHTPOJII0 AIKOCTI Nlikapcbkoro 3acoby. 3anponoHoBaHo: MNMoBHa
nonimepHomy, abo Ha3Ba AkLioHepHe ToBapucTeo " Mannucapm” CkopoyeHa
6aHLuji, no 48 6aHoK Hasga MNAT " Fanuudhapm"; 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS
abo chnakoHis y BMPOGHUKA, 6€3 3MiH B IHCTPYKL,ii 415 MeauyHOro
KOpoo6Li 3aCTOCYBaHHS, TEKCTi MapKyBaHHS Ta METOAIB KOHTPOJIO
AKOCTI NikapCbKoro 3acoby. 3anponoHoBaHo: MNMoBHa Ha3Ba
AKuioHepHe ToBapucTBo "Mannudapm” CkopoueHa Hassa MAT
"Tanmudapm”.
267. XNOPO®INI PO34uH oniliHunia, 20 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny - 6e3 UA/4551/01/01
nTe mr/mn; no 25 mn aéo "Tannudpap "Tannudapm" 3MiHa HallMeHyBaHHS 3asiBHMKa, 6e3 3MiH B iIHCTPYKLii AN peyenma
30 My dnakoHi; no 1 m" MeAMYHOro 3acTOCYBaHHS, TEKCTi MapKyBaHHA Ta METOfiB
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dhriakoHy y nauui KOHTPOJII0 AIKOCTI flikapcbkoro 3acoby; 3anponoHoBaHo: MNoBHa
Ha3Ba AKLioHepHe ToBapucTeo " MNaninugapm” CkopoyeHa
HasBga MAT " Fanuuchapm”; 3miHu | TUNY - 3MiHa HaliMeHyBaHHS
BMPOGHWKA, 6€3 3MiH B iHCTPYKL,i 415 MeAuyYHOro
3aCTOCyBaHHS, TEKCTIi MapKyBaHHS Ta METOAIB KOHTPO/IO
SKOCTi NikapcbKoro 3acoby 3anponoHoBaHo: oBHa Ha3Ba
AxkuioHepHe ToBapucTBo “lannudapm” CkopoueHa HasBa MAT
"Tanmudhapm".
268. | UEAOKCUM® | Tabnetku BKpUTI Abpun IHAisa AypobiHgo IHAjs BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHn | Tuny - 3a UA/14455/01/01
NniBKOBOO dopmyneiiw dapma /7L, AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
060/10HKO10, 1Mo 100 H3 MBT. JITA,. HOHIT VI, Briok D MicLsi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa
mr, no 10 TabneTok y roTOBOrO MiKapCbKOro 3acoby, BKIYAKYMN AiNIbHALL BUMYCKY
6nicTepi; no 1 cepii abo micLie NpoBeAEeHHS KOHTPOJIIO SKOCTI. (AisNbHICTD, 3a
6nicTepy y KapTOHHIiA SIKy BiANOBiAAE BUPOGHMK/IMNOPTEpP, BK/OUAOUM BUMYCK Cepild)
ynakoBLj - 3MiHa Ha3BMW Ta agpecyn BMpo6Huka M3, 6e3 3miHn Micus
BMPO6HMLTBA. BBEAEHHS 3MiH MpOTAroM 3-x MicAuiB nicns
3aTBEPAKEHHS.
269. | UEAOKCUM® | Tabnetku BKpUTI Abpun IHAjsa AypobiHao IHAjsa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14455/01/02
NNiBKOBOIO dopmyneiiw dapwma /14. AgfMiHicTpaTuBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu | peyenmom
060/10HKO10, 1Mo 200 H3 MBT. /T4, HOHIT VI, Bnok D MicLsi NPOBaMKEHHS AiSNIbHOCTI BUPOGHMKa/imnopTepa
mr, no 10 TabneTok y roTOBOrO MiKapCbKOro 3acoby, BK/IYAKUMN AiNIbHALL BUMYCKY
6nicTepi; no 1 cepii abo micLie NpoBeAEHHSI KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
6nicTepy y KapTOHHIiA SIKy BiANoOBigae BUPOGHMK/iMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
ynakoBLj - 3MiHa Ha3BMW Ta agpecun BMpo6Huka M3, 6e3 3miHM Micus
BMPO6HMLTBA. BBEAEHHSA 3MiH MPOTAroM 3-x MicsuiB nicns
3aTBEPKEHHS.
270. LETPUH® TabneTkn, BKPUTI [-p Peppi'c IHais O-p Pepgi'c IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB 3miHu | Tuny - 6e3 UA/6789/02/01
NNiBKOBOIO Na6opaTtopi Na6opaTtopic 3MiHa HalilMeHyBaHHs Ta/abo aapecy MiCLs NPOBaKEHHS peyenma
060/10HKO0, NO 10 mr c g Ntpa, BupobHuya AiSNbHOCTI BUPOOHUKA (BK/THOYAtOUM, 3a HEOOXIAHOCTI, MicLe
no 10 TabneTtok y AinbHnus - 11 NpoBeAEeHHS KOHTPO/IO SKOCTi), abo BNacHUka mactep-cdaiina
6nicTepi; no 2 abo 3 Ha A®Il, abo noctavansHuka A®I/BuxigHoro
6nicTepU Y KApPTOHHIl mMarepiany/peareHTy/npOMIKHOTO NPOAYKTY, L0
KopoobUi 3aCTOCOBYIOTbCS Y BUpO6HMUTBI A®I; 3MiHa Ha3BM Ta agpecu
BMPOGHMKa A®| LLeTMpU3UHY rigpoxnopugy 6e3 3amiHun micus
BMPOGHMLITBA
271. LUE®TPUAKC | mopowok (cybcTaHuis) MAT YkpaiHa Lnny Kutai BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis 3MiHu | Tuny - - UA/16855/01/01
OH HATPIHO Y KOHTelHepax "Kuismeanp AHTIGIOTIKC 3MiHa HallMeHyBaHHs 3asiBHUKa, 6e3 3MiH y MeTogax
CTEPUNbHWU | antomiHieBux gns enapat"” dapmac'toTikan KOHTPOJII0 AKOCTI Nlikapcbkoro 3acoby; 3anponoHoBaHo: MNMoBHa
" thapmavneBTUYHOro Ko., T4 Ha3Ba AKLioHepHe ToBapuncTeo "KuiBmegnpenapar”
3aCTOCYBaHHsA CkopoyeHa Hassa INAT "Kvismegnpenapart”
272, UMPAM3A KOHLeHTpaT Ans Eni Ninni Higepna Eni Ninni eHg, CLIA BHECEHHS 3MiH [0 peecTpaviiiHux maTtepianis 3miHu |l Tuny - 3a UA/16889/01/01
PO34uHy NS iHdy3ilA, Henepneng HON KomnaHi , CLUA ITanis [opasaHHsA BUPo6HMYOT AinbHuui IE 43 Eni Ninni KiHceiin peyenmom
10 mr/mn; no 10 mn Ta B.B. (BUPOBHMLTBO Ipnangis NimiTen , Ipnangia Ak 4o4aTKOBOI A4S BUPOGHULTBA Ta
50 mn y chnakoHax, no nikapcbkoro Benvka KoHTpono APl fo BXe 3aTBEpAKEHOT AinbHuli IE 42 ak
1 chonakoHy B 3acoby, BputaHis BMpPOGHMKa ADI.
KapTOHHI ynakoBLi nepBuHHA
ynakoBka,

KOHTPOJ1b Ta
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TecTyBaHHSA
cTabinbHoCTI

NiKapcbkoro
3acob6y); Eni
Ninni ITania
C.M.A,, ITania
(koHTpO/b
AKOCTI
NiKapcbkoro
3acob6y); Eni
Ninni Kincein
Niviten,
IpnaHgjs
(kOHTpO/Ib
AKOCTI
nikapcbkoro
3acoby); IMKnoH
Cucrems JUIC,
CLUA (koHTposb
AKOCTI Ta
TecTyBaHHS
CTabiNIbHOCTI
NiKapcbkoro
3acoby); KoeaHc
Nabopatopis
NimiTen, Benvika
BputaHis
(koHTpO/b
AKOCTI
NiKapcbkoro
3acoby); Minni
C.A., IcnaHis
(BTOPUHHA
ynakoBka,
MapKyBaHHS,
KOHTPO/b,
BMMYCK cepil
NiKapcbkoro
3acoby); Yapnb3s
Pisep
NabopaTopis
Alipnens
Niviteq,
IpnaHgis
(koHTpOnb
AKOCTI
NiKapcbkoro
3acoby)
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273. | UATPA®NIT NOPOLLOK ANs KaceH Icnanis Brpo6HuK Icnanis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis:3miHu | Tuny - 3a UA/13820/01/01
Opa/IbHOro PO3YnHY Mo Pekoppari, Hepo3ghacoBaHO nogaHHa Hosoro CEP (RO-CEP 2014-020-Rev 00) ons A®l peyenmom
15,08 r nopoLuky B C.J. T npoAykKujii: Sodium picosulfate Big HOBOro BUpOGHYKa (fONOBHEHHS)
nakerti-calue; no 2 Na6opaTtopioc KREATIVE ORGANICS PRIVATE LIMITED, India
naketn abo 50 nakeTiB Canbbar, CA,
(ynakoBka ans Icnanis;
NiKyBa/IbHVX 3aKnagiB) Brpo6HuK
Y KapTOHHiIli kopoobLi Hepo3ghacoBaHO
T npoAykKujii:
KaceH
Pekopgarti, C.J1.,
IcnaHisi;
MNepBuHHa Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BUNYCK cepil:
KaceH
Pekopgari, C.11.,
Icnanis
274. LUIAHOKOBA | po3uuH ans iH'ekuii, MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis 3miHu | Tuny - 3a UA/7360/01/01
NAMIH 0,5 mr/mnno 1 mn B "rannudap "Tannudapm” 3MiHa HaliMeHyBaHHs BUpObHUKa, 6e3 3MiH y MKA, iHCTpyKuii | peyenmom
(BITAMIH amnyni; no 10 amnyn y m" 0151 MeAMYHOro 3aCTOCYBaHHS, TEKCTi MapKyBaHHs /13
B12) KOHTYPHIli YapyHKOBIi 3anponoHoBaHo: [MoBHa Ha3Ba AKL,iOHepHe TOBapnCTBO
ynakosuj; no 1 "Tannudpapm” CkopoueHa Hassa MAT “lanuudhapm”; 3miHu |
KOHTYpHIli YapyHKOBI TUMy - 3MiHa HaliMeHyBaHHS 3asiBHMKa, 6e3 3MiH Y MeTofax
ynakoBLji B nauLi KOHTPOJIH0 SIKOCTi NikapCbKoro 3acoby. 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTeo " Mannucapm” CkopoyeHa
Hasga AT " Manuudapm"
275. | UIAHOKOBA PO3YMNH ANS iH'EKLNA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3a UA/3471/01/02
NAMIH- 0,5 mr/mn, no 1 mn B "apmaueBT "PapmaueBTUYH 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
OAPHULUA amnyni; no 5 amnyny nyHa chipma a thipma KOHTelHep/3aKkynoptoBasibHW 3aci6. 3MiHa po3mipy ynakoBKu
(BITAMIH KOHTYPHIli YapyHKOBIi "fapHuus” "AapHuus” roTOBOrO /liKapcbkoro 3acoby (BUTy4YeHHS ynakoBK/ NeBHOro
B12- ynakosLi; rno 2 po3Mipy) BBeAeHHS 3MiH NpoTAroM 6-Tu MicAuiB nicns
OAPHULUSA) KOHTYPHi YapyHKOBI 3aTBEPKEHHS
YNakoBKM B MauLli
276. | LUIAHOKOBA PO3YMH ANS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TNy - 3a UA/3471/01/01
NAMIH- 0,2 mr/mMn, no 1 mn B "®GapmavesT "dapmaLieBTUUH 3MiHK 3 siKoCTi. FOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
AAPHNUA amnyni; no 5 amnyny nyHa dhipma a thipma KOHTeliHep/3akynopioBa/ibHNIA 3aci6. 3MiHa po3Mipy YNakoBKM
(BITAMIH KOHTYPHIli YapyHKOBIi "fapHuus" "fapHuus” rOTOBOrO JliKapcbKoro 3acoby (BUTy4YeHHs yNakoBK/ NeBHOTO
B12- ynakosLi; no 2 po3mipy) BBeAeHHS 3MiH NpoTAroM 6-TW MicALUiB nicas
AAPHNLUA) KOHTYPHi YapyHKOBI 3aTBEPAKEHHS

YNaKoBKM B NayLli
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HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
BIANbHOCTI lenapTamMeHTy peanisauii NosaiTUK T.M. NIAcKoBCbKUiA
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