MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
27.04.2017 Ne 476
Kuis

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

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

HAKA3Y1O:

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

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

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

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

B.o. MinicTpa Y. CYIIPYH



NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIO/TOMNYHUX NPEMAPATIB), AKI BHOCATbLCH
40 AEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 1

A0 Haka3y MiHictepcTBa
OXOPOHM 3,0POB’A YKpaiH1
27.04.2017 Ne 476

Ne Hassa dopma BUMYCKY 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n JNliKapCcbKO20 (nikapcbka 3asiBHUKa BUPOGH BiOnycky | ysaHHs1 | peecmpauyiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
1. AHrIO-BETAPTIH | po3uunH ans iHoysil, TOB YkpaiHa MpuBaTHe akuioHepHe | YkpaiHa peecTpaList Ha 5 pokis 3a He UA/15912/01/01
42 mr/mn no 100 mn y "®apMIoHIOH ToBapuCTBO "lHY3ia" peyenmom | riosnsi2ae
naswui Ne 1 BECB 3060B’s13aHHA NpY BUAA4i peecTpawiinHoro
[leBenonveHt NOCBIAYEHHS ICHYIOTb — HaJaHHA AeTasIbHOro
" Onuncy CUCTEMM YNPaB/IiHHA pU3mKamn y
BUMNAAI NNaHy ynpasiHHSA pu3nkamu fo
30.10.2017 BignosigHo A0 nignyHKTy 1.8.2
nyHkTy 1.8 gogatky 5 Mopsaky nposefeHHs
eKCnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3aco6u, WO NoAalTbCA Ha AepXaBHY
peecTpauito (nepepeecTpawito), a Takox
eKkcnepTM3n Mmartepianis Npo BHECEHHS 3MiH A0
peecTpauiiHnx MaTepianis NpoTarom Aii
peecTpauiiHoro NoCBiAYEHHS, 3aTBEPAXKEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakasy MO3 Big, 23.07.2015 Ne 460).
MepiognyHicTb NOAAHHA PeErynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BignoBiAHO A0
Mopsaaky 34iicHeHHs Harnsay 3a NoGiYHMMU
peakuisiMn flikapCbkux 3aco6iB, LO3BONEHUX A0
MeAMYHOro 3aCTOCYBaHHS, 3aTBEPAKEHOI0
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi oCTuULiT
Ykpainum 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOANYHOCTI K
0151 NiKapCbKOro 3acoby nicnia AepXaBHOI
peecTpaLii B YKpaiHi, SIK y nepLuiii KpaiHi CBiTy.
2. BATITEK necapii no 18,9 mr no €Bpo Benvka Ec.Ci. Marictpa Ci&Ci | PymyHia peecTpaList Ha 5 pokis 6e3 nionseae | UA/15913/01/01
5 necapiis y ctpuni, no | flaickep /114, BputaHis C.P.N. peyenma
2 cTpVNu B KapTOHHIA
Kopobui
3. BANEPIAHU NOpPOLUOK (CybCcTaHLis) MAT YkpaiHa "BIOCEPY C.A." IcnaHis peecTpauist Ha 5 pokis - He UA/15914/01/01
EKCTPAKT y NoABIAHUX "Kuismegnpe niosnsieae
CYXUI nonieTUIEeHoBMX napar”




Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
naketax gns
chapmaLeBTUYHOro
3aCTOCYBaHHS
4. FECNEPUAVH NopoLLoK (cybcTaHuis) MpAT YkpaiHa CwnuyaHb Ceni Kutaii peecTpauisf Ha 5 pokis - He UA/15915/01/01
y NoABIAHUX "®ITOPAPM" $apmacbiotukan Ko., nionsieae
nonieTnIeHoBmxX nra.
naketax gns
thapmaLeBTUYHOIo
3aCTOCYBaHHS
5. rronNPUM TabneTkn no 500 mr TOB YkpaiHa TOB "ACTPADAPM" YkpaiHa peecTpauist Ha 5 pokis 3a He UA/15916/01/01
Ne 20 (10x2), Ne 40 "ACTPA®AP 3060B’s13aHHA NpY BUAAYI peecTpawiitHoro peyenmom | niossizae
(10x4) y 6nicTtepax M NOCBIAYEHHST iICHYIOTb — HaJaHHS AETa/IbHOro
onuncy cucTemu ynpasniHHA pusnkamu y
BUINSA| NNaHy ynpasiHHSA pu3nkaMu 1o
30.10.2017 BignoBigHo Ao nignyHkTy 1.8.2
nyHKTy 1.8 gogatky 5 Nopsaky nposefeHHA
eKcnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3aco6Mu, WO NoAATLCA Ha AEPXKABHY
peecTpauito (nepepeecTpaLito), a Takox
eKkcnepTu3n martepianis NPo BHECEHHSA 3MiH A0
peecTpauiiiHMx MaTepianis NpoTArom gji
peecTpauiiHoro nocBig4YeHHs, 3aTBepLKEHOro
Haka3zom MOS3 Bif 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun BifnoBiAHO A0
Mopsiaky 34iMCHEeHHA Harnsay 3a noGiYHUMHK
peakLisiMn nikapcbKunx 3aco6iB, 403BOIEHUX A0
Me/JMYHOro 3aCTOCYBaHHS, 3aTBEPKEHOrO
Hakazom MO3 Big 27 rpygHst 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEPIOANYHOCTI 5K
[AnA nikapcbkoro 3acoby nicns AepasHoT
peecTpaLii B YKpaliHi, K y nepLuiii kpaiHi cBiTy.
6. Aynot Kancysm JoniH IHais Nionin Nlimiteq, IHais peecTpauisi Ha 5 pokis 3a He UA/15918/01/01
racTpope3nCTEHTHI Nimiteq peyenmom | niosnsizae
TBepai no 30 mr Ne 28
(14x2) y bnictepax
7. aynot Kancynm JoniH IHais Nonin NMimiteq, IHAis peecTpadist Ha 5 pokis 3a He UA/15918/01/02
racTpope3nCTEHTHI Nimiteq peyenmom | niosnsizae
TBepai no 60 mr Ne 28
(14x2) y 6nictepax
8. NEBO®JIOKCALL pO34nH gNs iHdysii, 5 MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/15919/01/01
NH-AAPHNUA mr/mn no 100 mny "papmaueBTu "papmMaueBTUYHa 3060B’s13aHHA NpY BUAA4I peecTpawiinHoro peyenmom | niossizae
dhnakoHi, no 1 yHa hipma ipma "OapHuua” NOCBIAYEHHS iICHYIOTb — HAJaHHSA AeTa/lbHOro
doNakoHy B nauui "fapHuus” Onuncy CUCTEMM YNPaB/iHHA pU3mKamu y




Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

BUMNAAI NNaHy ynpasiHHSA pu3nkaMmu go
30.10.2017 BignosigHo A0 nignyHKTy 1.8.2
nyHkTy 1.8 gogatky 5 Mopsaky nposefeHHs
eKCnepTu3n peecTpauiiHnx Matepianis Ha
nikapcbki 3aco6u, WO NoAalTbCA Ha AepXaBHY
peecTpauito (nepepeecTpawito), a Takox
eKkcnepTM3n Mmartepianis Npo BHECEHHS 3MiH A0
peecTpauiiHux MaTepianis NpoTarom Aii
peecTpauiiHoro NocBigYeHHs, 3aTBEPAXKEHOr0
Haka3om MO3 Big 26.08.2005 Ne 426 (y
pegpakuii Hakasy MO3 Big, 23.07.2015 Ne 460).
MepiognyHicTb NOAAHHA PeErynspHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mnekn BigNoBiAHO A0
Mopsaaky 34iicHeHHS Harnsay 3a NoGiYHMMU
peakuisiMn flikapCbkux 3aco6iB, LO3BONEHUX A0
MeAMYHOro 3aCTOCYBaHHS, 3aTBEPAKEHOI0
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi oCTuULiT
Ykpainum 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOANYHOCTI 5K
0151 NiKapCbKOro 3acoby nicnia AepXaBHOI
peecTpaLii B YKpaiHi, SIK y nepLuiii KpaiHi CBiTy.

NOPOJIK

PO34MH 419 POTOBOI
NMOPOXHWHM No 125 mMn
y 6aHuj; no 1 6aHui y
nauii 3 KapToHy

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

peecTpaList Ha 5 pokis
30608B’3aHHA NpY BUAAYI peecTpavinHoro
NOCBIAYEHHSA ICHYI0Tb — HalaHHA [eTa/lbHOro
onuncy CUCTEMM YNPaB/IiHHA pU3mKamu y
BUINAAI NNaHy ynpasaiHHA pu3nkamun o
30.10.2017 BignosigHo A0 NignyHKTy 1.8.2
nyHKTy 1.8 gopatky 5 MNopsiaky nposefeHHA
eKCMepTn3n peecTpaviiHnx MmaTepiasiB Ha
nikapcbki 3ac06u, L0 NoAATLCA Ha AepXaBHY
peecTpadito (nepepeecTpaLito), a Takox
eKkcnepTM3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiHnx MaTepianis NpoTarom aii
peecTpauiiHoro nocBif4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big, 23.07.2015 Ne 460).
MepiognyHicTb NoAaHHA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn BigNoBiAHO A0
MopsaKy 34iCHEHHs Harnsagy 3a No6iYHNMK
peakuisiMn nikapcbkux 3aco6iB, L03BONEHUX 40
MeAMNYHOro 3aCTOCYBaHHS, 3aTBEPIAKEHOr0
Hakazom MO3 Big, 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBUWTb: BiANOBIAHO A0 NepioANYHOCTI K
0151 NiKapCbKOro 3acoby nicnis AepXaBHOi

6e3
peuyenma

nionsieae

UA/15920/01/01




Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

peecTpaLii B YKpaiHi, SK y nepLiii KpaiHi cBiTy

10.

NOrABANIH

kancynu no 300 mr, Ne
28 (14x2) abo Ne 56
(14x4) y 6nictepax

JoniH
Nimiten

IHais

Nonin NMimiteq,

IHAis

peecTpaList Ha 5 pokis

3060B’s13aHHA NpY BUAA4i peecTpawiinHoro
NOCBIAYEHHS BIACYTHI.
MepiognyHicTb NoAaHHA perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mopsaaky 34iicHeHHs Harnsay 3a NnoGiYHMMU
peakuisiMn flikapCbkux 3aco6iB, L0O3BONEHUX A0
Me/[IM4YHOro 3aCTOCYBaHHS, 3aTBEPIKEHOro
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi oCTuLiT
Ykpainu 29 ciuHa 2007 poky 3a Ne73/13340,
CTaHOBWTb: BIANOBIAHO A0 NEPIOANYHOCTI
CKNafiaHHs perysisipHo OHOBJIIOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro 3acoby, 403BONEHOTO A0
Me[MYHOro 3aCTOCYBaHHS, Ha LEHTPaUTbHOMY
PiBHi.

3a
peyenmom

He
nidnsieae

UA/15921/01/03

11.

NOrABANIH

kancynu no 150 mr Ne
28 (14x2) abo Ne 56
(14x4) y 6nictepax

JltoniH
Nimiteq

IHais

Nonin NMimiteq,

IHAis

peecTpauist Ha 5 pokis

3060B’s13aHHS NpY BuZadi peecTpawiiHoro
NOCBI4YEHHS BIACYTHI.
MepiogUyHICTb NOAAHHS PerynsipHo
OHOBJ/OBAHOTO 3BITY 3 6e3Mnekn BigNoBigHO 40
Mopsaaky 34iicHeHHA Harnsay 3a NoGiyHMMU
peakuisiMn flikapcbkux 3aco6iB, L03BONEHUX 40
MeJMNYHOro 3aCTOCYBaHHS, 3aTBEPAKEHOrO
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBsi locTuLji
Ykpainmn 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiAMNOBIAHO A0 NEPIOANYHOCTI
CKNafaHHA perynspHo OHOBJIOBAHOTO 3BiTY 3
6e3nekun Nikapcbkoro 3acoby, 403BOJIEHOrO A0
Me[IMYHOro 3aCTOCYBaHHS, Ha LEHTPasIbHOMY
piBHi.

3a
peyenmom

He
nionsieae

UA/15921/01/02

12.

NIOrABANIH

Kancynu no 75 mr Ne
28 (14x2) abo Ne 56
(14x4) y bnictepax

Monin
Nimiteq

IHais

Nionin Nlimiteq,

IHais

peecTpauisi Ha 5 pokis

3060B’13aHHS NpY BUAAYi peecTpaviiiHoro
NOCBiAYEHHS BiACYTHi.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekun BigNoBiAHO A0
Mopsaaky 34iicCHeHHs Harnsay 3a Nob6iyHMMK
peakuisiMu Nikapcbkux 3acobis, [103BONEHUX 0
MeJMNYHOro 3aCTOCYBaHHS, 3aTBEPKEHOrO
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne73/13340,

3a
peyenmom

He
nionsieae

UA/15921/01/01




Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
CTaHOBWTb: BiANOBIAHO 4O NEPIOANYHOCTI
CKNafaHHA perynspHo OHOB/IOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, 403BO/IEHOr0 A0
MeAMYHOro 3aCTOCYBaHHS, Ha LieHTpasibHOMY
piBHI.
13. MArHIO nopoLLOK (cybcTaHuis) NAT YkpaiHa MAT "rannucpapm" YkpaiHa peecTpauis Ha 5 pokis - He UA/15922/01/01
ACMAPATIHAT y NoABIAHNX "Tanuugapm” niosisieae
nonieTnNeHoBuxX
Milkax gns
chapmaLeBTUYHOro
3aCTOCyBaHHSA
14. MENOKCUKAM NOpPOLUOK (CybCcTaHLis) TOB YkpaiHa IOHIMAPK PEMEAI3 IHais peecTpauist Ha 5 pokis - He UA/15923/01/01
y NoABIAHUX "®APMEKC nTa. niosnsieae
nonieTuneHoBmx reymn"
naketax gns
chapmaLeBTUYHOro
3aCcTOCyBaHHSA
15. OKCANMINNATUH niodgpinizat ans AT "Nlekxim- YkpaiHa Ksiny ®apmaueyTikan Kutai peecTpauist Ha 5 pokis - He UA/15924/01/02
PO34uHyY ANs iHgy3il Xapkis" (XaiiHaHb) Ko., NiTA,. 3060B’s13aHHA NpY BuAAui peecTpawiinHoro niosnsieae
no 100 wmr in bulk: 30 NoCBiAYEHHS BiACYTHI.
dhnakoHiB y kopobLj MepiognyHicTb NOAAHHA PErynsipHo
OHOBJ/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaaky 34iicHeHHs Harns Ay 3a NoGiYHMMU
peakLisiMmn Nikapcbkunx 3aco6iB, 4O3BOIEHUX A0
MeAUYHOr0o 3aCTOCYBaHHS, 3aTBEPAKEHOI0
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi loCTULji
YKkpainu 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BifNOBIAHO 40 NEPIOAVNYHOCTI AK
[ANs nikapcbKoro 3acoby nicns gepxasHol
peecTpadii B YKpaiHi, K y nepLuili KpaiHi cBiTy
16. OKCANMINNATUH niogpinizat gns AT "Nlekxim- YkpaiHa Ksiny ®apmaueyTikan Kutai peecTpauist Ha 5 pokis - He UA/15924/01/01
PO34uHy ANs iHdy3il XapkiB" (XaiiHaHb) Ko., NiT4,. 3060B’s13aHHA NpY BUAAYI peecTpawiinHoro nionsizae
no 50 wr in bulk: 60 NOCBIAYEHHS BIACYTHI.
hnaKkoHiB y kopobLi MepiognyHicTb NOAAHHA PeErynspHo
OHOB/IHOBAHOrO 3BITY 3 6€3Mnekn BigNoBiAHO A0
Mopsaaky 34iicHeHHs Harnsay 3a NoGiYHMMU
peakuisiMn flikapCbkux 3aco6iB, 4O3BONEHUX A0
MeAMYHOr0o 3aCTOCYBaHHS, 3aTBEPAKEHOI0
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi oCTuULT
Ykpainu 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO A0 NEPIOANYHOCTI K
0151 NiKapCbKOro 3acoby nicnia AepXaBHOT
peecTpaLii B YKpaiHi, SK y nepLiii KpaiHi cBiTy
17. OKCANINNATUH niocpinizat ans AT "lekxim- YkpaiHa AT "Nekxim-Xapkis" YkpaiHa peecTpauis Ha 5 pokiB. 3060B’A3aHHA Npu 3a He UA/15925/01/01
PO34unHY ANs iHQy3il Xapkis" BMAAYi peecTpauiiiHOro NoceifgyYeHHs iCHYIOTb — | peyernmom | nidasi2ae




Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
no 50 mr, no 1 Ha/flaHHs AeTa/IbHOro ONMCy cUcTemmn
dhnakoHy B naywi ynpaB/iHHA pU3nKamu y BUTNSAi nnady
(BUPOGHMLTBO 3 ynpasiHHA pusmkammn go 30.10.2017
npoaykuii in bulk BiANOBIAHO A0 nmignyHkTy 1.8.2 nyHkTY 1.8
chipmy-BMPOBHYMKA popatky 5 Mopsaky NnpoBefeHHs ekcnepTusm
Ksiny ®apmaueyTikan peecTpavuiiHux maTepiasis Ha fikapcbki
(XaiiHaHb) Ko., NiT4,., 3aco6y, Lo NoJalTbCs Ha AepXaBHY
Kutaid) peecTpauito (nepepeecTpaLiio), a Takox
eKkcnepTM3n martepianis NPo BHECEHHS 3MiH A0
peecTpauiiHnx maTepianis NpoTarom Aii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepLKEHOro
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn BigNoBiAHO A0
Mopsaaky 34iicHeHHsA Harnsay 3a nobiyHMMK
peakuisiMun flikapcbkux 3aco6iB, L03BONEHUX 40
MeAMNYHOro 3aCTOCYBaHHS, 3aTBEPIKEHOrO
Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHsa 2007 poky 3a Ne73/13340,
CTaHOBWTb: Bi4NOBIAHO A0 NEPIOAVNYHOCTI SK
0151 NiKapcbKOoro 3acoby nicnsa AepXxaBHOT
peecTpadii B YKpaiHi, SK y nepLuili KpaiHi CBITy.
18. OKCANINNATUH niodpinizaT Ans AT "Nlekxim- YkpaiHa AT "Nekxim-Xapkis" YkpaiHa peecTpauist Ha 5 pokiB. 3060B’s13aHHSA Npu 3a He UA/15925/01/02
PO34uHY AaNnst iHgy3ili Xapkis" BMAAui peecTpaviiiHoro noceifyeHHs icCHyl0Tb — | peyenmom | nidasieae

no 100 mr, no 1
hnakoHy B navuj
(BUPOGHULTBO 3
npoaykuii in bulk
ipMun-BUPOGHIMKa
Ksiny ®apmaveyTikan
(XaWiHaHb) Ko., NiT4,.,
Kutait)

HafaHHS AEeTa/IbHOro ONMcy cUcTeMmn
ynpas/iiHHA pu3nKamu y BUrna4i nnady
ynpasniHHA pusmkamun go 30.10.2017
BiANOBIAHO A0 nignyHKTy 1.8.2 nyHkTy 1.8
popatky 5 MNopsagky NpoBefeHHs ekcnepTusm
peecTpavuiiiHux MaTepiasis Ha flikapchbki
3aco6y, Lo NoJaloTbCs Ha AepXaBHY
peecTpadito (nepepeecTpaLiio), a Takox
eKcnepTM3n mMmatepiasiiB Npo BHECEHHS 3MiH A0
peecTpauiiHnx matepianis NpoTarom aii
peecTpauiiHoro nocBifg4YeHHs, 3aTBepPLKEHOro
Haka3zom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).
MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO 40
Mopsaky 34iCHEeHHA Harnsay 3a noGiYHUMHN
peakuisiMun NikapcbKunx 3aco6iB, 4O3BOEHUX A0
Me/JIMYHOro 3aCTOCYBaHHS, 3aTBEPKEHOrO
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YKpaiHu 29 ciyHg 2007 poky 3a Ne73/13340,




Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
CTaHOBWTb: Bi4NOBIAHO A0 NEPIOAVNYHOCTI SK
0151 NiKapcbKOoro 3acoby nicnsa AepXxasHOT
peecTpadii B YKpaiHi, SK y nepLuili KpaiHi CBITy.

19. PE®AKTO AD niodpinizat Ans Mdpaiizep CWA BMPOGHMLTBO 3a IcnaHis/ peecTpauisf Ha 5 pokis 3a He UA/15929/01/01

PO3UUHY AJ1s1 iH ekt Eiiy.Ci.Mi. NOBHUM LMK/IOM; Himeuun 3060B’s13aHHA NpY BUAAui peecTpawiitHoro peyenmom | niosnsizae

no 250 MO y dpnakoHi Kopnope#iLH BTOPVHHE NakKyBaHHs Ha NOCBiAYEHHS BiACYTHi.

Nel y komMnnekTi 3
PO34YMHUKOM N0 4 My
nonepegHL0
HanoBHEHOMY LNpuLi
Ta CTEpUIbHUM
Habopom

Ta KOHTPO/Ib AKOCTI
PO34MHHYKKA NpK
OOCNIMKEHHI
cTabinbHOCTI;
BiAnoBigabHMI 3a
BWMYCK cepil:
Baet dapma C.A.,
IcnaHis;
anbTepHaTuBHa
nab6oparopis gns
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
CTEPW/IbHICTb:
JNabopatopisa Bionaob,
C.J1., IcnaHis;
BMPOBHULTBO
PO34YMHHVKA B
LINpYLUax, BisyasibHWi
KOHTPONb
PO3UYMNHHKKE,
KOHTPO/b SIKOCTI
PO34MHHYKA NpK
OOCNIMKEHHI
cTabinbHOCTI:
BetTep ®apma-
PepTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3ya/lbHUiA KOHTPONb
PO3UYMNHHKKE,
KOHTPO/b SIKOCTI
PO34MHHNKA,
KOHTPO/b SKOCTI
PO3YMHHVIKA NpK
LOCNIMKEHHI
cTabinbHOCTI:
Betep dapma-
depTuryHr rméx &
Ko. KTI', HimeuuunHa;
Bi3ya/lbHUIA KOHTPO/b
PO3YMHHUKA,

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaky 34iCHEeHHA Harnsay 3a noGiYHUMHN
peakLisiMun NikapcbKunx 3aco6iB, 4O3BOEHUX A0
MEJMYHOr0 3aCTOCYBaHHS, 3aTBEPXKEHOIO
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciuHg 2007 poky 3a Ne73/13340,
CTaHOBWTb: Bi4NOBIAHO 40 NEPIOANYHOCTI
CKNafaHHA perynspHo OHOBJIOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, 403BOIEHOrO A0
Me[MYHOr0 3aCTOCYBaHHS, Ha LEHTPaUsTbHOMY
piBHI.
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Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3YMHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
PepTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3YMHHMKA:
Betep dapma-
depTuryHr rmox &
Ko. KI', HimeyuynHa

20.

PE®AKTO A

niodpinizat Ans
PO3UUHY AJ1s1 iH ekt
no 500 MO y dpnakoHi
Nel y komMnnekTi 3
PO3YMHUKOM MO 4 My
nonepegHL0
HanoBHEHOMY LNpuLi
Ta CTEpPUIbHUM
Habopom

Mdpaiizep
Eu.Ci.Mi.
Kopnope#iLH

CLIA

BMPOGHMLTBO 3a
NOBHUM LIK/IOM;
BTOPWHHE NaKyBaHHS
Ta KOHTPO/Ib AKOCTI
PO34MHHYKKA NpK
OOCNIMKEHHI
CTabiNbHOCTI;
BiAnoBigabHWI 3a
BWMYCK cepil:
Baet dapma C.A.,
Icnanis;
anbTepHaTNBHA
nab6oparopis gns
TecTyBaHHS
npenapary 3a
NOKa3HNKOM
CTEPW/IbHICTb:
Nabopatopisa Bionaob,
C.J1., IcnaHis;
BMPOBHULTBO
PO34MHHKKA B
LINpYLUax, BisyasibHWi
KOHTPONb
PO3UMHHNKA,
KOHTPO/b SIKOCTI
PO34MHHYKKA Npu

IcnaHis/
Himeyun
Ha

peecTpauisf Ha 5 pokis
3060B’s13aHHA NpY BUAAui peecTpawiitHoro
NOCBiAYEHHS BiACYTHi.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/OBAHOTO 3BITY 3 6e3neky BigNoBigHO A0
Mopsaky 34iCHEeHHA Harnsay 3a noGiYHUMHN
peakuisiMun NikapcbKunx 3aco6iB, 4O3BOEHUX A0
MeJMYHOr0 3aCTOCYBaHHS, 3aTBEPAKEHOI0
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
YkpaiHu 29 ciuHg 2007 poky 3a Ne73/13340,
CTaHOBWTb: Bi4NOBIAHO 40 NEPIOANYHOCTI
CKNafaHHA perynspHo OHOBJIOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, 403BOIEHOrO A0
Me[MYHOr0 3aCTOCYBaHHS, Ha LEHTPaUsTbHOMY
piBHI.

3a
peyenmom

He
nionsieae

UA/15929/01/02
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Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

LOCNiMKEHHI
cTabinbHOCTI:
Bettep ®apma-
depTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO34YUNHHKKA,
KOHTPO/b SIKOCTI
PO3UYUNHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
PepTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3UYUNHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3UYUNHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3UYUNHHMKA:
Betep dapma-
depTuryHr rmox &
Ko. KI', HimeyuynHa

21.

PE®AKTO A

niodpinizat Ans
PO3UUHY A1 iH ekt
no 1000 MOy
chnakoHi Nel y
KOMMEKTi 3
PO3UYMHUKOM MO 4 MNTY
nonepeaHLo
HanoBHEHOMY LINpuULi

Mdpaiizep
Eiu.Ci.Mi.
Kopnope#iLH

CLIA

BMPOGHMLTBO 3a
NOBHUM LIK/IOM;
BTOPWHHE NaKyBaHHS
Ta KOHTPOSIb SKOCTi
PO3UMHHYKA NpK
OOCNIMKEHHI
cTabinbHOCTI;

BiANoBigabHWI 3a

IcnaHis/
Himeyun
Ha

peecTpauisf Ha 5 pokis
3060B’s13aHHA NpY BUAAui peecTpawiitHoro
NOCBiAYEHHS BiACYTHi.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neky BigNoBigHO 40
Mopsaky 34iCHEeHHA Harnsay 3a noGiYHUMMN
peakuisiMun NikapcbKunx 3aco6iB, 4O3BOEHUX A0
MeJMYHOI0 3aCTOCYBaHHS, 3aTBEPKEHOIO

3a
peyenmom

He
nionsieae

UA/15929/01/03
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Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
Ta CTEPUIbHUM BWMYCK Cepil: Hakazom MO3 Big 27 rpyaHs 2006 poky Ne898,
Habopom Baet dapma C.A., 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
IcnaHis; Ykpainun 29 ciuHs 2007 poky 3a Ne73/13340,
anbTepHaTuBHa CTaHOBWTb: Bi4NOBIAHO 40 NEPIOANYHOCTI
na6opartopisi Ans CKaflaHHs PerynsipHO OHOBJIOBAHOTO 3BITY 3
TeCTyBaHHs 6e3nekun nikapcbkoro 3acoby, 403BO/IEHOrO A0
npenapary 3a Me[MYHOro 3aCTOCYBaHHS, Ha LEEHTPasIbHOMY
NOKa3HNKOM PiBHI.

CTEPW/IbHICTb:
Na6opaTtopis bionab,
C.J1.,, IcnaHis;
BMPOGHMLTBO
PO34YUHHVMKA B
Linpuuax, BidyanbHui
KOHTPO/b
PO34YUHHKKA,
KOHTPO/b SIKOCTI
PO3YMHHMKA NpK
LOCNiMKEHHI
cTabinbHOCTI:
Bettep ®apma-
depTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO34YUNHHKKA,
KOHTPO/b SKOCTI
PO3UYUNHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3UYUNHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
LOCNIMKEHHI
cTabinbHOCTI:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3UYUNHHNKA,
KOHTPO/b AKOCTI
PO34YMHHKKA NpU
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Ne

Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
LOCNiMKEHHI
cTabifbHOCTI:
Betep dapma-
depTuryHr NM6X &
Ko. KI', HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO3YMHHMKA:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa
22. PE®AKTO AdD niocpinizat ans Mdpaiizep CWA BMPOBHMLTBO 3a Icnanis/ peecTpaList Ha 5 pokis 3a He UA/15929/01/04
PO3UnHY A8 iH KL Eiu.Ci.Mi. NMOBHUM LK/IOM; Himeuun 30608B’3aHHA NpW BUAAYI peecTpaviinHoro peyenmom | niosnsi2ae
no 2000 MOy Kopnope#iLuH BTOPVHHE NakyBaHHsA Ha NOCBIAYEHHS BIACYTHI.
onakoHi Nel y Ta KOHTPOSb AKOCTI MepiognyHICTb NOAAHHSA PErynsapHO
KOMMIEKTi 3 PO3YMHHMKA NpU OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BigNoBiAHO A0
PO3YMHUKOM MO 4 My JocCnimKeHHi MopsaKy 34iCHEHHs Harnsaay 3a No6iYHNMK
nonepegHL0 cTabinbHOCTI;

HanoBHEHOMY LUNPUL
Ta CTEepPUIbHUM
Habopom

BiANOBIAaIbHWI 3a
BUNYCK cepi:
Baet ®apma C.A.,
IcnaHis;
anbTepHaTnBHa
naboparopis Ans
TecTyBaHHs
npenapary 3a
NOKa3HUKOM
CTEPW/IbHICTb:
Na6opaTtopis bionab,
C.J1.,, IcnaHis;
BMPOGHMLITBO
PO34MHHVKA B
LINpYLUax, BisyasibHuWi
KOHTpPO/b
PO3YMHHNKA,
KOHTPONb SIKOCTI
PO34YMHHMKA NpU
LOCTiMKEHHI
cTabinbHOCTI:
Bettep ®apma-
depTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUI KOHTPO/Tb
PO3YMHHWKA,
KOHTPONb SIKOCTI
PO3UYMNHHKKE,
KOHTPO/b SIKOCTI
PO34MHHYKKA Npu

peakuisiMn fikapcbkux 3aco6iB, L03BONEHUX 40
MeAMNYHOro 3aCTOCYBaHHS, 3aTBEPIAKEHOr0
Hakazom MO3 Big 27 rpygHs 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBWTbL: BiAMNOBIAHO A0 NEPIOANYHOCTI
CKNafaHHA perynspHo OHOBJIOBAHOIO 3BiTY 3
6e3nekun Nikapcbkoro 3acoby, 403BO/IEHOr0 A0
MeMYHOro 3aCTOCYBaHHSA, Ha LieHTpasibHOMY
piBHI.
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Ne
n/n

HasBsa
NliKapcbKo20
3acoby

Popma sBunycKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

LOCNiMKEHHI
cTabinbHOCTI:
Betep dapma-
depTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO34YUNHHKKA,
KOHTPO/b SIKOCTI
PO3YMHHMKA NpK
LOCNiMKEHHI
cTabinbHOCTI:
Betep dapma-
depTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO34YUHHKKA,
KOHTPO/b SIKOCTI
PO3YMHHMKA NpK
LOCNiMKEHHI
cTabinbHOCTI:
Betep dapma-
depTuryHr NM6X &
Ko. KI, HimeuunHa;
Bi3yasIbHUIA KOHTPO/Tb
PO34YMHHMKA:
BeTtep dapma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa

23.

CUTrHI®OP NAP

NOPOLLIOK A5
cycnensii 4ns iH ekui
no 20 mr y dpnakoHax
Ne 1y komnnekTi 3
PO3YMHHUKOM MO 2 M
y nonepefHbL0
3aMoBHEHUX LUNpULax
Ne 1, ronkoto Ne 1 ta
agantepom Ne 1

Hosapric
dapma Al

LLBeiiuapis

BTOPWHHE MakKyBaHHS,
BWMYCK cepil:
HosapTic ®apma
LUTeiiH AT,
LLisefuapis;
BVMPOGHMLTBO,
KOHTPO/b SKOCTI,
nepBUHHE NaKyBaHHS
PO3YMHHMKa Ta
BTOPWHHE NaKyBaHHS
rOTOBOrO NPOAYKTY:
ABGOTT
Bionomxkukanc b.B.,
HigepnaHgu;
KOHTPO/Tb AKOCTI 3a
BCiMa NnapameTpamu
3a BUK/TIOYEHHAM
TecTy "bakrepiasibHi
EHAO0TOKCUHM",

LBeiiuap
is/
Higepna
Haw/
AscTpisi/
Himeuun
Ha

peecTpaList Ha 5 pokis

3a
peyenmom

He
nidnsieae

UA/15926/01/01
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Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

NepBUHHE MakKyBaHHS
MOPOLLKY:
CaHpo3 'mbX,
ABCTpiIs;
KOHTPO/Tb AKOCTi 3a
BCiMa napameTtpamu
3a BUK/IIOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HO0TOKCUHN™:
CaHpo3 'mbX,
ABCTpiIs;
BMPOBHULTBO
nopoLuky in bulk gns
cycneHsii gns
iH'eKwji:
HosaprTic ®apma Al
LLiBeiuapis;
KOHTPO/Tb AKOCTi 3@
NOKa3HUKOM
"BakTepianbHi
€HO0TOKCUMHN™:
BC/ Biocepsic
CalHTndik
Na6opaTtopic MM6X,
HimeuumnHa,;
TepMiHa/IbHa
cTepunisauis
hNakoHiB:
CiHepmxu Xenc
[eHikeH Al,
Lliseiuapis

24.

CUrHI®OP NAP

MOPOLLOK ANA
cycneHsii An1s iH ekuiii
no 40 mr y dpiakoHax
Ne 1y KomnnekTi 3
PO3YMHHKKOM NO 2 MN
y nonepesHbo
3anoBHEHMX LWnpuLax
Ne 1, ronkoto Ne 1 Ta
agantepom Ne 1

Hosapric
®apma Al

LLiBeiuapis

BTOPWHHE MakKyBaHHS,
BUNYyCK cepil:
HoBapTic ®apma
LUTeiiH AT,
LLiBeiiuapis;
BVMPOGHMLTBO,
KOHTPO/Ib SKOCTI,
NepBUHHE MakKyBaHHS
pO34MHHMKA Ta
BTOPWHHE NakKyBaHHSA
rOTOBOrO NPOAYKTY:
AGGOTT
Bionogxukanc b6.B.,
HigepnaHaw,;

LBeiuap
is/
Higepna
Haun/
AscTpisi/
Himeuun
Ha

peecTpauisf Ha 5 pokis

3a
peyenmom

He
nionsieae

UA/15926/01/02
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Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

KOHTPO/1b AKOCTI 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
TecTy "BakTepiabHi
€HO0TOKCUHK",
nepBYHHE NakyBaHHS
MOPOLLKY:
CaHpo3 'm6X,
ABCTpISi;
KOHTPO/Tb AKOCTI 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
EHOO0TOKCUHN™:
CaHpo3 'm6X,
ABCTpISt;
BMPOGHMLTBO
nopotuky in bulk gns
cycnersii gns
iH'eKLin:
HosapTic ®apma Al
LLsenuapis;
KOHTPO/Tb AKOCTI 3a
NOKa3HNKOM
"BakTepianbHi
EHO0TOKCUHN™:
BCN Biocepsic
CaiHTndik
Na6opaTtopic MM6X,
HimeuumnHa,
TepMiHasibHa
cTepwnisauis
hNaKoHIB:
CiHepmxu Xenc
[eHikeH Al,
LiBeiiuapis

25.

CUIrHI®OP NAP

NOPOLLIOK ANs
cycneHsii Ans iH ekuiii
no 60 mr y dpnakoHax
Ne 1y koMnnekTi 3
PO3YMHHWKOM NO 2 MN
y nonepesHbL0
3aMoBHEHMX LUNpULax
Ne 1, ronkoto Ne 1 Ta
agantepom Ne 1

HoBaprtic
®apma Al

LLiBeiuapis

BTOPUHHE NakyBaHHS,
BUNYCK cepi:
HosaprTic ®apma
LLiTelin AT,
LLiBeiiuapis;
BUPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
NepBUHHE MakKyBaHHS
PO34YMHHMKa Ta

Lselinap
ia/
Higepna
Haw/
ABcTpisi/
Himeuun
Ha

peecTpauist Ha 5 pokis

3a
peyernmom

He
nionseae

UA/15926/01/03
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Ne
n/n

HasBsa
NliKapcbKo20
3acoby

dopma BUMyCcKy
(nikapcbka
¢hopma, ynakoska)

3asBHUK

KpaiHna
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGH
uka

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs

Homep
peecmpayitiH
020
nocBio4YeHHs

BTOPWHHE NakKyBaHHSA
roTOBOrO NPOAYKTY:
AGGOTT
Bionomkukanc b.B.,
HigepnaHaw;
KOHTPO/b AKOCTi 3a
BCiMa napameTpamu
3a BUK/IIOYEHHAM
TecTy "BakTepiasibHi
EHO0TOKCUHN",
NepBUHHE MakKyBaHHS
MOPOLLIKY:
CaHpo3 'm6X,
ABCTpist;
KOHTPO/b AKOCTi 3a
BCiMa napameTpamu
3a BUK/IIOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy Ta Tecty
"BakTepianbHi
€HA0TOKCUHKN":
CaHpo3 'm6X,
ABCTpist;
BMPOGHMLTBO
nopoLwuky in bulk gns
cycneHsii aAns
iH'eKwujn:
HoBaprTic ®apma Al
LLBeiiuapis;
KOHTPO/b AKOCTi 3a
NOKa3HNKOM
"BakTepianbHi
€HA0TOKCUHKN":
BC/ Biocepsic
CaiHTndik
Na6opaTtopic MM6X,
Himeyunha;
TepMiHasibHa
cTepwnisauis
o1aKOoHIB:
CiHeppxu Xenc
[eHikeH Al,
LLIBeliyapis

26.

TOPBAKAPA®
KPUCTAN

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOH0, M0 40 Mr
Ne30 (10x3) y

TOB
"3eHTiBa"

Yecbka
Pecny6nika

BCi eTanu
BVMPOGHMLTBA,
nepBrHHE Ta
BTOPUHHE NakyBaHHs,

Yecbka
Pecny6ni
Ka

peecTpadist Ha 5 pokis

3a
peyenmom

He
nidnsieae

UA/15927/01/03
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Ne Hassa dopma BUMyCcKy 3asisBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NliKapcbKo20 (nikapcbka 3asBHUKa BUPOGH BiOnycKy | yBaHHS | peecmpayiliH
3acoby ¢hopma, ynakoska) uka 020
nocsio4eHHs
6nictepax KOHTPO/Ib Ta BUMYCK
cepiii FN3:
TOB "3eHrTiBa",
Yecbka Pecnybnika;
BTOPWHHE MaKyBaHHS:
[OITA Bupo6HUunii
Kooneparus iHBasTigiB,
Yecbka Pecny6ika
27. TOPBAKAPA® TabneTku, BKpUTI TOB Yecbka BCi eTanm Yecbka peecTpauist Ha 5 pokis 3a He UA/15927/01/02
KPUCTAN NNiBKOBOKO "3eHTiBa" Pecny6nika BVMPOGHMLTBA, Pecny6ni peyenmom | niossizae
060/10HKOH0, 10 20 Mr nepBuHHe Ta Ka
Ne30 (15x2), Ne90 BTOPVHHE NaKyBaHHS,
(15x6) y 6nicTepax KOHTPO/1b Ta BUMYCK
cepiii FN3:
TOB "3eHrTiBa",
Yecbka Pecnybnika;
BTOPWHHE MaKyBaHHS:
[OITA BUpo6HUunii
Kooneparus iHBasi4iB,
Yecbka Pecny6ika
28. TOPBAKAPA® TabneTkun, BKpUTI TOB Yecbka BCi eTann Yecbka peecTpauist Ha 5 pokis 3a He UA/15927/01/01
KPUCTAN NnNiBKOBOKO "3eHTiBa" Pecny6nika BMPOGHMLTBA, Pecny6ni peyenmom | niossizae
060/10HKO0, MO 10 Mr nepBuHHe Ta Ka
Ne30 (15x2), Ne90 BTOPVHHE NaKyBaHHS,
(15x6) y bnicTepax KOHTPO/1b Ta BUMYCK
cepiii FN3:
TOB "3eHrTiBa",
Yecbka Pecnybnika;
BTOPWHHE MaKyBaHHS:
LITA BUpOGHMUMiA
Kooneparus iHBanigiB,
Yecbka Pecny6ika
29. LEE®YPOKCUMY NopoLLOoK (cybcTaHuis) TOB "TK YkpaiHa TiTaH PapmacbioTikan Kutai peecTpauisi Ha 5 pokis - He UA/15928/01/01
HATPIEBA Cl/lb B &/1IOMIHIEBUX "Aspopa" Ko., N14. (MyaHayH) niosnsieae
CTEPUNBbHA nnAwkKax gna
thapmaLeBTUYHOro
3acTocyBaHHsA

HauvanbHuK YnpaBniHHA (hapmaleBTUUYHOI
DIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




NEPENIK

Aopatok 2
[0 Haka3y MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn
27.04.2017 Neo 476

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

no 5 mn (250 mr)
a6o no 10 mn (500
Mr) B amnyni; no 5
amnyn y kopobLi; no
5 mn (250 wmr), abo
no 10 mn (500 mr),
a6o no 20 mn (1000
Mr) y donakoHi; no 1
chnakoHy B KOpOOLi

thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha
nigcTasi perynsipHo OHOB/THOBAHOMO
3BiTy 3 6e3Mnekun Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesy/nbTaT OLiHKM 3BITY 3
[ocnigpKeHb, NPoBeAEHVX BiANOBIAHO
[0 NNaHy negiatpuyHnX AoCipKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3acToCyBaHHS npenapary Ao
po3giniB «MpoTrnokasaHHs»,
«[M06IYHI peakuji»,
«Mepeno3yBaHHs», «OCO6IMBOCTI
3acTocyBaHHs», «B3aemogjs 3
IHLWMMK nikapcbkrMuy 3acobamn Ta
iHLLI BMAW B3aEMOSin»,
«3acTocyBaHHA y nepios BariTHOCTI
ab60 rogyBaHHA rpyaa», «Ocobnusi
3axoan 6e3nekn» 3a pekoMeHgaLieto
[JenaptameHTy dhapmakoHarnsgy
BignoBigHO A0 iHdhopMaLlil CTOCOBHO
6e3nekun Ailo4oi peyoBrHN
nikapcbkoro 3acoby.
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiAnoBiaHO A0 MNopsakKy 34iNCHEHHs

Ne n/n | Ha3ssa nikapcbkoz20 ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka chopma, 3asiBHUKa BUPOBGHUKa Bionycky aHHsl peecmpayjitiHo2
ynakoska) 0 NoCcBi0OYEHHs
1. 5-dTOPYPALUUN KOHUeHTpaT ans EBEBE ®apma ABCTpiIs EBEBE ®apma ABCTpist nepepeecTpaLisi Ha HeoBMeXeHui 3a He UA/6058/01/01
"EBEBE" pPO34nHy AN lec.m.6.X. Hopr. lFec.m.6.X. Hdr. TepMiH; 3MiHu | TUnNYy - 3MiHK WoA0 peyenmom nionsi2ae
iHcpysiiA, 50 mr/mn; K. K. 6e3nekn/edpeKTNBHOCTI Ta
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

Harnsay 3a nobivyHMMK peakuisMm
niKapcbknx 3acobis, [03BONIEHUX [0
Me[MYHOr0 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuil Ykpainum 29 ciuHs 2007 poky
3a Ne73/13340, cTaHOBUTb:
BiZANOBIAHO [0 NepioANYHOCTI
CKNafaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A03BOIEHOrO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.

AHANBTH-
JOAPHULA

PO34MH ANS iH'EKUIR,
500 mr/mn, no 2 mn
B amnyni; no 5
amnyn y KOHTYpHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKM y naui

MpAT
"®GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

nepepeecTpaisi Ha HeOBGMeXeHN
TepMiH; 3MiHu | TUnYy - 3MiHK Woao
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCyBaHHSA Ha
nifcTasi perynsipHo OHOB/TIOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BITY 3
AocnigpKeHb, NpoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHnX 4ocnifKeHb
(PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHW BHECEHO 0
IHCTPYKLiT 418 MeanyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "OcobamBoCTi
3actocyBaHHs", "Mob6iuHi peakwii”,
"B3aemMogis 3 iHWMMU NiKapCbKuMu
3aco6amu abo iHLWi BUAY B3aemogiin”
BIAANOBIAHO O OHOBMIEHOT
iHchopmawii 3 6e3neku gjtoyoi
PEYOBUHY "MeTami30y HaTpito
(aHanbriny)".

3060B’s3aHHs Npu BUAaAYi
peecTpavuiiniHOro noceig4YeHHs anas
nNiKapcbKoro 3acoby iCHyTb -
HajaHHs AeTa/lbHOro onuncy cucTemmu
yNpaBiHHA pU3nKamn y BUTAA4i

3a
peyerimom

He
niossieae

UA/3222/02/02
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

nnaxy ynpaeniHHA pyu3vikamm Ta
[LOMOBHEHHS [0 OrNA4y KAiHIYHKX
AaHvx go 30.10.2017 signosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 fopatky 15 no MNopsagky
NpOBELEHHS eKCnepTusmn
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepxXaBHy peecTpauito
(nepepeecTpavito), a Takox
eKkcrnepTu3n matepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakaszom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTI CKNafaHHs
perynspHOOHOB/OBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

AHOVUNAN-B

Tabnetku, no 10
TabneTtok y cTpunax;
no 10 Tabnetok y
cTpvni; no 1 ctpuny
y naneposomy
KoHBepTi; no 10
TabneTtok y cTpuni;
no 2 a6o no 10
CTpuniB y nauui 3
KapToHy; no 10
TabneTtok y bnictepi;

MAT "MoHdpapm"

YKpaiHa

MAT "MoHchapm"

Ykpaina

nepepeecTpaisi Ha HeoBMeXeHui
TepMiH; 3MiHu | TUnNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo OHOB/THOBAHOMO
3BiTYy 3 6e3Mnekun Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acTOCyBaHHSA NikapcbKoro 3acoby B

6e3
peyenma —
Ne10; 3a
peyenmom
— Ne20,
Ne100

Ne 10 —
nionseae;
Ne 20, Ne
100 - He
niossieae

UA/6175/01/01
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

no 1, abo no 2, abo
no 10 6nictepiB y
nauuj 3 KapToHy

nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OUiHKM 3BITY 3
[ocnigpkeHb, NpoBeAeHVX BiANOBIAHO
[0 NnaHy negiatpuyHnx JOCipKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom) - 3mMiHVM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCToCyBaHHA npenapary Ao
po3gainis "lNpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amu Ta iHLWi BUAY B3aEMOZIiA",
"Oco6nMBOCTI 3acTOCYBaHHS",
"Mepepo3yBaHHs", "TMo6IYHI peakwuji”
BIAANOBIAHO [0 OHOBMEHOT
iHdhopmawuii 3 6e3nekn nikapcbkoro
3acoby.

30608B’A3aHHA Npy BMAAdi
peecTpauiiiHoro nocBig4eHHs ans
NiKapcbKoro 3acoby iCHYIOTb -
HaflaHHs ieTa/IbHOro ONmncy cucTemmu
ynpaBs/iHHA pUsnMKamu y BUrnsgi
nnaHy ynpasniHHA pusukamu Ao
30.10.2017 BigNOBIAHO A0 MiANYHKTY
1.13 nyHkty 1 gogatky 15 no
Mopaaky NpoBefEHHA ekcnepTu3n
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepxXaBHy peecTpauito
(nepepeecTpavito), a Takox
eKkcrnepTm3n matepianis npo
BHECEHHS 3MiH 10 peecTpavLinHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
OXOPOHU 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3mnekun Nikapcbkoro 3acooy,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.
4, AUETUACANILAN Tabnetkn no 0,5 r no MNAT "MoHdapm" YkpaiHa MAT "MoHcapm" YkpaiHa nepepeecTpauis Ha HeobMeXeHwi 6e3 nionsizae UA/6272/01/01
OBA KUC/IOTA 10 TabneTok y TepMiH; 3MiHuM | TUnNYy - 3MiHK LWoA0 peuenma

cTpuni; no 1 ctpuny
B ManeposomMy
KoHBepTi; no 10
TabneTok y cTpuni;
no 2 a6o no 10
CTpuNiB y nauywi 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 1, aéo no 2, a6o
no 10 6nicTepiB y
nautii 3 KapToHy; No
10 TabneTok y
6nictepax abo y
cTpunax

6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuL NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeANYHOro 3acTOCyBaHHSA
reHepUYHMX/ribpuaHNX/6ionodibHMX
nikapcbknx 3acobiB nicns BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HafaHH$ XXOLHWNX HOBUX AOAATKOBMX
AaHunx) - 3MiHM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3acTocyBaHHsA npenapaTy A0 po3ainy
"MokaszaHHa" (6yno: Ans
CUMNTOMATUYHOTO NiKyBaHHSA
ro/I0BHOr0 601110, 3y6HOro 60/110;
601110 y rop/ii, 3yMOB/IEHOTO
3acTyfot0; anbrogucmeHopei; 6ot
y M'i3ax Ta cyrnobax; 60/1t0 y CnuHi;
nomipHOro 60s110, 3yMOB/IEHOTO
aptputom. Mpu 3acTyai abo roctpux
pecnipaTopHMX 3aXBOPIOBAHHSX AN
CUMNTOMATUYHOTO MOJIEereHHs
6010 Ta rapsiyku.; ctano: JlikyBaHHs
Nerkoro Ta NOMipHO BMPaXXeHOoro,
rocTporo 60/1b0BOr0 CUHAPOMY
(ronoBHwiA, 3y6HWIA Binb, GiNb y
cyrno6ax ta 3B’sa3kax, 6ifib y CnuHi).
CumMnToMaTuyHe NiKyBaHHA rapsykm
Ta/abo 601b0BOr0 CUHAPOMY NpU
3aCTyAHMX 3aXBOPIOBAHHSAX.), &
TakoX [0 po3ainis
«MpoTtunokasaHHsa», «OcobmBI
3axoan 6esnekn», «B3aemopis 3
iHLIMMK NikapcbkMKM 3acobamu Ta
iHLWI BMAY B3aemogiit»,
«3acTocyBaHHA B Nepiof BariTHOCTi
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

abo rogyBaHHs rpyaao», «MobivHi
peakuii», «[Nepeao3yBaHHs»
BiAANOBIAHO A0 pethepeHTHOro
npenapary (AcnipuH, TabneTku no
500 wr, Baiiep Bittepdensg MM6X,
HimeuuunHa).

3060B’13aHHA Npy BuAAi
peecTpauiiiHoro nocBig4eHHs ansi
NiKapCcbKoro 3acoby iCHyTb -
HafjaHHs AeTalbHOro onuncy cucTemu
yNpaBnAiHHA pu3nKamn y BUTNAAi
nnaxy ynpaeniHHA pu3vikamu [0
30.10.2017 BigNOBIAHO A0 NiANYHKTY
1.13 nyHkTy 1 gogatky 15 Ao
MopsiaKy NpoBefEeHHS ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 10 peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepakeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTI CKNafaHHs
perynsipHo OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

BA/Ib3AMIYHUN

NiHiMeHT, No 251 Ta

NIHIMEHT (3A

50 r y KOHTeliHepax;

MpAT
PapmaueBTUYHa

YKpaiHa

MpAT
PapmaLleBTUyHa

Ykpaina

nepepeecTpaisi Ha HeoBMeXeHui
TEPMiH.

6e3
peyenma

nionsieae

UA/6660/01/01
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no 10 Tabnetok y
6nictepi; no 3
6nicTepy B
KapTOHHIA Kopoo6Li

thapmakoHarnsgy. 3MiHU y KOpOTKili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeANYHOro 3acTOCyBaHHSA
reHepUYHMX/ribpuaHNX/6ionodibHMX
nikapcbknx 3acobiB nicns BHECEHHS
Tiei camoi 3MiHV Ha pedhepeHTHWi
npenapar (3MiHa He noTpebye
HafaHH$ XXOLHWNX HOBUX AOAATKOBMX
navnx)(B.1.2. (a),IB), 3miHu BHeceHo
[0 IHCTPYKLiT Ana MeguyHoro
3acTOoCcyBaHHS npenapary Ao
po3gainis "®apMakooriyHi
B/1acTMBOCTI", «[pOTUNOKa3aHHS»,
«[Mo6IuHI peakwii»,
«Mepepo3yBaHHA», «3AaTHICTb
BMN/IMBATY Ha LIBWAKICTb peakLii npm
KepyBaHHi aBTOTpaHCNopToM abo
PO6OTI 3 IHWMMK MEXaHi3Mamu»,
«OC06IMBOCTi 3aCTOCYBaHHA»,
«B3aemogis 3 iHWKMU NikapcbKMm
3aco6amMu Ta iHLWi BUAM B3aEMOSin»,
«3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHsA rpyaao», «itn»
BiANOBIAHO A0 pechepeHTHOro
npenaparty (KoHkop, Tabnertku,

Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
BULUHEBCbKUM) no 20 rabo no 25, thabpvka "Biona" habpvika "Biona"
a6o no 40 r y Ty6ax; MepioAnYHICTb NOAAHHS PErynspHO
no 20 ra6o no 25r, OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
abo no 40 r y Ty6i, BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
no 1 1y6iy navui Harnsay 3a nobivyHMMK peakuisMm
nNikapcbKunx 3acobis, A0O3BOIEHNX A0
MeAMYHOro 3acTOCyBaHHs,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
tocTuLil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO [0 MepioAnYHOCTI
CKNafaHHA perynspHo
OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn
nikapcbKoro 3acoby, [,03BO/IEHOIO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PIBHi.
6. BICOMPONON- TabneTkn, BKpUTI TeBa I13painb AT YropLumHa nepepeecTpauis Ha HeobMeXeHwi 3a He UA/6407/01/01
TEBA NNiBKOBOO dapmaueBTikas dapmaLeBTUYHN TepMiH; 3MiHu | TMny: 3MiHK WoAa0 peuenmom niosnsieae
060/10HKOHD, M0 5 Mr IHgacTpi3 114, 1 3aBog TEBA 6e3nekn/edhekTNBHOCTI Ta
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
BKPWTi 060/10HKOL0, MO 5 mr, 10 mr).

Haka3y MO3 Big 23.07.2015 Ne 460).
MepioANYHICTb NOAAHHS perynsipHo

BiANOBIAHO A0 MopsiAKy 34iACHEHHS
Harnsay 3a nobivyHMMK peakuisMn

ni

3aTBepmxeHoro Hakasom MO3 Big 27

3060B’13aHHA Npy BUAAui
peecTpavuiiHoro nNocBigYeHHst
ICHYIOTb — HaflaHHA AeTa/IbHOro
Onncy cucTemm ynpasniHHA
pv3vKaMmn y BUrNSAj nnaHy
ynpaBniHHA pu3vkamu fo 23.07.2017
BiANOBIAHO A0 NiANYHKTY 1.13 NyHKTY
1 popatky 15 no Mopsaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MmaTepiasis Ha
nikapcbki 3acobu, Lo NoAarnTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 10 peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
30608B’A3aHHA Npy BUAAdi
peecTpavuiiHoro nocBig4YeHHst
iCHYIOTb — HaflJaHHS JONOBHEHHS A0
ornagy KNiHIYHWMX AaHnX o
30.10.2017, BignoBigHO A0 MiANYHKTY
2.3 nyHKTY 2 popatky 15 no Mopaaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpavLiiiHX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii

OHOB/1HOBaHOro 3BiTy 3 6e3neku

KapCcbkux 3acobiB, [03BONIEHUX [0
Me[MYHOr0 3aCTOCYBaHHS,

3apeecTpoBaHoro B MiHictepcTi

rpyaHsa 2006 poky Ne898,
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mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KopoobLi

thapmakoHarnsgy. 3MiHU y KOpPOTKili
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMx/6ionogibHmNX
nikapcbknx 3acobiB Nicns BHECEHHS
Tiei camoi 3MiHV Ha pethepeHTHWi
npenapar (3miHa He noTpebye
HafaHHSA XOOHWNX HOBWX A0AATKOBMX
naHnx)(B.1.2. (a),IB), 3miHu BHeceHo
[0 IHCTPYKUiT 4718 MeanYHOro
3acToCyBaHHA npenapary Ao
po3ginis "®apMakonoriyHi
B/1acTMBOCTI", «[poTUNOKa3aHHS»,
«[M06IYHI peakuji»,
«MepepnosyBaHHA», «34aTHICTb
BMN/IMBATY Ha LIBWAKICTb peakLii npn
KepyBaHHi aBTOTpaHCnopToM abo
PO6OTI 3 IHWMMK MeXaHi3Mamu»,
«OCco6NMBOCTI 3aCTOCYBaHHS»,
«B3aemogis 3 iHWMMK NiKapCbKUMK
3aco6amu Ta iHLWi BUAY B3AEMOLN»,
«3acTocyBaHHA y nepios BariTHOCTI
abo rogyBaHHA rpyaato», «4itns»
BiANOBIAHO A0 pethepeHTHOro
npenaparty (KoHkop, TabneTku,
BKpUTi 06010HKOIO, MO 5 mr, 10 Mr).
30608B’3aHHA Npy BUAAYI
peecTpauiiHoro nocBig4YeHHs
iCHYIOTb — HalaHHA AeTasIbHOro
onuncy CUCTEMU YNpaB/liHHA
pv3nkamMmn y BUrNsAi nnaHy
ynpaBniHHA pusukamun o 23.07.2017
BiANOBIAHO A0 MignyHKTYy 1.13 nyHKTY
1 popatky 15 fno MNopagky
NpoBefeHHs ekcnepTu3n
peecTpauiiiHux MaTepiasnis Ha

Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
tocTuuil Ykpainum 29 ciuHs 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiZANOBIAHO [0 NepioANYHOCTI
CKNafaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
nikapcbkoro 3acoby, A03BOIEHOr0 A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY PiBHi.
7. BICONPONON- TabneTkn, BKPUTI TeBa I13painb AT YropwmHa nepepeecTpaisi Ha HeOBGMeXeHN 3a He UA/6407/01/02
TEBA NiBKOBOIO dapmaueBTikas dapmavleBTUYHA TepMiH; 3miHu | Trny: 3MiHK WoAao peyenmom nionsizae
060/10HKO10, Mo 10 IHoacTpi3 114, 1 3aBog TEBA 6e3nekn/ehekTVBHOCTI Ta




Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

28

Bupo6Huk

KpaiHa

BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys

aHHA

Homep
peecmpayjitiHo2

BEPAMNAMINTY

rAPOX/TIOPUA

MOPOLLIOK
(cybeTaHuin) y

naketTax

MpAT
"®apmaueBTuyHa
dipma "AapHuus"

YKpaiHa

Pekopgaari
IHaacTpia Ximika

ITanis

nNikapcbKunx 3acobis, A0O3BOIEHNX [0

3aTBepAKeHoro Hakasom MO3 Big 27

tocTuLil Ykpainu 29 ciuHa 2007 poky

[AepXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKcnepTu3y marepianis npo

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis NpoTArom fii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii

3060B’13aHHA Npy BuAAdi
peecTpavuiiHoro nocBigYeHHst
iCHYIOTb — HalaHHA [JOMOBHEHHSA [0
ornsAay KNiHiYHUX gaHux go
30.10.2017, BiANOBIAHO A0 MiANYHKTY
2.3 nyHKTY 2 popatky 15 no Mopaaky

NpoBefeHHA ekcnepTu3n

peecTpaLiiiHix MmaTepianis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha

[AepXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKcnepTu3y marepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHmx

marepianis NpoTArom fii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakaly MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA perynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
Harnsay 3a nobivuHMMK peakuissMm

MeJNYHOro 3aCTocyBaHHA,

rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi

3a No73/13340, cTaHOBUTb:

BiANOBIAHO [0 MepioAnYHOCTI
cKnagaHHs perynsipHo

OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn

nikapcbki 3acobu, Lo NoAarTbes Ha

Hakaly MO3 Big 23.07.2015 Ne 460).

nikapcbKoro 3acoby, [,03BO/IEHOIO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

nepepeecTpauis Ha HeobMeXeHwi

0 NMocBi0OYEeHHs

| dapmac’ioTika

TEPMIH

He
nionsieae

UA/8016/01/01
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
nonieTnIeHoBUX Ec.ni.EW.
ans
hapMaLeBTUYHOTO
3acTOCyBaHHSA
9. BICMYTY NOpOLLOK TOB "®APMEKC Ykpaina OPPIOH IcnaHis nepepeecTpaLisi Ha HeoBMeXeHui - He UA/12622/01/01
CYBIrANAT (cy6eTaHuis) y reyn KEMIKAIC TEpMiH nionsi2ae
nakeTax noABinHMX BICKEM, C/.
nonieTMNeHoBux
ans
chapmaLeBTU4YHOro
3aCTOCYBaHHSA
10. FEBKAMEH Masb 1o 20 r, abo no MpAT Ykpaina MpAT Ykpaina nepepeecTpaisi Ha HeOBGMeXeHUi 6e3 nionsieae UA/7566/01/01
30r,a6ono40ry $PapmaueBTUYHA dapmaLeBTNYHa TEPMIH. peyenma
Ty6i, no 1 1y6i y thabpuka "Biona" habpuka "Biona"
nauuj 3 KapToHy; No MepioAnyHICTb NOAaHHSA perynsipHo
20r,a60no 30, OHOBJ/IKOBAHOTO 3BITYy 3 6e3nekn
a6o no 40 r y Ty6ax; BiANOBiAHO A0 MopsaKy 34iCHEHHS
no20ra6ono40r Harnsay 3a nobivyHMMK peakuisMmn
Y KOHTelHepax nikapcbkux 3acobis, [03BOMEHUX A0
MeMYHOro 3acToCyBaHHs,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTBi
tocTuuii Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BIANOBIAHO A0 NepioaNYHOCTI
CKNafiaHHsA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, A03BOMIEHOIO A0
MeAMYHOro 3aCTOCyBaHHs, Ha
LeHTpasIbHOMY PiBHi.
11. rMITENK niodinizat gns NAT YkpaiHa MAT Ykpaina nepepeecTpais Ha HeoBMeXeHWi 3a He UA/12177/01/01
po3unHy ons iH'ekuin | "KniBmegnpenapa "KniBmegnpenap TEPMiH. peuyenmom nidssieae
no 400 mr, 1 dpnakoH T at"

3 niocpinizatom B
KommnekTi 3 1
amnysoto
pO34nHHMKa (BOAa
ONst iH'exuin) no 3,2
MJ1 B KOHTYpHIlA
YapyHKoBIl
ynakoBLi; no 1
KOHTYPHIl
YapyHKOoBIli ynakoBLi
B MauLii 3 KAPTOHY

30608B’A3aHHA NpY BUAAYI
peecTpavu,iiiHOro NocBigYeHHs
iCHYIOTb - HalaHHA JeTa/IbHOro
onuncy CUCTEMU YNpaB/liHHA
pv3nKkamMmn y BUrNsi nnaHy
ynpaeniHHA py3vkammn Ta
[OMNOBHEHHA A0 OrNAAY KMiHIYHNUX
naHux go 30.10.2017 BignosigHo go
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTy 2 popatky 15 no Mopaaky
NPOBEfleHHs ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo

BHECEHHS 3MiH [0 peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii

Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHICTb NOAaHHA perynspHo
OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’sA YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: BifNoOBigHO A0
nepiognyYHOCTI cknagaHHs
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[,03BOJIEHOTO A0 MEANYHOro
3aCTOCyBaHHS, Ha LeHTPa/lbHOMY
PiBHi.

12.

rnoay KBITIB |
nmcTA
KINbKICHUI
CYXUIN EKCTPAKT

MOPOLLIOK
(cy6eTaHuis) y
naketax 3 nniskn
nosieTuneHoBoil aAns
hapmaLeBTUYHOro
3acTocyBaHHs

MpAT "TexHonor"

Ykpaina

HATYPEKC
EC.ni.EN.

ITanis

nepepeecTpaisi Ha HeOBGMeXeHN
TEepMiH

He
niossieae

UA/12667/01/01

13.

FNIOKO3A

pO3unH ANs iHQYy3il,
50 mr/mn no 200 mn
y NAsilKax

MAT "Tannuchapm”

Ykpaina

TOB chipma
"HoBohapm-
BiocuHTes",
YkpaiHa,;
NAT
"Tanuucapm”
Ykpaina

Ykpaina

nepepeecTpaisi Ha HeOBMeXeHU
TEPMIH.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBiAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa

3a
peyerimom

He
nionsieae

UA/12539/01/01
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
OXOPOHU 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3mnekun Nikapcbkoro 3acooy,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.
14. EKCIOXAL Tabnetku, Wo HoapTic ®apma LLiseiiuapis HoBapTic ®apma LLiBeiuapis nepepeecTpauis Ha HeobMeXeHwi 3a He UA/6731/01/02
ancnepryrotbes no Al LWTelin Al TepMiH; 3MiHu Il TMny - 3MiHK WoA0 peuenmom niosnsieae

500 mr, no 7
Tabnetok y 6nictepi,
no 4 6nictepu B
Kopoobui

6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuL NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY
i3 HOBUMM J@HNMU 3 AKOCTI,
OOK/IHIYHUMU, KAIHIYHUMY AaHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHn
BHECEHO [0 IHCTPYKLUIT ANns
MeJMNYHOro 3aCTOCYBaHHS
npenapary Ao po3ainy "lNokasaHHsa"
(peparoBaHo TEKCT), a Takox A0
po3gainis «PapmMakonoriyHi
BN1ACTUBOCTI», «[1pOTUNOKa3aHH:A»,
«OC06IMBOCTI 3aCTOCYBaHHA»,
«3acTocyBaHHA y nepiog BariTHOCTI
abo rogyBaHHSA rpyaato», "Cnocié
3acTocyBaHHA Ta 031" (YTOUHEHHS
[03yBaHHs), «[M06i4HI peakuii»
Bi4NOBIAHO A0 OHOB/EHOT
iHbopmawii 3 6e3nekun nikapcbkoro
3acoby (y T.4. 3a3Ha4YeHOi B KOPOTKili
XapaKkTepucTuLi Nikapcbkoro 3acoby)
Ta BUCHOBKY KOHCY/IbTaTUBHO-
ekcnepTHoi rpynu "Xipypris,
aHecTesiosoris/peaHimaronoris,
remMaTosorisi, TpaHcgysionoris,
yponorisi. Jlikapcbki 3aco6un”.

MepioAnYHICTL NOoAaHHSA perynsipHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTsepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi rocTuuii Ykpainu 19
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifMNoBigHO A0
nepiognyYHOCTI cknagaHHs
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[103BOJIEHOTO [10 MEUHHOIO
3aCTOCyBaHHS, Ha LeHTPa/lbHOMY
PiBHi.

15.

EKCIIXAL

Tabnetku, Wwo
[AVCnepryoTbes no
250 mr,no 7
TabneTtok y 6nictepi,
no 4 6nictepu B
Kopobui

HosapTic ®apma
Al

LLiseiuapis

HosapTic ®apma
LWTeiH Al

LLseiuapis

nepepeecTpaisi Ha HeOBGMeXeHN
TepMiH; 3MiHu Il Tuny - 3MiHN Wopao
6e3nekun/ehekTVBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MEJMNYHOro 3aCTOCYBaHHS y 3B'A3KY
i3 HOBMMM AaHUMK 3 SIKOCTI,
OOKNIHIYHUMU, KNIHIYHUMU faHUMK Ta
OaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHs
npenapary Ao po3giny "lMokasaHHsa"
(peparoBaHo TEKCT), a TaKoX A0
po3ainis «®apmMakonoriyHi
BNaCTUBOCTI», «[1pOTUNOKa3aHH:A»,
«OCco6NMNBOCTI 3aCTOCYBaHHS»,
«3acTocyBaHHSA y nepiof BariTHOCTI
abo rogyBaHHA rpyaaro», "Cnocié
3acToCyBaHHA Ta A031" (YTOUHEHHS
[03yBaHHs), «[M06i4HI peakLii»
BIAANOBIAHO O OHOBMIEHOT
iHdhopmawuii 3 6e3nekn nikapcbkoro
3aco06y (y T.4. 3a3HaYEHOI B KOPOTKIld
XapakTepucTuLi Nikapcbkoro 3acoby)
Ta BUCHOBKY KOHCY/TbTaTVBHO-
eKcnepTHoI rpynu "Xipypris,
aHecTesionoris/peaHimaTonoris,
remarosiorisi, TpaHcgyy3ionoris,
yponorisi. Jlikapcbki 3aco6u”.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku
BiANOBiAHO A0 MopsAaKy 3AiCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27 rpyaHs

3a
peyerimom

He
niossieae

UA/6731/01/01
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Ymosu

Peknamys

Homep

Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

aHHA

peecmpayjitiHo2
0 Mocsi04YeHHs1

ynakoska)

Benbris

2006 poky Ne 898, 3apeecTpoBaHuii

rpyfHa 2016 poky 3a Ne 1649/29779

B MiHicTepcTBi tocTuuii YkpaiHu 19

(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTi CKNafaHHs
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LEEHTPa/IbHOMY
PiBHi.
nepepeecTpaLisi Ha HeoBMeXeHui

3a

He

UA/6293/01/01

16.

E/TOKOM®

Ma3b 0,1% no 15r
a60 301y Ty6i, no 1
Ty6i y KapTOHHIl
Kopobui

LWepiHr-Mnay
CeHtpan lct Al

LLiBeiiuapis

LWepiHr-Mnay
Na6o H.B.

TEPMiH.

MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi rocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’A YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: BifMNoBigHO A0
NepioguYHOCTI CKNagaHHs
perynsipHo OHOBJIOBAHONO 3BITY 3
6e3nekun Nikapcbkoro 3acooy,
[03BOJIEHOT0 A0 MEANYHOrO
3aCTOCyBaHHS, Ha LeHTPaslbHOMY
PiBHi.

peyenmom

3a

niossieae

He

UA/6293/02/01

17.

ENNOKOM®

Kpem 0,1 % no 15r
abo 30ryTy6i, no 1
Ty6i B KQPTOHHIlA
Kopobui

LepiHr-Mnay
CeHTpan lcT Al

LLiseiiuapis

LepiHr-Mnay
Na6o H.B.

Benbris

nepepeecTpaisi Ha HeOBMeXeHU
TEPMIH.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANOBiAHO A0 MopsaKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyaHs 2016 poky 3a Ne 1649/29779

peyerimom

nionsieae

(y pegakuii Hakasy MiHicTepcTBa
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

OXOPOHU 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3mnekun Nikapcbkoro 3acooy,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.

18.

ENOKOM®

nocbiioH 0,1 % no
30 My donakoHi-
KpanesnbHuui, no 1

chnakoHy y
KapTOHHIlA KOopooLi

LepiHr-Mnay
CeHtpan lct Al

LLiseiiuapis

Baiiep IHk

KaHaga

nepepeecTpauis Ha HeobMeXeHwi
TEPMIH.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku
BiANOBiAHO A0 MopsAaKy 3AiCHEHHS
chapmakoHarnsgy, 3aTBepakeHoro
Haka3zom MiHicTepcTBa OXOPOHU
340pOoB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’SA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTI CKNafaHHs
perynsipHoO OHOB/HOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
[03BOSIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

3a
peyenmom

He
nionsieae

UA/6293/03/01

19.

ETAM3WNAT-
JAPHULA

PO3YUH A5 iH'EKLLNA,
125 mr/mnno 2 mn B
amnyni; no 5 amnyn
Y KOHTYpHil
YapyHKOBIN
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B mauLi

MpAT
"bapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YkpaiHa

nepepeecTpaisi Ha HeoBMeXeHwi
TepMiH; 3MiHn | TURY - 3MiHK WoA0
6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/THOBAHOMO
3BiTy 3 6€3neku Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3acToCcyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3
AocnigKeHb, NpoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHnX 4OCiKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMETEHTHVM YNOBHOBaXEHUM

3a
peyenmom

He
niossieae

UA/5717/01/01
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
opraHom) - 3mMiHV BHECEHO A0

IHCTPYKUIT AN MeguyHoro
3acToCcyBaHHsA npenapary Ao
po3ginis "B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogii", "Oco6mBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 031" (YTOUHEHHS
iHdhopmauii), "Mo6GiuHi peakuji,
"HecymicHicTb" BignoBigHO Ao
iHchopmalii Lwopao 6e3nekun aitoyoi
peyoBuHM "eTamsunar".

3060B’13aHHA Npy BUAAi
peecTpauiiiHoro nocBig4eHHs ans
NiKapCcbKoro 3acoby iCHyTb -
HafjaHHs AeTalbHOro onuncy cucTemu
yNpaBnAiHHA pu3nKamn y BUrNAgi
nnaxy ynpaeniHHA pyu3vikamm Ta
[LOMOBHEHHS [0 OrNA4y KAiHIYHKX
AaHvx go 30.10.2017 signosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 fopatky 15 no MNopsagky
NpOBELEHHS eKCnepTusmn
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepxXaBHy peecTpauito
(nepepeecTpavito), a Takox
eKkcrnepTm3n matepianis npo
BHECEHHS 3MiH 10 peecTpaLinHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakaszom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),

CTaHOBWTb: BiNOBIAHO [0




36

Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
nepiognYHOCTI CknagaHHs
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro 3acooy,
[103BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LEeHTpaslbHOMY
PiBHi.
20. XXUBOKOCTY masb no 40 r y Ty6i; TOB "OKN YkpaiHa TOB "OKM YkpaiHa nepepeecTpauis Ha HeobMeXeHwi 6e3 nionsizae UA/6235/01/01
MA3b no 1 1y6i B nayui 3 "PapmaLueBTUYHA "GapMaueBTUYHa TepMiH; 3MiHuK | TUny - 3MiHK LWOoA0 peuenma
KapToHy; no 25 r abo habpuka" habpuka” 6e3nekn/edhekTBHOCTI Ta

no50r, abo no 90 r
y 6aHui; no 1 6aHui
B NauLj 3 KapToHy

thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBsi perynsipHo OHOB/IHOBAHOTO
3BiTYy 3 6€3neKkun Nikapcbkoro 3acooby,
abo JocnigxeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLUiHK/ 3BITYy 3
nocnigpkeHb, NpoBeAeHnX BigNoBigHO
[0 NnaHy negiatpuyHnX fOCioKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLiT 418 MeguyHOro
3acToCcyBaHHA npenapary Ao
po3ginis "MokasaHHs" (BUNyYEHHS
rokasaHb - fepMaTuT, ek3ema),
"Oitn" (6yno - fitam He
3acTOCOBYOTb A0 12 pokiB, cTaU1o -
npoTunokasaHo Ao 18 pokis),
"3paTHICTb BNIMBATU Ha LUBUAKICTb
peakLjii npy KepyBaHHi
aBTOTpaHCMOpPTOM abo iHWnMHK
MexaHismamu", "B3aemopis 3 iHWMK
nikapcbknMu 3acobamm abo iHLWi
BMAM B3aEMOZii" BignoBigHO A0
OHOBNEHOI iHhopMaLii 3 6e3nekn
Ai0UMX PEYOBUH.

3060B’s3aHHs Npu BUAaAYi
peecTpavuiiniHOro noceig4YeHHs anas
NiKapcbKoro 3acoby iCHyITb -
HajaHHs AeTalbHOro onuncy cucTemu
yNpaBAiHHA pU3nKamn y BUTrIAgi
nnaxy ynpaeniHHA pu3vikamu [0
30.10.2017 BignosigHO A0 NiAMYHKTY
1.13 nyHkTy 1 gogatky 15 Ao
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

MopsiaKy NpoBefEHHS eKcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpavLiiiHX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
chapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTi CKNafaHHs
perynsipHo OHOB/HOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

21.

3AM3A
AMOHIIHOIO
LUUTPAT

NOPOLLIOK
(cy6eTaHuis) y
nonieTnIeHoBuUxX
Milkax ans
hapMaLeBTUYHOIO
3acToCyBaHHSA

CninbHe
YKparHCbKO-
icnaHcbke
nignpPUEMCTBO
"Cnepko YkpaiHa"

YKpaiHa

Ap. Nayn
JlormaHH M'm6X
K

HimeuunHa

nepepeecTpaLisi Ha HeoBMeXeHui
TEPMIH

He
niossieae

UA/6441/01/01

22.

IMYHOT IOBY/IIH
AHTUPABIYHUI
(KIHCBKWi1)

PO3YUH A5 iH'EKLLNA,
He MeHLwe 150
MO/mn, 1 amnyna 3
iMyHOr106y/1iHOM
aHTupabiyHum (3
MJ1) Y KOMMNeKTi 3 1
amnysnoto 3
iMyHOr 106y niHOM
aHTUpabiyHUMm
po3sefeHnm 1:100
(Amn), no5

MAT
"®APMCTAHOAP
T-BIOANIK"

YKpaiHa

MAT
"®APMCTAHOA
PT-BIONIK"

YkpaiHa

nepepeecTpaisi Ha HeoBMeXeHwi
TeMiH; 3MiHW | Tuny - 3miHK Wwoao
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHo OHOB/THOBAHOMO
3BiTy 3 6€3neku Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3acToCyBaHHSA NikapcbKoro 3acoby B

3a
peuyenmom

He
nionsieae

UA/15930/01/01
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

KOMM/IEKTIB Yy mauLi,
ab6o 1 amnyna 3
iMyHOr 106y niHOM
aHTupabiyHum (5
MJ1) Y KOMMNEeKTi 3 1
amnysioro 3
iMyHOr 106y niHOM
aHTUpabivyHUM
po3sefeHnm 1:100
(A mn),no5
KOMMNEKTIB Y nauLi

nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OUiHKM 3BITY 3
[ocnigpkeHb, NpoBeAeHVX BiANOBIAHO
[0 NnaHy negiatpuyHnx JOCipKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom) - 3mMiHVM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCToCyBaHHA npenapary Ao
po3ginis "®apMakonoriyHi
BNACTMBOCTI" (YTOYHEHHS
chopmyntoBaHHs), "MokasaHHA"
(YTOYHEHHS1 hOpMY/THOBaHHS),
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amMu Ta iHLWi BUAY B3aEMOg,ii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHs Ta fo3un"
(YTOUHEHHSs1 hOpMY/TIOBaHHS)
BiANOBIAHO A0 BUCHOBKY
KOHCY/NbTaTUBHO-eKCNepTHOI rpynu
"BakuuHu Ta iMyHONOrIYHi
npenaparu".

30608B’3aHHA Npy BUAAYI
peecTpavuiiHoro nocBig4YeHHs
iCHYI0Tb — HalaHHA AeTaslbHOro
onucy CUCTeMU ynpas/liHHA
pv3nKkaMmn y BUrNsgi nnaHy
ynpasniHHA pu3vkammn Ta
[OMNOBHEHHA A0 OrNSAAY KMiHIYHNUX
naHux go 30.10.2017 BignosigHo go
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 popatky 15 no Mopaaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MmaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH [0 peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiZiNOBIAHO A0 MopsiAKy 3AiNCHEHHS
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

Harnsay 3a nobivyHMMK peakuisMm
niKapcbknx 3acobis, [03BONIEHUX [0
Me[MYHOr0 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuil Ykpainum 29 ciuHs 2007 poky
3a Ne73/13340, cTaHOBUTb:
BiZANOBIAHO [0 NepioANYHOCTI
CKNafaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, A03BOIEHOrO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.

23.

KAPBAMASENIH-
340POB'A ®OPTE

Tabnetkv no 400 mr
no 10 Tabnetok y
6nictepi; no 5
6nictepiB y
KapTOHHIA Kopoo6Li

ToBapucTBo 3
obmexeHo
BiANOBIAANILHICTIO
"PapmaueBTuyHa
KOMMaHis
"3popoB'a”

Ykpaina

ToBapucTBO 3
0bMexeHot
BignoBiganbHICT
10
"®apmaveBTnyHa
KOMnaHis
"3p0pos'a”

Ykpaina

nepepeecTpaisi Ha HeOBGMeXeHN
TepMiH; 3MiHu | TUnYy - 3MiHK Woao
6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
Me[MYHOro 3aCTOCyBaHHSA Ha
nifcTasi perynsipHo OHOB/TIOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BITY 3
AocnigpKeHb, NpoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHnX 4ocnifKeHb
(PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHW BHECEHO 0
IHCTPYKLiT 418 MeanyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "OcobamBoCTi
3acTocyBaHHsA", "lNepepo3yBaHHA",
"Mo6iyHi peakyii" BigNoBigHO A0
OHOB/EHOT iHthopMmaLlii 3 6e3neku,
Y3ropkeHoi 3 lenaptameHToMm
chapmakoHarnsgy.

30608B’3aHHA Npy BMAAYI
peecTpauiiHoro nocBig4YeHHs
iCHYIOTb - HalaHHA AeTasIbHOro
onuncy CUCTEMU YNpaB/liHHA
pv3nkamMmn y BUrNsAi nnaHy
ynpasniHHA pusukamu o 30.10.2017
BiANoBIAHO A0 niagnyHKTy 1.13 nyHKTY

3a
peyerimom

He
niossieae

UA/7327/01/02
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

1 popatky 15 o MNopagky
NpoBefeHHs ekcnepTu3n
peecTpaLiiiHix maTepianis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKcnepTu3y marepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis NpoTArom fii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakaly MO3 Big 23.07.2015 Ne 460).

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun Nnikapcbkoro 3acooy,
[03BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LEeHTpaslbHOMY
PiBHi.

24.

KAPOOHAT

kancynu no 20, abo
30, abo 60 kancyny
KOHTelHepi; no 1
KOHTeliHepy B mauu;
no 10 kancyny
6nictepi; no 2, abo
3, abo 6 bnicTepiB y
nauui

CninbHe
YKpaiHCbKO-
icnaHcbke
nignprMeMCTBO

"Cnepko YkpaiHa"

YKpaiHa

CninbHe
YKpaiHCLKO-
icnaHcbke
nignpyeMCcTBO
"Cnepko
YkpaiHa"

YkpaiHa

nepepeecTpauis Ha HeobMeXeHwi
TepMiH; 3MiHuK | TUny - 3MiHK LWOoA0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCYBaHHA Ha
nifcTaBsi perynsipHo OHOB/HOBAHOTO
3BiTYy 3 6€3neKkun Nikapcbkoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLUiHK/ 3BITY 3
nocnigpkeHb, NpoBeAeHnX BigNoBigHO

[0 NAaHy nefiatpuyHnX JoCimKeHb

6e3
peyenma

niossieae

UA/6386/01/01
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
(PIP) (3miHy y3romkeHo 3

KOMMNETEHTHVM YNOBHOBaXEHNM
opraHom) - 3MiHW BHECEHO [0
IHCTPYKLii 4718 MeguyHOro
3acTocyBaHHsA npenapaty A0 po3ainy
"Mo6iyHi peakuii" BiANOBIAHO A0
iHchopmawii Lwoao 6e3nekn giloumx Ta
[OMOMIKHUX PEYOBUH.

30608B’A3aHHA Npy BuAAdi
peecTpavuiiHoro nocBig4YeHHst
iCHYIOTb - HalaHHA AeTasIbHOro
ONNCy CUCTEMM ynpaBiHHA
pv3nKkammn y BUrNsAi nnaHy
ynpaBniHHA pu3vkammn Ta
[LOMOBHEHHS A0 OrNsAAY KHIYHNUX
naHux go 30.10.2017 signosigHo fo
nignyHkTy 1.13 NyHKTY 1, NignyHKTY
2.3 nyHKTY 2 popatky 15 no Mopaaky
NpoBefeHHs ekcnepTu3n
peecTpaLiiiHix maTepianis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKcnepTu3y marepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis NpoTArom fii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Hakaly MO3 Big 23.07.2015 Ne 460).

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
BiANOBIAHO 0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Haka3om MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs

perynsipHoO OHOB/IOBAHOTO 3BiTY 3

6e3nekmn NikapcbKoro 3acoby,
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
[103BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.
25. KACAPK® H Tabnetku, 16 TOB "OpraHociH Ykpaina EBepTomXeH IHAjs nepepeecTpauis Ha HeobMeXeHwi - He UA/12314/01/01
Mr/12,5 mr in bulk: nTaor Naiigp CaeHcns TEepPMiH; niosnsieae
no 2500 TabneTok B Nimiteq

noABiiHOMY MakeTi;
no 1 nakety B
Kopoobui

3060B’A3aHHA Npy BuAadi
peecTpauiiHoro nocBig4eHHst
ICHYIOTb - HaZj@aHHA AEeTa/IbHOro
ONNCy CUCTeMM ynpaBiHHA
pv3nkamMmn y BUrNsAi nnaHy
ynpas/iHHA pu3mkamy Ta
[OOMOBHEHHS A0 OrNsAY KiHIYHNX
naHux go 30.10.2017 BignosigHo fo
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 popatky 15 no Mopagky
NpoBefeHHs ekcnepTuan
peecTpauiiHux MmaTepiasnis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXaBHy peecTpavito
(nepepeecTpadiito), a Takox
eKcnepTu3y marepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis NpoTArom gii
peecTpauiiHOro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Hakaly MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO A0 MNopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi rocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’S YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: BifMNoBigHO A0
NepioguYHOCTI CKNagaHHs
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun Nikapcbkoro 3acooy,
[03BOJIEHOT0 A0 MEANYHOrOo
3aCTOCyBaHHS, Ha LeHTPasIbHOMY
PiBHiI.
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
26. KACAPK® H Tabnetku, 16 TOB "OpraHociH YkpaiHa EBepTomXeH IHAjs nepepeecTpauis Ha HeobMeXeHwi 3a He UA/12313/01/01
mr/12,5 mr, no 10 nTaor Naiigp CaeHcns TepMiH; 3MiHu | TUNYy - 3MiHK WoA0 peuenmom niosnsieae
TabneTtok y 6nictepi, Nimiteq 6e3nekn/edhekTNBHOCTI Ta

no 1 a6o no 3, abo
no 10 6nictepiB y
Kopoobui

thapmakoHarnsgy. 3mMiHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nifcTasi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun Nikapcbkoro 3acoby,
abo gocrigkeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pe3ynbTaT OUiHK/ 3BITYy 3
nocnigpkeHb, NpoBefeHnX BignosigHO
[0 NnaHy negiatpuyHnx JOCnimKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii 4719 MeguyHOro
3acTocyBaHHA npenapary Ao
po3sginis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapcbKuMu
3acob6amu Ta iHLWi BUan Baemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHs rpyaat”, "Cnoci6
3acToCcyBaHHSA Ta 403U" (YTOUYHEHHS
iHchopmawii), "Mo6iuHi peakwyii”
BignoBigHO A0 iHhopmau,i Wwoao
6e3nekun fjtoumx pevyoBuH
"kaHgecapTaH", "rigpoxnopriasng’

30608B’A3aHHA Npy BUAAYI
peecTpavuiiHoro nocBig4YeHHs
iCHYIOTb - HalaHHA AeTasIbHOro
onucy CUCTeMU ynpas/liHHA
pv3nKkaMmn y BUrNsgi nnaHy
ynpasniHHA pu3vkammn Ta
[OMNOBHEHHA A0 OrNSAAY KMiHIYHUX
naHux go 30.10.2017 BignosigHo go
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 popatky 15 no Mopaaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarnTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3u marepianis npo




Ne n/n

Ha3sBsa nikapcbko20o

®dopma sunycky
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3acoby

(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2

27.

KACAPK® HD

Tabnetkn, 32 mr/25

BHECEHHS 3MiH 1O peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
BiANOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTi CkNafaHHs
perynsipHo OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
piBHi.

Haka3y MO3 Big 23.07.2015 Ne 460).

0 NMocBi0OYEeHHs

mr, no 10 TabneTok
y 6nicTepi, no 1, no
3, no 10 6nicTepis B
Kopoobui

TOB "OpraHociH
nTar

YKpaiHa

EBepToaeH
Naiidp CaeHcms
Nimiteq

IHAis

nepepeecTpaLisi Ha He0BMeXeHui
TEPMiH.
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHA Ha
nifcTasi perynsipHo OHOB/TIOBAHOTO
3BiTYy 3 6e3neku NikapcbKoro 3acooby,
ab6o gocnigxeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BITY 3
AocnigpKeHb, NpoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHmNX 4ocnifKeHb
(PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom)- 3miHY BHECEHO A0
IHCTPYKLiT 418 MeanyHoro
3aCToCyBaHHA npenapary Ao

po3ainis "MNpoTunokasaHHsa",

3a
peyenmom

He
niossieae

UA/12282/01/01
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
"B3aemogis 3 iHWMMU NiKkapcbKuMu

3acobamu Ta iHLWi BUAn Baemogiii",
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHs rpyaat”, "Cnoci6
3acToCcyBaHHS Ta A03U" (YTOUHEHHS
iHchopmawii), "Mo6iuHi peakwyii”
BignoBigHO A0 iHhopmau,i Wwoao
6e3nekun fjtoumx pevyoBuH
"kaHgecapTaH", "rigpoxnopTiasng,
3060B’13aHHA Npy BuAAdi
peecTpavuiiHoro nocBigYeHHst
iCHYIOTb - HalaHHA [eTa/IbHOro
Onncy cucTemm ynpasniHHA
pv3vkamMmn y BUrNsAi nnaHy
ynpaeniHHA py3vkammn Ta
[LOMOBHEHHS [0 Ornag4y KAiHIYHKX
AaHux go 30.10.2017 signosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 fopatky 15 no MNopsagky
NpOBELEHHS eKCnepTusmn
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepxXaBHy peecTpauito
(nepepeecTpavito), a Takox
eKkcrnepTu3n matepianis npo
BHECEHHS 3MiH 10 peecTpavLinHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
BiANOBIAHO 0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHoO OHOBJIOBAHOTO 3BITY 3

6e3nekmn NikapcbKoro 3acoby,
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
[103BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.
28. KACAPK® HD Tabnetku, 32 mr/25 TOB "OpraHociH Ykpaina EBepTomXeH IHAjs nepepeecTpauis Ha HeobMeXeHwi - He UA/12283/01/01
Mr, in bulk Ne2500 B nTaor Naiigp CaeHcns TEPMiH. niosnsieae
naketax Nimiten 3Mminu | TUny - 3MiHK WoAao

6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo OHOB/THOBAHOMO
3BiTy 3 6e3Mnekun Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesy/nbTaT OLiHKM 3BITY 3
[ocnigpKeHb, NPoBeAEHVX BiANOBIAHO
[0 NNaHy negiatpuyHnX AoCipKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom)- 3MiH1 BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3aCToCyBaHHA npenapary Ao
po3ginis "lNpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acobamu Ta iHWi BUAK B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTI
abo rogyBaHHA rpyaat”, "Cnocio
3acToCyBaHHA Ta A031" (YTOUHEHHS
iHbopmawii), "Mo6iuHi peakwui”
BiANOBIAHO A0 iHhopMmav,ii Wwoao
6e3neku gjloumx pevyoBuH
"KaHgecapTaH", "rigpoxnopTiasung,
30608B’3aHHA Npy BMAAYI
peecTpauiiHoro nocBig4YeHHs
iCHYIOTb - HalaHHA AeTasIbHOro
onuncy CUCTEMU YNpaB/liHHA
pv3nkamMmn y BUrNsAi nnaHy
ynpaBniHHA pyu3vkammn Ta
[OOMOBHEHHSA A0 OrNsAAY KMHIYHNUX
naHux go 30.10.2017 BignosigHo go
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 pgopatky 15 no Mopagky
NpOBefeHHA ekcnepTusn
peecTpauiiiHux maTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha




Ne n/n

Ha3sBsa nikapcbko20o
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3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2

29.

KNCEHb

rasy cranesux

MAT

YKpaiHa

MAT

[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo

BHECEHHS 3MiH [0 peecTpavLiiiHmX

mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTI CKNafaHHs
perynsipHo OHOB/OBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

Haka3y MO3 Big 23.07.2015 Ne 460).

0 NMocBi0OYEeHHs

MEQUYHUA
rA30MOAIEHNN

6anoHax o6'emom 2
n,4n,10n,12 n,
40 n

"MispeHTexras"

"MisaeHTexras"

Ykpaina

nepepeecTpaisi Ha HeoBMeXeHui
TepMiH; 3MiHu | TUnNY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHNX JaHuX Npo
cuctemy hapmakoHarnagy (BefeHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsay; KOHTakTHOT ocobu
3 (hapMakoHarnagy 3asBHvKa gns
3[iiCHEeHHs1 chapmakoHarnsay B
YKpaiHi, AKL0 BOHA BiAMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay (Bkaryaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu

3a
peyenmom

dhapmakoHarnsgy)

He
niossieae

UA/4732/01/01
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

MepiognyHICTb NOAaHHA perynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’sA YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifMnoBigHO A0
nepiognyYHOCT cknagaHHs
perynsipHO OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbKoro 3acoby,
[03BOJIEHOTO 0 MEANYHOTO
3aCTOCyBaHHS, Ha LeHTPa/IbHOMY
PiBHi.

30.

KIHAIHOPM H

rpaHynun, no 10 r
rpaHysn y pnakoHi,
no 1 cpnakoHy B
KOPTOHHI KOopoo6Li

[oliue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
m6X & Ko. KI

HimeyunHa

[Noiue
Xomeonari-YHioH
OXy-
ApuHaiimiTTens
m6X & Ko. KI

HimeuunHa

nepepeecTpaisi Ha HeOBGMeXeHN
TEepMiH

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBiAHO 0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa 0XOPOHU
3[0pOB’sA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiANOBIAHO A0
nepiognYHOCTI CknagaHHs
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekmn nikapcbkoro 3acooy,
[03BOIEHOTO 10 MENYHOIO
3acTOCyBaHHS, Ha LeHTPa/IbHOMY
PiBHi.

6e3
peyenma

niossieae

UA/12080/01/01

31.

NEBOMILEETUH

Tabnetkn no 0,5,
no 10 TabneTtok y
cTpuni; no 1 ctpuny
y naneposomy
KoHBepTi, no 10
TabneTok y cTpuni;

MAT "MoHdhapm”

YKpaiHa

MAT "MoHchapm”

YkpaiHa

nepepeecTpauisi Ha HeoOMeXeHui
TepMiH; 3MiHu | TMny - 3MiHK LWOoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans

3a
peyenmom

He
nionsieae

UA/6366/01/01
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

no 2, a6o no 10
CTpVNiB y nayui 3
KapToHy, no 10
TabneTok y 6nictepi;
no 1, aéo no 2, a6o
no 10 6nictepiB y
nautii 3 KapToHy; No
10 TabneTok y
cTpunax abo y
6nicTepax

MeAMYHOro 3aCTOCYBaHHA Ha
nifcTasi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun Nikapcbkoro 3acoby,
abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpavjiiHuii nepiog, abo sk
pe3ynbTaT OUiHK/ 3BITY 3
nocnigpkeHb, NpoBefeHnX BignosigHO
[0 NnaHy negiatpuyHnx JOCimKeHb
(PIP) (3miHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKLii 4719 MeguyHOro
3acTocyBaHHA npenapary Ao
po3ainis "B3aemogist 3 iHWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUgu
B3aemogiit", "OcobmBocTi
3acToCyBaHHA", "3acTOCyBaHHA Y
nepiog, BaritTHoOCTi abo rogyBaHHs
rpyaar”, "MepepnosyBaHHs", "To6IYHI
peakuii" BiANoBigHO A0 OHOBNEHOI
iHchopmauii 3 6e3nekn nikapcbkoro
3acoby.

30608B’A3aHHA Npy BuAAdi
peecTpauiiiHoro nocBig4eHHs ans
NiKapcbKoro 3acoby iCHYHOTb -
HaflaHHs ieTa/IbHOro ONuUcy cucTemmu
ynpaBs/liHHA pUsnMKamu y Burnsgi
nnaHy ynpasniHHA pusukamu Ao
30.10.2017 BigNOBIAHO A0 MiANYHKTY
1.13 nyHkty 1 gogatky 15 no
Mopaaky NpoBefEHHA ekcnepTu3n
peecTpauiiHux MmaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepxXaBHy peecTpau,ito
(nepepeecTpavito), a Takox
eKkcrnepTm3n matepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakaszom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiZiNOBIAHO A0 MopsiAKy 3AiNCHEHHS




Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

50

Bupo6Huk

KpaiHa

ynakoska)

BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

32.

NI3OTIA3SNA-TEBA

Tabnetkn no 10
mr/12,5 wr, no 10

Tesa
dapmauesTikan

13painb

AT

YropLmHa

thapmakoHarnsgy, 3aTsepakeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTI CkNafaHHs
perynsipHo OHOB/HOBAHOTO 3BIiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

Tabnetok y 6nictepi;
no 3 6nictepu y
Kopoobui

IHpacTpis /T4,

PapmaLeBTUYHN
i 3aBog TEBA

nepepeecTpaLisi Ha HeoBMeXeHui
TepMiH; 3MiHu | TURY - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCYBaHHs
reHepuyHuX/ribpuaHmx/6ionogibHNX
Nikapcbkyx 3acobiB Mic/s BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWIA
npenapar (3miHa He noTpebye
HafaHHSA XOAHWNX HOBUX A0AATKOBMX
naHux) - (3MiHM BHECEHO A0
IHCTPYKLiT 418 MeanyHoro
3acTocyBaHHSA npenapary A0 po3giny
"MMoka3aHHA", a TakoX A0 po34inis
"Cnocib 3acTocyBaHHs Ta f03un"
(YyTOYHeHHS [03yBaHHS), «[M06iuHi
peaxuii», «Mepefo3yBaHH:A»,
«3paTtHICTb BN/IMBATU Ha LIBUAKICTb
peakujii npy KepyBaHHi
aBTOTpaHcnopTom abo poboTi 3
IHWMKU MeXxaHi3Mammn»,
«OCco6NMBOCTI 3aCTOCYBaHHS»,
«B3aemogis 3 iHWMMK NiKapCbKUMK
3aco6amu Ta iHLWi BUAY B3AEMOLN»,
«3acTocyBaHHA y nepios BariTHOCTI
abo roayBaHHs rpyano» BiAnoBiAHO
00 pedhepeHTHOrO NikapCbKoro
3acoby (Zestoretic, Tabnetku - B
YKpaiHi He 3apeecTpoBaHuii).

30608B’s13aHHA Npy BMAAYI

3a
peyenmom

He
niossieae

UA/6092/01/01
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Ymosu

Peknamys

Homep

Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

aHHA

peecmpayjitiHo2
0 Mocsi04YeHHs1

ynakoska)

AT

YropuwuHa

peecTpavuiiHoro nocBig4YeHHs
iCHYIOTb — HalaHHA AeTalbHOro
onucy CUCTeMU ynpas/liHHA
pv3nKaMmn y BUrNsAi nnaHy
ynpasniHHA pusmkamu o 23.07.2017
Ta [ONOBHEHHA [0 OrNA4y KNiHIYHMX
naHux go 07.10.2017 BignosigHo go
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 popatky 15 no Mopaaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MmaTepiasis Ha
nikapcbki 3acobu, Lo NoAarnTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 10 peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
Harnsay 3a nobivyHMMK peakuisMn
niKapcbknx 3acobis, [03BONEHUX [0
Me[MYHOr0 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
rocTuuil Ykpainu 29 ciuHs 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiZANOBIAHO [0 NepioANYHOCTI
CKNafaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
nikapcbkoro 3acoby, A03BOIEHOrO A0
MeAMYHOr0 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.
nepepeecTpaisi Ha HeOBGMeXeHN

3a

niossieae

He UA/6092/01/02

33.

NISOTIA3SNA-TEBA

Tabnetkv no 20
mr/12,5 wr, no 10
Tabnetok y 6nictepi;
no 3 6nictepu y
Kopobui

TeBa
dapmaueBTikas
IHoacTpi3 114,

13painb

dapmMaLeBTUYHN
1 3aBog TEBA

TepMiH; 3MiHu | TUnYy - 3MiHK Woao

6e3nekn/ehekTVBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans

MeJMNYHOro 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMx/6ionogibHmNX
nikapcbknx 3acobiB Nicns BHECEHHS

Tiei camoi 3MiHV Ha pehepeHTHWi

peyerimom
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

npenapar (3miHa He noTpebye
HafaHHSA XOAHNX HOBUX A0AATKOBMX
AaHux) - (3MiHW BHeceHo Ao
IHCTPYKLii 4718 MeguyHOro
3acTocyBaHHs npenapary A0 po3ainy
"MMokazaHHA", a TakoX [0 po34inis
"Cnoci6 3acTocyBaHHS Ta go3un"
(YyTOUHEHHA A03yBaHHS), «[M06iYHI
peakuii», «[epefo3yBaHHsA»,
«3[aTHICTb BNNBATK Ha LIBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHCNopToM abo poboTi 3
HWMMK MeXaHi3Mamun»,
«Oc06nMBOCTi 3aCTOCYBaHHS»,
«B3aemogis 3 iHWMU NikapcbKuMm
3aco6amu Ta iHLWi BUAM B3aEMOSin»,
«3acTocyBaHHSA y nepiof BariTHOCTI
abo roflyBaHHs rpyaato» BiAnoBigHo
00 pechepeHTHOro nikapcbKoro
3acoby (Zestoretic, TabneTku - B
YkpaiHi He 3apeecTpoBaHuif).
30608B’A3aHHA Npy BUAAdi
peecTpavuiiHoro nocBig4YeHHst
iCHYIOTb — HaflaHHA AeTa/IbHOro
ONNCy CUCTEMM ynpaBiHHA
pv3nkammn y BUrNsAi nnaHy
ynpasniHHA pu3mkamu go 23.07.2017
Ta JONOBHEHHSA [0 OrNAfY KNiHIYHNX
naHux go 07.10.2017 signosigHo fo
nignyHKTy 1.13 NyHKTY 1, NignyHKTY
2.3 nyHKTY 2 popatky 15 no Mopaaky
NpoBefeHHA ekcnepTu3n
peecTpaLiiiHix maTepianis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKcnepTu3y marepianis npo
BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis NpoTArom fii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Bifg,
26.08.2005 Ne 426 (y pepakuii
Hakaly MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAaHHA perynspHo
OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
Harnsay 3a nobivuHMMK peakuisMm
Nikapcbkunx 3acobis, A03BOIEHUX A0
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

MeAMYHOro 3acTOCyBaHHs,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
tocTuLil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO [0 MepioAnYHOCTI
CKNafaHHA perynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, [,03BO/IEHOIO A0
MeAMYHOr0 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

34.

NONEPAMIA
rPIHOEKC

Kancynm Teepai no 2
mr, no 10 kancyn y
6nictepi, no 1
6nicTepy B maui

AT "I'piHgekc"

Narteis

AT "I'piHgekc"

NaTtBin

nepepeecTpauis Ha HeobMeXeHwi
TEPMIH

3060B’A3aHHA Npy BuAadi
peecTpavuiiHoro nocBig4YeHHst
ICHYIOTb - HaZj@aHHA AEeTa/IbHOro
ONNCy CUCTEMM ynpaBiHHA
pv3nkamMmn y BUrNsAi nnaHy
ynpasniHHa pusnkamu go 30.10.2017
BiANOBIAHO A0 nmignyHKTy 1.13 nyHKTY
1 popatky 15 o MNopaaky
NpOBELEHHS eKCnepTusmn
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepXaBHy peecTpav,ito
(nepepeecTpavito), a Takox
eKkcrnepTm3n MaTepiasiis Npo
BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis NpoTArom fii
peecTpaLiiHOro NocBigYeHHs,
3aTBEpAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neKku
BiANOBiAHO [0 MopsAaKy 34iCHEHHA
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’SA YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),

6e3
peyenma

niossieae

UA/6390/01/01




54

Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTi CkNafaHHs
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LEEHTPa/IbHOMY
PiBHi.

35.

NbOHY HACIHHA

HaciHHA no 100 r
abono 200ry
nauykax 3 BHYTpILLHIM
nakeTom

MpAT
PapmaneBTUYHa
thabpvka "Biona"

YKpaiHa

MpAT
PapmaLeBTnyHa
thabpuka "Biona"

YkpaiHa

nepepeecTpaLisi Ha He0BMeXeHui
TEPMiH.

MepioguyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
Harnagy 3a noGiYHMMKU peakLisimm
nNikapcbKkunx 3acobis, A0O3BOIEHNX A0
MeAMYHOro 3acToCyBaHHs,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
tocTuLil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO [0 MepioAnYHOCTI
CKNafaHHA perynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, [,03BO/IEHOIO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEHTPasIbHOMY PiBHi.

6e3
peuyenma

nionsieae

UA/2259/01/01

36.

HAKNO®EH AYO

Kancynu no 75 mr no
10 kancyny
6nictepi; no 2
6nictepn y
KapTOHHIA KopooLi

KPKA, a.4a., HoBo
MecTo

CnoseHis

KPKA, g.4., HoBo
MecTo

CnoseHis

nepepeecTpauisi Ha HeobMeXeHwi
TepMiH; 3MiHuK | TMny - 3MiHK LWOoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha
nifcTaBsi perynsipHo OHOB/IHOBAHOTO
3BiTY 3 6e3neKkun Nikapcbkoro 3acooby,
abo JocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
nocnigpkeHb, NpoBeAeHnX BigNoBIgHO
[0 nnaHy negiatpuyHnx JoCnigKeHb
(PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM
opraHom) - 3MiHM BHECEHO [0
IHCTPYKUiT AN MeguyHoro
3aCTOCyBaHHA npenapary Ao
po3ginis "lNpoTunokasaHHs",

3a
peyenmom

He
nionsieae

UA/3480/06/01




Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa
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Bupo6Huk

KpaiHa

Peecmpayitina npoyedypa

BUPOGHUKa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

3aTBepmxeHoro Hakasom MO3 Big 27

tocTuuil Ykpainum 29 ciuHs 2007 poky

"B3aemogis 3 iHWMMU NiKkapcbKuMu
3acobamu Ta iHLWi BUAn Baemogiii",
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog, BariTHOCTI
abo rogyBaHHsa rpyaar”, "3aaTHicTb
BNAMBaTV Ha LWBUAKICTb peakujii npu
KepyBaHHi aBTOTpaHCNopToM abo
po6OTi 3 IHLWUMK MexaHi3mamm®,
"Mepeno3yBaHHs", "TMo6IYHI peakuji”
BiAMNOBIAHO A0 iHhopMav,i Wwoao
6e3nekun Aito4oi pevyoBUHU
"auknodpeHax".

3060B’13aHHA Npy BUAAi
peecTpavuiiHoro nNocBigYeHHst
ICHYI0Tb — HaflaHHA AeTa/IbHOro
onuncy cucTemm ynpasniHHA
pv3vKaMmn y BUrNSAj nnaHy
ynpaBniHHa pu3vkamu go 30.10.2017
BiANOBIAHO A0 NiANYHKTY 1.13 NyHKTY
1 popatky 15 no Mopsaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 1O peecTpavLiiiHX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
Harnsay 3a nobivyHMMK peakuisiMm
niKapcbknx 3acobis, [03BONIEHUX [0
Me[MYHOr0 3aCTOCYBaHHS,

rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi

3a Ne73/13340, CTaHOBUTb:

BiZANOBIAHO [0 NepioANYHOCTI
CKNnafaHHsA perynspHo

OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3nekn

ni

KapCbKOro 3aco6y, [03B0/IEHOr0 10
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.
37. HITPOINILEPUH TabneTtkn MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YKkpaina nepepeecTpaisi Ha HeOBGMeXeHN 6e3 He UA/6393/01/01
cy6niHrBasibHi Mo TepMiH; 3MiHu | TUnYy - 3MiHK Woao peyenma nionsizae
0,5 mr no 40 6e3nekn/ehekTVBHOCTI Ta
Tabnetok y

KOHTeliHepi; no 1
KOHTEHEepY B nauLi
3 KApPTOHY

hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3aCTOCYBaHHSA Ha
nifcTasi perynsipHo OHOB/TIOBAHOTO
3BiTY 3 6e3neKku NikapcbKoro 3acooby,
abo gocnigxeHb 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BITY 3
AocnigpKeHb, NpoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHnNX 4ocnifKeHb
(PIP) (iHWi 3MiHW) - 3MiHN BHECEHO
[0 IHCTPYKUiT 4718 MeanYHOro
3aCToCyBaHHA npenapary Ao
po3ginis "®apMakonoriyHi
BNacTMBOCTI" (YTOUHEHHS
iHhopmawii), "MpoTunokasaHHsa",
"B3aemogis 3 iHWVMU NikapcbKuMu
3aco6amMu Ta iHLWi BuAn B3aeMogiit”,
"Oco6MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHs Ta f03un"
(YTOYHEHHSI hOpMY/THOBaHHS),
"Mo6iyHi peakuii" BigNoOBIAHO 40
iHchopmawii Lwopao 6e3nekmn Aitoyor
PeyoBUHN.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBiAHO 0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa 0XOPOHU
3[0pOB’sA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiANOBIAHO A0
nepiognYHOCTI CknagaHHs
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekmn NikapcbKoro 3acoby,
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
[103BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.
38. HOPBIP TabneTku, BKpUTI E66BI LLiseiiuapis E668i [oiiuneHs HimeuunHa nepepeecTpauis Ha HeobMeXeHwi 3a He UA/7004/03/01
NNiBKOBOO BiothapmachioTika Mv6X i Ko. KI TepMiH; 3MiHu | TUny - 3MiHK LWoA0 peuenmom niosnsieae
060/10HKOI0, M0 100 n3 rméex

mr, no 30 a6o 60
Tabnetok y
n1acTMKoBOMY
chnakoHi, no 1
hnakoHy B KOPO6Li

6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy dapmakoHarnsagy (BegeHHs
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnagy, smiHa
YMOBHOBaXEHOI 0Ccobu,
BiANOBiAA/IbHOT 32 3AjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOT 0cobm
3 thapmakoHarnsgy 3asiBHVKa 415
3[jiCHEeHHSs hapmakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif
YMOBHOBaXEHOI 0Cco6u,
BiANOBiAA/bHOI 32 3AjACHEHHS
thapmakoHarnsgy (Bkaroyaroum
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLeHHI MacTep-dhaiina cuctemu
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
B YKpaiHi ynoBHOBaXkeHOi ocobum
3aABHUKa AN 3AiAICHEHHA
hapmakoHarnagy. 3minu Il Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsagy. 3MiHu y
KOPOTKili XapakTepucTuyj
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS y 3B'A3KY
i3 HOBMMM AaHUMK 3 SIKOCTI,
OOKNIHIYHUMU, KNIHIYHUMU faHUMK Ta
AaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO A0 po3ainis " B3aemogis 3
iHLWIMMK NikapcbknMy 3acobamun abo
iHLLI BMAW B3aEMOSin»,
«OCco6NMBOCTI 3aCTOCYBaHHS»,
«MpoTunokasaHHs», «3acToCyBaHHs
y nepiog BariTHOCTi abo rogyBaHHs
rpyaAato», «MobGidHi peakLii»
BiANOBIAHO A0 MaTepianis
peecTpauinHoro foche.

MepioANYHICTL NOAAHHS PErynspHoO
OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
Harnsay 3a nobivuHMMK peakuisMm
nNikapcbKunx 3acobis, A0O3BOIEHNX A0
MeAMYHOro 3acTOCyBaHHs,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
tocTuLil Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:
BiANOBIAHO [0 MepioAnYHOCTI
CKNafaHHA perynspHo
OHOB/IOBAHOTO 3BIiTYy 3 6e3nekn
nikapcbKoro 3acoby, [,03BO/IEHOIO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

39.

POMALLKW KBITKA

KBiTKM MO 40 r abo
no 50 r y naukax 3
BHYTPILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no
20 dhinbTp-nakeTiB y
naui

MpAT
dapmaueBTUyYHa
thabpuka "Biona"

YKpaiHa

MpAT
dapmaLeBTuyHa
habpuka "Biona"

YkpaiHa

nepepeecTpauis Ha HeobMeXeHui
TEepPMiH;

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKku
BiANOBiAHO 0 MopsAaKy 3AiNCHEHHS
Harnsay 3a nobivyHMMK peakuismmn
niKapcbknx 3acobis, [03BONEHUX [0
MELMYHOr0 3aCTOCYBaHHS,
3aTBepmxeHoro Hakasom MO3 Big 27
rpyaHsa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuil Ykpainum 29 ciuHs 2007 poky
3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO [0 NEpioANYHOCTI
CKNafaHHA perynspHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neKku
nikapcbkoro 3acoby, A03BOIEHOrO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LleHTpa/IbHOMY PiBHi.

6e3
peyenma

niossieae

UA/6610/01/01

40.

COHOBAH

TabneTkn, BKPUTI
NnNiBKOBOKO
060/10HKO10, No 7,5
mr, no 10 TabneTok
y 6nicTepi; no 1 a6o
no 2 6nictepu B
Kopobui

dapmacaiiHc IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

nepepeecTpaisi Ha HeOBMeXeHU
TEPMIH

30608B’3aHHA Npy BUAAYi
peecTpauiiHoro nNocBig4YeHHs
ICHYIOTb - HaZj@aHHA AeTa/lbHOro
onuncy CUCTeMU ynpas/liHHA
pusvKaMun y BUrNSAj naaHy
ynpas/iHHA pu3nkamu Ta
[OOMOBHEHHS A0 OrNsAY KMHIYHNUX
paHunx go 30.10.2017 signosigHo A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 fgogatky 15 go Mopaaky

3a
peyerimom

He
nionsieae

UA/6089/01/01
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 0 peecTpavLiiiHX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
chapmakoHarnsgy, 3aTsepikeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pPOB’SA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTi CKNafaHHs
perynsipHo OHOB/HOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

41.

TPAXICAH

Tabnetku ans
CMOKTaHHS; no 10
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI KopoobLi

EHrensrapg
ApuHarimitTTens
Mv6X & Ko.KI

HimeuyunHa

EHrenbrapg
ApuHaiimiTTens
mM6X & Ko.KI

HimeuunHa

nepepeecTpaLisi Ha HeoBMeXeHui
TepMiH; 3MiHu | TUnNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo OHOB/THOBAHOMO
3BiTy 3 6e3Mnekun Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesy/nibTaT OLiHKM 3BITY 3
[ocnigpKeHb, NPoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHnx AOCiKeHb
(PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXXEHNM

6e3
peuyenma

nionsieae

UA/6121/01/01




Ne n/n

Ha3sBsa nikapcbko20o

®dopma sunycky

3asBHUK

60

3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2

42,

TPNAEPM®

Ma3b no 15 r a6o 30

LWepiHr-Mnay

LLiBeiiuapis

LWepiHr-Mnay

Benbrisa

opraHom) (3mMiHM BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3acTocyBaHHsA npenapaty A0 po3ainy
"Mo6iuHi peakuii" BigNoBIgHO A0
OHOBJIEHOT iHhopMaLlii 3 6e3neku
Ai0UMX PevOBUH)
MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekun
BiANOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTi CkNafaHHs
perynsipHo OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

0 NMocBi0OYEeHHs

ry tybax; no 1 1y6i
B KOpOO6L

CeHtpan lct Al

Na6o H.B.

nepepeecTpaLisi Ha He0BMeXeHui
TepMiH; 3Minu Il Tuny - 3MiHn Wwopo
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTkili
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B’A3KY
i3 HOBUMUW JaHVMK 3 SIKOCTI,
OOKNIHIYHUMU, KNIHIYHUMW faHUMK Ta
JaHuMK 3 hapMakoHarnsgy -
(3MiHM WoA0 6e3nekn 3aCTOCyBaHHS
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHs
npenapary Ao po3ginis
"Oco6nMBOCTI 3acTOCyBaHHS",
"MpoTmnokasaHHsa",
"Mepeno3yBaHHA", "M06IYHI peakuii”,
"B3aemogis 3 iHWMMU NiKapcbKuMu
3aco6amu abo iHLWi BUAY B3aemogiin”
BiANOBIAHO A0 MaTepianis
peecTpauiiHoro J0ChE)

3a
peyenmom

30608B’s13aHHA Npy BMAAYI

He
niossieae

UA/2022/02/01
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

peecTpavuiiHoro nocBig4YeHHs
iCHYIOTb - HalaHHsA [ONOBHEHHS A0
ornagy KNiHIYHMX gaHux o
30.10.2017, BiANOBIAHO A0 MiANYHKTY
2.3 nyHKTY 2 fopatky 15 no MNopsagky
NpOBefEHHs ekcnepTu3n
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepxXaBHy peecTpauito
(nepepeecTpavito), a Takox
eKkcrnepTu3n matepianis npo
BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakaszom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku
BiANOBIAHO A0 MopsiAKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii YkpaiHu 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BigMnoBigHO A0
nepioguyYHOCTI CKNafaHHs
perynsipHo OHOB/HOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby,
[03BOMIEHOTO 10 MENYHOIO
3aCTOCYBaHHS, Ha LeHTpaslbHOMY
PiBHi.

43.

DAPIHITOH

Tabnetku ans
CMOKTaHHs no 10
TabneTok y 6nictepi;
no 2 6nicrepu y
nauuj

MAT "KuiBcbkuii
BiTamiHHWI 3aBo4"

YKpaiHa

MAT "KniBcbkuii
BiTaMiHHUIA
3asofg”

Ykpaina

nepepeecTpaisi Ha HeoBMeXeHui
TepMiH; 3MiHu | TUnNYy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHs
reHepuyHuX/ribpuaHnx/6ionogibHNX
Nikapcbkyx 3acobiB Micis BHECEHHS
Tiel camoi 3MiHV Ha pedhepeHTHWI
npenapar (3miHa He noTpebye

6e3
peuyenma

nionsieae

UA/7230/01/01
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Ne n/n

Ha3sBsa nikapcbko20o

3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

HaflaHHA XOAHWNX HOBUX A0AATKOBMX
AaHux) - 3MiHV BHECEHO A0
IHCTPYKLiT 418 MeanyHoro
3aCToCyBaHHA npenapary Ao
po3ainis "®apmakoTepaneBTUYHa
rpyna. Kog ATX. ®apmakonoriyHi
BnactmsocTi”, "MpoTunokasaHHs",
"Cnoci6 3acTocyBaHHs Ta f03u1",
"B3aemogisa 3 iHWMU NiKkapcbKuMu
3acobamu Ta iHLWi BuAn B3aemMogii”,
"Oco6NMBOCTI 3aCTOCYBaHHS",
"Mepeno3yBaHHs", "Mo6IYHI peakuji”
BiANOBIAHO A0 iHdhopmaLi
pechepeHTHOro nikapcbkoro 3acoby
(CebignH, Tabnetkn ans
PO3CMOKTYBaHHS).

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekmn Nikapcbkoro 3acooy,
[03BOMIEHOTO 10 MENYHOIO
3acTOCyBaHHS, Ha LEeHTpaslbHOMY
PiBHi.

®NIOKONA®-N

TabneTku no 4
TabneTtkn y cTpuni;
no 1 crpuny B
naneposomy
KOHBepTi; no 4
Tabnetkv y cTpuni;
no 3 cTpunu y
KapTOHHI Kopo6Lyj;
no 4 Tabnetkn y
cTpuni; no 1 ctpuny
B ManepoBoMy

Habpoc dapma
MeT. NiTA.

IHais

Habpoc ®apma
Mer. N114.

IHgis

nepepeecTpauis Ha HeobMeXeHwi
TepMiH; 3MiHuK | TUnNYy - 3MiHK LWOoA0
6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHUX AaHnX Npo
cuctemy hapMakoHarnsgy (BefeHHs
y3arasibHeHUX JaHnX nNpo cucTemy
thapmakoHarnagy, smiHa
YNOBHOBaXEHOI 0Ccobu,
BiANOBiAA/IbHOI 32 3AjACHEHHS
chapmakoHarnsgy; KOHTaKTHoOl 0cobm

Ne 4; Ne 12
— 6e3
peuyenma,
Ne 200 — 3a
peyenmom

Ne 4, Ne 12

— nionsizae;

Ne 200 — He
niossieae

UA/6266/01/01
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Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
KoHBepTi; No 50 3 chapmakoHarnagy 3asBHvKa gns
KOHBepTIB Yy 3[iliCHEHHSs hapmakoHarnsgy B

KapTOHHilA KOpo6Li

YKpaiHi, AKLL0 BOHa BiAMIHHA Bif,
YMOBHOB&XeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy (Bkaryaroum
KOHTaKTHi faHi) Ta/abo 3miHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu
thapmakoHarnagy); 3minu | Tuny -
3MiHu Wwopo 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y
KOPOTKili xapakTepuctu,i
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHA Ha
nifcTasi perynsipHo OHOB/TIOBAHOTO
3BiTy 3 6€3nekn Nikapcbkoro 3acoby,
ab6o pocnigkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BITY 3
[ocnigpKeHb, NpoBeAeHVX BiANOBIAHO
00 NNaHy negiaTpuyHnX AocnimKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) -
3MiHM BHECEHO [0 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHsA
npenapary Ao po3ginis «MNobiuHi
peakuji», «MpoTunokasaHHs»,
«OCO06MMNBOCTI 3aCTOCYBaHHS»,
«B3aemogis 3 iIHWMMU NiKapCbKUMK
3acob6amMu Ta iHLWi BUAW B3aEMOSil»,
«[lMepeno3yBaHHs» BigNOBIAHO A0
pecbepeHTHOro npenapary.

30608B’A3aHHA Npy BuAAdi
peecTpavuiiHoro nocBig4YeHHst
iCHYIOTb — HaflaHHA AEeTa/IbHOro
ONNCy CUCTEMM ynpaBiHHA
pv3nkammn y BUrNsAi nnaHy
ynpasniHHa pusmkamu go 30.10.2017
BiANOBIAHO A0 MignyHKTy 1.13 nyHKTY
1 popatky 15 o Nopaaky
NpOBELEHHS eKCnepTusmn
peecTpauiiHux MaTepiasis Ha
nikapcbki 3aco6u, Lo nogarTbes Ha
AepXaBHy peecTpauito
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

(nepepeecTpavito), a Takox
eKkcrnepTm3n matepianis npo
BHECEHHS 3MiH 10 peecTpaLinHnx
marepianis NpoTArom fii
peecTpauiiHOro NocBig4eHHs,
3aTBepAXeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekun
BiANOBIAHO 0 MopsaKy 34iCHEHHS
Harnsgy 3a nobivyHMMK peakuismn
nikapcbKknx 3aco6is, A0O3BOIEHMX A0
MeAMYHOro 3acToCyBaHHs,
3aTBepAKeHoro Hakasom MO3 Big 27
rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHicTepcTBi
rocTuuii Ykpainu 29 ciuHa 2007 poky
3a Ne73/13340, cTaHOBUTL:!
BiAMNOBIAHO A0 NepioANYHOCTI
CKNafiaHHA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekun
nikapcbKoro 3acoby, [03BOMIEHOIO A0
MeZMNYHOro 3aCTOCyBaHHs, Ha
LeHTPa/IbHOMY PiBHi.

45,

LEDTPUAKCOH-
JAPHULA

NOPOLLIOK AN1A
PO3unHy A5 iH'EKUi
no 1,0 r; 1 cpnakoH 3
NOPOLLKOM B NauLl;
5 dhnakoHis 3
MOPOLLKOM B
KOHTYPHIl
YapyHKOBIN
ynakosui, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B nauuj; no 1
donakoHy 3
NOPOLLKOM Y
KoMnnekTi 3 1
amnysnoto
pO34nHHMKa (BOAa
ONS1 i eKujiin-
OapHuuga) no 10 mn
B KOHTYPHIl
YapyHKOBIl
ynakosLi, no 1
KOHTYPHIi

MpAT
"®bapmaLieBTMyHA
ipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YkpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMIA
TepMiH; 3MiHu | TUny - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCyBaHHA Ha
nigcTasi perynsipHo OHOB/THOBAHOMO
3BiTYy 3 6e3Mnekun Nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesy/nbTaT OLiHKM 3BITY 3
[ocnigpKeHb, NPoBeAeHVX BiANOBIAHO
[0 NNaHy negiatpuyHnx JOCiKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHVM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKUIT AN MeguyHoro
3acTOoCcyBaHHS npenapary Ao
po3ginis " Bzaemogis 3 iHLWIMMK
niKkapcbknmy 3acobamu Ta iHLi BUAN

B3aemogji"," OcobanBoCTI

3a
peyenmom

He
niossieae

UA/6340/01/02
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

46.

YapyHKOBIli ynakoBLi
B nauuj; no 40
onakoHiB 3
MOPOLLKOM B KOpOOLi

3actocyBaHHsa", " lMepepo3yBaHHA" ,
" Mo6iyHi peakuii " - BignosigHO A0
OHOB/IEHOI iHdhopMaLiii 3 6e3nekn
Litoy0i pevoBnHN " LedTpmakcoHy"

30608B’3aHHA Npy BUAAYI
peecTpavuiiHoro nocBig4YeHHs
iCHYIOTb - HalaHHA AeTasIbHOro
onucy CUCTeMU ynpas/liHHA
pv3nKkaMmn y BUrNsgi nnaHy
ynpasniHHA py3vkammn Ta
[OMNOBHEHHA A0 OrNSAAY KMiHIYHUX
naHux go 30.10.2017 BignosigHo go
nignyHkTy 1.13 nyHKTY 1, NignyHKTy
2.3 nyHKTY 2 popatky 15 no Mopaaky
NPOBEfeHHA ekcnepTu3n
peecTpauiiiHux MaTepiasis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKkcnepTu3n marepianis npo
BHECEHHS 3MiH 10 peecTpavLiiiHmX
mMartepianis NpoTArom Aji
peecTpauiiHoro NocBigYeHHs,
3aTBepmxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
Haka3y MO3 Big 23.07.2015 Ne 460).

MepiognyHICTb NOAaHHA perynspHo
OHOB/IOBAHOTO 3BIiTY 3 6e3nekn
BiANOBIAHO 0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’sA YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340pO0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BifMNoBigHO A0
nepiognyYHOCT cknagaHHs
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
[,03BOJIEHOTO 0 MEANYHOTO
3aCTOCyBaHHS, Ha LeHTPa/lbHOMY
PiBHi.

LUE®TPUAKCOH-

NOPOLLIOK AN1sA

MpAT

Ykpaina

MpAT

Ykpaina

[NepepeecTpauis Ha HEOOMEXEHUIA

3a

He

UA/6340/01/01




66

Ne n/n | Ha3ssa nikapcbkoz2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHsl peecmpayjitiHo2
ynakoska) 0 NoCBi0OYEHHs
AAPHULUA po3unHy A4Ns iH'ekuii | "dapmaueBTuyHa "®apmaveBTuyHa TepMiH; 3MiHu | TUny - 3MiHK WoAo peyenmom niossieae

no 0,5r; 1 donakoH 3
NMOPOLLUKOM B nauLl;
5 chnakoHiB 3
NOPOLLKOM B
KOHTYpHilA
YapyHKOBIl
ynakosui, no 1
KOHTYpHilA
YapyHKOBIli ynakoBLj
B nauuj; no 1
donakoHy 3
MOPOLLIKOM Y
KomMnekTi 3 1

amny o
po34nHHMKa (Boga
ONs iH eKUiii-
[apHnua) no 5 mn B
KOHTYPHIl
YapyHKOBIl
ynakosui, no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyj
B nauu; no 40
chakoHiB 3
NMOPOLLUKOM B KOpPOOLL

hipma "OapHuus”

tipma "OapHuus"

6e3nekn/ehekTBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCyBaHHA Ha
nifcTasi perynsipHo OHOB/TIOBAHOTO
3BiTy 3 6€3nekn Nikapcbkoro 3acoby,
ab6o pocnigxeHb 3 6e3nekn
3aCTOCYBaHHS /iKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaTt OUiHK/ 3BITY 3
AocnigpKeHb, NpoBeAeHVX BiANOBIAHO
[0 NnaHy negiaTpuyHnX 4ocnimpKeHb
(PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHW BHECEHO 0
IHCTPYKLiT 41a MeanyHoro
3aCToCyBaHHA npenapary Ao
po3ginis " Bzaemogis 3 iHWMMMK
nikapcbkrMmn 3acobamu Ta iHLWi BUAn
B3aemogji"," OcobanBoCTI
3actocyBaHHsa", " lNMepeno3yBaHHA" ,
" Mo6iyHi peakujii " - BiANOBIAHO A0
OHOB/IEHOT iHhopMaLiii 3 6e3neku
Lito40T peqyoBuHN " LeddTPMaKCoHy"

30608B’A3aHHA Npy BuAAdi
peecTpavuiiHoro nocBig4YeHHst
iCHYIOTb - HalaHHA feTasIbHOro
ONNCy CUCTEMM ynpaBiHHA
pv3nkammn y BUrNsAi nnaHy
ynpaBniHHA pu3vkammn Ta
[LOMOBHEHHS A0 OrNsAAY KHIYHNUX
naHux go 30.10.2017 signosigHo fo
nignyHkTy 1.13 NyHKTY 1, NignyHKTY
2.3 nyHKTY 2 popatky 15 no Mopaaky
NpoBefeHHs ekcnepTu3n
peecTpaLiiiHix maTepianis Ha
nikapcbki 3acobu, Lo NoAarTbes Ha
[AepXaBHy peecTpavito
(nepepeecTpadito), a Takox
eKcnepTu3y marepianis npo
BHECEHHS 3MiH [10 peecTpaLjiiiHnx
marepianis NpoTArom fii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pegakuii
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Ne n/n

Ha3sBsa nikapcbko20o
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2
0 Mocsi04YeHHs1

Hakaly MO3 Big 23.07.2015 Ne 460).

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IIOBAHOIO 3BITY 3 6e3neku
BiANOBIAHO 0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii
B MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBWTbL: BiNOBIAHO [0
nepiognYHOCTI CknagaHHs
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun Nikapcbkoro 3acooy,
[103BOIEHOTO 10 MENYHOIO
3aCTOCyBaHHS, Ha LeHTpaslbHOMY
PiBHi.

47.

LATUKONIH
HATPIIO

MOPOLLIOK
(cybeTaHuin) y
nakeTax noABiNHUX
nonieTnIeHoBuUxX
4ns BupobHuLTBa
CTEPW/IbHMX i
HecTepuIbHNX
niKkapcbknx oopm

MAT "dapmak”

YKpaiHa

Cyxoy TiaHma
Cnewwanti
Kewmikasnc Ko.,
nra.

Kutaii

nepepeecTpauis Ha HeobMeXeHwi
TEPMIH

He
nionsieae

UA/12419/01/01

HauyanbHuK YnpaBniHHA dphapmMmaleBTUYHOI
BIANBHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOBCbKUM




NEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
27.04.2017 Ne 476

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP>XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma Bunycky 3asaBHUK KpaiHa Bupo6HUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n | nikapcbKo20 Bionycky | peecmpauyiltiH
3acoby 020
nocsio4YeHHs1
1. ATEH® 10 Tabnetku no 10 mr TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/7446/01/01
Ne 30 (10x3): no 10 Pecny6nika Pecny6nika 3MiHa NapameTpiB crneuudikauili Ta/abo f4onyCcTUMUX MeX peuenmom
TabneTok y 6nictepi, NMepBUHHOT YNakoBKM FOTOBOrO MiKapCbKoro 3acoby - 3MiHa
no 3 6nictepu y nimiTie 4na ToBwmHY MBX/MBAX nniBky, a came Kopekuis
KapTOHHI kopobuyj, NimiTiB B cneyudikauii 4ns BXigHOro KOHTPO/IO NAIBKM
Ne 30 (15x2): no 15 BMPOGHMKA rOTOBOrO NiKapCbKOro 3acoby AN NPUBEAEHHS Y
Tabnetok y 6nictepi; BiANOBIAHICTb A0 NiIMITIB BUPOGHWKIB MAiBKK; 3MiHU | TRy -
no 2 6nictepu y 3MiHa NapameTpiB crneuudikauili Ta/abo fonyCcTUMUX MeX
KapTOHHI KOpOOL NepBUHHOT YNakoBKM rOTOBOTO JTiKapCbKOro 3acoby —
BW/TyYEHHSI HE3HAYHOIO NOKa3HUKa 3 crieundikadii nepsrMHoI
ynakoBku (ponbru anomiHieBoi Ta nnisku MNBX/MBAX) - .
«lUvpnHa pynoHy»
2. ATEH® 5 Tabnetkm no 5 mr Ne | TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/7446/01/02
30 (10x3): no 10 Pecny6nika Pecny6nika 3MiHa napameTpiB cneuudikaliii Ta/abo fonycTUMUX Mex peyenmom
TabneTtok y 6nicrepi; NepBMHHOT YNakoBKM rOTOBOTO JTiKApCbKOro 3acoby - 3MiHa
no 3 6nictepu y nimiTie 4na ToBwmHY MBX/MBAX nniBky, a came KopekLuis
KapTOHHiiA Kopobulj, NimMiTIB B cneumdikauii a5 BXifHOro KOHTPOIIO MAIBKY
Ne 30 (15x2): no 15 BMPOOGHMKA rOTOBOTO JTiKAPCLKOr0 3aco0y /18 MPUBEAEHHS Y
TabneTok y 6nictepi; BiANOBIAHICTb A0 NiIMITIB BUPOGHWKIB MAiBKK; 3MiHM | TNy -
no 2 6nictepu y 3MiHa napameTpiB cneuudikaliii Ta/abo fonycTUMUX Mex
KapTOHHI KOpoOLj NepBUHHOT YNakoBKM rOTOBOTO JTiKapCbKOro 3acoby —
BW/TyYEHHSI HE3HAYHOIO NOKa3HUKa 3 crieundikaLii nepsrMHoil
ynakoBku (¢ponbru antomiiesoi Ta naisku MNBX/MBAX) - n.
«LvpuHa pynoHy»
3. AEBIT® Kancynu m'ski Ne 10 MNAT YkpaiHa MAT "KuiBcbKuii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TUny - 6e3 UA/7362/01/01
y 6nictepax, Ne 10 "KniBcbkuii BiTaMiHHWI1 3aBoA" 3MiHM WoAo 6e3nekn/ehekTUBHOCTI Ta thapmakoHarnsgy — peyenma
(10x1), Ne 30 (10x3), BiTaMiHHMI po3gin «padiyHe 0hOpPMAIEHHS YNaKOBKM» 3aMiHEHO
Ne 50 (10x5), Ne 50 3aBog" po3ainomMm «MapkyBaHHs1». BHECEHHS 3MiH NPOTArom 3-x
(50x1) y 6nictepax y MicALIB 3 AaTu 3aTBEPAKEHHS; 3MiHU | TUNY - 3miHa y
nauuj, Ne 20 (20x1), MeTofax BUNPObyBaHHS rOTOBOTO /liKapCbKOro 3acoby; 3MiHu |
Ne 40 (20x2), Ne 60 TMny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Onuc Ta
(20x3) y 6nictepax y cknag - y po3gini «Cknag» cepefHio Mmacy Karncy/sm BU3Ha4eHo
nauui y Minirpamax
4, ANOE eKCTpaKT piakuii ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/6565/01/01
EKCTPAKT iH'eKUin no 1 mn B "GapmaueBTu "®apmaueBTnyHa BBEEHHS ab0 3MiHW 40 y3arasibHEHUX faHMX NPO cUcTemy peyenmom
PIAKWIA- amnyni; no 5 amnyn yHa hipma ipma "JapHuus” hapMakoHarnsay (BKIKYakoUmM KOHTaKTHI AaHi) Ta/abo 3MiHW y
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"[locnigHuii 3aBog,
"rHUIC,
YKpaina;

BCi cTagii
BUPOBHULTBA,
KOHTPO/b SIKOCTI,
BUINYCK cepii:
ToBapucTso 3
06MexeHo
BiANOBiAA/IbHICTIO
"®APMEKC
rPYM", YkpaiHa,;
BCi cTagii
BUPOBHULTBA,
KOHTPO/b SIKOCTI,
BUINYCK cepii:
ToBapucTso 3
06MexeHo
BiANOBiAA/IbHICTIO

(nniBKV NONIBIHIIX/TIOPUAHOI) Ta SIK HACNIAOK, 3MiHa AKICHOTo Ta
KiNIbKICHOTO CKnafy nakyBasbHOro Martepiasy; NpuBeAeHHs
napameTpiB cneuudikaLii NAiBk1M NOAIBIHINXI0PUAHOT A0
BVIMOI HOPMAaTMBHOI JOKyMeHTaLii 3anpornoHOBaHoro
BMPOGHMKA; CyNyTHS 3MiHa: 3MiHa Y NEPBUHHI ynakoBLi
roTOBOro MiKapCbKOro 3acoby (SKiCHWI Ta KifbKICHWI cknag);
3MiHa NapameTpiB crneuudikauili Ta/abo JonyCTUMUX MeX
NepBUHHOT YNakoBKWN rOTOBOrO JiKapCbKOro 3acoby (3BYXXeHHS
O0MNYCTUMUX MEX, BU3HaUeHuX y cneuudikadii); 3miHu | Tuny -
3MiHa NapameTpiB crneuudikauili Ta/abo JonyCTUMUX MeX
NepBUHHOT YNaKkoBKM rOTOBOrO /1iKapCbKOro 3acoby - 3MiHa
napameTpiB cneuudikauii Ta MeTOAIB KOHTPOO AKOCTI
NepBUHHOT yNakoBKM (NAiBKM MOAIBIHINX0PUAHOT, OTbIN
1IOMIHIEBOI) LLOA0 NPOBEAEHHS KOHTPOSI0 MiKpOGionoriyHol
YMCTOTW; CyMyTHS 3MiHA: 3MiHa Y MeToax BUNpobyBaHHS
NepBUHHOT YMakoBKM FOTOBOTO NiKapCbKOro 3acoby (He3HauHi
3MiHM Yy 3aTBEpPIKEHNX MeToAax BUNpobyBaHb)

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
OAPHMLUA Y KOHTYpHIiA "NapHuus" pO3MiLLEeHHi MacTep-ghaiina cuctemm hapmakoHarnsgy
YapyHKOBIl
ynakosLi; no 2
KOHTYPHIi YapyHKOBI
yMakoBKM y nayui
5. ANMPOCTAH® | KoHUeHTpar A/1s TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/6956/01/01
pO3UMHY Ans Pecny6nika Pecny6nika 3MiHM 3 aKkocTi. A®l. BUpOBGHMLTBO - NOAAHHA OHOB/IEHOTO peyenmom
iHdysiiA, 0,1 mr/0,2 DMF Ha gitody peqyoBvHy a/inpocTagni Bif 3aTBEPAKEHOTO
mnno 0,2 mn B BMPOGHUKa
amnynax Ne 10 (5x2)
y baictepax
6. ANbTAH TabneTkn, BKpUTI My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/2636/01/01
NNiBKOBOIO akuioHepHe akuioHepHe 3MiHa y napameTpax crneumdikayiii Ta/abo gonycTumMmux Mex, peyenma
o60s10HKo0, Mo 10 TOBapuCTBO TOBapUCTBO BM3HA4YeHNX y cneundikauisx Ha A®l, abo
Mr no 20 TabneTok y "HaykoBo- "HaykoBo- BUVIXiHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCA
6nictepi; no 5 BUPOGHNUNIA BUPOGHNUNIA y npoueci BupobHuuTBa A®| - 3miHa y cneuudikauii A®I 3a
6nicTepiB y naui LEeHTp LeHTp NoKasHUKOM «Baxki meTanm»
"BopLuariBcbk "BopLyariBcbkuii
unii Ximiko- XimikO-
thapmavueBTUy thapmaueBTUYHWI
HWi1 3aBoa" 3asog"
7. AMBPOKCON Tabnetkn no 30 mr ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 peecTpauiiHux maTepiasiiB: NpUBeAEHHs Y 6e3 UA/0438/01/01
Ne 20 (10x2) y obMexeHo BMPOGHMLITBA, BiANOBiAHICTb A0 peecTpaLiliHUX MaTepianiB HanMCaHHA peyenma
6nictepax y nauui BiANOBIAA/IbHI KOHTPO/b SIKOCTI, BUPOGHUKIB B Haka3i MO3 YkpaiHu Ne 295 Big 20.03.2017 B
cTHO BUMYCK cepii: npoueci BHECEHHA 3MiH - 3MiHK | TUNY - 3MiHa
"AocnigHnii ToBapucTBoO 3 nocTavasnibHvKa nakyBasibHVX martepianis abo KOMNIEKTYHUNX
3aB0/, 06MeXeHo (KO 3a3HaYeHOo B A0ChE) (3aMiHa abo AofaBaHHsA
"rHUNC" BIANOBIAA/LHICTIO noctayasibH1Ka) - 3aMiHa BUPOGHMKa NEPBUHHONO NaKyBaHHSA
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
"®apmaueBTnyHa
KOMMaHis
"3popos'a”,
YKpaiHa
8. AMITPUOTANI TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHn | Tuny - 3a UA/4872/01/01
H 060/10HKOI0, N0 25 06MexeHo BMPOGHMLITBA, 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
Mr, no 25 TabneTok BiANOBiAabHI KOHTPOb AKOCTI, KOHTelHep/3akynopoBasibHWiA 3aci6. 3miHa napameTpis
y 6aHkax; no 25 cTH0 BUNYCK cepil: crneungikauiii Ta/abo 4ONyCTUMUX MEX NEPBUHHOI YNaKoBKM
TabneTok y "OocnigHnii ToBapucTBO 3 roTOBOrO /ikapCbKoro 3acoby (iHwWi 3miHn) CynyTHs 3MiHa -
KOHTelHepax; no 10 3aBo[, 06MexeHo 3MiHK 3 siKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. Cuctema
TabneTok y "rHUNC BiAMOBIAA/IbHICTIO KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3miHa y MeTogax
6nictepax; no 10 "®apmaueBTnyHa BMNPOGYBaHHSA NEPBUHHOT YNakoBKM rOTOBOTO /iKapCbKOro
Tabnetok y énictepi, KOMnaHis 3acoby (He3HauHi 3MiHW y 3aTBEpPAKEHUX MeTohax
no 5 6nictepis y "3popos'sa”, BMNPOGYBaHb) (3MiHa NapameTpiB cneyudikauii Ta MeTogis
KopooLi YkpaiHa; KOHTPOJIO SIKOCTi NEPBUHHOT YNakoBKy (M/1iBKK
BCi cTagii NoNiBIHINXOPUAHOI, ONbIM aUTHOMIHIEBOT, 6aHKN NOMIMEPHOI 3
BMPOGHMLITBA, KPWLLIKOIO, BaTW MeANYHOI TirpoCKOMiYHOT) WOo40 NPOBeAEeHHS
KOHTPO/b SIKOCTI, KOHTPOJ0 MiKpOBIO0riYHOT YACTOTH;
BUMNYCK Cepil: 3MiHV NapameTpiB cneuudikauii Ta MeToAiB KOHTPOO AKOCTI
ToBapucTBo 3 BaTN MeAMNYHOI FrpOCKOMIYHOI: AOMOBHEHHS HOBMX NMOKA3HWKIB
06MexeHo «30/1bHICTb», «lornnHatya 34aTHICTb», TOLWO; 3MIHEHO

BiANOBIAA/LHICTIO
"[ocnigHuii 3aBog,
"THUC", YkpaiHa

NnocunaHHsA Ha MeToAM KOHTPOO, 6e3 3MiHW NOKa3HUKIB
cneumndikauii.); 3miHm | Tuny - 3MiHK 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. Cructema KoHTelHep/3akynoproBasibHUIA
3aci6. 3miHa noctavasibHUKa nakyBasibHUX MaTepiasiis abo
KOMMIEKTYIOUNX (SIKLLLO 3a3HAa4YeHO B A0OCLE) (3amiHa abo
[ofiaBaHHA noctavanbHuka) (TepMiH BBEAEHHS 3MiH NPOTAromM
3-x MmicsiB nicnsA 3aTBepayKeHHs) CynyTHA 3MiHa - 3MiHU 3
SIKOCTi. [O0TOBWMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6. 3MiHa chopmm abo
pPO3Mipy KOHTeHepa Yu 3aKynopoBasIbHOro 3acoby
(NepBUHHOI yNakoBKK) (HECTEPWUSIbHI NiKapCbki 3aco6u). - 3MiHn
3 KocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHiIl
yNakoBL{i FOTOBOr0 NikapCbKOro 3acoby (sIKiCHWI Ta KiNbKicHWIA
cknap) - Teepai nikapcbki oopmu. - 3MiHM 3 sKOCTi. [OTOBWIA
nikapcbkuii 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUl
3aci6. 3miHa napameTpiB cneuumdikauin Ta/abo gonycTumMmnx
MEX MepBMNHHOT YNaKOBKN FOTOBOrO /likapCbKoro 3acoby (iHLwi
3MiHM) (A04ATKOBO [0 3aTBEPIKEHOr0 BUPOOHMKA NEPBUHHOIO
nakyBaHHs (6aHk1 NONIMEpHi) BBOAATHLCSA HOBi BUPOOHMKM
KOHTelHepy N1acTMacoBOro 3 KPULLIKOK A5 NiKapCbKUx
3aco6is TOB «®apmauesTuyHa thipma «BepTeke», YkpaiHa
(koHTelHep Tuny BM—1 3 KPULLKOK 3 KOHTPO/IEM NEPLLOrO
po3kpuTTa TNy KBM-1 Ta KoHTeiHep Tuny BIM—8 3 KpuLukoto 3
KOHTpoNeM nepLioro po3kputta Tuny KbM-8) ta 3AT «®ipma
«Eninc», YkpaiHa (koHTeliHep Tuny K.1.1-20 3 KpULWKOt 3
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
KOHTPONEM nepLuoro po3kputtsa tuny KK4-1). Ak Hacnigok,
3MiHa SIKICHOro Ta KifibKiCHOro ckiiagy nakyBaslbHOro
MaTepiany opmu Ta po3mipy nepBUHHOT ynakoBku MN13;
npuBeeHHs NnapaMeTpiB cneyudikawii 4o BuMor
HOpPMaTVBHOI JOKYMEHTaL,ii 3anponoHOBaHNX BUPOGHWKIB.
3amiHa BUpO6HUKa NEPBMHHOIO NakyBaHHs (NAiBKW
nonisiHinxnopuaHoi) 3 TOB «KnekHep MeHTannact Pyc»,
Pociiicbka ®egepauis Ha «Hua Xiang Plastic Co, LTD., Kutaid.
AK HacnigokK, 3MiHa SKICHOro Ta KifibkicHoro ckiagy
nakyBasIbHOrO MaTepiasy; NpuBeeHHs napameTpis
cneuudikaLiin NNiBKM NOAIBIHINXN0PUAHOI 4O BUMOT
HOpPMAaTVBHOI JOKYMEHTaL,ii 3anponoHOBaHOro BUPOOHNKA)
(TepMiH BHECEHHS 3MiH NPOTArom 3-X MicsAuiB nicns
3aTBEPKEHHS)
9. AMNOoAauniH- Tabnetku no 10 mr TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/14882/01/01
3EHTIBA Ne 30 (10x3): no 10 Pecny6nika Pecny6nika 3MiHa NapameTpiB crneuudikauili Ta/abo f4onyCTUMUX MeX peyenmom
TabneTtok y 6nicrepi; NepPBMHHOT yNakoBKM FOTOBOIO JliKapCbKOro 3aco0y (iHLi
no 3 6nictepu y 3MiHM); 3MiHM | TUNY - 3MiHa NapameTpiB cneyudikayin Ta/abo
KapTOHHiiA Kopo6L; [0NYCTUMMX MEX MEPBUHHOI YNAKOBKW rOTOBOTO /liKapCbKoOro
Ne 30 (15x2): no 15 3ac06y — BU/TyYEHHS1 HE3HAYHOTO MOKa3HMKa 3 cneuudikauii
TabneTok y 6nictepi; NnepBUHOI YNakoBKN (ponbru asltoMiHiEBOI Ta MiBKK
no 2 6nictepu y MNBX/MBAX) - n. «LLnpuHa pynoHy»
KapPTOHHI KOpooL;i
10. AMNIo4MNIH- Tabnetkn no 5 mr No | TOB "3eHTiBa" Yecbka TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/14882/01/02
3EHTIBA 30 (10x3): no 10 Pecny6nika Pecny6nika 3MiHa NapameTpiB crneuudikauili Ta/abo fonyCTUMUX MeX peyenmom
TabneTok y 6nictepi; NMepBVHHOT YNaKOBKN rOTOBOrO MiKapCbKoro 3acoby (iHwi
no 3 6nictepu y 3MiHN); 3MiHK | TUNY - 3MiHa NapameTpiB cneyudikayiin Ta/abo
KapTOHHIi Kopobuyj; O0NYyCTUMUX MEX NEPBUHHOT YNakKOBKN FOTOBOIO /iKapCbKOro
Ne 30 (15x2): no 15 3ac00y — BU/TyYEHHS HE3HAYHOTO MOKa3HKKa 3 cneuudikauii
TabneTok y 6nictepi; NnepBUHOI YNakoBKn (honbr asTtoMiHieBOI Ta MiBKK
no 2 6nictepu y NBX/MBAX) - n. «LUnpuHa pynoHy»
KapPTOHHI KOpooL
11. AHANbIIH- PO3YUH ANs1 iH'EKLINA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/3222/02/02
AAPHMNUA 500 mr/mn, no 2 mn "dapmaueBTu "®apmMaueBTnYHa 3MiHn 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peyenmom
B amnyni; no 5 YyHa hipma thipma "AapHuus” KOHTeliHep/3akKynopoBasnbHWii 3aci6. 3MiHa po3mipy ynakoBKu
amnyn y KOHTYPHIi "NapHnua” roTOBOrO fiKapcbkoro 3acoby (BUyYEeHHS ynakoBK1 NEBHOIO
YapyHKOBIl po3mipy) (BMYYEHHS O4HOTO BMAY YNaKoBKM — N0 2 M B
ynakoBLi; no 2 amnyri, no 10 amnyn B kKopo6ui) (TepMiH BBeAEHHS 3MiH
KOHTYPHI YapyHKOBI NPOTArom 6 -Tu MicALIB Nicna 3aTBepAKeHHs); 3MiHW | Tuny -
yMakoBKM y navui AgMiHicTpaTuBHi 3MiHKU. 3MiHa Ha3Bn APl abo AONOMIKHOT
peyoBuHM (TepMiH BBEAEHHS 3MiH NPOTAroM 6 -Tu MicALiB
nicns 3aTBepKEHHS)
12. AHANbIIH- PO34UNH NS iH'EKLIN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | Tuny - 3a UA/3222/02/02
AAPHNLA 500 mr/mn no 2 mn B "®GapmaueBTu "®apmaueBTnyHa BBEAEHHSA abo 3MiHM [0 y3ara/ibHEHUX AaHUX MPO CUCTeEMY peyenmom
amnyni; no 5 amnyn YyHa hipma hipma "JapHuus” hapmakoHarnagy (BKIUYatoUmM KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
Y KOHTYpHIi "NapHuus" pO3MiLLEeHHI MacTep-thaiina cuctemu hapmakoHarnsgy

YapyHKOBIlA
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
yNaKkoBKM y nauLli
13. AHANbIIH- PO3UMH ANA H'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [JO peecTpaLiiiHnx maTepianis: 3a UA/3222/02/02
AAPHMNUA 500 mr/Mmnno2mnB | "dapmayestu "hapMaueBTUYHaA 3MiHu | TNy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu Micus peuyenmom
amnyni; no 5 amnyn YyHa hipma thipma "JapHuus” NPOBaPKEHHS AiS/IbHOCTI BUPO6HUMKA (BK/THOYatoum, 3a
Y KOHTYpHIlA "AapHuus" HeoOXiAHOCTI, MicLie NPOBEefEHHSI KOHTPOJIIO AKOCTI), abo
YapyHKOBIlA BNacHuka mactep-chaiina Ha A®l, abo noctavyanibHUKa
ynakosLi; rno 2 Ad|/BMXigHOrO MaTepiany/peareHTy/NPoMKHOIO NPOAYKTY, L0
KOHTYPHi YapyHKOBI 3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLLO 3a3HAYEHO Y OCbE
yNakoBKM y nayu,i Ha Nikapcbkunii 3acib) 3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoMy
focke, abo BUPOBHKKa HOBOT AONOMDKHOI PEHOBUHY (SIKLLIO
3a3HayeHo y [JOCbE) - 3MiHa HaliMeHyBaHHS Ta NpUBELEeHHSs
MicLie3HaxoMKeHHs1 BUpo6Huka AdI y BiANOBIAHICTL A0
OpUriHa/IbHMX AOKYMEHTIB (3MiHa IopuANYHOI agpecu Ha
hakTUyHy agpecy Micus BUpobHMUTBA), 6€3 3MiHM Micus
BMPO6GHMLTBA
14. AHA®PAHIN® PO3UMH ANA H'EKLN, HosaprTic LBeliuapis HoapTic ®apma LBeliuapis BHECEHHS 3MiH 0 peecTpavyiiiHnux matepianis: 3miHu Il TUny - 3a UA/5018/01/01
25 mMr/2 ma no 2 mn dapma Al LWreiH Al 3MmiHu Wwoao 6esnekn/edekTUBHOCTI Ta hapMakoHarisgy. peyenmom
B amnyni, no 10 3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
amnyn y kopobui 3 MapKyBaHHS Ta IHCTPYKUIT A1 MEeANYHOI0 3aCTOCYBaHHA Y
KapToHY 3B'AA3KY i3 HOBMMW JaHUMW 3 SIKOCTi, AOKAIHIYHUMW, KTIHIYHUMM
[aHuMK Ta gaHumn 3 papmakoHarnsagy (3MiHu oo iHCTpyKUil y
po3gain «MokasaHHs» (pegaryBaHHs TEKCTY po3giny 6e3 3miH
no cyTi — NpYBEeAEHHA TepPMiHOOrIT y BiANOBIAHICTL A0 MKX-
10), «PapmakosnoriyHi BNacTUBOCTI», «poTunoKasaHHs»
(peparyBaHHsi TEKCTY po3ainy), «B3aemogis 3 iHWnmmn
nikapcbkuMu 3acobamu Ta iHWi BUAW B3aEMOSiii»,
«OCcob6NMBOCTI 3aCTOCYBaHHS», «lepefo3yBaHHs», «IMobiuHi
peaxuii») (TepmiH BBeAEHHS 3MiH NPOTArom 3-X MicALiB nicas
3aTBEPKEHHS)
15. ATOKOP 40 TabneTkn, BKpUTI TOB "Op. YkpaiHa AnoTekc IHK. KaHapa BHECEHHS 3MiH [j0 peEECTPaLiiHMX MaTepiasliB: BUNPaB/IEHHS 3a UA/13184/01/03
NAiBKOBOO Peppi'c TEXHIYHOT NOMUIIKMN B TEKCTI MapKyBaHHS BTOPUHHOT yNakoBKM peyenmom
o060s10HKoI0, Mo 40 Na6opaTopiz" y po3gini "[ito4i peyoBMHW" B HaNMcaHHi Ha3Bu Aitoyol
Mr no 10 TabneTok y PEYOBMHM Ha POCIChbKili MOBI
6nictepi; no 3 abo 6
6nictepiB y
KapTOHHI kopobuyj;
no 30, 60 a6o 100
TabneTok y 6aHLi;
no 1 6aHuj y
KapTOHHI/ KopoobLi
16. ATPOIMIH- PO34UH ANS iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/3928/01/01
AAPHUNLA® 1mr/mnnolmns "GapmaueBTu "®apmaueBTnyHa BBeJEHHs ab0 3MiHM [0 y3arasibHEHUX AaHUX NPO cUcTemy peyenmom
amnyni; no 10 YyHa hipma thipma "AapHuug" thapmakoHarnsgy (BKuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
amnyn y kopoo6Lij; no "apHuus" po3MileHHI MacTep-dhaiina cuctemu dpapmakoHarnsay
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
5 amnyn y KOHTYPHii
YapyHKOBIl
ynakosLi; no 2
KOHTYPHIi YapyHKOBI
YNakoBKM B mauLli
17. AUUNK® Kpem 5% no2ry CaHpo3 CnoBeHis Canotac ®apma HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 6e3 UA/9433/02/01
Ty6i; no 1 Ty6i B dapmacsbloTika M6X 3MiHa napameTpiB crneuudikaliii Ta/abo fonycTUMUX Mex peyenma
KapTOHHI KOpoOLj n3 a.a. roTOBOrO /liKapCbKOro 3acoby - PO3LLMPEHHS AOMYCTUMUX MEX
7. "pH" NpoTsArom TepmiHy NpnAAaTHOCTN
18. BETAMETA30 Kpem no 15 r a6o no MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/1559/01/01
H-0APHULUA 30 ry Ty6i; no 1 Ty6i "®bapmaueBTu "®apmMaueBTNYHa BBEAEHHSA abo 3MiHM [0 y3ara/ibHEHUX AaHWX MPO CUCTEMY peyenmom
B nauuj YyHa hipma thipma "JapHuus” hapmMakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHK Y
"AapHuus" po3MilLieHHI MacTep-haiina cuctemm dpapMmakoHarnsgy
19. BET®EP®-1A PO34UH NS iH'EKL TOB "3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13963/01/01
no 6 000 000 MO B "BIOPAPMA" "BIO®APMA", BBeJEeHHs ab0 3MiHM [0 y3arasibHEHUX AaHUX NPO cUCTemMy peyenmom
amnynax abo YkpaiHa; TOB "®3 thapmakoHarnsgy (BKuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
dhnakoHax Ne 5, Ne "BIO®APMA", po3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy
10 YKpaiHa
20. BET®EP®-1A PO34nH NS iH'eKLR TOB "®3 YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/13963/01/02
no 12 000 000 MO B "BIOPAPMA" "BIO®APMA", BBEEHHSA abo 3MiHM [0 y3ara/ibHEHUX AaHUX MPO CUCTEMY peyenmom
amnynax abo YkpaiHa; TOB "d3 hapmakoHarnagy (BKIoYatoUmn KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
onakoHax Ne 5, Ne "BIO®PAPMA", po3MiLLEeHHI MacTep-haiina cuctemu hapmakoHarnsgy
10; y wnpuuax abo YkpaiHa
amnynax Ne 10 (5x2)
y baicTepax y nayui
21. BIHOKPUT® PO34UH NS iH'EKLN, CaHpo3 'm6X ABCTpis BignosiganbHuii 3a | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/12383/01/01
84 mkr/mn no 0,4 mn BMPOGHULITBO, ABCTpis 3MiHa y meTogax BunpobysaHHsa APl abo BUXigHOro peyenmom
(4000 MO) a6o no nakyBaHHs1, mMaTtepiany/MpomMiKHOro NpoAayKTy/peareHTy, Wo

0,6 mn (6000 MO),
a6o no 0,8 mn (8000
MO), abo no 1 mn
(10000 MO) y
nonepeaHL0
3aMoBHEHMX,
rpagyioBaHux
wnpuuax Ne 6 (3x2);
OoCcHaLLeHUX
nopLUHEM,

iH €KLiAHOIO TONKOIO,
KOBMaykoM Ta
3axXVCHUM
NpUCTPOEM AN1A
3anob6iraHHs
NOLLKOKEHHHO
rosIKoto nicns
3acTocyBaHHs, abo
6€3 HbOro y

KOHTpOnb cepii: Ali
i Ti Bionorika
M6X, HimeuunHa;
BiAnoBiganbHNIA 3a
BUMNYCK Cepil:
CaHpo3 'mM6X,
ABCTpIS;
BiANOBIAabHUIA 3a
BTOPVHHY
ynakosky: Tl
peHuax
MpoAakwHs MM6X,
HimeuunHa

BMKOPWCTOBYETLCA Y NpoLeci BUpo6HMLTBa AD| (He3HauHI
3MiHW Yy 3aTBEpMKEHNX MeTodax BUNPO6yBaHHS)
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliH
020
nocsi0O4YeHHs

KOHTYPHili
6nicTepHii ynakoBLi
B KOpOOGLIi; PO34nH
Ans iH'ekuili, 84
Mkr/mn no 0,8 mn
(8000 MO) a6o no 1
M (10000 MO) y
nonepeaHLo
3anoBHEHMX,
rpagyiioBaHux
Lnpruax wnpuuax
Ne 1 (1x1),
OCHalLLIeHUX
NOpLUHEM,

iH €KLiliHOIO TO/IKOtO,
KOBMaykom Ta
3aXCHUM
NPUCTPOEM AN1A
3anobiraHHsA
MOLUKO[KEHHIO
ro/IKOt0 nicns
3acTocyBaHHs, abo
6€3 HbOro y
KOHTYPHiIl
GnicTepHilt ynakoBLi
B KOpoo6Li

22.

BIHOKPUT®

PO34UH NS iH'EKLN,
16,8 mkr/mn no 0,5
M/ (1000 MO) abo
no 1 mn (2000 MO)
PO3UMHY ANs iH'EKLiA
B nonepeaHb0
3anoBHEHOMY,
rpasyioBaHomy
wnpui,
ocHalLeHOMY
NopLUHEM,
iH'EKLIAHOIO TOJIKOH,
KOBMa4koM Ta
3aXMCHUM
NPUCTPOEM A5
3anobiraHHs
MOLLKOXKEHHHO
rosiKoto nicns
3acTocyBaHHs1, abo
6e3 Hboro; no 3
LNpuua y KOHTYpPHil

CaHpo3 'm6X

ABCTpis

BiAnoBiganbHNIA 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTpOnb cepii: Ali
[i Ti Bionorika
M6X, HimeuunHa;
BiAnoBiganbHNIA 3a
BUMNYCK Cepil:
CaHpo3 'mM6X,
ABCTpIS;
BiANOBIAabHUIA 3a
BTOPVHHY
ynakosky: Tl
peHuax
MpoAakwHs MM6X,
HimeuunHa

HimeuunHa/
ABCTpis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny -
3MiHa y meTogax BunpobysaHHsa APl abo BUXigHOro
mMaTtepiany/MpomMiKHOro NpoAayKTy/peareHTy, Wo
BUKOPWCTOBYETLCA Y NpoLeci BUpo6HULTBa AD| (He3HauHI
3MiHW Yy 3aTBEpMKEHNX MeTodax BUNPO6YBaHHS)

3a
peyenmom

UA/12383/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
6niCTepHil ynakosLi;
N0 2 KOHTYpHI
6nicTepHi ynakoBku
Y KapPTOHHiIli KopobLi
23. BIHOKPUT® PO34MH AN iH'EKLN, CaHpo3 M'moX ABCTpIst BiANoBigasbHMI 32 | HimeuunHa/ BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/12383/01/03
336 mkr/mn no 0,5 BMPOGHMLITBO, ABCTpIs 3MiHa y MeTogax BunpobyBaHHsa APl abo BMXigHOrO peyenmom
M (20000 MO) abo nakyBaHHs, mMaTtepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
no 0,75 mn (30000 KOHTPONb cepii: Al BMKOPUCTOBYETLCSA Y NpoLeci BUpobHuLTBa ADI (HE3HAYHI
MO), a6o no 1 mn i Ti Bionorika 3MiHW Y 3aTBEpPIKEHNX METOAAaX BUNPOOYBaHHS)
(40000 MO) y 'm6X, HimeuuunHa;
nonepegHsL0 BiANOBIAA/IbHWIA 32
3anoBHEHNX, BUNYCK cepil:
rpagyiioBaHux CaHpo3 M'm6X,
Lnpuuax, ABCTpISt;
ocHalleHnx BiAnoBiganbHNIA 3a
nopLuHemMm, BTOPVHHY
iH'EKLiIHOIO FONKOH, ynakoBky: '
KOBMaykom Ta 'peHuax
3aXUCHUM MpopakwH3 M6X,
NPUCTPOEM AN1A HimeyunHa
3anobiraHHs
MOLLKOKEHHIO
rofIKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 1 abo
3 nonepefHbLO
3anoBHeHMX Wnpuua
Y KOHTYpHIlA
6icTepHili ynakoBuj
Ne 1 (1 wnpwuyy
KOXHiiA) abo Ne 2 (3
Lnpuvua y KoXHi) B
Kopobui
24. BIOBEH pO34nH aNs iHdysili TOB YkpaiHa BMPOGHULITBO, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianis: 3MiHW | TUNY - 3a UA/14526/01/02
10 % no 10 mn, 25 "BIOPAPMA nepBuHHE Ta BBEAEHHSA abo 3MiHM [0 y3ara/ibHEHUX AaHWX MPO CUCTEMY peyenmom
mn, 50 mn a6o 100 MNA3MA" BTOPVHHE hapmMakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
MA 'y NAAWLUi abo nakyBaHHs, BUMYCK po3MilLieHHi MacTep-thalina cuctemm hapMmakoHarnagy
chnakoHi; no 1 cepili; BTOPVHHE
nAsAwLi abo nakyBaHHS, BUNYCK
dhnakoHy B nauui 3 cepiii: TOB
KapToHy "BIO®APMA
MNJA3SMA"
25. BIOBEH PO34nH N8 iH ek TOB YkpaiHa TOB "BIO®PAPMA Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTtepianis: 3miHu | Tuny - 3a UA/14526/01/01
MOHO® no 25 mn, 50 mn a6o "BIOPAPMA MNA3MA", BBEEHHS abo 3MiHM [0 y3ara/ibHEHUX AaHWX MPO CUCTeMy peyenmom
100 M1y naswkax MNA3MA" YkpaiHa hapmMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Y
Ne 1 (BUPOGHMLTBO, po3MiLLEeHHI MacTep-haiina cuctemu hapmakoHarnsgy

NnepBrHHE Ta
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
BTOPUHHE
nakyBaHHs1, BUNYCK
cepiii); TOB
"BIOPAPMA
MNA3MA",
YkpaiHa
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepiif)
26. BIOBEH PO3UMH N8 iH eKuil TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - - UA/14527/01/01
MOHO® in bulk no 25 mny "BIODAPMA NIA3MA", BBEJEHHS1 ab60 3MiHW 40 y3araJibHEHUX faHWX NP0 cUCTemMy
nnswkax Ne 96; in NNA3MA" YkpaiHa thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
bulk no 50 mny (B1pO6HMLTBO, po3MilLieHHi MacTep-thalina cuctemm hapmakoHarnagy
nnsawkax Ne 56 nepBuHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepinn); TOB
"BIOPAPMA
MNAA3MA",
YKpaiHa
(BTOpUHHE
nakyBaHHs, BUNYCK
cepii)
27. BIOLIEEPYNIH® PO3YUH ANS iH'EKLN, TOB YkpaiHa TOB "BIO®PAPMA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/0763/01/01
100 mr/gosy y "BIOPAPMA MIA3SMA" BBEEHHS ab0 3MiHW [0 y3arasibHEHUX AaHUX NPO cUCTemMy peyenmom
thnakoHax Ne 5 abo MNA3MA" (B1pO6HMLTBO, chapmakoHarnsgy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
B amnynax Ne 5 a6o nepBuHHE Ta po3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy
Ne 10 BTOPWUHHE
nakyBaHHS, BUNYCK
cepili; BTOPUHHE
nakyBaHHS, BUNYCK
cepiif)
28. BICOMPOMNO/M- | Tabnetku, BKPUTI TeBa I13painb AT YropwmHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/6407/01/02
TEBA NAiBKOBOO dapmaueBTika dapmauleBTUYHNI 3MiHn 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peyenmom
o60s10HKol0, No 10 n lHgacTpi3 3aBog TEBA KOHTeliHep/3akKynopoBasnbHWii 3aci6. 3MiHa po3mipy ynakoBKu
mr; no 10 TabneTok nTg. roTOBOrO fiKapcbkoro 3acoby (BUyYEeHHS ynakoBK1 NEBHOIO
y 6nicTepi; no 3 po3mipy) (BUydeHHs po3mipy ynakoBku in bulk: no 30 kr
6nictepu B Tabnetok y miwkax (PN NeUA/6408/01/01, P
KapTOHHI KOopoo6Li NeUA/6408/01/02) 3 BigNoBigHMMM 3MiHAMU Y P. «YNaKOBKa»)
29. BICOMPONO/- | TabneTkun, BKpUTI TeBa I13painb AT YropLmHa BHECEHHS 3MiH 40 peecTpauiliHnx MmaTtepiasis: 3miHu | Tuny - 3a UA/6407/01/01
TEBA NNiBKOBOIO dapmaLeBTika dapmaneBTUYHNI 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKOH0, M0 5 Mr; n lHpacTpi3 3aBog TEBA KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
no 10 TabneTok y nra. rOTOBOrO NiKapCbKOro 3acoby (BWUyUYEHHS yNakoBKM NEBHOMO
6nictepi; no 3 po3Mipy) (BUyYEHHA po3mipy ynakosku in bulk: no 30 kr
6nictepu B Tabnetok y miwkax (PN NeUA/6408/01/01, Pl
KapTOHHI KopoobLi NeUA/6408/01/02) 3 BiANOBIAHUMY 3MiHAMU Y p. «YNaKoBKa»)
30. BA/IbTPEKC™ TabneTkn, BKpUTI "nakcoCmiTKn Benuka BUPOBHMK IcnaHis/ BHECEHHS 3MiH 10 peecTpaLiiHMX maTtepiasniB: 3miHu | Tuny - 3a UA/7835/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
o60noHKoto, no 500 AH EkcnopT BpuTaHis Hepo3ghacoBaHOro Monblya 3MiHa HaliMeHyBaHHS Ta/abo afpecy MicLs NPOBaKEHHS peyenmom
mr Ne 10 (10x1), Ne Nimiteq npoaykTty: nakco AisnbHOCTI BUpOOHMKa (BK/ItoYatoun, 3a HeobxigHoOCTi, Micue
42 (6x7) y bnictepax Bennkom C.A., NpoBefleHHS KOHTPO/TIO SIKOCTi), abo BriacHUka mactep-taiina
IcnaHis; BUpo6HMK Ha A®I, abo noctayanbHuka A®l/BuxigHoro
0151 NEPBUHHOTO marepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
Ta BTOPVHHOIO 3aCTOCOBYIOTbCA Y BUPOOGHULTBI A®I - 3MiHa agpecn
nakyBaHHs Ta BMpoGHUKa A®I (3miHa wrtaty Andhra Pradesh Ha HoBWiA LWiTaT
BUMYCKY Cepii: Telangana)
"nakcoCmiTKnsnH
PapmacboTrKan3
C.A., NonbLia
31. BEHTO/NIH™ pPO34MH oNns nakcoCmiTKn Benvka AcneH bap, HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/1798/01/01
HEBYNN iHransauin, 2,5 mr/2,5 AH EkcnopT BputaHis Onpecno MM6X 3MiHK 3 siKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTponb rotoBoro | peyernmom
MAMNo25Mny NimiTen NiKkapcbKkoro 3acoby (iHLi 3MiHKW)
Hebyni; no 10 Hebyn
y NakeTuky 3
alloMiHieBOT
donbru; no 4
nakeTvka B
KapPTOHHI ynakoBLUi
32. BEPANAMIN- PO3YUH ANS iH'EKLN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/3582/02/01
AAPHMNLUA 2,5 mr/mn no 2 mn B "dapmaueBTu "®apmMaueBTnYHa BBEAEHHA abo 3MiHW [0 y3ara/ibHEHUX JaHWX NMPo cucTemy peyenmom
amnyrni; no 5 amnyn YyHa hipma thipma "AapHuus" chapmakoHarnsgy (BkIuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Y KOHTYpHIiA "NapHuus” po3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy
YapyHKOBIli
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM y nauii; no
2 mn B amnysi; no
10 amnyny
KOHTYpHil
YapyHKOBIl
ynakosui; no 1
KOHTYpHil
YapyHKOBIli ynakoBLii
y nayui
33. BIAPA® ODT TabneTku, Wwo Mdpaiizep IHK. CWA dapea Ambyas dpaHuis BHECEHHS 3MiH 0 PEECTPaLiiHNX MaTepiasliB: npuBeAeHHsA 3a UA/0313/02/01
ANCNepryoTbes B HanucaHHA peecTpauiiiHol NpoLueAypy y BiANoBiAHICTb 0 | peyenmom
POTOBI NOPOXHUHI, peecTpauiiiHux matepianiB B Hakasi MO3 YkpaiHu Ne 1091
no 50 mr Ne2 (2x1), Big 19.10.2016 B npoLeci BHECEHHSA 3MiH - 3MiHN | TUny -
Ne4 (4x1) y 3miHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta ckiag.
6nictepax 3MiHa y cknafi (4OMOMDKHUX pevYOBMHAX) FOTOBOTO JiKapCbKOro
3aco6y (iHWi 3MiHK) (3MiHa Ha3BW AOMNOMDKHOI PEYOBUHY - 3
KpemHito giokeng konoigHwin 6e3sogHnin Ha KpemHito piokenpg,
KonoigHuii rigpocpoGHMIA y 3B 513Ky 3 NOMU/IKOK B
peecTpauinHMX JOKYMEeHTax
34. rnoay HacToika no 50 msn, [NpvBaTHe YkpaiHa MpuBaTHe YKpaiHa BHECEHHS 3MiH A0 peecTpauiliHnx maTtepiasnis: 3MiHu | Tuny - 6e3 UA/7237/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
HACTOWKA 100 mn 'y chnakoHax; akuioHepHe akuioHepHe AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenma
no 100 mn y 6aHKax TOBapucTBo"bi TOBapuUCTBO MicLisi MPOBaKEHHS AisNbHOCTI BUPOGHMKa/imnopTepa
oniK" "Bionik" roTOBOrO JliKapCbKOro 3acoby, BK/Yakoun AiNbHULI BUMYCKY
cepii abo MicLle NpoBeAEeHHSA KOHTPOO AKOCTI. (AiANbHICTb, 3a
AKy BiAnoBiAae BUPO6HMK/IMNIOpTEp, BK/IOYAKOYM BUMYCK Cepii)
(3MiHa HaliMeHyBaHHs Ta afpecu MicLs NpoBaKeHHS
AisnbHOCTI BUpobHUKa MN13: 3miHa hopmMu B/IaCHOCTI
BMPOOHMKA Ta 3MiHa IOPUANYHOI Ha hakTUYHY agpecy 3
nepelimeHyBaHHAM Byuui. MicLe BUpo6GHULITBA He
3MiHMNOCk); 3MiHK | TUNY - AAMIHICTPaTVUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHMKa (B/lacHUKa
peecTpauiiiHoro NocBig4eHHs) (3MiHa HaliMeHyBaHHS Ta
afpecy 3asaBHUKA); 3MiHV | TUNY - AQMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo agpecu micus npoBafKeHHs
[iSnbHOCTI BUpO6HMKa (BK/IHOYatoun, 3a He0bXigHOCTI, Micue
NPOBELEHHSI KOHTPOJTHO SIKOCTi), ab0 B/lacHMKa Mactep-caiina
Ha A®I, abo nocTayvasibHuka Adl/BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLO 3a3HAYEHO Y AOCbE
Ha nikapcbkunii 3acib) 3a BiACYTHOCTI cepTudpikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEHOBUHM (SKLLO
3a3HayeHo y A0cbE) (3MiHa HaliMeHyBaHHS Ta agpecu micus
NPOBaKEHHA OiS/IbHOCTI BUpo6HUKa APl HacTolikm 3
NiKapcbKOi POCIMHHOI CUPOBUHU - 3MiHA (HOPMU BAIACHOCTI
BMPOOHMKA Ta 3MiHa IOPUANYHOI Ha hakTUYHY agpecy 3
nepeiMeHyBaHHaM BynuLi. Micue BUPOGHMLTBA HE 3MIHNI0Ch)
35. FNYTAPIIH PO3UMH ANA H'EKLN, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - 3a UA/4022/01/02
200 mr/mn no 5 mn B 06MEXEHO 06MeXeHOo 3MiHM B npoueci BupobHuuTBa A®| (HesHayHa 3miHa y npoueci | peyernmom
amnyni; no 10 BiANOBIAA/IbHI BiANOBIAA/IbHICTIO BMPOGHMLTBA ADI)
amnys y KapTOHHil CTH0 "PapmaueBTnyHa
Kopobui; no 5 mn B "dbapmaueBTn KOMMNaHis
amnyni; no 5 amnyn YHa KOMMaHis "3n0opoB’s"
y 6nicTepi; no 1 abo "3popos’a"
2 6nictepn y
KAPTOHHI KOpoO6LLi
36. FNYTAPIIH Tabnetkmno 1r, no ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianis: 3MiHW | TUNY - 6e3 UA/4022/02/02
ANMKOKNIH 1 Tabnetyiy obmexeHo o0bmMexeHot 3MiHM B npoveci BupobHuuTea A®I - 3amiHa CyLUiHHSA BOMOroro peyenma
6nictepi, no 2 BiANOBIAA/IbHI BiANOBIAA/IbHICTIO ocafly Ha cTenaxax nif naMmiHapH1UM NOTOKOM MOBITPSA Ha
6nictepu y CTiO "®apmaveBTuyHa CYLUIHHS Y CYLUMNbHIN Wwadi
KapTOHHI kopo6uyj, "®apmaueBTu KOMMaHis
no 10 TabneTtok y YHa KoMMaHis "3popos'a”
6nictepi, no 1 "3p0pos'a”
6nictepy B
KapTOHHI Kopoo6Lli
37. AEKCAMETA3 PO34nH NS iH'EKLN, KPKA, a.4., CnoBeHis KPKA, 4.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny - 3a UA/8538/01/01
OH 4 mr/mnno 1l mnaB HoBo mecTo MecTo 3MiHa po3mipy cepii (BkAKYakumM gianasoH po3Mipy cepii) peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
amnynax Ne 25 (5x5) rOTOBOrO NikapCbKoro 3acoby; 3MiHu | Tuny - 3MiHK
BMNpo6yBaHb abo JOMYCTVMUX MEX, BCTAHOB/IEHUX Y
cneundikauisix, Mg yac BUPOOHMLTBA FOTOBOrO MiKapCbKOro
3acoby - 3MiHa 10 p. " O6°eM HaMoBHEHHS" B NPOLECI
BMPOGHMLITBA rOTOBOTO J1iKApPCbKOro 3acoby
38. AVNKNO®EHAK | po3uunH ANns iH'eKuii, NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/5713/01/01
HATPIO 25%no3mnB "Ny6Huchapm"” "Ny6Huhapm" 3MiHa napameTpiB crneuudikaliii Ta/abo fonycTUMUX Mex peyenmom
amnyni; no 5 amnyn roTOBOrO MiKapCbKOro 3acoby (40NOBHEHHS abo 3aMiHa
y 6nictepi; no 1, 2 nokasHuka cneumdikadii 3a pesynbraramu AOCNIAKEHb 3
abo 20 6nicTepis y 6e3nekn abo AKOCTI (3a BUHATKOM NiKapCbKux 3aco6iB
nauui 3 KapToHy 6i0/10rYHOro/iMyHO/IOTIYHOTO NOXOKEHHS)) Ta BiANOBIAHI
3MiHW B IHCTPYKLIi 4151 MEAUYHOIO 3aCTOCYBaHHSA Y p.
«®apmaLeBTUYHI XapakTepuUCTUKM» (OCHOBHI hi3UKO-XiMiYHI
B/1aCTUBOCTI)
39. AVNKNO®EHAK- | Tabnetkun, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TUny - 3a UA/4060/02/01
AAPHNLUA 060/10HKOH, "PapmaueBTu "®apmaueBTnyHa BBEeEHHS ab0 3MiHW [0 y3arasibHEHUX AaHWX NPO cUcTemy peyenmom
KMLLKOBOPO3UMHHI, YyHa hipma thipma "AapHuus” chapmakoHarnsgy (Bkovatoun KOHTakTHI gaHi) Ta/abo
no 25 mr no 10 "NapHuus” 3MiHW Y PO3MilLEHHI MacTep-thaiina cuctemu
TabneTok y thapmakoHarnsgy
KOHTYPHIl
YapyHKOBIli
ynakosL; no 3
KOHTYPHIi YapyHKOBI
yNakoBKM B NauLli
40. AVNNPOCNAH® | cycneHsia ans LepiHr-Mnay LLiseiuapis [ns amnyn: Benbrisi/ BHECEHHS 3MiH 40 peecTpaLiinHux matepiasnis: 3Minu | Tuny - 3a UA/9168/01/01
iH'ekyin no 1 mn B CeHtpan lct Brpo6HuK 3a ®paHuis 3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
amnyni; no 5 amnyn Al NOBHUM LMK/TOM: KOHTeliHep/3akKyrnopoBasibHUi 3aci6. 3MiHa po3mipy ynakoBKu
B KQpPTOHHIi LWepinr-Mnay rOTOBOrO /iKapCbKOro 3acoby (BW/1y4YeHHS! yNakoBK/ NeBHOro
Kopob6ui; no 1 mn B Na6o H.B., po3mipy) (BMyYEHHS yNakoBOK po3MipoM: 1o 1 mn B ammyii.
nonepegHsL0 Benbris; Mo 1 anmyni B KapTOHHiIli kopobui; Mo 2 mn B nonepesHL0
HanoBHEHOMY Brpo6Huk in bulk, HanosHeHoMy wwnpuui. Mo 1 wnpuuy B komnaekTi 3 1 abo 2
wnpuui; no 1 nepBuHHE CTePUSIbHNMU FO/IKaMK1 B N1ACTUKOBOMY KOHTeHepi B
LUNPULY B KOMM/IEKTI nakyBaHHs: KapTOHHI kopobu) (TepMiH BBEEHHSI 3MiH NPOTArom 3-x
31a6o2 LWepiHr-Mnay, MICALIB MICNA 3aTBEPKEHHS)
CTePUIbHUMM dpaHuis;
roskamu B [ns nonepeaHbO
naacTMKoBOMY HanoBHEHUX
KOHTeliHepi B LINpULB:
KapTOHHIA KOpooLi LepiHr-Mnay,
PpaHuisn
41. AIANINOH® pO34uH NS iHdysili MAT "®dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/0794/01/01
3% no 10 mn, 20 mn AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenmom

B amnynax Ne5,
Ne10 y naykax, Ne5
(5x1), Ne10 (5x2) y
6nictepax

MiCLil MPOBaKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIOUAKUN AiNbHUL BUMYCKY
cepii abo MicLe NpoBeAEeHHSA KOHTPOO AKOCTI. (AiANbHICTb, 3a
AKy BiANoBiAae BUPO6HMK/iMNOpPTEp, BK/IOUAKOYM BUMYCK Cepiii)
(Np1BEAEHHSA Y BiANOBIAHICTL agpecn Micusa NpoBaXeHHs
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
AisinbHOCTI BUpobHuka M3 fo MiueHsii Ha BUpoOHULTBO
nNikapcbKux 3aco6iB (3MiHa IopUaNYHOT agpecu Ha hakTUYHy)
(TepMiH BBEAEHHSA 3MiH NPOTArom 3-X MicALiB nicns
3aTBEPKEHHS)
42, AIOKCN30/Ib® | po3uunH no 50 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/8021/01/01
-AAPHULUA no100ry "GapmaueBTu "®apmaueBTnyHa BBE/EHHS abo 3MiHV [0 y3ara/ibHEHUX AaHUX NMPO CUCTEMY peyenmom
thnakoHax abo YHa hipma tipma "AapHuua" thapmakoHarnsgy (BKoyaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
6aHkax, no 1 "NapHuus"” pO3MilLeHHI MacTep-haiina cuctemm hapmakoHarnsgy
hnakoHy abo 6aHLi
y nauui; no 500 r
a6o no 1000 ry
thnakoHax abo
6aHkax
43. AOKCEMIH kancysm no 10 mr no TeBa I3painb TOB TeBa Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/7467/01/01
10 kancyny dapmaneBTika OnepeiilH3 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro Jlikapcbkoro 3acoby | peyenmom
6nictepi; no 3 n lHaacTpi3 Monanpg - fofiaBaHHA YMOB 36epiraHHs CTaHAapTHOro Po3yunHy Ao
6nictepn B KOpoo6L| nrp. onmMcy MeTOAiB KOHTPOJIH0 FOTOBOTO /liKApCbKOro 3acoby:
KiJIbKICHOTrO BU3HaYeHHs1 Ta aHasli3y PO3YMHEHHS
44, AOKCENIH Kancynu no 25 mr no TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/7467/01/02
10 kancyny dapmaueBTiKa OnepelilH3 3MiHa y MeToAax BUNpobyBaHHSA roTOBOrO JlikapcbKoro 3acoby | peyenmom
6nictepi; no 3 n lHpacTpi3 MonaHpg - foflaBaHHs YMOB 36epiraHHs CTaHA4apTHOro Po34nHy A0
6nictepu B KOpoo6L nra. onuncy MeTOAiB KOHTPOJIH0 FOTOBOTO fiKApCbKOro 3acoby:
KiIbKICHOrO BU3HAYEHHS Ta aHaunidy pO34YNHEHHS
45, AOKCUUWUKNIH | kancynu no 100 mr MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/8028/01/01
-AAPHULUA no 10 kancyny "®dapmaueBTu "®apmMaueBTNYHa BBEAEHHSA abo 3MiHM [0 y3ara/lbHEHUX JaHWX MpPo cucTemy peyenmom
KOHTYPHiIl YyHa chipma hipma "OapHuus” thapmakoHarnsgy (Bk/Iouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
YapyHKOBIli "NapHuus" pO3MiLLEeHHi MacTep-ghaiina cuctemm hapmakoHarnsgy
ynakosL; no 1 a6o
Mo 2 KOHTYpPHi
YapyHKOBI YNakoBKu
y nayui; no 1000
Kancyny
KOHTeliHepax
na1acTMKOBUX
46. AOKLUE® NOpPOLLOK A5 NoniH NMimitep IHais Nonin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12609/02/01
opasibHOT cycneHsil AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
40 mr/5 mn no 50 mn 3asBHMKa (B/1acHMKa peecTpauiitHoro noceigyeHHs) (3miHa
a6o no 100 mny afpecu 3asBHUKA)
hnakoHi; no 1
nakoHy 3 MipHUM
KOBMaykom Ta
NopLUHEBOIO
nineTkow y
KAapPTOHHII ynakoBLi
47. AOMMNEPUAOH | nopoLuok TOB "KYCYM YkpaiHa Bacyaxa ®apma IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - - UA/11944/01/01
(cybeTaHuis) y PAPM" Xewm JlimiTeq AAMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu




81

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
nakeTax noaBinHMUX 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigyeHHs) (3miHa
nonieTuaeHoBmx afipecy 3asBHVKa)
ans
chapmaLeBTUYHOro
3acTOCyBaHHs
48. EK30-0EPM PO3YUH HALLKIpHWA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/13758/01/01
10 mr/mn no 8 mn obmexeHoro 06MexeHo 3MiHa napameTpiB crneuudikaliii Ta/abo fonycTUMUX Mex peyenma
abo no 20 mny BiANOBIAA/TbHI BiAMOBIAA/IbHICTIO NepBUHHOT YNakoBKM rOTOBOTO JTiKAPCbKOro 3aco6y (3BY)XEHHS
dnakoHi, CTHO "®hapmMaueBTUYHa O0NyCTUMUX MEX, BU3HAYEHUX Y creundikaLii); cynyTHs
3aKyrnopeHomy "®apmMaLeBTu KOMnaHis 3MiHa: 3MiHa y MeTofax BUNPoByBaHHA NEPBUHHOI YNakoBKM
Npo6KoHo- YyHa KOMMaHis "3p0poB'sa” roTOBOrO NiKapCbKOro 3acoby - 3miHa y cneumdikayii Ta
KpanesbHuLEel Ta "3popos'a” MeToAax BUMPOGYBaHHS NepBUHHOT yNakoBKM (h/iakoHn Ta
3aKpuTomy KPULLKW nnacTMacosi) 3a n. «MBY»; 3miHu | Tuny - 3miHa
KPWLLKOHO, Mo 1 hopMmn abo po3Mipy KOHTelHepa 4un 3aKynoprBasIbHOTO
hn1akoHy B KOpo6Lyi 3acoby (NepBUHHOT yNakoBKM) (HECTEPUILHI NliKapCbki 3aco6u)
3 KapTOHY - BBeZleHHs1 HoBOro gonakoHa ®B-10-18-02-OC goaaTkoBo A0
3aTBEpPAKEHOro donakoHy ®B-10-18-01-OC BupobHuka MAT
«Map’siHIBCbKMi cCkno3aBog» YkpaiHa. BiacyTHi skicHi Ta
KifIbKICHI 3MiHM CKNafy nakyBaslbHOTO MaTepiany
49. ENI®OP TabneTku Mdpaiizep CLIA BMPOGHMLTBO, IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14972/01/01
NPOMOHroBaHoI Al Eiiu.Ci.Mi. nepBuHHE Ta HimeuunHa 3MiHM Yy npoueci BUpOGHMLTBA FOTOBOrO /liKapcbKoro 3acoby, peuenmom
no 100 mr Ne 28 KopnopeiiwH BTOPUHHE BK/THOUAIOYM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
(14x2) y 6nictepax nakyBaHHs, BMPOOGHULITBI FOTOBOrO NiKAPCHKOro 3ac06y - OHOB/IEHHS
KOHTPO/b SKOCTi: marepianiB peecTpauiiHoro focke iHpopmaliero ans
Mdpaiizep Ipnangais p.3.2.P.3.3, Wo B1nNagKkoso He byna npeacrasneHa y
dapmacbloTikans, mMarepianax focbe Mif Yac peectpawii y Toi yac, K BignoBigHi
IpnaHgis; OHOBJIEHHS BXe 6y/n BHeceHi y p. 3.2.P.3.2.
nepBuHHe Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii: Mdpaiizep
MeHtochekuypuHr
[Loiunena MrvoéxX,
HimeuunHa
50. ENI®OP TabneTku Mdpaiizep CLIA BMPOGHMLITBO, IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/14972/01/02
NPONOHroBaHoI Aii Eiiy.Ci.Mi. nepBuHHE Ta HimeuunHa 3MiHM y npoLeci BUPO6HMLTBA FOTOBOTO JTiKaPCLKOro 3acoby, peuenmom
no 50 mr Ne 28 KopnopeiiwH BTOPVHHE BK/IHOYA0OUM MPOMIXKHUI MPOAYKT, WO 3aCTOCOBYETLCA NpU
(14x2) y bnictepax nakyBaHHs, BMPOGHULITBI FOTOBOrO NiKAPCbKOro 3ac0oby - OHOBJIEHHS

KOHTPO/b SIKOCTI:
Mdpannzep Ipnaxgis
dapmacbloTikans,

IpnaHgis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii: MNdpaiizep

MeHdEeKYYPUHT

marepianiB peecTpauiiHoro focke iHpopmaLiero Ans
p.3.2.P.3.3, Wo BMNaAKOBO He Gyna npeacrasrieHa y
mMarepianax focbe Mif yac peectpawii y Toi yac, K BignoBigHi
OHOBJIEHHS BXe 6y/n BHeceHi y p. 3.2.P.3.2.
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
[Loiunena rméx,
HimeuunHa
51. ENNOKOM® Kpem 0,1% no 15 r LepiHr-Mnay LLiBefiuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/6293/02/01
abo 30 ry Ty6i, no 1 CeHTtpan Ict Na6o H.B. AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Ty6i B KAPTOHHIW Al MicList MPOBaPKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
KopooLi rOTOBOrO JliKapCbKOro 3acoby, BK/OYakoUn AiNlbHULI BUMYCKY
cepii abo Micue NpoBefeHHs KOHTPOIO AKOCTI. (fisIbHICTb, 3a
SIKY BignoBigae BMPOGHUK/iMNopTep, BK/IKOYaOUM BUMYCK Cepiif)
(3miHa appecu BMpo6HUuKa 13, 6e3 3MiHU MicLA
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsLiB
nicnsl 3aTBEPAKEHHS)
52. ENNOKOM® mMasb 0,1% no 15r LepiHr-Mnay LLiBeiiuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/6293/01/01
a6o 30 ry Ty6i, no 1 CeHtpan lct Na6o H.B. AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Ty6i y KApTOHHIl Al MiCLii MPOBaPKEHHS AiS/IbHOCTI BUPObHUKa/imnopTepa
Kopoobui roTOBOro Nikapcbkoro 3acoby, BKIYaUK AiNbHALL BUMYCKY
cepii abo micue NnpoBefeHHs KOHTPOIO AKOCTI. (fiAfbHICTb, 3a
AKy BiAnoBiAae BUPOGHMK/iMNOPTEp, BK/IOUAKYM BUMYCK Cepiii)
(3miHa appecu BMpo6HUKa 13, 6e3 3MiHU MicLs
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicnsi 3aTBEPAKEHHS)
53. E/NIOKOM® Kpem 0,1% no 15 r LepiHr-Mnay LLiBeiiuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/6293/02/01
a6o 30 ry Ty6i, no 1 CeHtpan lct Na6o H.B. 3MmiHu 3 sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
Ty6i B KAPTOHHI Al 3miHa y cknagi (4OMOMKHUX peyoBMHAX) roTOBOTO JTiKapCbKoro
KopoobLi 3aco06y (iHLWi 3MiHK) - NPUBELEHHA CKNaAy NiKapCbKoro 3acioy
Yy BifMOBIAHICTb [0 OPUTiHa/IbHOTO [OCHE BUPOOHMKA.
BBefeHHs 3MiH NpoTSArom 3-x MicsiLiB Nicns 3aTBEPAKEHHS.
54. 3E/140KC® Kancynum TBepgi no Mdpaiizep IHK. CWA BUPOBHULTBO, HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/2595/01/01
40 mr Ne 28 (14x2) y nakyBaHHs, Ipnangis BWTYYEHHS BUPOOHUYOI AiNbHULI (BKAOUAKOUN AiNbHULi ANS peyenmom
6nictepax MapKyBaHHS, A®l, NPOMiXXHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,
KOHTPO/b SKOCTI, LinbHULUI oNs NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
BUMYCK cepii: P- BiANOBIAa/IbHOrO 3a BMMNYCK Cepiii, MiCLie NpoBeAEeHHS
dapm [xepmaHi KOHTPO/tO cepii) abo nocTavasnibHWKa BUXIQHOrO MaTepiasty,
'M6X, HimeuunHa; peareHTy abo AOMNOMDKHOI pEHOBUHM - BUTYYEHHS BUPOGHMKA
BMPOGHMLITBO Ta L0401 PeYOBMHN 31NpasvaoHy rigpoxaopuay MoHorigpaTty 3
KOHTPO/b AKOCTI: BiANOBIAHUMU 3MiHaMK y p. «Cknag»
Mdpaiizep IpnaHgis
dapmacbtoTikans,
IpnaHgais
55. 3E/1OKC® Kancysnu Teepgi no Mdcpaiizep IHK. CWA BMPOGHULITBO, HimeuyunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - 3a UA/2595/01/02
60 mr Ne 30 (10x3) y nakyBaHHs1, IpnaHgais BW/TyYEHHST BUPOOHMYOT AiNbHULI (BKIKOYAOUN AiNbHWLI As peuyenmom
6nictepax MapKyBaHHS, A®l, NPOMiXXHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,

KOHTPO/b SKOCTI,

BMNycCK cepii: P-
dapm [xepmaHi
'm6X, HimeuuunHa;
BMPOGHMLTBO Ta
KOHTPO/b SIKOCTI:

AiNbHUL ANA NPOBeAEHHSA NakyBaHHS, BUPOOHUKA,
BiANOBIAA/IbHOIO 3a BUMYCK Cepiid, MicLie NPOBeAEHHS
KOHTPO/IO cepii) abo nocTavanbHUKa BUXIQHOMO MaTepiasny,
peareHTy abo [ONOMKHOI PEYOBUHM - BUyHEHHS BUPOOHMKA
Ail040i PeYOBMHU 3UNPa3vuAoHY TiApOXI0PUAY MOHOrIApaTy 3
BignoBiaHMMY 3MiHaMn y p. «Cknag»
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
Mdpaiizep IpnaHgis
dapmacbtoTikans,
IpnaHgais
56. 3E/1OKC® Kancynu Teepgi no Mdcpaiizep IHK. CWA BMPOGHULITBO, HimeuyunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - 3a UA/2595/01/03
80 mr Ne 28 (14x2) y nakyBaHHs1, IpnaHgais BW/TYYEHHST BUPOOHMYOT AiNbHULI (BKIKOYAOUN AiNbHULI A5 peuyenmom
6nictepax MapKyBaHHS, A®|, NPOMiXXHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby,
KOHTPOb AKOCTI, AiNbHUL ANA NPOBEeAEHHSA NakyBaHHS, BUPOOHUKA,
BMNycCK cepii: P- BiNOBIAA/IbHOIO 3a BUMYCK Cepiid, MicLie NPOBeAEHHS
dapm [xepmaHi KOHTPO/IO cepii) abo nocTavasnibHUKa BUXIQHOMO MaTepiany,
M6X, HimeuuunHa; peareHTy abo [ONOMKHOI PEYOBUHM - BUyHEHHS BUPOOHMKA
BUPOBGHMLITBO Ta Ail040i PeYOBMHU 3NPa3vuAoHyY TiApOXI0pUAY MOHOrIgpaTy 3
KOHTPO/b AKOCTi: BiANOBIAHUMU 3MiHaMK y p. «Cknag»
Mdpaiizep Ipnanais
dapmacbtoTikans,
IpnaHgais
57. NOAIKCON® cnpeii, 85 mr/r no 30 TOB YkpaiHa TOB "Mikpodchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianis: 3MiHW | TUNY - 6e3 UA/5764/01/01
Iy KOHTEeWHepi "Mikpodpapm" BBEAEHHSA abo 3MiHM [0 y3ara/ibHEHUX AaHWX MPO CUCTEMY peyenma
nnacTMKoBOMY 3 hapmMakoHarnagy (Bk1o4YatoUumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
MeXaHi4YHUM po3MilLieHHi MacTep-thalina cuctemm hapMmakoHarnagy
Hacocom Ta
posnuntoBayem; no
1 KOHTelHepy B
nayui 3 KApTOHY
58. IBOHIA3UA- PO3YUH ANs1 iH'EKLINA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/2671/02/01
AAPHNLUA 100 mr/mnno 5 mn B "GapmaueBTu "®apmaueBTnyHa BBEAEHHS ab0 3MiHW 40 y3arasibHEHUX faHMX NPO cUcTemy peyenmom
amnyrni; no 5 amnyn YyHa hipma thipma "AapHuus” thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Y KOHTYpHIiA "NapHuus” pO3MiLLeHHI MacTep-dhaiina cuctemm hapmakoHarnsgy
YapyHKOBIl
ynakoBLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B NauLi; no
10 amnyn y kopoo6uj
59. I3OMNTUH® SR Tabnetku, A660TT HimeyuunHa BUPOBHULTBO, HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaviiiHux matepiasis: 3MiHu | TUny - 3a UA/7175/03/01
NPOJIOHroBaHoI g, NabopaTtopis nakyBaHHs, pevis 3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTpoNb roToBOrO | peyenmom
no 240 mr Ne 30 6X KOHTPO/Ib AKOCTI

(15x2) y 6nictepax B
KapTOHHI Kopoo6Li

Ta BUNycK cepi:
AG6BI [oliunaHg,
v6X i Ko. K,
HimeuunHa
abo
BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/Ib SKOCTI
Ta BUNycK cepii:

nikapcbkoro 3acoby. 3miHa y meToax BUnpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (BUyYeHHs MeToay BUNPOOYBaHHS, AKLLO
BXE 3aTBEPXEHWN aflbTepHATUBHWI MeTog) (ans n.
"O[HOPIAHICTb 4030BAHNX OANHULL" BUSTYYEHHS
aNbTepHaTUBHOIrO MeToAy (MeToA NPSIMOro BU3HAYEHHS),
HasiBHWI pPO3paxyHKOBO - BaroBuii meTtog) (TepmiH BBEAEHHS
3MiH NPOTArom 6 -Tu MiCALIB NicNa 3aTBepmKeHHs); 3MiHu |
TMNy - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKapCcbKoro 3acoby. 3MiHa y meTogax BUNpobyBaHHsA
rOTOBOrO JlikapCcbkoro 3acoby (He3HauHa 3miHa y

damap A.B.E. 3aTBEpPMAKEHNX MeToAax BUNPOOYBaHHS) (He3HaUYHa 3MmiHa Y
AHTOYCCa MnaHT, 3aTBEPMAXEHNX MeToAax BUnpobyBaHHA 3a n. "Po3unHeHHs" -
pedis JoaBaHHSA MOX/IMBOCTI BUKOPUCTaHHA 15 aHauni3y
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
nocsi0O4YeHHs

Hepo3BeeHUX CTaHJapPTHOrO Ta BUNPOGYBAHOTO PO3YMHIB,
[0AaHHA ABOX METOAIB PO3paxyHKy %- HOro BMICTY Ajto4oi
PEYOBUHM, LLLO BUBINIbHAETLCA Nif, Yac PO34YMHEHHS) (TepMiH

BBEJEHHS 3MiH NPOTArOM 6 -TU MiCALIB NiCNSA 3aTBEPKEHHS);
3MmiHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /likapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS rOTOBOMO MikapCbKoro 3acoby (iHLWi 3MiHN y

MeToAax BUNpobyBaHb (BK/IOUaKUM 3aMiHy abo AONOBHEHHS)

(3amiHa BunpobyBaHHsa 13 T."KinbkicHe BU3HAYEHHS

(Bepanaminy rigpoxnopuay)" MeTofom Y d-cnektpodoTomeTpii

/thoTomeTpii Ha BUNpobyBaHHs meTogom BEPX (Ha Bunyck)
( HasBHWI MeTog BEPX Ha TepmiH npugatHocTi) (TepMiH
BBEJEHHS 3MiH NPOTArOM 6 -TU MiCALIB NiCNSA 3aTBEPKEHHS);
3MmiHu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo AONYCTUMUX MEX FOTOBOTO /iKapCbKOro
3aco06y (iHwi 3MiHn) (0. "laeHTrdikauis”, "OgHopigHICTb
[1030BaHVX OAMHULL" A0AaBaHHA NPUMITKA CTOCOBHO

NpoBeAeHHS BUNPOOYBaHHA Npy AOCAIAKEHHAX CTabiNbHICTI;

n. "OfHOpIAHICTb A030BaHUX OAVHULL" 3MiHA (HOPMY/THOBaHHS,

BUJTYYEHHS aflbTepHaTMBHOrO MeTogy (MeToA NpsMoro
BU3HAYEHHS) , HAsABHWIA PO3paxyHKOBO-BaroBWin MeToA,; N.

"Po3unHeHHs" 3miHa chopmyntoBaHHSA) (TepMiH BBEAEHHS 3MiH

NPOTArom 6 -Tu MiCALB NicNa 3aTBePAKEHHS); 3MiHW | Tuny -

3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cneyudikauin Ta/abo

[OMYyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby (BUTyYEHHS

He3Ha4yHOro NokasHuKa (Hanpukiag 3acTapifioro NokasHyka,

TakKoro sk 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB UK

CMakKoBUX 106aBOK) (BUyYeHHs n. "MiLHicTb" 3i cneumdikawi

"3, oCKiNbKy KOHTPO/b MPOBOAUTLCS Y NPOLLECi BUPO6HNLTBA

'N3 "bending strength”, "resistance to crushing"); 3miHu | Tuny

- 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikavin Ta/abo AONYCTUMUX MEX rOTOBOTO NiKapCbKoro
3aco0y (BU/TyYEHHS HE3HAYHOTO NoKa3Huka (Hanpvknag,
3aCTapifioro NokasHvka, Takoro Sk 3anax Ta cMak, abo
ineHTndikauis 6apBHMKIB UM CMakoBUX [06aBOK) (BunyuyeHHs
He3Ha4yHoro nokasHuka i3 cneyudikadii. n. * JoBxXuHa,
ZiameTp, TOBLLUMHA", OCKi/IbKN KOHTPO/Ib NPOBOANTLCA Y
npoueci BupobHuuTtea M13) (TepMiH BBEAEHHS 3MiH NPOTATOM
6 -T MicALB nicns 3aTBepKeHHS); 3MiHW | Tuny - 3MiHK 3
AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHW Y BUPOOHULITBI.
3MiHu BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneundikauisix, Mg yac BUPOOHMLTBA FOTOBOrO MiKapCbKoro
3aco06y (BW1yYeHHs1 HECYTTEBOrO BMNPOOYBaHHSA B NPOLLECI
BMPO6HMLTBA) (BUIYYeHO BUNpobyBaHHs «Maca nicns
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliH
020
nocsi0O4YeHHs

BuCyLLyBaHHS» (Weight after drying) HasBHwiA
anbTepHaTUBHWIA T. «BonoricTb rpaHyn (BTparta npu
BUCYLLYBaHHI); - BUNy4eHo BunpobysaHHsa (Weighing records),
OCKi/NIbKN KOHTPOJTHETLCS AOKYMEHTYBaHHA BUPOOHMLTBA cepili
B ymoBax GMP; - pegakuiliHi npaskv o p. 3.2.P.3.4 go
BMNpo6yBaHb «Tablet thickness», «Tablet Bending Strength»,
«Film Coating tablet Thickness»nepeHeceHHs iHpopmaLii
LLIOA0 NapaMeTpiB KOHTPOIO Mif Yac BUPOGHMLUTBA i3 p.
3.2.P.3.3. y BignosigHwuii p. p. 3.2.P.3.4 . « Granule Moisture»,
«Weight after drying») (TepMmiH BBEAEHHS 3MiH NPOTArom 6 -Tn
MicsALiB MicnsA 3aTBEpAKEHHS); 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkunii 3aci6. 3MiHW Yy BUPOOGHULTBI. 3MiHN Y
npoueci BUpoOHULITBA rOTOBOTO flikapCbKoro 3acoby,
BK/IHOYAOUM MPOMIXHUI MPOAYKT, WO 3aCTOCOBYETLCA NpU
BMPOGHULITBI FOTOBOr0 NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpo6HULTBA) (HE3HAYHA 3MiHa Y NpoLeCi
BVMPOGHWLTBA KOPUTYBaHHA HAA/IMLLKY BOAW, eTaHONY;
36i/bLUEHHSA BUPOOHNYOrO HAA/INLLIKY PO3UMHY 15 MOKPUTTA
060/10HKOH0 (3 5% [0 20%) AN KOMNEeHcawi TeXHIYHMX
BMTPAT; - He3HaYHa 3MiHa BXiAHOI TeMnepaTypu NoBiTPS npu
BMCYLYBaHHI rpaHyn (3 70-90°C go 60-80°C ) Ta nig yac
nokKpuTTS TabnetTok 06010HKOK (3 50-70°C fo 40-70°C); 3MiHK
| TMny - 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbKnii 3aci6. 3MiHK y
BMPOGHULTBI. 3MiHa po3mipy cepii (BkItoYakum gianasoH
po3Mipy cepil) roToBOro NikapcbKoro 3acoby (3MeHLUeHHs A0
10 pasiB) (3MeHLLeHHS po3Mmipy cepii /13 3 1 MH TabneTok
(741 kr)

00 430 000 TabneTok ( 321 kr) ANna anbTepHaTUBHOI AiNbHUL
BMpo6HuuTBa ®amap A.B. E. AHToycca MnaHT, Mpeuis); 3MiHn
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCcbKuii 3aci6. 3MiHK y
BMPOBHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOTLCSA
BUMYCKY Cepii Ta KOHTPOJIHO SKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHsA BUPOOHNKa, LLO BignoBigae 3a
BBE3€eHHs Ta/abo Bunyck cepii) - Bkitoyaoun
KOHTPO/b/BMNPOGYBaHHSA cepii (AoaasaHHsA BUpo6HuKa MN3;
®amap A.B. E. AHToycca MNnaHT, Mpeuist) (TepmiH BBeAeHHSA
3MiH NPOTArom 6 -Tu MicALiB NicNa 3aTBepAXeHHS:); 3MiHK |
MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
BMPOBHMLTBA AN151 YACTVMHM @b0 BCbOro BUPOBHMYOro npoLecy
rOTOBOrO /liKapCcbkoro 3acoby (fifbHULSA, Ha AKil NPOBOASATLCA
6yAb-sKi BAPOOHUYI CTagji, 3a BUHATKOM BUMYCKY Cepii,
KOHTPO/IO SKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
HecTepuIbHUX Nikapcbknx 3acobis) (BBeAeHHS [0AATKOBOI
AinbHUUI BUpo6HMLTBA) (TEPMIH BBEAEHHS 3MiH NPOTAroMm 6 -
TV MicALiB nicnsa 3aTBepmXeHHs) CynyTHS 3MiHa - 3MiHN 3
AKOCTi. [0TOBWIA NikapCcbKWii 3aCi6. 3MiHW Y BUPOOHULITBI.
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep

n/n | nikapcbKo20 Bionycky | peecmpayitiH

3acoby 020
noceioYeHHs
3amiHa abo BBefEeHHS [0AAaTKOBOI Ai/IbHULi BUPOBHULTBA A/1A
YacTVHM abo BCbOro BUPOHGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AiNbHULSA A5 NEPBUHHOTO NaKyBaHHS)
(oopaBaHHsa BMpobHuka MN3; damap A.B. E. AHToycca MNnaHT,
[peuist, (3aTBepmAKeHO: AG6BI [lonunaHg MvoX i Ko. KI,
HimeyunHa (BMPOOGHULTBO, NaKyBaHHSA, KOHTPO/Ib SAKOCTI Ta
BUMYCK cepii), 3anpornoHoBaHo: A66Bi JoliunaHg Mv6X i Ko.
K, HimeyunHa (BMpOBHULITBO, NaKyBaHHS, KOHTPOJIb SKOCTi Ta
BUNYyCK cepii)abo damap A.B. E. AHToycca lMnaHT, [peuis
(BUPOBHMLTBO, NaKyBaHHS ,KOHTPO/b AKOCTI Ta BUMYCK cepii).
3MiHM 3 SIKOCTI. - 3MiHM 3 AKOCTi. FOTOBWMIA NiKapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3amiHa abo BBeAEHHS J0AaTKOBOI
OiNbHULI BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBHMYOrO
npoLecy rotToBoro Nikapcbkoro 3acoby (ginbHuUA ans
BTOPWHHOTO NakyBaHHS) (foAasBaHHA BUpobHuKa 13 damap
A.B. E. AHToycca NnaHT, peuis)

60. IMYHOITOBY/1 | komnnekT: 1 amnyna NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 peecTpauiliHnx maTtepiasiis: 3miHu | Tuny - 3a 30/12-
IH 33 M1 "®APMCTAH "®APMCTAHOAP AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuyenmom 300200000
AHTUPABIYHWU | imyHornobyniny OAPT-BIOJIK" T-BIONIK" 3as1BHUKA (BN1aCHVKa peecTpaviiiHoro noceigyeHHs) (3MiHa
1 (KIHCbKWIA) aHTMpabiyHoro Ta 1 agpecy 3asBHMKA); 3MiHM | TUNy - AGMIHICTPATUBHI 3MiHN.

amvnyna 31 mn 3MmiHa HalimeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS
iMyHOrno6yniHy LisiNIbHOCTI BUPO6GHMKa/iMnopTepa roToBOoro J1ikapcbKoro
aHTMpabivyHoro 3acoby, BK/IYaoun AiNbHNLI BUMYCKY cepil abo Micue
po3ssegeHoro 1:100, NpoBeAeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
a6o 1 amnynas>5 BMPOGHWK/iMNopTep, BKoYatoun Bunyck cepiid) (MpreeaeHHs
MJT iIMYHOT106Y/TiHY agpecy Micusi NPoOBaZKEHHS Aisi/IbHOCTI BUPOBGHUKaA A0
aHTupabiyHoro Ta 1 NiyeHsii Ha BUpOBHMLTBO Nikapcbknx 3acob6iB 6€3 3MiHM MicLs
amnyna 3 1 mn BVMPOGHMLTBA)

iMyHOrno6yniHy

aHTupabiuHoro

po3segeHoro 1:100.

Mo 5 komnnekTiB y

navui

61. IMYHOINOBY/N | po34uH Ans iH'exuji, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a 30/12-
IH He MeHwe 150 "®APMCTAH "®APMCTAHOAP 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta ckiag peyenmom 300200000
AHTUPABIYHN | MO/mn, 1 amnyna 3 OAPT-BIOJIK" T-BIONIK" (iHWi 3miHW) (3a3HaveHHs nikapcbKoi hopmu Ta cunu Aii)

" (KIHCbKWIA)

iMyHOrno6yniHom
aHTupabiyHum (3
MJ1) Y KOMMeKTi 3 1
amnysioo 3
iMyHOrno6yniHom
aHTUpabiuHUMm
po3sefeHum 1:100
(A mn), no 5
KOMMNEKTIB Y nauuj,
ab6o 1 amnyna 3
iMyHOr106ysiHom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
aHTMpabivyHUM
(5 M) y KOMMMEKTi 3
1 amnynoto 3
iMyHOrno6yniHom
aHTUpabivyHUm
po3ssefeHum 1:100
(L mn),no5
KOMM/IEKTIB Y maui
62. IMYHOINOBYN | komnnekT: 1 amnyna NAT YkpaiHa, MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a 30/12-
IH 33 M1 "®APMCTAH YKpaiHa, "®APMCTAHOAP 3MiHa y MeToAax B1NpobyBaHHSA roTOBOrO fikapcbKoro 3acoby; | peyenmom 300200000
AHTUPABIYHWU | imyHOrnobyniHy OAPT-BIOJIK" YkpaiHa T-BIOANIK" CyMyTHS 3MiHa: 3MiHa NapameTpiB cneyudikauin Ta/abo
1 (KIHCbKWIA) aHTupabiyHoro Ta 1 [0NyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby - NpuBeAeHHs!
amnyna 3 1 mn nocunaHb y cneuudikaLii Ta MeTogax KOHTPosIo Ans
iMyHOrno6yniHy NOKa3HUKIB SKOCTI A0 Aito4oro BugaHHa dY. 3miHa Ha3Bu
aHTupabiuHoro nokasHuka "ABTEHTUYHICTL" Ha "laeHTrdikauis" 6e3 3MiHK
possegeHoro 1:100, HOpPMYBaHHSA Ta METOAMKN KOHTPOSIO. Mepe3aTBepaKeHHA
abo 1 amnyna 35 AHaNITUYHOI HOpMaTMBHOT goKyMeHTauii (AH) Ha MeToan
M1 iMyHOT/106yTiHY KOHTpot0 siKocTi (MKH); 3miHuM | TUny - 3mMiHW, NoB'A3aHi 3
aHTupabiyHoro Ta 1 HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTL A0 MOHOrpadil
amnyna 31 mn LY abo €Bponelicbkoi hapmakonei, abo iHLWOT HalioHasTbHOT
iMyHOrno6yniHy thapmakonei aepxasu €C - NpuBeAeHHs cneumdikaliii ans
aHTupabiuHoro [OMNOMDKHUX PEYOBWH, L0 BXOAATL A0 Ckiafy rotoBoro
posBegeHoro 1:100, NiKapcbKoro 3acoby (HaTpito xopuay, riiuuHy, BOAN AN1si
no 5 KoMNNexTiB y iH’eKUili) [0 BUMOT Ajito4oro BugaHHs 4dY
nauui
63. IHFCANINT-H cnpei ans iHransauin TOB YkpaiHa TOB "Mikpodchapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/0938/01/01
no 30 r y 6asoHi; no "Mikpochapm"” BBeJeHHs ab0 3MiHW [0 y3arasibHEHUX AaHUX NPO cUCTeMy peuenma
1 6anoHy 3 thapmakoHarnsgy (BKouvatoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3nuoBayem Ta pO3MilLeHHI MacTep-dhaiina cuctemm hapmakoHarnsgy
3aXCHUM
KOBNA4koM y nauuj 3
KapTOHY
64. IPECCA TabneTkn, BKpUTI AcTpa3eHeka Lseuis Bupo6HKMK "in AnoHisi/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12118/01/01
NNiBKOBOIO Ab bulk", kKOHTpO/b Benuko6put | 3MiHK 3 AKOCTI. FOTOBWMIA Nikapcbkunii 3aci6. KOHTposib roToBOro | peyenmom
o060510HKot0, No 250 AKOCTI: aHis nikapcbkoro 3acoby (iHwi 3MiHK) (3MiHM y cneuudikauii Ta
Mr no 10 TabneTok y Hinpo ®apma MeToAax KOHTposto /13 3a nokasHMKamu AKOCTi «Onue,
6nictepi; no 3 KopnopeiiwH «lgeHTudikanis», «KinbkicHe BU3HauYeHHs», «CynpoBifHi
6nictepu B nakeTi B Karamiiwi MnaHT, OOMILLKM», «P0O34nHEHHS», «O4HOPIAHICTb A030BaHUX
KapTOHHIA KOpooLi AnoHis; OQHVLb>» - BUMPAaB/IEHHS, NOBA3aHI 3 HEKOPEKTPUM
Brpo6HuK "in nepeknagoM B onuci A0NyCTUMMX HOPM Ta METOAMK

bulk", kOHTponb

AKOCTi, NepBUHHA
Ta BTOPUHHA

ynakoBka, BUMyCK

BW3HAYEHHS NOPIBHAHO 3 OPUTiHAIBHUMUN [OKYMEHTamu
BUPOGHMKA); 3MiHM | TUny - 3MiHK 3 skoCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3MiHa y MeToAax BUMPOGYyBaHHS rOTOBOTO JliKkapCbKoro 3acoby

cepii: (OHOBNEHHS NpoLeaypy BUNPOOYBaHHSA A/151 TPUBEAEHHS Y
AcTpa3eHeka tOK BiANOBIAHICTb 3i 3MIHEHOIO 3aranbHoK cTatTeto APY abo
NimiTea, €BponeiicbKoi papmakonei) (MprBeAeHHs1 NoKasHUKa SIKOCTi
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Ymosu

Howmep

Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Bionycky

peecmpayiliH
020
noceioYeHHs

BenvkobputaHis

«Mikpob6ionoriyHa ynctota» /13 y BiANOBIAHICTb 4O BUMOT
EP); 3minn | Tuny - 3MiHn 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS rOTOBOMO NikapCbKoro 3acoby (iHLWi 3MiHN Y
MeToAax BUNpo6yBaHb (BK/IOYaUM 3amMiHy ab0 AONOBHEHHS))
(BBEAEHHA [,OAATKOBOTO MeToAy BMMPOOYyBaHHA 3a
nokasHMkoM «OAHOPIAHICTb [030BaHNX OAMNHULL> (3a
aonomoroto Y®-cnektpodhoTomMeTpir); 3miHn | Tuny - 3miHW 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa po3Mipy cepii (Bk/ItoYakoun gianasoH po3mipy cepii)
roTOBOrO NikapCbKoro 3acoby (36inblweHHs Ao 10 pasis
MOPIBHSAHO i3 3aTBEPIKEHNM PO3MIPOM) (BBEAEHHS
[04aTKOBOrO, 36inbLueHoro po3mipy cepii /13 ans HoBoi
AinbHUU BUpobHuyTBa Hinpo ®apma KopnopeiwH Karamiiwi
MnaHT — 570000 126, (285 Kr); 3miHW | TURY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHN Y
npotieci BUpO6bHMLITBA FOTOBOTO NiKapCbKoro 3acoby,
BK/THOYAIOYN NPOMiXKXHWIA NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOBHULTBI FOTOBOrO J1iKapCbKoro 3acoby (He3HayHa 3miHa y
npoveci BUpo6bHULTBA) (3MiHM y TexHonorii BupobHuuTtea /13
ANns HoBOro B1po6Huka Hinpo ®apma KopnopeiiwH Karamiiwi
MnaHT, Wo 06ymMoB/ieHi BiAMIHHOCTAMU y 061aaHaHHI); 3MiHu |
MRy - 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbknii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHThLCA
BUWMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKApPCbKOro
3acoby (3amiHa abo foAaBaHHS AifbHUL, Ha AKil
30iICHIETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) (BBeAEHHS
[04aTKOBOT AiNbHULL 4151 NPOBEAEHHSA KOHTPOAO AKOCTi: Hinpo
®apma KopnopeiiwH Karamiiwi MnanT, AnoHis) (TepMiH
BBEJEHHS 3MiH MPOTAroM 6-Tu MicAUIB NiCNA 3aTBEPLKEHHS);
3MiHu | TMNY - 3MiHK 3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI
AiNbHWLI BUPO6HMLTBA A48 YaCTUHK abo BCbOrO BUPOBHNYOTO
npoLecy rotToBOro Nikapcbkoro 3acoby (AiNbHMLSA, Ha SKilA
nNpoBOAATLCA By Ab-AKi BUPOOGHWYI cTagil, 38 BUHATKOM BUMYCKY
cepiil, KOHTPO/IIO AKOCTi, NEPBUHHOTO Ta BTOPVHHOIO
nakyBaHHs, 4151 HECTePU/IbHUX JiKapCbKMX 3ac06iB)
(BBEAEHHA [0AATKOBOI AiNbHULI BUpo6bHULTBA «in bulk» Hinpo
dapma KopnopeiiwH Karawmiiwi MnaHT, AnoHis, sk Hacnigok,
YTOYHEHHS BUPOOGHUUMX (PYHKLA AN 3aTBEPLKEHOIO
BMpo6Huka Actpa3eHeka tOK JlimiTeg, Benvka Bputanis
(Bupo6Huk «in bulk», nepBuHHa Ta BTOPUHHA yNaKoBKa,
KOHTPONb AKOCTI, BUNycK cepil) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepAKEHHS)

6e3

UA/7241/01/01

65.

KANEHAYNN
HACTOUKA

HacToika no 50 mn
abo no 100 mny

dnakoHax; no 100

MNpvBaTHe
akujioHepHe
TOBapuCTBO

YkpaiHa

MpuBartHe
akujioHepHe
TOBapuUCTBO

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

peyenma

3as1BHMKA (B/1IACHMKA PEECTPALiiHOro NOCBiAYEHHS) (3MiHa
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
M1y 6aHKax "Bionik" "Bionik" HalilMeHyBaHHs Ta afpecu 3asiBHUKA); 3MiHU | Tuny -
AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaPKEHHA AiS/IbHOCTI BUPObHUKa/iMnopTepa
roTOBOro NikapCbKoro 3acoby, BKIYaUMN AiNbHALL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (gisbHICTb, 3a
AIKy BiANoBiAae BUPOGHUK/IMNOPTEp, BK/IOUAKYM BUMYCK cepiii)
(3MiHa HalilMeHyBaHHs Ta afpecu MicLsa NPoBaKeHHS
AisnbHOCTi BUpo6Huka MN13: 3mMiHa chopmun Bf1acHoCTI
BUPOGHMKa Ta 3MiHa I0pUANYHOT Ha hakTUyHY agpecy 3
nepeiimeHyBaHHAM BynuLji. MicLe BUpoOGHMLTBA He
3MiHWIOCK); 3MiHKM | TURY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMPOOHUKa (BK/IHOYaKOUK, 38 HEOBXIAHOCTI, MicLle NpoBeAEeHHS
KOHTPO/IO AKOCTI), abo BnacHuka mactep-caiina Ha Adl, abo
noctavanbHuka Ad®Il/BuxigHoro
mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
3aCTOCOBYOTbCA Y BUPOOHULTBI API (AKLLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHKKa HOBOT AOMOMDKHOT PEYOBUHY (SIKLLIO
3a3HavYeHo y A0CbE) (3MiHa HaliMeHyBaHHS Ta afpecu Micus
NPOBa/PKEHHS Ais/IbHOCTI BUPo6HUKa APl HacToliku 3
NiKapCbKOi POCAVHHOI CMPOBWHM - 3MiHa (DOPMY B/IACHOCTI
BUPOGHMKa Ta 3MiHa IOpUANYHOT Ha hakTUYHY agpecy 3
nepeiimeHyBaHHsiM By/inLi. MicLie BUPOGHULTBA HE 3MIHW/OCH)
66. KANbLIKO Tabnetkn no 500 mr NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX maTepiasiB: 3miHu | Tuny - 6e3 UA/8542/01/01
FNHOKOHAT Ne 10 y cTpunax, Ne "Fanuucapm” "Fanuudapm”, 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy - peuyenma
10 (10x1) y Ykpaina; NAT BHECEHHS 3MiH [0 MapKyBaHHS NePBUHHOT Ta BTOPUHHOT
6nictepax y nauui "KniBmegnpenapa ynakoBk1. BBegeHHs1 3MiH NPOTArom 6-T1 micsliB nicna
T", YKpaiHa 3aTBepPAKEHHS
67. KANbLIO MOPOLLIOK MAT "®apmak” YkpaiHa MYPAK 6iokem 6B Higepnangu BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - - UA/6384/01/01
FNMIOKOHAT KpuctaniyHmin abo AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
ONS IH'EKLIA rpaHy/ibOBaHui 3asiBHUKA (BNacHMKa peecTpauiiiHoro noceigueHHs) (3miHa
(TNMHOKOHAN) (cybeTaHuis) y HaliMeHyBaHHs 3asiBH/Ka)
MiLLIKaxX
nonieTNeHoBux
ANns BUpobHMLTBA
CTEPUNbHUX
NiKapcbknx hopm
68. KANbLIKO Tabnetkn no 500 mr ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiliHnx MmaTtepiasis: 3miHu | Tuny - 6e3 UA/4726/02/01
FMIOKOHAT- Ne10 (10x1), Nel0y o6MexeHo 0bMexeHoto AnMiHiCTpaTuBHI 3MiHW. 3MiHa HalimMeHyBaHHs Ta/abo agpecu peyenma
3400POB'A 6nictepax BiANOBIAA/IbHI BiANOBIAA/ILHICTIO MicLisi MpOBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
CTIO "®apmaueBTnyHa roTOBOr0 MiKkapCbKOro 3acoby, BKIYAKUUN AiNbHAL BUMYCKY
"®apmaueBTu KOMMaHis cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (ZisNbHICTb, 3a
YHa KOMMaHis "3pn0poB'a” 5Ky BiANoBigae BUPOGHMK/IMNOPTEp, BKIOUAKUM BUMYCK CEPiil)
"3p0pos'a” (3miHa agpecu BMpOOHUKa, 6€3 3MiHN MicLA BUPOBGHMLTBA)

(TepMmiH BBEAEHHS 3MiH NPOTArom 3-X MicsuiB nicas
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
3aTBEpPAXEHHS); 3MiHU | TUny - AAMIHICTPaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu 3asiBHUKa (B/lacHUKa
peecTpauiiiHoro nocBig4eHHs) (3MiHa agpecy 3asiBHIKA)
(TepMiH BBEAEHHSA 3MiH NPOTArom 3-X MicALiB nicns
3aTBEpMKEHHS); 3MiHM | Tuny - 3MiHK LWoAo
6e3nekun/edheKkTNBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn)
(BBEAEHHS 4OAATKOBOrO MapKyBaHHA NEPBUHHOIO NakyBaHHS
no 10 TabneTok y 6nictepax 6e3 Bk1agaHHS B KOPOOKY
YKpaiHCbKO MOBOIO) (TepMiH BBEAEHHS 3MiH MPOTArOM 3-X
MiCALIB Nicna 3aTBepMKeHHs); 3MiHM | Tuny - 3MiHK Woao
6e3nekn/edpekTnBHOCTI Ta hapmakoHarnsagy (iHwi 3MiHNn)
(3amiHa rpadiyHOro 306paXKeHHs NEPBMHHOI YNaKoBK/ Ha
TEKCT MapKyBaHHA NePBUHHOI ynakoBku) (TepMiH BBeAeHHs
3MiH NpoTArom 3-X MicAuiB Nicns 3aTBepAKeHHS)
69. KAPBIYM Tabnetku no 12,5 AngoreH IMNKo | Ntokcembypr C.K. NTabopwmep- PymyHis BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13976/01/02
mr, no 10 TabneTok C.ap.n Papma C.A. 3MmiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
y 6nicTepi; no 3 3MiHa y cknagi (4OMOMIKHNX peYOBMHAX) FOTOBOTO JTiKapCbKOro
6nictepu y 3aco6y (iHLUi ONOMiXHI pEYOBMHN) - 3aMiHa OAHIET
KapTOHHI nauui [OMOMDKHOT PEYOBUHM Ha iHLLY 3 TUMWU CamnMK
hYHKLIOHa/IbHUMW XapakTepucTkamu Ta Ha ToMy caMmoMy
piBHi (3amiHa AONOMIXHOT peYOBMHY ONii 6aBOBHSAHOI
rigporeHizoBaHoi Ha 0Nit0 POC/IMHHY rifporeHizosany) (TepMiH
BBEEHHS 3MiH MPOTAroM 3-X MicsILiB NiCNs1 3aTBEPAYKEHHS)
70. KAPBIYM Tabnetku no 25 mr, AngoreH IMNKo | Nokcembypr C.K. Na6opmeg- PymyHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13976/01/03
no 10 TabneTok y C.ap.n dapma C.A. 3MiHK 3 siKoCTi. FoToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peuenmom
6nictepi; no 3 3miHa y ckagi (4OMOMKHNX peyoBMHAX) roTOBOrO JTiKapCbKoro
6nictepn y 3aco6y (iHLUi [ONOMiXHI peYOBMHN) - 3aMiHa OAHIET
KapTOHHI nayui [OMOMDKHOT PEYOBUHM Ha iHLLY 3 TUMWU CamnMK
hYHKLIOHa/IBHUMW XapakTepucTkamu Ta Ha ToOMy caMmoMy
piBHi (3amiHa AONOMIKXHOT peYOBMHY 0Nii 6aBOBHSAHOI
rifporeHizoBaHoi Ha 0Nit0 POC/IMHHY rigporeHizosany) (TepMiH
BBEEHHS 3MiH MPOTAroM 3-X MicsILiB NiCNs1 3aTBEPAKEHHS)
71. KAPBIYM Tabnetku no 6,25 AnBoreH INKo | JltokceMbypr C.K. Na6opmeg- PymyHis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13976/01/01
mr, no 15 TaéneTok C.ap.n Papma C.A. 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. Onuc Ta cknag,. peyenmom
y 6nicTepi; no 2 3miHa y cknagi (OoMOMKHUX peyoBMHAX) roTOBOTO JTiKapCbKoro
6nictepn y 3aco06y (iHLWi AONOMDKHI pevoBUHW) - 3amiHa OfHIET
KapTOHHIM nayui [OMOMDKHOT PEYOBVHM Ha iHLLY 3 TUMWU CamnMm
hYHKLIOHa/IbHUMU XapakTepucTkamu Ta Ha TOMy caMoMy
piBHI (3amiHa [0NOMiXHOT pe4yoBUHN 0/1ii 6aBOBHSAHOT
rigporeHizoBaHoi Ha 0Nit0 POC/IMHHY rigporeHizosany) (TepmiH
BBEEHHS 3MiH MPOTAroM 3-X MicsILiB NicNs1 3aTBEPAKEHHS)
72. KAPOA3UH- TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/3048/01/01
340POB'A NAiBKOBOO obmexeHoro BMPOGHMLITBA, 3MiHa po3Mmipy cepii (Bkouarouy gianasoH po3mipy cepii) peyenmom
060/10HKOI0, No 20 BiANOBIA&/IbHI KOHTPO/b AKOCTI, rOTOBOrO JIiKapCbKOro 3acoby - BBeAEHHS A0AaTKOBMX PO3MipiB
Mr 4151 BUPOGHMKa cTHO BUNYCK cepil: cepii NnikapcbKoro 3acoby Ans Ailo4oro Lexy rotoBoro
ToBapuncTBo 3 "®apmauesTu ToBapucTBO 3 nikapcbKoro 3acoby BMpoOHMKa TOBApUCTBO 3 0OMEXEHOD
06MEXEHO YHa KOMMaHis 06MEXEHO BiAnoBiganbHiCcTO "PapmaueBTMyHa komnaHis "3gopos's",
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
BiANOBIAA/IbHICTIO "3p0pos'a” BiANOBIAAILHICTIO Ykpaina
"papmMaueBTUYHa "®apmMaueBTNYHa
KoMnaHis KoMMaHis
"3popos'a”: Ne 30 "3popos'a”,
(10x3), Ne 30 (30x1), YkpaiHa; BCi cTagji
Ne 60 (30x2) y BMPOGHMLITBA,
6nictepax; gns KOHTPO/b SKOCTi:
BMPOGHMKa ToBapucTBo 3
ToBapwvCTBO 3 obmexeHoto
06MEXEHO BiANOBIAA/ILHICTIO
BiANOBIAA/IbHICTIO "®APMEKC
"®APMEKC Py rPYM", YkpaiHa
Ne 60 (30x2) y
6nictepax
73. KBAHIN TabneTku, BKPUTI KYCYM IHais KYCYM IHais BHECEHHS 3MiH 0 peecTpayiiiHux maTepiasis: 3MiHu | TUny - 3a UA/12995/01/01
060/10HKOt0, Mo 500 XENTXKEP XENTXKEP MNBT 3MiHK 3 siKOCTi. TOTOBMIA Nnikapcbkuii 3aci6. KoHTponb rotoBoro | peyernmom
mr Ne 10 (10x1), Ne NBT NTA nTa NiKkapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS rOTOBOrO
30 (10x3), Ne 100 nikapcbKoro 3aco6y (iHWi 3MiHM y MeToax BUNpobyBaHb
(10x10) y 6nictepax (BKNtOYaroun 3aMiHy abo [OMNOBHEHHS)) (4ONOBHEHHA METOAIB
y nauu,i BMNPOOGYBaHHs 3a T. "CynpoBiAHi AOMILKN" HOPMYBaHHSIM
LLLOA0 PO3paxyHKy BMICTY AOMILIOK); 3MiHW | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpnAaTHOCTI abo yMoBax 36epiraHHs rOTOBOro
nikapcbKoro 3acoby (36i/bLIeHHs TEPMiHY NPUAATHOCTI
roTOBOro NikapcbKoro 3acoby) - /19 TOprosoi ynakoBku
(niaTBEPOAXYETLCA AAHUMN peasibHOro vacy) (3 2-x go 3-x
pokiB) (TepMiH BBEIEHHA 3MiH NPOTArom 6 -Tu MicsLiB nicns
3aTBEPKEHHS)
74. KNABAM MOPOLLOK A5 Ankem IHAis Ankem IHAgis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/4469/02/01
OpasIbHOT cycneHsit, Na6opaTopis Na6opaTtopi3 /114, 3MiHa HalilMeHyBaHHs Ta/abo afpecy MiCLs NPOBaKEHHS peuenmom
125 mr/31,25 mrB 5 nrg LiSiNbHOCTI BUpoBOHUMKa (BK/IKOYAK0UK, 3a HEOBXIAHOCTI, Micue
M, 1 chnakoH 3 NpoBeLEeHHS KOHTPOJTIO AKOCTI) — 3MiHa Ha3BW BUPObHUKa AdI
NOpPOLLKOM B KnaBynaHaty kanito i3 cunoigom 6e3 3mMiHn micus
KapTOHHIlA ynakoBLi BMPOGHMLTBA; 3MiHM | TMNY - 3MiHa NapameTpiB cneuundikauiii
Ta/abo fonyCTMMNX MEX rOTOBOrO JliKapCbKOro 3acoby —
npuseAeHHs cneuudikalii Ta MeToAiB KOHTPOJIH0 FOTOBOr0
NiKapcbKoro 3acoby 3a NokasHUKOM «MikpobionoriuHa
yncToTa» y BiAMOBIAHICTb A0 BUMOr USP; cynyTHS 3MiHa:
3MiHa Y MeToAax B1Npo6yBaHHSA roTOBOrO JiKapCbKOro 3acoby
75. KNABAM NMOPOLLOK A/1A Ankem IHAis Arnkem IHAiA BHECEHHS 3MiH 0 peecTpaLiinHux MmaTepiasiis: BUNPaB/IEeHHS 3a UA/4469/02/01
opasibHOT CycneHsil, NabopaTtopis Na6opartopis /Tg, TEXHIYHUX MOMUIOK B METOAAX KOHTPO/IIO AKOCTi FOTOBOrO peyenmom
125 mr/31,25 mr B 5 nrp, niKkapcbKoro 3acoby 3a nokasHnkom «Bopgax»
mn, 1 chnakoH 3
MOPOLLKOM B
KapTOHHI ynakoBLi
76. KNAPUTPOMIL, | Tabnetku, BKpuUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/0279/01/01
NH-0APHNUA 060/10HKOH, Mo 250 "PapmaueBtu "®apmaueBTnyHa BBE/IEHHS1 a60 3MiHW [10 y3araJlbHEHUX AAaHMX NP0 CUCTEMY peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
Mr o 7 TabneTok y YyHa hipma thipma "JapHuus" hapmakoHarnagy (BKIoYatoUm KOHTaKTHI AaHi) Ta/abo 3MiHK Yy
KOHTYPHIl "fapHuus” po3MilLeHHi macTep-ghaiina cuctemn hapmakoHarnsgy
YapyHKoBIli
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
yNaKkoBKM B NauLl
77. KNAPUTPOMIL, | TabneTtku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - 3a UA/0279/01/02
NH-0APHNLUA 060/10HKOH0, Mo 500 "GapmaueBTu "®apmaueBTnyHa BBEJEHHS1 ab60 3MiHW 40 y3araJibHEHUX faHWX NP0 cUCTemy peyenmom
Mr no 7 TabneTok y YyHa hipma hipma "JapHuus” thapmakoHarnsgy (Bkouatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
KOHTYpHili "AapHuus" po3MilLeHHi MacTep-thalina cuctemm hapmakoHarnagy
YapyHKOBIlA
ynakosLi; no 2
KOHTYPHIi YapyHKOBI
YNaKoBKM B nauLli
78. KoconTt Kpansi O4Hi, po3yunH CaHTeH AT PiHNAHAIA Na6opaTtopii Mepk PpaHuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TUny - 3a UA/12581/01/01
nos5mny LWapn i floym HigepnaHngn 3MiHa rpadiyHoro othopMIEHHSA NEPBUHHOI Ta BTOPUHHOT peyenmom
nnacTKoBoOMy Ln6pe, PpaHuis; YyNaKoBOK Ha TEKCT MapKyBaHHS YNakoOBOK; BHECEHHS 3MiH Y
chnakoHi Tmny Mepk LWapn i TEKCT MapKyBaHHsSi NePBUHHOT YNakoBku (BBeAEHHS
OkymeTp lMnoc® Ne Joym B.B., iHchopmaLiiiHoro Hanmcy «CTepusibHO» Ta iHLWINX peaakLinHnx
1 HigepnaHvgn npaBokK) Ta BTOPMHHOT yNakoBKM (BBEAEHHS iHGhopmaLii woao
crnocoby Ta LWNAXY BBeAEHHS, kaTeropii Bignycky Ta iHWmnx
pefakLiiHix npaBokK)
79. KO®EIH- Tabnetku no 200 wr, MAT YkpaiHa MAT "HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/6199/01/01
BEH3OAT no 10 y 6nictepax; "HaykoBo- BMPOGHUUNIA 3MiHa nocTavasibHVKa nakyBasibHUX MaTepianis abo peuenmom
HATPIO no 10 TabneTok y BMPOGHUUNI LeHTp KOMMNEKTYOUMX (SKLO 3a3HAYeHO B AOCLE) (BUTyYEHHS
6nictepi; no 1 LEeHTp "BopuiariBcbkuii nocTavasibH1Ka) - BUTyYEHHSI HaliMeHyBaHHS MocTavasibHUKIB
6nictepy B nayui 3 "BopLuariscbk XiMiKo- nakyBa/lbHUX MaTepianis 3 MaTepiasiiB peecTpauiliHoro 4ochbe;
KapToHy uii Ximiko- thapmaueBTUYHWI 3MiHM | TUNy - 3MiHa y MeToAax BUNpPo6yBaHHS rOTOBOrO
thapmavneBTUY 3aBof", YKpaiHa; nikapcbKoro 3acoby (iHWi 3MiHM y MeTodax BUNpobyBaHb
HWi1 3aBoa" ToBapucTBO 3 (BK/IHOYAIOYM 3aMiHY a60 [ONOBHEHHS)); 3MiHU | TUNY - 3MiHK

06MexeHo
BiANOBiAA/IbHICTIO
"ArPO®APM",
YkpaiHa

BUNPOBYBaHb ab0 JONYCTUMUX MEX, BCTAHOBNEHNX Y
cneundikauisix, nig yac BUPOOHMLTBA FOTOBOrO MiKapCbKOro
3aco06y (BW1yYeHHs1 HECYTTEBOIO BUNPOOYBaHHSA B NPOLLECI

BMPOOHULITBA); 3MiHU | TUMY - 3MiHM BMNPOGyBaHb abo
[ONYCTUMUX MEX, BCTAHOBMIEHUX y crieumdpikalisx, nig vac

BMPOBGHMLTBA FOTOBOIO NiKapCbKoro 3acoby (L0NoBHEHHA abo
3amMiHa BUNpobyBaHHA B Npoueci BUpoOHMLTBA 3a
pe3ynbTatamun gocnigxkeHb 3 6e3neku abo SKocTi); 3MiHu |

TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

BiANOBIAHICTb A0 MoHorpadii PY abo €sponeicbkoi

thapmakornei, abo iHWOoT HauioHa/IbHOT hapMakonel fepXxasu
€C (3miHa y cneuundikaLisx, nos'a3aHa 3i 3MiHamu B dY, abo
€Bponeiicbkii thapmakonei, abo iHLWIA HalioHaNbHIi
thapmakonei gepxasu €C) —y cneumdikauii A8 KOHTPO/IHO
[ONOMDKHOT pevyoBrHUN «KanblLilo cTeapar» 3MiHW 3a
noKasHUKOM siKocTi «MikpobionoriyHa unctoTa 3rigHo BUMOT
LOOY/EP; 3MiHM | TMny - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
nocsi0O4YeHHs
npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4dY abo

€Bponeiicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
hapmakonei gepxasu €C (3miHa y cneuudikadisix, nos'a3aHa
3i 3miHamu B @Y, abo €Bponelickkiin chapmakonei, abo iHLWii
HauioHasbHIN thapmakonei gepxasu €C) - y cneundikauii gnis
KOHTPO/I0 JOMOMDKHOI Pe4oBUHN «Kpoxmastio KyKypyA3siHOro»
3MiHM 32 NOKa3HWKOM SIKOCTi «MikpobionoriyHa umcToTar»
3rigHo Bumor A®Y/EP; 3MiHn | TUNY - 3MiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX OJ151 LOMOMIKHOT
peyoBUHM (AONOBHEHHSA cneuundikalil HOBUM NOKAa3HUKOM 3
BIANOBIAHUM METOA0M BMNPOBYBaHHSA); 3MiHW | TUMY - 3MiHK,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo iHLwol
HauioHasbHOT hapmakonei gepxasun €C (3miHa y
cneumdikauisix, nos'sa3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWiA HalioHaNbHIl
thapmakonei gepxasu €C) —y cneundikauii 418 KOHTPOIHO
[0MOMDKHOT peYOBUHU «[1OBIJOH» YTOYHEHHS Y PO3A4ii
«Onue», po3ain «Po3YnHHICTL» NepeHeceHo y po3gain
«BnacTnBocTi», po3ainy «Mpo3opicTb po3umHy» Ta
«KobopoBiCTb PO34NHY» 06€AHAHO Y PO3Ain «30BHILLHIl
BUINAA, PO3UMHY», 3MiHW 3a po3ginom «MikpobionoriyHa
yncToTax; 3MiHW | TUMY - 3MiHK, NOB'A3aHi 3 HEOBXiAHICTIO
npuBEeLEHHS Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponelicbkoi hapmMakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasu €C (3miHa y cneymdikayisix, nos'sa3aHa
3i 3miHamu B J®Y, abo €Bponelicbkiin hapmakonei, abo iHLWii
HaLjioHasbHIli hapmakonei gepxasn €C) - y cneyudikauii ans
KOHTPO/I0 [OMNOMKHOI peyoBuHUW «Lientonosmn
MiKPOKPUCTaUTi4HOI» 3MiHW 3a MNOKa3HWKOM AKOCTI
«MikpobionioriyHa ymcToTa 3rigHo Bumor AOY/EP; 3MmiHu |
TUMY - 3MiHW, NOB'A3aHI 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii AdY abo €Bponeiicbkoi
thapmakonei, abo iHLWOT HaLioHaNbLHOT hapMakonei fepxasu
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu B 1dY, abo
€Bponeiicbkiii hapmakonei, abo iHLWIA HaLioHaNbHIl
thapmakonei gepxasu €C) - y cneundikaLii 419 KOHTPOO
[0MOMIDKHOT peYOBMHMN «J1aKTO3M MOHOTIAPAaT» 3MiHM 3a
NnoKa3HUKOM siKocTi «MikpobiosioriyHa ynctoTas 3rigHo BUMOT
LOOY/EP; 3MiHn | TUNy - 3MiHKX, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLeHHs Y BiANOBIAHICTb A0 MOHorpadii 4dY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI

3i 3miHamu B ®Y, abo Eponelicbkiin hapmakonei, abo iHLWii

KOHTpoNto AP| «KodheiH-6eH30at HaTpito» 3MiHM 3a

thapmakonei gepxasun €C (3miHa y cnevumdikayisix, nos'a3aHa

HaujioHanbHili hapmakonei gepxasu EC) - y cneyudikauii ans

noKasHUKOM sikocTi «MikpobiosioriyHa unctoTa 3rigHo BUMOrT
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
[OOY/EP; 3miHu | TNy - 3MiHa y meTogax BunpobysaHHA API
abo BuUXigHoro marepiasy/npoMikKHOro NPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA ADI (iHLWi 3MiHK Y
MeTofax BUNpobyBaHHA (BK/IOYa0UM 3aMiHy abo AOMOBHEHHS)
A®I| ab0 BMXigHOro/MPOMIXXHOIo NPOAYKTY) — Y MeTofdax
KOHTPOJIH0 aKTUBHOI cybcTaHLii «KocheiH-6eH30aT HaTpito»
YTOUHEHHS B po3aini «lgeHTudikauis: Tect B» (konboposa
peakLisi), BBEEHHS aflbTepHATUBHOIO MeToAy aHanisy BEPX
3a po3aisioM «KifibkiCHe BU3HAYEHHS»
80. KPYLUMHN Kopa no 100 r a6o MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianisa: 3MiHu | TUny - 6e3 UA/6049/01/01
KOPA 75 1y naykax 3 "NikTpasn" AAMiHICTpaTVBHI 3MiHW. 3MiHa kogy ATX (3miHa kogy ATX y peyenma
BHYTPILLHIM 3B'AA3KY 3 NPUBELEHHAM Y BifNOBIgHICTb 4O OHOBMNEHOTO
naketom; rno 2,5 r Ne MiXHapogHoro knacudgikatopa BOO3, 3 BHeCEHHAM
20 y thinbTp-nakeTax Bi4MNOBIAHOT 3MiHM Y MapKyBaHHS1 BTOPVMHHOT ynakoBku) (TepMiH
y naykax abo y BBEJEHHS 3MiH NPOTAroM 6-T MicALLIB NiCNs 3aTBEPYKEHHS)
naykax 3 BHyTPILWHIM
nakeTom
81. KCUMENIH cnpeii HazasbHWiA No Takepa ABCTpis Takega M'm6X HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/6955/01/01
EKCTPA 10 mMn y donakoHi 3 ABcTpif TM6X AAMIHICTpaTVBHI 3MiHW. BUy4YeHHs1 BUPOOHMYOT AiNbHULL peyenma
NoMMOBUM (Brtovaroum ginbHuui ans A®l, npoMixxHOro NpoaykTy abo
[03y04nM roTOBOrO NikapcbKoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
NpPUCTPOEM, no 1 nakyBaHHs1, BUPOGHWKA, BiANOBIAAIbLHOMO 3a BUMYCK Cepil,
hnakoHy y MicLie NpoBeAEHHS KOHTPOJIO cepii) abo nocTayvasibHMKa
KapTOHHIA Kopoo6Li BVXiJHOTO MaTepiany, peareHTy abo AONOMiXHOI pe4yoBUHM
(AKLLLO 3a3HaYeHO Y 0CbE) (BUTYYEHHS BUPOOHNYOI AiNbHUL
Hikomen ®apma AC, HopBerisi, SiK HaCnifoK BUTy4YeHHS
rpadpiyHoro othopMeHHs, sike By10 3aTBEPIKEHO ANS LjEl
BMPOGHWYOI AinbHNL) (TEPMIH BBEAEHHS 3MiH NPOTArOM 6-TK
MiCALIB MiC/1A 3aTBePKEHHS); 3MiHM Il TMny - 3MiHM 3 AKOCTI.
[oToBWi Nnikapcbkunii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3miHa dhopmu abo
pO3Mipy KOHTelHepa 41 3aKynopioBasIbHOro 3acoby
(nepBuMHHOI ynakoBKu) (3MiHa chopMun abo po3mMipy OCHOBHOT
YacTUHW NakKyBasIbHOrO MaTepiasy, Wo MOXe MaTu 3HauHui
BMN/IMB Ha JOCTaBKY, 3aCTOCYBaHHA, 6e3neky Ta cTabifibHICTb
roTOBOIO JIiKaPCbKOro 3acoby) (3mMiHa po3Mipy 3aHyproBaUs1bHOT
TPpYyOKMN B NOMNOBOMY MPUCTPOI: 3MEHLLEHHS 3aranibHOT
[OBXWHN 3aHypoBasibHOT TpyOku Big 48 MM (3 BUAMMOIO
LOBXWHOW 6/1M3bKO 20 MM) A0 44 MM (3 BUAVMOK AOBXUHOK
61113bK0 16 MM), 3 BHECEHHAM BifNOBIAHUX 3MiH [0
Cneuudikauii n. «Dimension Length of dip tube» p. 3.2.P.7.
Cuctema ynakoska/ykynopka) (TepmiH BBeeHHS 3MiH
npoTArom 6-Tn MicALUiB NicNs 3aTBEPAKEHHS)
82. KCTAHAI Kancysm no 40 mr Ne Actennac HigepnaHgu BVPOGHMLTBO CLa/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14503/01/01
112 (28x4) B dapma HOpon bulk: HigepnaHan 3MiHu 3 sikocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peuenmom
6nictepax B.B. KaraneHt ®apma BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI Ai/TbHUL

ConwwHc, JIIC,

BMPOGHMLTBA /11 YACTUHK a0 BCbOro BUPOGHMYOTO npouecy
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
CUA; roTOBOr0O NikapCbKoro 3acoby (AiIbHULA 4718 NePBUHHOMO
nepBuHHE nakyBaHHs) (BBeAEHHS A0AaTKOBOI (a/IbTEePHATUBHOI) AiNbHULL
nakyBaHHs: BMPOGHMLTBA AHAEPCOHBpekoH IHK., CLUA (nepBuHHe
MexkepKnH nakysaHHs) (TepMiH BBEAEHHSI 3MiH NMPOTArOM 6-Tu MicsLIB
KoopauHeiitopc, nicns 3aTBepmXeHHs)
NINC, CWA
abo
AHfepcoHbpekoH
IHK., CLUA;
BTOPUHHE
nakyBaHHs, BUNYyCK
cepi:
Actennac ®apma
tOpon B.B.,
Higepnanan
83. NADEPOBIOH cnpeii HasasibHWiA No TOB "®3 YkpaiHa TOB "3 YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/13779/03/01
100000 MO/mn no 5 "BIOPAPMA" "BIOPAPMA" BBEJEHHS1 ab60 3MiHW 40 y3araJibHEHUX faHWX NP0 cUCTeMy peyernma
M/1Y O1aKOHi, thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
3aKyrnopeHomy po3MilLieHHi MacTep-thalina cuctemm hapmakoHarnagy
MiKPOA03aTOPOM-
posnunoBayem; no
1 donakoHy y nauui 3
KapTOHY
84. NEBETUPALET | Tabnetku, BKpUTI NoniH NMimitep IHais Nonin Nimiteq, IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13421/01/01
AM nroniH NNiBKOBOIO AIMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
o060510HKot0, Mo 250 3asBHYVKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3miHa
mr Ne 10 (10x1), Ne afpecu 3as8BHUKA)
30 (10x3), Ne 60
(10x6), Ne 100
(10x10) y 6nicTepax
85. NEBETUPALIET | Ttabnetku, BKpuUTI MoniH NMiviteq IHAis NMonin NMimiteq IHAaiA BHECEHHS 3MiH 0 peecTpaviiHux matepiasnis: 3MiHu | Tuny - 3a UA/13421/01/02
AM ntoniH NAiBKOBOO AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, M0 500 3asiBHUKA (BN1aCHMKa PeecTpaLiiiHoro noceigueHHs) (3miHa
mr Ne 10 (10x1), Ne afipecy 3asBHVKa)
30 (10x3), Ne 60
(10x6), Ne 100
(10x10) y 6nictepax
86. NEBETUPALET | Tabnetku, BKpuUTI JloniH JlimiTeq, IHAjA JtoniH NlimiTeq, IHAjA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13421/01/03
AM NoniH NNiBKOBOIO AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenmom
060/10HKO0, No 1000 3asBHYVKa (BNacHvKa peecTpauiiHoro noceigveHHs) (3miHa
mr Ne 10 (10x1), Ne ajpecu 3asaBHUKA)
30 (10x3), Ne 60
(10x6), Ne 100
(10x10) y 6nicTepax
87. NEBETUPALIET | Tabnetku, BKpUTI NMonix NMiviten IHAis NMonin NMimiteq IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - - UA/13422/01/03
AM NOnNIH NNiBKOBOIO AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu

060/10HKOH, Mo 1000

3asiBHMKA (B/1aCHWKa peecTpaLliiHoro noceig4yeHHs) (3miHa
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
Mr in bulk Ne100 y afpecu 3asBHMKA)
6aHkax
88. NEBETUPALET | Tabnetku, BKpUTI NoniH NMimitep IHais Nonin Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/13422/01/02
AM nroniH NNiBKOBOIO AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
060/10HKOH0, Mo 500 3asBHMKa (B/1acHMKa peecTpauiiiHoro noceigyeHHs) (3miHa
Mmr in bulk Ne100 y afpecu 3asBHUKA)
6aHkax
89. NEBETUPALIET | Ttabnetku, BKpUTI NioniH NlimiTeq IHais Nionin Nliviteq, IHais BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/13422/01/01
AM noniH nNiBKOBOIO AZMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
060/10HKO0, N0 250 3as1BHUKA (B/1aCHMKa peecTpaviiiHoro noceigyeHHs) (3miHa
Mr in bulk Ne100 y afpecy 3asBHIKA)
6aHkax
90. NIBOPETUK™ - | Tabnetku no 14 Inka IHAis Inka Nlaboparopi3 IHAiA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3miHu | Tuny - 3a UA/4181/01/02
20 TabneTok y 6nictepi; NabopaTtopis Nimiteq BBEEHHS abo 3MiHM [0 y3arasibHEHUX AaHWX NMPO CUCTEMY peyenmom
no 2 6nicrepu y Nimiten hapMakoHarnagy (Bk1o4Yatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
KapTOHili navui pO3MilLeHHi MacTep-daiina cuctemn hapmakoHarnsgy
91. NONEPAMIAY NOpPOLLOK BE3 Xopsaris Bawypna dapma IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa - UA/12095/01/01
riAPOXNOPUA, | (cybeTaHuis) y dapmaxem Xewm Nimiteq nikapcbKoro 3acoby (BacHUKa peecTpaviiiHoro noceigyeHHs)
noABIliHMX 4.0.0.
nonieTNeHoBUxX
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
92. NyBIHA TabneTkun, BKPUTI NMonix NMiviten IHAis NMonin NMimiteq IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/14875/01/01
NNiBKOBOIO AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo agpecu peuyenmom
060/10HKO0, N0 21 3asBHUKa (BNacHWKa peecTpauiiiHoro nocigueHHs) (3miHa
TabneTtui y 6nictepi, afipecy 3asBHIKa)
no 1 6nictepy pasom
3 iHAMBIAYaIbHUM
nakeTom Ta B
KapPTOHHIN ynakoBLUi
93. MATrHE-B6® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CaHodpi BiHTpon PpaHuis/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 6e3 UA/5476/02/01
o60n0oHkoto, Ne 50 ABeHTIC IHpacTpia, YropLumHa 3MiHa BUPO6HUKA BUXIAHOro/NPOMKHOrO NPOAYKTY/peareHTy, peyenma
(10x5) y 6nicTepax YkpaiHa" ®panujsi; XIHOTH LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npoueci Adl, abo
3aBog 3MiHa BUPOGHYMKa (BKNOYauu, ae HeobxigHo, micue
PapmaLeBTUYHNX NpoBefieHHs KOHTPO/IIO AKocTi) AdI (3a BifCyTHOCTI
Ta XiMiyHMx cepTudiikaTa BignoBigHOCTI EBponeiickkii hapmakonei y
MpoaykTis 3aTBEPAXEHOMY [10CbE)(BBEAEHHS HOBOrO BUPOOHMKa ADI 3
Mpaiisit Ko. N14,, HaflaHHAM MacTep-haiina Ha Adl) - BBELeHHA HOBOTO
YropwyHa (anbTepHaTMBHOrO) BUpo6HUKa Ad®I (MarHito nakrarty
avrigpaty)
94. MATHIHO PO34nH NS iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTtepianis: 3miHu | Tuny - 3a UA/6095/01/02
CYNb®AT - 250 mr/mn no 5 mn B "®GapmaueBTu "®apmaueBTnyHa BBEAEHHS abo 3MiHM [0 y3ara/ibHEHUX AaHWX MPO CUCTeMy peyenmom
OAPHMLUA amnyni, no 5 amnyn YyHa hipma hipma "JapHuus” hapmMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
Y KOHTYpHIi "NapHuus" po3MiLLeHHI MacTep-haiina cuctemu hapmakoHarnsgy

YapyHKOBIlA
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
ynakoBLi, no 2
KOHTYPHi YapyHKOBI
ynaKkoBKM y nauii; no
10 mn B amnyni, no
5 amnyn y KOHTYpHiii
YapyHKoBIli
ynakoBLi, no 2
KOHTYPHi YapyHKOBI
yNaKkoBKM y nauLli
95. MAZLOMAP® Kancynm 3 ®.XohpmaHH- LBeliuapis BVMPOGHULTBO ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis 3mMiHu Il Tuny - 3a UA/11355/02/01
MoaudikoBaHUM Nia Pow N1A Hepo3dg)acoBaHoi LLIseliyapis 3MiHW A0 IHCTPYKLi A/19 MeANYHOro 3aCTOCYBaHHSA Y PO34in: peuyenmom
BUBI/IbHEHHHAM NpoAYyKLUiT, "®apmakonoriyHi BnactnsocTi”, "MpoTunokasaHHA",
TBepAi, no 100 mr/25 BMNPO6OBYBaHHA "B3aemogis 3 iHWMMK fliKapCbKumy 3acobamu Ta iHLWi BUAN
mr Ne 100 y KOHTPOJIO SIKOCTI: B3aemMogiit", "OcobnmnBocCTi 3acTocyBaHHA", "Cnocio
donakoHax Pow C.n.A., 3acTocyBaHHs Ta fo3u", "MepenosyBaHHa", "Mo6GiyHI peakuii”.
ITanis; nepsuHHe BBepgeHHA 3MiH npoTarom 3-x micAwiB nicnsa
Ta BTOPUHHE 3aTBepAKeHHsA
nakyBaHHS:
®.XothbdmaHH-/15
Pouw JiTa,
LlBeiiuapis;
BUMNYCK Cepil:
. XodhdpmaHH-/15
Pow lta,
LLiselilapis
96. MAKTPUBIP TabneTku, BKPUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14208/01/01
NMiBKOBOIO dapmMacbloThK dapmMacbloTuKasc 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro Jlikapcbkoro 3acoby | peyenmom
060/10HKOI0, MO 30 anc Nimiteq Nimiteq - po3gin "CynpoBifHi AOMILWKKN" AeTasni30BaHo, Ta NpuBeaeHo y
TabneTok y q/1akoHi, BiANOBIAHICTb A0 MaTepianis hipMn-BMPOGHMKA (fETaUTi30BaHO
no 1 cdonakoHy B YMOBW XpomaTtorpadpyBaHHs, yMOBW NPUrOTYBaHHSA PO34MHIB)
KapTOHHIii ynakoBLi
97. MEAITAH kancynm no 300 mr MAT "dapmaxk” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH O peecTpaLjiiiH1X MaTepiasiB: NPUBEAEHHSA Y 3a UA/12318/01/02
Ne 30 (10x3), Ne 60 BifNOBiAHICTb A0 peecTpauliliHUX MaTepianiB HaNUCaHHA peuenmom
(10x6) y bnictepax y peecTpauiiiHnx HoMmepiB B Hakasi MO3 YkpaiHu
nauui Ne 295 Big 20.03.2017 B npoueci BHECEHHA 3MiH: 3MiHu |
Tuny - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo
afipecy MicLA NPoBaMKEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUn AiNlbHULi BUMYCKY
cepii abo MicLe NpoBeAEeHHSA KOHTPOO AKOCTI. (4isANbHICTb, 3a
AKy BiANOBiAae BUPOGHMK/IMNIOPTEp, BK/IKOYAKOYM BUMYCK Cepili)
(NpviBegeHHA MicLe3HaxomKeHHs BUpobHuka M3y
BiANoBIAHICTb A0 JliLeHsii Ha BUPOOGHULTBO (3MiHa HpPUANYHOT
agpecun Ha hakTuyHy agpecy) (TepmiH BBEAEHHS 3MiH
npoTArom 3-x MicsAUiB Nic/sA 3aTBepaxeHHs) (6yno -
UA/12318/01/03)
98. MEAITAH Kancynu no 400 mr MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB: NPUBEAEHHSA Y 3a UA/12318/01/03
Ne 30 (10x3) y BifANOBIAHICTb A0 peecTpauiliHUX MaTepianiB HaNUCaHHA peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
6nictepax y nauui peecTpauiliHux HoMepiB B Hakasi MO3 YkpaiHu Ne 295 Big
20.03.2017 B npoueci BHECEHHA 3MiH: 3MiHu | Tuny -
AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu
MiCLisi MpOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKYaoUM AiNbHUL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (ZisNbHICTb, 3a
sIKy BinoBigae BUPOGHUK/IMNOPTEP, BK/IKOUAKOUM BUMYCK cepili)
(NpviBeAeHHA MicLe3HaxomKeHHs BUpobHuka M3y
BiANOBIAHICTb A0 JliueHsii Ha BUPOGHMLTBO (3MiHa OpPUANYHOT
agpecu Ha hakTuuHy agpecy) (TepmiH BBeAEeHHS 3MiH
npoTArom 3-x MicsAUiB nicasa 3aTBepaxeHHs) (6yno -
UA/12318/01/02)
99. ME/NNEPOH TabneTkn, BKpUTI CaHpo3 CnoBeHis Cantotac dapma HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/5405/01/01
CAHAO3® NNiBKOBOIO dapmacbtoTika X BBEJEHHS1 ab60 3MiHW 40 y3araJibHEHUX faHWX NP0 cUCTemy peyenmom
060/10HKOI0, No 10 n3 a.a. thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
mr Ne 20 (10x2) y pO3MiLLEeHHI MacTep-haiina cuctemm hapmakoHarnsgy
6nictepax
100. | MENNEPOH TabneTkn, BKpUTI CaHpo3 CnoBeHis Canotac ®apma HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/5405/01/02
CAHAO3® NNiBKOBOIO dapmachbioTika 6X BBEEHHS ab0 3MiHW [0 y3arasibHEHUX AaHMX NPO cUCTeMy peyenmom
060/10HKOI0, MO 25 n3 g.go. chapmakoHarnsgy (BkIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
mr Ne 20 (10x2) y po3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy
6nictepax
101. | MINAPANEKC- Kancysnu Teepai no ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/11215/02/01
340POB'A 250 mr Ne 40 (10x4) 06MEXEHO 06MeXeHOo 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y BiANOBIAHICTb peuenmom
y 6nictepax BiANOBiAabHI BIANOBIAA/LHICTIO 00 MoHorpadii dY abo €sponeiicbkoi dhapmakonei, abo
CTIO "®apmaueBTUYHa iHLIOT HauioHasTbHOI dhapmakonel gepxasu EC (3MiHa y
"®bapmaueBTu KOMnNaHis cneuudikauii HedpapmakoneitHoro A®| ans npuBeAeHHs y
YyHa KOMMaHis "3p0pos'a” BiANOBIAHICTb A0 BMMOr [1®Y abo EsponelicbKoi hapmakonel,
"3popos'a” ab0 iHWOi HauioHasTbHOI dhapmakonei gepxasu EC); cynyTHA
3MiHa: 3MiHa y MeTogax BunpobysaHHA APl abo BUXIAHOIO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6GHMLTBA AD| (iHLWi 3MiHW Y
MeTofax BUNpobyBaHHA (BK/IOYa0UuM 3aMiHy abo AOMOBHEHHS)
A®| abo BMXigHOrO/MPOMIXXHOIO NPOAYKTY)
102. | MINAPANEKC- Kancynu Teepgi no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/11215/02/02
3400POBA 500 mr Ne 60 (10x6) 06MEXEHO 06MeXeHo 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTbL peuenmom
y 6nictepax BiANOBiAabHI BiANOBIAA/LHICTIO [0 MoHorpadii AdY abo €sponeiicbkoi dhapmakonei, abo
CTHO "®apmMaueBTNYHa iHLWOT HaujoHanbHOI thapmakonei gepxasu €C (3MiHa y
"bapmaueBTu KOMnNaHis cneuudikauii HedpapmakoneitHoro A®| Ans npuBeAeHHs y
YyHa KoMnaHis "3p0pos'a” BiANOBIAHICTb A0 BUMOr [1dY abo Esponelicbkoi hapmakonel,
"3p0poB'a” abo iHWOi HauioHasIbHOI dhapmakonei Aepxasu EC); cynyTHA
3MiHa: 3MiHa y MmeTogax BunpobyBaHHA APl abo BUXiAHOIO
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA ADI (iHLWi 3MiHK Y
MeTofax BUNpobyBaHHA (BK/IOUa0UM 3aMiHy abo AOMOBHEHHS)
A®| abo BMXigHOrO/MPOMIXXHOIO NPOAYKTY)
103. | MITAPANEKC- Kancynu Teepgi no ToBapucTso 3 YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMX maTtepiasniB: 3miHu | Tuny - - UA/14684/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
3400POBA 250 mr in bulk Ne 06MEXEHO 06MeXeHo 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
4000 y naxeTi BiANOBiAabHI BIANOBIAA/LHICTIO [0 MoHorpadii AdY abo €sponeiicbkoi dhapmakonei, abo
CTHO "®apmMaueBTNYHa iHLWOT HauioHanbHOI thapmakonei gepxasu €C (3MiHa y
"®PapmaueBTu KOMnNaHis cneuudikauii HedpapmakoneitHoro A®| Ans npUBeAEHHS y
YyHa KoMnaHis "3p0pos'a” BiANOBIAHICTb A0 BMUMOr [1®Y abo Esponelicbkoi hapmakonel,
"3p0poB'a” abo iHWOi HauioHasIbHOI dhapmakonei Aepxasu EC); cynyTHA
3MiHa: 3MiHa y MmeTogax BunpobyBaHHA APl abo BUXigHOIO
marepiany/npomMiKHOr0 NPoAyKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6GHMLTBA ADI (iHLUI 3MiHK Y
MeTofax BUNpobyBaHHA (BK/IOUa0UM 3aMiHy abo AOMNOBHEHHS)
A®I| abo BMXigHOrO/MPOMIXXHOIO NPOAYKTY)
104. | MIPBEAON TabneTku, BKPUTI BAT "T'eneoH YropwumHa BUNycK cepii: BAT YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/15221/01/01
nNiBKOBOO PixTep" "lepeoH PixTep", Monbua BBEieHHA abo 3MiHU [0 y3arasibHEHUX JaHUX NPo cucTemy peyenmom
060/10HKOH0, Mo 10 YropLmHa; hapMakoHarnsgy (BKIKYatoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y
Mr no 15 TabneTtok y KOHTPO/b SIKOCTI, po3MilLeHHi MacTep-ghaiina cuctemn hapmakoHarnsgy
6nictepi; no 2 abo 4 [03BiN Ha BUMYCK
6nictepn y cepii: TOB
KapTOHHI ynakoBLi "l'epeoH Pixtep
MonbLa”,
MonbLua;
BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoska: TOB
"l'epeoH PixTep
Monba”,
MNonbLia
105. | MYHA/I 20 TabneTkun, BKPUTI Monix NMiviteq IHAis Monin NMimiteq IHAiA BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - 3a UA/14432/01/01
NAiBKOBOO AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
o6onoHkoto, 0,15 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa
mr/0,02 mr no 21 afpecy 3asBHMKA)
TabneTui y 6nictepi;
no 1 6nicrepy B
nakeTi; no 1 nakety
B KApPTOHHIl
ynakoBLi
106. | MYHA/I 30 TabneTkun, BKPUTI MoniH NMiviteq IHAis NMonin NMimiteq IHAiA BHECEHHS 3MiH 0 peecTpaviiiHux matepiasnis: 3MiHu | Tuny - 3a UA/14431/01/01
NAiBKOBOO AnMiHiCTpaTuBHI 3MiHW. 3MiHa HalimMeHyBaHHs Ta/abo agpecu peyenmom

060/10HKoM, 0,15
mr/0,03 wr, no 21
TabneTui y 6nictepi;
no 1 6nictepy B
nakeTi; no 1 nakety
B KQPTOHHI

3asBHMKa (BNacHMKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa
agpecy 3asiBHMKA)
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
ynakoBLii
107. | HABOHEKC® crpeli HasanbHWUIA, LepiHr-Mnay LLIBeliyapis LWepiHr-Mnay Benbrisi/ BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX maTepiasiiB: 3miHu | Tuny - 3a UA/7491/01/01
[030BaHuit, 50 CeHtpan Ict Na6o H. B., CiHranyp 3MiHa NnocTavasnbHVKa NakyBasibHUX MaTtepianis abo peyenmom
MKr/go3y no 18 r Al Benbria; MCA KOMM/IEKTYIOUMX - 3MiHa Ha3BM BUPOOHMKa b/1akoHIB Ta
(140 po3) cycneHsii IHTepHewHn MM6X KOBMaukKiB, 6€3 3MiHM NMePBUHHOIO NakyBasIbHOrO MaTepiany
y NonieTuIeHOBOMY (cpinis Cinranyp),
hNaKoHi 3 Cinranyp
[103YH0YMM HACOCOM-
posnunoBavem,
3aKpUTUM
KoBMaykom; no 1
dhnakoHy y
KapTOHHiiA Kopo6Lli
108. | HA3BOHEKC® cnpeii Ha3asTbHUiA, LWepiHr-MNnay LLiBefiuapis LWepinr-Mnay Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/11264/01/01
CUHYC [030BaHuit, 50 CeHTpan Ict Na6o H. B., CiHranyp 3MiHa nocTavasibHVKa nakyBasibHUX MaTepianis abo peuyenmom
Mkr/go3y no 10 r (60 Al Benbria; MCL KOMM/IEKTYOUMX - 3MiHa Ha3BM BUPOOHMKa h/1akoHIB Ta
[03) cycneHsii y IHTepHewHn M6X KOBMaukiB, 6€3 3MiH1 NEPBUHHOIO NakyBasIbHOro MaTepiasty
nosnieTuieHoBoMy (cpinia Cinranyp),
hnakoHi 3 Cinranyp
[03YH0YMM HACOCOM-
posnunoBavem,
3aKpUTUM
KoBMaykom, no 1
donakoHy y
KapTOHHiii Kopo6Lli
109. | HATPIHO po3uuH ans iH'ekuid, | MNAT "®apmak” YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH 40 peecTpayiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6871/01/01
OKCUBYTUPAT | 200 mr/mn no 5 mn 3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
a6o 10 mn B 3MiHW) (3amiHa rpadpiyHOro ohoOpMIEHHS 3006paXKEHHS Ha
amnynax Ne 5, Ne 10 TEKCT MapKyBaHHS ynakoBku) (TepmiH BBeEHHS 3MiH
y nauui; no 5 mn abo NPOTArom 3-X MiCAUIB NicNa 3aTBepMKeHHS); 3MiHM | Tuny -
no 10 mn B amnynax AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
Ne 5x1, Ne 5x2 y MiCLil MPOBaPKEHHSA AiS/IbHOCTI BUpObHUKa/imnopTepa
6nictepax y nauui roTOBOro NikapCcbKoro 3acoby, BKIYaUUN AiNbHALL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (gisANbHICTb, 3a
AKy BiAnoBigae BUPOGHUK/iMNOpTEp, BK/IKOYAKYM BUMYCK cepiii)
(NpvBefeHHs y BIANOBIAHICTb A0 JiLeH3ii Ha BUPOGHULTBO
nikapcbKyx 3aco6iB agpecu mMicua NPoBafpKeHHS AisfIbHOCTI
BMPOGHMKa (3MiHa IOpPUANYHOT agpeck Ha dhakTnyHy) (TepmiH
BBEJEHHS 3MiH NpoTAroM 3-x MicsLiB NicCNs 3aTBEPKEHHS)
110. | HEMPOAAP® PO34nH NS iH'eKLR Amakca Benvka Na6opaTopio ITania BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasnis: 3MiHu | Tuny - 3a UA/14668/01/01
no 500 mr/4 mn, no 4 Papmva 1T/, BpuTaHis dapmayeyTiko AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peyenmom
M/ B amnyni, no 5 C.T.C.p.n. 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa

amnys y KOHTYpPHIi
YapyHKoBIli
ynakosLi, no 1
ynakoBLi B
KapPTOHHI KOpoOLyi

MicLe3HaxXoKeHHs 3aABHMKa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-Tu MiCALIB Nic/A 3aTBepPKEHHS); 3MiHM | Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs ab0 3MiHM A0 y3arasibHEHUX AaHWX MPO cucTemy
dhapmakoHarnsgy (BefileHHs y3araslbHEHNX AaHnX Npo cuctemy
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliH
020
nocsi0O4YeHHs

thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMakoHarnsay; KOHTakTHOI
0cobu 3 thapmakoHarnagy 3asBHVKa 471 34iINCHEHHS
hapMakoHarnsgy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNOBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-thaiina cucteMu papmakoHarnsgy)
(3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHMKA.
3MiHa Micus BNPOBaXeHHA OCHOBHOI Aisfi/IbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-chaiina. 3miHa
HOMepa MacTep-ghaiina)

111.

HENPOOAP®

PO34UH NS iH'EKLN
no 1000 mr/4 mn, no
4 mn B amnyni, no 5
amnys y KOHTYpHIiA
YapyHKOBIli
ynakoBui, o 1
ynakosLi B
KapTOHHiiA KOpooLi

Amakca
dapma 1T/,

Benuka
BputaHis

Na6opaTopio
PapmayeyTiko
C.T.C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3as1BHMKa (B/1aCHMKA PeECTPaLiiHOro NocBigYeHHs) (3MiHa
MicLLe3HaxXoMKEHHS 3asBHUKa) (TepMiH BBe4EHHS 3MiH
NPOTArom 6-T MICALIB MiCNA 3aTBEPKEHHS); 3MiHM | TUny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy.
BBefeHHs1 a60 3MiHM [0 y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BefileHHs y3arasibHeHNX AaHnX Npo cuctemy
hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsay; KOHTakTHOI
0co6u 3 chapmakoHarnagy 3asBHVKa A5 34iINCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHA BigMiHHA Big,
YMNOBHOBaXEHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy (BKoyaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-goaiisia cuctemu thapmakoHarnisgy)
(3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6BU 3asBHUKA.
3MiHa MicLA BNpOBaAXeHHSA OCHOBHOT Aisi/IbHOCTI 3
thapmMakoHarnagy. 3miHa agpecu macTtep-haina. 3miHa
HoMepa MacTep-ghaiina)

3a
peyenmom

UA/14668/01/02

112.

HENPOOAP®

TabneTtkn, BKpUTI
o60noHkoto, no 500
mr, no 10 TabneTok
y 6nicTepi, no 1
6nictepy B
KapTOHHIA ynakosLi,
no 3 a6o 10
yMakoBOK y
KapTOHHIA Kopoo6Li

Amakca
dapmva 1T,

Benvka
Bputanis

Kycym Xentxkep
M.t N14,

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny -
AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs) (3mMiHa
MicLie3HaxXoKeHHs 3asBHMKa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-T1 MICALIB MiC/1A 3aTBEPKEHHS); 3MiHM | Tuny -
3MiHY Woao 6e3nekun/edpekTMBHOCTI Ta dhapmakoHarnsgy.
BBefeHHs abo 3MiHW [0 y3araslbHEHUX AaHVX NPo cucTemy
dhapmakoHarnsgy (BefileHHs y3araslbHEHNX AaHnX Npo cuctemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHo! ocobu,
BiNOBIfa/IbHOT 3a 34iICHEHHS hapMakoHarnsay; KOHTaKTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 33 3iICHEHHS
chapmakoHarnsgy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiiia cucteMu papmakoHarnsgy)
(3MiHa KOHTaKTHUX AaHWUX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BignoBiAa/IbHOI 32 dhapmakoHarnsg. 3miHa micus

3a
peyerimom

UA/10777/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
BNPOBa/KEHHA OCHOBHOI AisSNIbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu macTep-goaiina. 3miHa Homepa mactep-daiina)
113. | HEMPOMAKC TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/14386/01/01
NNiBKOBOIO 06MEXEHO 06MeXeHo 3MiHa po3mipy cepii (BKOUaloumM giana3oH po3mipy cepir) peuenma
060/10HKOH, Ne 20 BiANOBIAA/TbHI BiAMOBIAA/IbHICTIO roTOBOrO MiKapCbKOro 3acoby - BBEAEHHS 404ATKOBOro
(10x2), Ne 30 (10x3) CTHO "®apmMaueBTUYHa po3mipy cepii nikapcbkoro 3acoby A1 Aiko4oro Lexy roroBoro
Ta Ne 60 (10x6) y "dapmaLeBTu KOMnaHis nNiKapcbKOro 3acoby Ta BUKNAfeHHs 3aTBEPKEHNX PO3MIpIB
6nictepax YyHa KOMMaHis "3p0poB'sa” cepii B Kinorpamax Ta y TUC. yNakoBOK B OHOB/IEHOMY
"3p0pos'a” TEOPETUYHOMY PO3PaxyHKy
114. | HIMOAUNIH TabneTkun, BKPUTI My6niuHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - 3a UA/1230/01/01
NAiBKOBOO akKujioHepHe akuioHepHe 3miHu 3 aKocTi. FoToBMIA Nnikapcbkuid 3aci6. Onvc Ta ckiag. peyenmom
060/10HKOI0, Mo 30 TOBapuCTBO TOBapuCTBO 3MiHa y cknagi (40MOMDKHUX pevYoBUHAX) rOTOBOTO J1iKapCbKOro
Mr no 10 TabneTtok y "HaykoBo- "HaykoBo- 3aco6y (iHLUI AONOMDKHI peYOBUHY) - 3aMiHa OfHiEl
6nictepi; no 3 abo 5 BMPOGHUYMIA BMPOBHUYNIA [OMOMDKHOT PEYOBVHM Ha iHLLY 3 TUMU CaMnMK
6nicTepis B nauui 3 LeHTp LeHTp (PYHKLiOH&U/TbHUMUN XapaKTepucTUkamm Ta Ha TOMy caMomy
KapToHy "Bopuiariscbk "BopLyariBCbkuii piBHI (3MIHW MapKy NAIBKOYTBOPIOKOYOro MOKPUTTA Y CKNagj
uii XimiKo- XimiKO- npenapary - BUIy4yeHHs 6apBHMKa TapTpasyH
hapmaueBTny thapmaueBTUYHWI (Tartrazine/FD&C Yellow 5), sikuii 3a60poHeHo A0
HWi1 3aBoa" 3asofa” BMKOPUCTaHHSA Y cKNagi nikapcbknx 3acobiB B kpaiHax €C.

3anponoHOBaHO BUKOPUCTAHHSA Yy cknadi npenapary
nNiBKOyTBOpPIOOYOro NokpuTTa Aquarius Preferred HSP
BPP314069 Yellow %0BTOro Konbopy, BUpo6HULTBa dipMu
“Ashland Specialty Ingredients G.P.”, CLUA, sike He MiCTUTb
6apBHKKa - TapTpasuHy (E102) (TepMiH BBEAEHHS 3MiH
npoTArom 3-x MicsLiB nicnsa 3atBepaykeHHs) CynyTHA 3MiHa -
3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTposb
[ONOMDKHMX peyoBuH. 3MiHa napameTpis cnevudikauiin Ta/abo
[ONYCTUMUX MEX 415 AONOMDKHOI PEYOBUHYM ([OMNOBHEHHSA ab0
3amMiHa (3a BUHATKOM NikapCbknx 3acobiB 6iosoriyHoro ta
iMYHO/10TYHOIO MNOXOXKEHHS) NapameTpa crneundikadii 3
BIANOBIAHUM METOA0M BUNPOBYBaHHA 3a pesynbTaTtaMmu
AocnimxeHb 3 6e3nekn abo AKocTi) (3MiHM y cneundikauii Ha
[OMOMIXHY pPEYOBUHY BKa3aHO BUMOTU A/151 3anpONOHOBAHOI
MapKu NPOAYKTY — N/iBKOYTBOPIOKOYOro NOKpUTTA Aquarius
Preferred HSP BPP314069 Yellow); - 3MiHu 3 sikocTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM BUNPO6yBaHb
abo gonycTumMmMx Mex, BCTaHOBEHUX y cneuudikavisx, nig
Yyac BUpOOHULTBA FOTOBOrO MiKapCbKOro 3acoby (iHLWi 3MiHM)
(3MiHKM y cneuudpikauii NPOMiXXHUX NPOAYKTIB — TabNEeToK
Hepo3ghacoBaHux 3a n.“Onuc, HasiBHUIA TecT 3a n. «Onue»
TabneTku- Aapa) - 3MiHM 3 SKOCTi. FOTOBUIA Nikapcbkuid 3aci6.
KOHTpo/b roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauili Ta/abo [ONYCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHN) ( 3MiHK Y cneuumdikauii roToBoro
nikapcbKoro 3acoby 3a n.“Onuc” — BHECEHO YTOUYHEHHS LLLOA0
30BHILLUHLOIO BUMNAAY TabneTkn y 38 A3Ky 3i 3MiHOK cknagy
'N3)
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
115. | HITPOCOPBIJ, Tabnetkn no 10 mr My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/6604/01/01
no 10 TabneTok y akujioHepHe akuioHepHe 3MiHM BMNpPOGyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHNX Y peyenmom
6nictepi; no 4 TOBapuCTBO TOBapucTBo cneundikauisix, Mg yac BUPOOHMLTBA FOTOBOrO MiKapCbKOro
6nictepn y nauui 3 "HaykoBo- "HaykoBo- 3acoby — 3MiHM y cnevumdikalii NpoMKHOT NpoayKuil
KapToHy BMPOGHUUNIA BMPOGHUYNIA «TabneTkvn Hepo3chacoBaHi» 3a nokasHnkoMm «CepefHs maca»
LEeHTp LeHTp Ta «OAHOPIAHICTL Macy TabneTok»; 3MiHU | TUny - 3MiHKn
"BopLuariscbk "BopLyariscbKuii BMNPO6YBaHb ab0o AONYCTUMUX MEX, BCTAHOB/IEHUX Y
WA XiMiKO- XiMmiKo- cneumdikayisx, nig yac BUPO6GHMLTBA FOTOBOIO /iKAPCbKOro
chapmaneBTny dhapmaLeBTNYHWMi 3ac00y (BUlyYeHHS HECYTTEBOrO BUNPOOYBaHHS B MPOLIECI
Hui1 3aBoa" 3asopg" BMPOOHULTBA) - Y cnevumdikalii 415 KOHTPOMO NPOMDKHOT

NpoAyKUii BUIy4YeHHS nokasHuka skocTti «MikpobionoriyHa
yYMCTOTa»; 3MiHM | TUMy - 3MiHa NapameTpiB cneyudikaw,ii
Ta/abo fonycTUMUX MeX AN AONOMDKHOT PeYOBUHU; 3MiHN |
TUMY - 3MiHW, NOB'A3aHI 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €Bponeiicbkoi
thapmakonei, abo iHLWOT HaLioHaNbLHOT hapMakonei fepxasu
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu B 1dY, abo
€Bponeiicbkilii hapmakonei, abo iHLWIA HaLioHaNbHIl
hapmakonei gepxasun €C) - y cneumdikavii BXigHOro
KOHTPO/II0 Ha JOMOMDKHY PEYOBUHY «J1aKTO3M MOHOTigpaT»
3MiHM B po3aini «MikpobionoriyHa yncrtoTa 3rigHO BUMOT
MoHorpadii EP; 3miHu | TMny - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MOHorpadii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHWOoT HauioHa/IbHOI
thapmakonei gepxasun €C (3miHa y cnevumdikayisix, nos'A3aHa
3i 3miHamu B ®Y, abo Eponelicbkiin hapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C) - y cneuudikauii
BXiZHOr0 KOHTPO/IIO Ha [LONOMiXHY peyoBuUHY «KasnbLito
cTeapaT» 3MiHU B po34iai «MikpobionoriyHa ynctota» 3rigHo
BMMOT MOHorpadii EP; 3miHu | TUny - 3MiHW, NoB'A3aHi 3
HeOobXiHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
LoY abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaTbHOT
hapmakonei gepxasu €C (3miHa y cneuudikayisix, nos'a3aHa
3i 3miHamu B @Y, abo €Bponelickkiin chapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C) - y cneuudikawii
BXi[JHOTO KOHTPOJII0 Ha AOMNOMIKHY PeqyoBUHY «KpOoCnoBigoH»
3MiHM B po3ginax «Mikpo6ionoriyHa unctota» Ta
«B0o0pPO34MHHI peuoBMHU» 3rigHO BUMOT MoHorpadii EP;
3MiHKW | TUNY - 3MiHa y MeTogax BUnpobyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUMPOGYBaHHS); 3MiHW | TUMy - 3MiHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOTO /iKapCbKOro
3aco06y; 3MiHu | TUMY - 3MiHa NocTaYaslbHMKa NakKyBaslbHUX
mMartepianis abo KOMMIEKTYHUMX - OHOB/IEHHS NigPO34iny
3.2.P.7. Cuctema ynakoBka/yKynopka: BUIy4eHHs
HaliMeHyBaHHs1 NocTayYasibHUKIB NakyBaslbHUX MaTepianis 3
peecTpauiiiHoro Aocbe; 3MiHK | TMNy - 3MiHK, NOB'A3aHi 3
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JliKapcbKO20
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Howmep
peecmpayiliH
020
nocsi0O4YeHHs

HeOobXiHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
LY abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaTbHOT
hapmakonei gepxasu €C (3miHa y cneuudikadisix, nos'a3aHa
3i 3miHamu B @Y, abo €Bponelickkiin chapmakonei, abo iHLWii
HauioHasbHIN thapmakonei gepxasu €C) - y cneundikauii gnis
KOHTposto AP 3MiHM 3a MOKa3HKKOM SKOCTi «MikpobionoriyHa

yucToTax 3rigHo Bumor APY/EP; 3miHm Il Tuny - 3miHa

BMPOGHMKa BUXIAHOrO/MPOMIXHOIO NPOAyKTYy/peareHTy, Wwo

BUKOPVCTOBYIOTbCS Yy BUPOBHMYOMY npoueci AP, abo 3miHa
BMpO6HMKa (BKIKOYAKOUM, e HEOOXiAHO, MicLe NPOBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepgkKeHoMy
[l0Cbe)(BBEAEHHS HOBOTO BUPOGHUKA AD| 3 HafaHHAM MacTep-
thaiina Ha A®I); cynyTHA 3MiHa: 3MiHa Yy napameTpax
cneumdikauin Ta/abo [oNycTUMKUX MEX, BUSHAUYEHUX Y
cneumdikauisix Ha A®l, abo BUXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y MPOLLECI
BMpo6HMLTBA AP, BBEAEHHS HOBOTO BUPOGHMKA Aito4oT
peyoBUHM Ta NOCAILOBHI 3MiHM Yy cneuudikauii Ta meTogax

BXiIHOro KOHTposto A®I, 3a nokasHMkamm SKoCTi: Onuc»,

«lpeHTndikauis», «CynposigHi 4OMiWKN», «KinbkKicHe
BU3HAYEHHS»

116.

HI®YPO3WA-
3/0POB§l

CyCneHsis opasibHa,
200 mr/5 mn no 50
M a6o no 100 mny
dhnakoHax
nosnimepHux Ne 1
pasom 3 MipHO
JIOXKKOH Y KOpo6Li;
no 100 mny
dhnakoHax 3i ckna Ne
1 pa3om 3 MipHO
JIOXKOH0 Y KOpoobLLi

ToBapucTtso 3
06MexeHo
BiANOBiAabHI
CTIO
"GapmaueBTu
YHa KOMMaHis
"3popos's"”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnNaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH A0 PEECTpaLiiHNX MaTepiasliB NpUuBeAEeHHs
HanMcaHHA peecTpauiliiHoi npoueaypu B Hakasi MO3
Ykpainu Ne 169 Big 21.02.2017 y BignoBigHicTb A0
peecTpauiiHux maTepianiB B Nnpoueci BHECEHHSs 3MiH -
3MmiHu | TMNY - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneungikayiii Ta/abo 4oNyCTUMUX MeX NePBUHHOT
yNakoBKM rOTOBOTO J1iKapCbKOro 3acoby (3BY)EeHHS
O0NYCTUMUX MEX, BU3HaYeHnX y creumdikauii). CynyTHa 3MiHa
- 3MiHM 3 IKoCTi. FOTOBWI Nikapcbkuii 3acio. Cuctema
KOHTeliHep/3aKkynoptoBasbHuii 3aci6. 3MiHa y MeToaax
BUNPO6YBaHHA NEPBUHHOI YNaKOBKM rOTOBOTO NiKapCcbKoro
3aco6y (He3HauHi 3MiHM y 3aTBEPAKEHUX METohax
BMNpo6yBaHb) - 3MiHa y cneuudikauii Ta MeTogax
BUNPOOGYBaHHA NEPBUHHOI YNakoBKM (d/1aKOHM Ta KPULLIKK) 3a
n. «<MBY». 3MiHn | TMNY - 3MiHW 3 AKOCTI. [OTOBWUIA NiKAPCbKWi
3aci6. Cuctema KoHTeliHep/3aKkyrnoptoBasnbHuii 3aci6. 3MiHa
chopmun abo po3Mipy KOHTeHepa Yu 3aKynoproBasIbHOTO
3aco6y (NepBMHHOT yNakoBKK) (HECTEPUIIbHI JTiKapCbKi 3ac06K)
- BBE,E€HHS1 HOBOI KPULLKW Nif pPi3b6OBY rop/ioBUHY 3
KOHTponem nepiuoro poskputTsa KKMNB/1 gopatkoso [0
3aTBEPKEHOT KPULLIKW Nif, Pi3bO0OBY rop/IOBUHY 3 KOHTPO/IEM
nepLuoro po3kpuTTs BUpo6HNKa TOB «®apmaneBTuyHa dipma
«BepTekc», YkpaiHa He3HauHi 3mMiHu po3Mipis KpuLukn KB3
BMpo6HMKa 3AT «dipma Eninc», YkpaiHa Ta Kpuwku 1.4 o

3a
peyenmom

UA/12707/02/01
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JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina
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Ymosu
Bionycky

Howmep
peecmpayiliH
020
nocsi0O4YeHHs

BMpo6HUKa TOB «Papmmalu», YkpaiHa 3riffHO OHOBMEHOT
[OKyMeHTaUji Bif, BUPO6HMKa. KinbkKicHWIA Ta sikicHWI cknag
nakyBaJIbHOro Matepiasty, Bi/lbHUIA MPOCTIP Haf NiKapCbKUM

3aC060M He 3MIHWMANCH

117.

HI®YPO3WA-
3/0POB§l

kancynu no 100 mr
Ne10 (10x1), Ne20

(10x2) y 6nicTepax B

Kopoobui

ToBapucTtso 3
06MexeHo
BiANOBiAabHI
CTIO
"GapmaueBTu
YHa KOMMaHis
"3popos's"”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KOMnNaHis
"3p0pos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasis: 3miHn | Tuny -
AnMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHUKA (B/1ACHMKa peECTpaLiiHOro NocBigYeHHs) (3miHa
agpecu 3asBHMKa) (TepMiH BBEAEHHS 3MiH MPOTATOM 3-X
MiCALiB Nicnsa 3aTBepMKeHHs); 3MiHW | TUNYy - 3MiHKX 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHMIA 3aci6. 3mMiHa po3Mipy ynakoBKu
roTOBOrO /iKapCbKoro 3acoby (BUyYEeHHS yNnakoBK1 NEBHOTO
po3mipy) (BunyueHHst ynakosku no 10 TabneTok y 6nictepi; no
3 6ricTepy B KOpPo6Lj 3 KAPTOHY); 3MiHK | TUny -
AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaPKEHHA AiSNIbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYAKUMN AiNbHAL BUMYCKY
cepil abo MicLe NpoBefeHHS KOHTPOSIIO SAKOCTI. (ZisiNbHICTb, 3a
AKy BignoBifae BUPOOHMK/IMNOPTEp, BKIHOHAOUM BUMYCK CEPiil)
(NpuBEAEHHST MiCLLEe3HAXO04KEHHS BUPOOHMKa 13 y
BiANOBIAHICTb A0 NiLeHsil Ha BUPOGHMLTBO, 6€3 3MiHM Micus
BMPO6HULTBA) (TEpMIH BBEAEHHS 3MiH MPOTAroM 3-X MicsiLiB
nicna 3aTBepAXEHHS); 3MiH | Tuny - 3MiHM Woao0
6e3nekun/edheKTNBHOCTI Ta chapmakoHarnsgy (iHwi 3miHn)
(3amiHa rpaciuHOro 306paXkeHHs Ha TEKCT MapKyBaHHS
YNaKkoBOK Y 3B'A3Ky 3 NPMBEAEHHSAM Y BiANOBIAHICTL A0 Haka3zy
MO3 YkpaiHn
Ne 426 Bif, 26.08.05 (y pegakuii Hakasy MO3 Ykpainn Ne460
Big 23.07.2015 p.) (TepmiH BBeAEHHS 3MiH NPOTArom 3-X
MicALiB NMiCNsa 3aTBEPMAKEHHS)

3a
peyenmom

UA/12707/01/01

118.

HI®YPO3UA-
3[0POBA

Kancynu no 200 mr
Ne10 (10x1), Ne20

(10x2) y 6nicTepax B

Kopoo6ui

ToBapucTeo 3
obmexeHo
BiANOBIAA/IbHI
CTiO
"®bapmaueBTu
YHa KoMMaHis
"3p0pos'a”

YkpaiHa

ToBapucTso 3
0bMexeHot
BiANOBIAA/IbHICTIO
"®apmaueBTnYHa
KOMMaHis
"3popos'a”

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny -
AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHMKa peecTpauiiHoro nocBigYeHHs)
(3miHaagpecu 3aaBHUKa) (TepMiH BBEAEHHSA 3MiH NPOTAroM 3-X
MiCALIB MiCNA 3aTBEPKEHHS); 3MiHM | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu micus
NpoBafKEHHA Ais/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIOHaUM AiNbHNLj BUNYCKY cepii abo
MicLLe NpoBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiNOBifA€ BUPOGHMK/iMMOPTEP, BK/OYAKOUMN BUMYCK CEPiid)
(MpviBegeHHA MicLe3HaxomKeHHs BUpobHuka M3y
BiANOBIAHICTb A0 NiLeHsil Ha BUPOGHMLTBO, 6€3 3MiHM Micus
BMPO6HULTBA) (TepMiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicns 3aTBepkKeHHs); 3MiHu | Tuny - 3MiHN WoAao
6e3nekn/edhekTMBHOCTI Ta hapMakoHarnagy (iHLwi 3MiHK)
(3amiHa rpachiuHOro 306paXKeHHs Ha TEKCT MapKyBaHHS
YNakoBOK Y 3B'I3Ky 3 NPMBEAEHHAM Y BiANOBIgHICTL A0 Hakazy

3a
peyerimom

UA/12707/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
MO3 YkpaiHn
Ne 426 Big, 26.08.05 (y pegakuii Hakasy MO3 Ykpainn Ne460
Bifg 23.07.2015 p.) (TepmiH BBeAEHHSA 3MiH NPOTArom 3-X
MicALiB Nicnsa 3aTBepMXKeHHs); 3MiHM | TUNy - 3MiHKU 3 AKOCTI.
[oToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y TepMiHax
NpVAATHOCTI @60 ymoBax 36epiraHHs roTOBOro NikapcbKoro
3aco6y (36iNbLUeHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1ns TOproBoi ynakoBKu
(nigTBEPAXKYETLCA AaHUMW peasibHOro Yacy) (36inbLIeHHS
TepMiHy NpuAAaTHOCTI FOTOBOrO NiKapcbKoro 3acoby (3 2-x Ao 3-
X pokiB) (TepmiH BBEAEHHS 3MiH NPOTArom 3-x MicsLiB nicns
3aTBEPKEHHS)
119. | OKOPEPOH® Kpansi OuHi, TOB "®3 YkpaiHa TOB "$3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6206/01/01
nopowok no 1 000 "BIOPAPMA" "BIOPAPMA" BBEJEHHS1 ab60 3MiHW 40 y3araJibHEHUX faHWX NP0 cUCTemy peyernma
000 MO; 1 chnakoH 3 thapmakoHarnsgy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
NOPOLLKOM Y po3MilLieHHi MacTep-thalina cuctemm hapmakoHarnagy
KomnnekTi 3 1
hnakoHOM
PO3UMHHKKA
(MeTunnaparigpokc
nbeHszoar (HinariH)
(E 218) - 5,0 mr) no
5 M1 Ta KpULLKOto-
KpanenbHULEe B
nayuj 3 KapToHy
120. | OPHIBAT 500 TabneTku, BKPUTI [Jenbta LLiBefiuapis AB/Jll IBPAXIM TypeuunHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/3099/01/02
nNiBKOBOIO Megiken lnay CaHai Be AZMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu peuyenmom
060/10HKOt0, Mo 500 MpomoyLLUH3 TipxapeT A.LL. MiCLil NPOBaPKEHHSA AiS/IbHOCTI BUPOOHUKa/iMnopTepa
mr Ne10 (10x1), Ne Al rOTOBOrO /1iKapCbKOro 3acoby, BK/OYaoUM AiNlbHULI BUMYCKY
20 (10x2), Ne 30 cepii abo MicLe NpoBefEHHS KOHTPOSIHO AKOCTI. (fisNbHICTb, 3a
(10x3) y 6nicTepi B AIKy BignoBifae BUPOOHMK/IMNOPTEP, BKIHOHAOUM BUMYCK CEPiil)
Kopoo6ui (3miHa agpecun Bupo6Huka 13 (Ha3Bwu paiioHy micta Ctambyn
3 CaHal Maxannewwi Ha OpxaH a3i MaxanneLui), 6e3 3miHu
MicLii BUPO6HULITBA)
121. | ODPTATE/Ib® resib OYHWi, 2,5 mrir, CaHTteH AT diHnAHAA Brpo6HMK, HimeuyunHa/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/6605/01/01
no 10 r y dpnakoHi, BiAnoBiganbHMIA 3a PiHNAHAiA AnMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenma

no 1 donakoHy B
Kopoo6Li

BMPOGHMLTBO in-
bulk, nepeunHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
YPCA®APM
ApuHalimitTTens
'M6X, HimeuunHa;
Bnpo6HMK,
BiAnoBigabHNI 3a
BUMYCK:

MiCLil NPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/OYaoUn AiNlbHULi BUMYCKY
cepii abo MicLe NpoBeAEeHHSA KOHTPOO AKOCTI. (4isANbHICTb, 3a
AKy BiANOBiAae BUPOGHMK/IMNIOPTEp, BK/IKOYAKOYM BUMYCK Cepili)
(3miHa agpecu BupobHuka 113 YPCAGAPM ApuHaimittenb
'M6X) (TepmiH BBeAEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny - 3MiHK 3 AKOCTI. [0TOBWMiA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY Cepii Ta KOHTPOsII0
SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa abo foaaBaHHs
BMPOGHMKA, LLIO BiANOBiAAE 3a BBE3EHHS Ta/abo BMNYCK cepil) -
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020
nocsi0O4YeHHs

CaHTteH AT,
PiHNAHAIA

He BK/tOHAOUM KOHTPONL/BUNPOGYBaHHSA cepil (4oaaBaHHs
BMPOGHWKA, BiANoBifasibHOro 3a Bunyck cepii CaHteH AT,
DiHNAHAIA Ta 3a3HaYeHHSA DYHKLiIOHaNIbHYX 000B’A3KIB paHille
3aTBEpAKEHNX BUPOOGHYKIB) (TepMmiH BBEAEHHS 3MiH NPOTArom
3-x MicAUiB MicnA 3aTBEPAKEHHSR); 3MiHM | TURY - 3MiHK Woa0
6e3nekun/edheKkTNBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHn)
(3miHa rpachivyHOro ohopmIEHHS NEPBUHHOI Ta BTOPUHHOT
yMakoBOK Ha TEKCT MapKyBaHHS; BHECEHHS 3MiH [0 TeKCTy
MapKyBaHHsi BTOPMHHOI ynakoBky (iHhopmMauii LWoAo LWNsAxy
BBE/IEHHSI Ta iHLIMX pefakuiliHnx npasok) (TepmiH BBeAEHHS
3MiH NpoTArom 3-X MicAuiB nicns 3aTBepAKeHHS)

122.

OPTUMON®

Kpanni o4Hi, 5 mr/mn
no 5 mn a6o no 10
MY dh/1akoHi; no 1
dhnakoHy B nauui 3
KapToHY

MAT "®apmak”

Ykpaina

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y BIANOBIAHICTbL
[0 MoHorpadii JdY abo €sponelicbkoi hapmakonei, abo
IHLWWOT HauioHas1bHOT thapmakoneil aepxasn €C — npuBefeHHs
cneuudikauii BXigHOro KoHTposo AP Tumonony maneary Ao
BMMOT MoHorpadii «Timolol maleate» EP; 3miHn | Tuny -
nofaHHa Hosoro CEP ans A®I Tumonony maneaty Big
3aTBEPKEHOr0 BUPO6HMKA

3a
peyenmom

UA/4314/01/02

123.

NMAHKPEATUH
DOPTE

TabneTku, BKPUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI MO
10 TabneTtok y
6nictepi; no 2 abo
no 5 6nictepis y
nauwi

NAT
"BiTaMiHn"

Ykpaina

MAT "BitamiHn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaliiiHuX maTepiasiB: BUNPaB/IEHHS
HeBignosigHocTel B Hakasi MO3 YkpaiHu Ne 1267 Big,
22.11.2016 woA0 HanucaHHA npoLeaypu B NPOLEC BHECEHHS
3MiH, a came: 3miHu | Tuny - 3MiHa NnapamMeTpiB cneuudikauii
Ta/abo foNyCcTVMUX MEX NEPBUHHOI YNakoBKW FOTOBOTO
nikapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y MeTogax
BUMNPOOYBaHHA NEPBUHHOI YNaKOBKM rOTOBOIO NiKapCbKOro
3aco6y (iHWi 3mMiHM y MeToAax BUNpoGyBaHb (BK/IOUauM
3amMiHy abo fofaBaHHs)) - 3MiHa AoNyCTUMUX MeX N. «<MBY» B
cneuudikalii Ha NaKkyBasibHi MaTepiann NePBUHHOI YNakoBKM
(6nicTep i3 nniBKM NoNiBiHINXNOPUAHOI Ta hoNbrn
atOMiHIEBOT) Ta 3MiHM Y MeToAax BunpobysaHb n. «<MBY»;
3MiHM | TUny - 3MiHa napameTpis cneuudikavin Ta/abo
[0MyCTUMUX MEX rOTOBOT0 Nikapcbkoro 3acoby

6e3
peyenma

UA/0337/01/01

124.

NMAHKPEATUH
POPTE

TabneTkn, BKpUTI
060/10HKOIO,
KMLLKOBOPO34YMHHI in
bulk Ne 800: no 10
TabneTok y 6nictepi;
no 80 6nicTepis y
Kopobui ans
BUrOTOBJIEHHSA
rOTOBUX NiKapPCbKNX
3acobis

NAT
"BiTamiHn"

YkpaiHa

MAT "BiTamiHn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHMX maTtepiasis: BUNPaB/IeHHS
HeBignosigHocTel B Hakasi MO3 Ykpainu Ne 1267 Big,
22.11.2016 w040 HanMcaHHA npoueaypu B nNpoLeci BHECEHHS
3MiH, a came: 3miHu | Tuny - 3MiHa napameTpiB cneuudikaui
Ta/abo [oNyCTMUX MEX NEPBUHHOI YNakoBKW FOTOBOTO
niKkapcbKoro 3acoby; CynyTHA 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHA NEPBUHHOI YNakoBKW rOTOBOMO NiKapCbKOro
3aco6y (iHWi 3MiHM Yy MeToax BUNpobyBaHb (BK/IHOHAKUN
3amiHy abo fofaBaHHs)) - 3MiHa 4oNyCTUMUX MeX M. «MBUY» B
cneyudikaLii Ha naKkyBasibHi MaTepiann NePBUHHOI yNakoBKM
(6nicTep i3 nniBKM NoNIBIHINXNOPUAHOI Ta honbrn
a/1lOMIHIEBOI) Ta 3MiHM Y MeToAax BUNpobyBaHb N. «MBY»;
3MiHM | TUny - 3MiHa napameTpis cneuudikavin Ta/abo
[A0MyCTUMUX MEX rOTOBOI0 NiKapCcbkoro 3acoby

UA/11376/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
125. | MAHTEHON niHa HawwkipHa, 50 TOB YkpaiHa TOB "Mikpochapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/8333/01/01
AEPO30/1b Mmr/r no 58 r abo 116 "Mikpochapm" BBEEHHS1 ab60 3MiHW 40 y3araJibHEHUX faHWX NPO cUcTemy peyernma
Iy KOHTelHepi; no 1 chapmakoHarnsgy (Bk/Iouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
KOHTElHepy y naui pO3MiLLEeHHI MacTep-haiina cuctemm hapmakoHarnsgy
3 KApTOHY
126. | MAHTEHO/- Masb, 5% no35r patiohapm HimeyunHa Mepkne M6X HimeuunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 6e3 UA/7142/01/01
TEBA Masiy Ty6i; no 1 Ty6i 6X 3MiHa NapameTpiB crneuudikauili Ta/abo f4onyCTUMUX MeX peyenma
Y KapTOHHI KOpOOLLi roTOBOrO /liKapCbKOro 3acoby - PO3LLMPEHHS AOMYCTUMUX MEX
ansa n. "Kanito copbaty” B cneyudikuaii roroBoro fikapcbkoro
3ac06y Ha TepMiH NPUAATHOCTI; OHOBMEHHSA cneuudikaLii ans
TepMiHy npuaaTHOCTI 3a n. "MikpobionoriyHa yictora”
BignoBiaHO 0o BUMor EP. BBegeHHsA 3MiH npoTsarom 6-tm
MicALiB nicna 3aTBepAKeHHs; 3MiHM | TUNY - 3miHa y
MeToAax BUNpobyBaHHSA rOTOBOTO /liKapCbKOro 3acoby -
He3HauHi 3MiH1 B MeTogax BUNpobyBaHHA rOTOBOrO
NiKapcbKoro 3acoby 3a T. «KifibkiCHe BU3HAYEHHS Kanito
copbarty, fAieKCnaHTeHOY», «HUCTOTa AEeKCNaHTEeHOsY», 3MiHN
KOAyBaHHS cneumdikalii npoTaroMm TepmiHy npuaaTHOCTI
(meTopg S -01672501(HPLC) 3miHeHo Ha D-005565501
(HPLC); 3miHu Il TMNy - 3mMiHa NnapameTpiB cneundikawii
Ta/abo [oNyCTUMUX MEX AN AONOMIKHOT Pe4OBUHY -
PO3LUMPEHHA AONYCTUMUX MEX A4 M. "TiapoKkeubHe Yncno” B
cneumaikauii 4oNoMixXHOI pevoBuHM “Imwitor 780 K" 3 100-120
00 85-120 3rigHo AaHMX BUPOGHMKA
127. | NAHTOKPUH EeKCTPaKT piakui, TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3237/01/01
cnupToBuiA, no 50 "TepHodhapm" "TepHodhapm" 3MiHa y MeTogax BUNpobyBaHHA roTOBOrO /iKapCbKOro 3acoby peyenma
MY hnakoHax (iHWi 3miHM y MeTogax BUNpobyBaHb (BK/ItoYaoumn 3amiHy abo
CKNAHNX abo [IOMOBHEHHS)); CYNyTHA 3MiHa: 3MiHa napameTpis
noniMepHuXx 3 cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOTO /iKapCbKOro
npo6bKot- 3acoby
KpanesibHuuero Ne 1
128. | MANABEPWUH- Tabnetku no 10 mr ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/4675/02/01
3400POB'A Ne 10 (10x1) y 06MEXEHO 06MeXeHOo 3MiHa po3mipy cepil (BkoYatouy fdiana3oH po3Mmipy cepii) peuenmom
6nictepi B kopobuyj, BiANOBiAabHI BIANOBIAA/BHICTIO roTOBOrO /1iKapCbKOro 3acoby - BBEAEHHSA A0AaTKOBMX PO3MIpiB
Ne 10 y 6nictepax CTIO "®apmavueBTUYHa cepiii npenaparty Ans girounx uexis N3 ta e
"GapmaueBTu KOMnNaHis
YyHa KOMMaHis "3p0pos'a”
"3gopos's"”
129. | NEFr®EPOH PO3YUH NSt iH'EKLilA TOB YkpaiHa TOB "NNIOM'EP Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/14828/01/01
180 mkr/mnno 1 mn "NIOM'EP PAPMA" 3MiHM 3 SIKOCTi. [0TOBWIA NiKapcbkuii 3aci6. CTabiNbHICTb. peyenmom
y thnakoHax Nel, PAPMA" 3miHa y TepMiHax npugaTHoOCTi abo ymoBax 36epiraHHs

Ne4 (nakyBaHHS 3

roTOBOrO NiKapCcbKOro 3acoby (36iNbLUEHHA TEPMiHY

copmu in bulk nNpuAAaTHOCTI rOTOBOrO MiKaPCbKOro 3acoby) - 36iNbLUEHHS
BUPOBHMLTBA: TepMiHy NpuAaTHOCTI NliKapCbKOro 3acoby
®.XodhpmaHH-/15 6i0N0riYHOro/iMyHO/IOMNYHOr0 NOXOKEHHS HA OCHOBI
Pow J1tg, pe3ynbTaTiB AOC/IIKEHb CTabiNbHOCTI, NPOBEAEHNX
LLiBeliLapis BifNOBIAHO A0 3aTBEPAXEHOro NPoToKo/y (36ibLUEHHS
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
(Basenb); TepMmiHy npugaTtHocTi 113 3 3-x A0 4-X pokiB)
®.XohpmaHH-/15
Pouw JiTa,
LLiseiiuapis
(KalicepayrcT))
130. | MNEP’ETA®/ KOHUEeHTpaT ans ®.XohpmaHH- Lseliuapis BTOPVHHE Lsenuapis/ BHECEHHS 3MiH [0 peecTpavliiiHnx maTtepianis: 3MiHW | TUny - 3a UA/13062/01/01
PERJETA® po3umnHy ansa Na Pow J1Ta,. nakyBaHHs1, BUMYCK HimeuunHa 3MiHV BUNpOo6yBaHb abo AONyCTUMMUX MEX Y NpoLeCi peyenmom
iHdpysii no 420 cepii: ®. BMpo6HULUTBa A®I, W0 BCTAHOB/EHI y cneyudikauisx -
Mr/14 mn 'y dpnakoHi XohdmaHH-/15 [ofaBaHHA BUNpo6yBaHHs lMLIP-giarHoCcTMKM nenTocniposy B
Ne 1 Pow /14, SIKOCTi HOBOrO METOAY Y NpoLeci KOHTPOSIO Nig, yac
LLIBeliapis; BMPOGHULTBA Ait04OT peyoBuHM (NepTy3ymab); 3mibm | Tuny -
BMPOGHNLTBO 3MiHa y meToAax B1unpobysaHHA APl abo BUXigHOro
Hepo3schacosaHol marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
NpPOAYKLUIT, BUKOPUCTOBYETbLCS Y NpoLeci BUPo6bHuUTBa A®I - 3miHa y
nepBuHHe MeToZi BUNPo6yBaHHS L00 BU3HA4YeHHS akTuBHOCTI AP i [/13
nakyBaHHs, 6i0N10rYHNM METOAOM 3 METOH0 36i/IbLLEHHSI 06'eMY
BMNPOOYBaHHSA TpuncnHy/EDTA go 3 mn nig vac 36opy KNIiTUH i NociBy Ha
KOHTPO/IO SKOCTI: aHaNiTUYHWIA NNaHLWeT B OAWH KPOK, NMpW 36epeXeHHi NOTOYHOT
Pow fliarHocTukKe rYCTUHW KNITVUH, [O0AaBaHHA CUCTeMy NpUAATHOCTI Ta KpuTepito
'mM6X, HimeuyunHa NPUIRHATHOCTI 3pasKy; A0AaBaHHS 404ATKOBOro ped)epeHTHOro
cTaHaapTy (iH'ekUist), SK1ii BUKOPUCTOBYETLCA A5 NEePEBipKM
Ha nosToptoBaHicTb MeTogy SE-HPLC ana AP i MN3;
[0ofaBaHHs f0AATKOBOro pethepeHTHOro ctaHaapTy (iH'ekuis),
AKUIA BUKOPUCTOBYETLCA A/151 NEPeBipky Ha NOBTOPIOBAHICTb
metogay |IE- HPLC pgns [P i TN13. BBeAeHHA 3MiH NPOTArom
6-TN MicsILiB nic/is 3aTBepPAKEHHSA
131. | NEPCEH® Kancynu Teepgai, 200 CaHpo3 CnoBeHis Nex CnoseHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/10415/01/01
KAPAIO Mr/160 mr no 8 dapmachbioTika PapmaueBTMYHA 3MiHK 3 sikocTi. A®I. Cuctema KoHTeliHep/3aKyrnoptoBasibHWiA peyenma
Kancyn y énicrepi; n3 g.go. KOMMaHis 4. 4. 3aci6 (iHWi 3MiHK) - oHOBNeHHSA po3giny 3.2.S.6. Cuctema
no 2 6nictepu y KOHTeliHep/3aKkynoptoBasibHUiA 3aci6 ans AdI
KapTOHHiii Kopo6Lli
132. | NINEPA3NHY Tabnetku no 200 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/7016/01/01
AOVNIHAT- no 10 TabneTtok y "GapmaueBTu "®apmaueBTnyHa 3MiHM y NpoLeci BUPO6HMLTBA FOTOBOTO JTIKAPCLKOro 3acoby, peyenmom
AAPHMNUA KOHTYPHIl YyHa hipma thipma "AapHuug" BK/IHOYA0UM MPOMIXKHUI MPOAYKT, WO 3aCTOCOBYETLCA NpU
YapyHKOBIli "AapHuus" BMPOGHMLTBI FOTOBOrO NiKapcbKoro 3acoby. BBeAeHHs 3MiH
ynakosLi; no 1 NPOTArom 6-T1 MicsiLiB Nicna 3aTBepAKEHHSA
KOHTYPHIl
YapyHKOBIli ynakoBLii
y nauui; no 10
TabneTok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax
133. | NPOTUANEPTI 36ipnol5ry NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH IO peecTpaLjiiiHiX MaTepiasiB: NPUBEeAEHHSA Y 6e3 UA/12955/01/01
AHWI 3BIP inbTp-naketax Ne "ly6HMhapm" "ly6Hnhbapm" BigNOBiAHICTb A0 peecTpauliliHuX MaTepiasiiB HANUCaHHA peuenma

25 B nayui; no 50 r
Yy naketax; no 50 r

ynakoBoOK B Hakasi MO3 Ykpainu Ne 247 Big 09.03.2017 B
npoueci BHECEHHSA 3MiH - 3MiHK | Tuny - AgMiHICTpaTUBHI
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
y nakeTi 3 NAiBKN y 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo afpecy 3asiBHUKA
nauyi (BnacHvKa peecTpauiiiHoro noceigveHHs) (3MiHa agpecu
3asBHVKa) (TepMiH BBEEHHA 3MiH NPOTArom 6 -Tv MicsiLiB
nicns 3aTBepXeHHs); 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHW.
3miHa HaliMeHyBaHHS Ta/abo agpecu Micus npoBafKeHHs
LOiSbHOCTI BUPO6HUKa/iMnopTepa roToBoro JlikapCbKoro
3acoby, BKIYaoun AinbHNLI BUNYyCcKy cepii abo micue
npoBefeHHSA KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTep, BK/OYaoUM BUMYCK cepiid) (3MiHa agpecu
BMPO6HUKa, 6€3 3MiHN MicLsa BUPOGHMLTBA.(NepeliMeHyBaHHS
By/. MNeTpoBcbkoro Ha Byn. bapeiHkoBa) (TepMiH BBeAEHHS
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAXeHHS) (6yno - 36ip
no 1,5 r y oinbTp-nakeTi; no 25 goinbTp-nakeTiB y nayLi)
134. | PACTAH niocpinizat ans TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX maTepiastiB: 3miHu | Tuny - 3a UA/14528/01/01
PO34UHY A5 iH'EKLLA "BIOPAPMA" "BIO®PAPMA" BBE/,EHHSA ab0 3MiHM [0 y3ara/ibHEHUX AaHUX MPO CUCTEMY peyenmom
no 8 mr (24 MO) y thapmakoHarnsgy (BKovaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
conakoHax Ne 1y pO3MiLeHHI MacTep-haiina cuctemm hapmakoHarnsgy
KOMM/IEKTI i3
dhnakoHOM
pO3UnHHMKa Ne 1
(meTakpeson, Boga
ANA iH'eKuili) no 2
M/, Y nayui
135. | PACTAH niocpinizat ana TOB "®3 YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/14528/01/02
pO3unHy Ans iH'ekuii | "BIO®APMA" "BIO®APMA" BBEAEHHA ab0 3MiHW [0 y3ara/ibHEHUX JaHWX NPo cucTemy peyenmom
no 5,3 mr (16 MO) y chapmakoHarnsgy (BKIuyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
onakoHax Ne 1y po3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy
KOMMEKTI i3
h1akoHOM
pO3uMHHMKa Ne 1
(meTakpeson, Boga
ANs iH'ekuiii) no 2
M/, Y nayui
136. | PACTAH niocpinizat ans TOB "®3 Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 4,0 PeeCTpaLiiHNX maTepiasiB: 3miHu | Tuny - 3a UA/14528/01/03
PO34UHY ANS iH'EKLA "BIODPAPMA" "BIO®APMA", BBEEHHS abo 3MiHM [0 y3arasibHEHUX AaHWX NMPO CUCTeEMY peyenmom
no 1,3 mr (4 MO) y YkpaiHa; TOB "®3 hapMakoHarnagy (Bk1oYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
nakoHax Ne 1y "BIO®PAPMA", po3MiLLeHHI MacTep-thaiina cuctemu hapmakoHarnsgy
KOMMIEKTI i3 YkpaiHa
dhnakoHOM

PO3UMHHMKA Ne 1
(meTakpeson, Boga
Ans iH'ekuiii) no 1
M, Y nauyj; y
chnakoHax Ne 1y
KOMMNEKTI i3
hnakoHOM
PO34YnHHMKa Ne 1
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
(meTakpeson, Boga
Ans iH'ekuii) no 1
MmNy 6nictepi Ne 1,y
nauuy
137. | PACTAH niocpinizat ans TOB "®3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 pPeeCcTpaLiiHnX maTtepiasiB: 3miHu | Tuny - 3a UA/14528/01/04
PO34UHY A5 iH'EKLLIA "BIOPAPMA" "BIO®PAPMA" BBE/EHHS abo 3MiHV [0 y3ara/ibHEHUX AaHUX NMPO CUCTEMY peyenmom
no 2,6 mr (8 MO) y thapmakoHarnsgy (BKoyaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
conakoHax Ne 1y pO3MilLeHHI MacTep-haiina cuctemm hapmakoHarnsgy
KOMM/IEKTI i3
dhnakoHOM
pO3UnHHMKa Ne 1
(meTakpeson, Boga
ANA iH'ekuiid) no 1
M/, Y nayui
138. | PEKYTAH po3uvH no 100 mn y ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TUny - 6e3 UA/5120/01/01
hnakoHi, no 1 obmexeHoro BMPOGHULITBA, 3MiHa nocTtavasibHUKa nakyBasibHUX MaTepiasiis abo peyenma
hn1akoHy B KOpo6Lyi BiANOBiAA/bHI KOHTPO/b AKOCTI, KOMM/IEKTYOUMX (SIKLLO 3a3Ha4YeHO B A0CbE) (3amiHa abo
CTIo BUMyCK cepii: [ofaBaHHA nocTavasibHUKa) - BBEAEHHS A0AATKOBMX
"flocnigHnii ToBapucTBo 3 BVIPOGHWKIB NEPBMHHOIO NMakyBaHHS, K HACAIA0K, 3MIHIOETbLCSA
3aBof, obmMexeHot dhopma Ta po3Mip, SKICHUIA Ta KifIbKiICHWIA Cknag nakyBaslbHOro
"rHUnNC" BiANOBIAA/IbHICTIO MaTepiany NepBMHHOT YNakoBKM rOTOBOTO J1iKaPCLKOro 3acoby;
«JlocnifHnii 3aBof, CYMNyTHA 3MiHa: 3MiHa Y NepPBWHHIl yNakoBLji roTOBOro
HUC», YkpaiHa; nNikapcbKoro 3acoby (SKiCHWIA Ta KiNbKiCHWIA cknaa) - M'ski Ta
BCi cTagii HecTepw/bHI piaki nikapcbki hopmu; 3MiHa hopmu abo
BMPOOHMLTBA, PO3Mipy KOHTEHepa 4u 3aKynopioBasIbHOro 3acoby
KOHTPO/b AKOCTI, (NepBMHHOI ynakoBku) (HECTepUIIbHI Mikapcbki 3aco6U); 3MiHa
BUNYCK cepil: napameTpiB cneuudikauiii Ta/abo f4oMyCTUMUX MEX NEPBUHHOI
ToBapucTso 3 yNaKkoBKW FOTOBOrO NiKapCbKoro 3acoby; 3MiHu | Tuny - 3amiHa
o0bmMexeHot napameTpiB cneuudikauiii Ta/abo 4oMyCTUMUX MeX NePBUHHOI
BiANOBIAA/IbHICTIO yMakoBKM rOTOBOTO NiKapCbKOro 3acoby - 3MiHa y cneuudikadii
«PapmaLeBTUIHaA Ta MeTogax BUNpobyBaHHA NEPBUHHOI yNakoBku (h1akoHn
KOMMaHis CKNsHI, d/1TaKOHM M1AaCTMACOBI Ta KPULLIKM M1acTMacoBi) 3a n.
«3[0pOB'sA», «MBY»; cynyTHA 3MiHa: 3MiHa y MeTogax BUNpobyBaHHA
YkpaiHa NepBUHHOT YNakoBKM FOTOBOTO NiKapCbKOro 3acoby (He3HauHi
3MiHM Y 3aTBEPKEHNX MeToAax BUNPoOyBaHb)
139. | PENI®® cynosuTopii Baiiep LLiBeiiuapis IcTiTyTo [e ITania BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3miHu | Tuny — 6e3 UA/1954/01/01
YNbTPA pekTanbHi Ne 12 KoHcblomep Anxeni C.p.n. nogaHHa Hosoro CEP Ne RO-CEP 2012-355-Rev 03 gns A®I peyenma
(6x2) y cTpunax Kep Al ripPOKOPTU30HY aueTaTy Bif HOBOro BUPOGHMKA A0 BXe
3aTBEpXeHOro BUpOo6HVKa, 6e3 BignoBigHoi 3miHM 0 MKA
N3, ockinbkn 3anponoHoBaHui BUPOOHUK AD| Mae Taky X camy
HasBY SiK i 3aTBEpAKEHN
140. | PEMAHTO Tabnetku, Wo AnBoreH IMNKo | Jltokcembypr NOBHUIA LMK Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/13991/01/01
LMCnepryoTbes B C.ap.n. BMpO6GHMUTBA: 3MiHM BUNpobyBaHb abo JOMYCTUMUX MEX Y MpoLeci peyenmom
POTOBI NOPOXHWHI, eHedhapm CA, BMPOGHMLTBa ADI, L0 BCTAHOB/EHI y cnewudikalisx
no 5 mr Ne 42 (14x3) Mpeuist; (3BY>XEHHS AONYCTUMUX MEX) — 3a3HaYeHHS AONYCTUMUX MEX
y 6nictepax anbTepHaTUBHWI 3a NoKasHUKOM «4YncToTa» MeTofoM rasoBoi xpomartorpadii y

BMPOGHMK

npoueci Bupo6HuuTea A®I, Lo BCTaHOB/EHI y cneuudikauii y
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
BTOPUHHOIO 3amiH «For information»; 3miHu | TMNY - 3MiHa y napameTpax
nakyBaHHs, cneumdikaLin Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
BignoBigae 3a cneumdikauisix Ha A®l, abo BMXigHW/MPOMIKHWIA
BUNyck cepiii M3: NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y Npoueci
PoHTic Xennic BMPO6HMLTBA AD| (ONOBHEHHS cneuudikaLii HOBUM
Megjikan eHg NOKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOA40M BUNPOOYBaHHSA) —
dapmacbioTikan [OONOBHEHHS cnevmdikayii npomikHoro npoaykty MEM I1
Mpogaktc CA, HOBMM MOKa3HVMKOM SIKOCTi Ta BignoBigHNM METOAOM
Ipeuis BMNPOGYBaHHS; 3MiHW | TUNy - 36iNbLUEHHS Nepiogy
NOBTOPHOro BUNpobyBaHHA AdI
141. | PEMAHTO TabneTku, Wwo AnBoreH IMNKo | Jltokcembypr NOBHWI LMK Ipeuist BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasiB: 3miHu | Tuny - 3a UA/13991/01/02
ANCnepryoTbes B C.ap.n. BMPOGHMLTBA: 3MiHU BUNPOByBaHb abo fONYCTUMUX MEX Y NPOLLECi peyenmom
POTOBI NOPOXHWHI, leHechbapm CA, BMPOGHULTBA ADI, LLIO BCTAHOB/EHI Y cnevudikalisx
no 10 mr Ne 30 Mpeuis; (3BY)KEHHS OMYCTUMUX MEX) — 3a3HaYeHHs AO0NYCTUMUX MeX
(15x2), Ne 56 (14x4) anbTepHaTUBHWI 3a NoKa3HWKOM «YucToTa» MeTofoM razoBoi xpomMartorpaqii y
y 6nictepax BMPOBHUK npoueci BupobHuuTea A®I, Lo BCTaHOBEHI y cnevudikavii y
BTOPVHHOTO 3amiH «For information»; 3miHu | TMNY - 3MiHa y napameTpax
nakyBaHHs, cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
Bignosigae 3a cneumdikauisx Ha A®l, abo BUXiAHWUA/NPOMIXHWIA
BMNycK cepinn MN3: NpPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLLECi
PoHTic Xennic BMPOGHMLTBA AD| (ONOBHEHHS cneuudikauii HOBUM
Megikan eHg NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHSA) —
dapmacbtoTikan [ONOBHEHHS cnevmdikawii npomibkHOro npoaykty MEM 1
Mpogaktc CA, HOBWM MOKa3HMKOM SIKOCTi Ta BiANOBi4HWM METO0M
Ipeuis BMNPOOGYBaHHSA; 3MiHW | TUNYy - 36iNbLUEHHS Nepiogy
NOBTOPHOro BUNpobyBaHHA AdI
142. | PEMAHTO Tabnetku, Wo AngoreH IMNKo | Nokcembypr NOBHUIA LKA peuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/13991/01/03
OMcnepryoTbea B C.ap.n. BMpO6GHMUTBA: 3MiHM BUNpobyBaHb abo [OMYCTUMMUX MEX Y NpoLeci peyenmom
POTOBI NOPOXHWHI, leHechapm CA, BMPOGHMLTBa ADI, L0 BCTAHOBEHI y cnewudikalisx
no 20 mr Ne 30 Ipeuis; (3BYXXEHHS A0ONYCTUMUX MEX) — 3a3Ha4YeHHSA AONYCTUMUX MEX
(15x2) y 6nictepax anbTepHaTUBHUIA 3a NnoKasHUKOM «4YucToTa» MeTofoM rasosoi xpomartorpadii y
BMPOBHUK npoueci BupobHuutea A®I, 10 BCTaHOBAEHI y cneyudikauii y
BTOPUHHOIO 3amiH «For information»; 3miHu | TUNY - 3MiHa y napameTpax
nakyBaHHs, cneumdikauii Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
BignoBigae 3a cneumdikauisix Ha Ad®l, abo BMXigHWIA/MPOMIKHWIA
BUNyck cepiii M3: NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
PoHTic Xennic BMPOGHULTBA AD| (O0NOBHEHHS cneuudikaLii HOBUM
Megikan eHpg, NOKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOA0M BUNPOOYBaHHSA) —
dapmacbioTikan [OONOBHEHHS cnevmdikayii npomikHoro npoaykty MEM Il
Mpogaktc CA, HOBMM MOKa3HWKOM SIKOCTi Ta BignoBi4HNM METOAOM
Ipeuis BMNPOGYBaHHS; 3MiHW | TMNy - 36iNbLUEHHS Nepiogy
NOBTOPHOro BMUNpobyBaHHA AdI
143. | PEHITEK® Tabnetkn no 20 mr Mepk Wapn i LLiseiuapis BMPOOHUK Benuka BHECEHHS 3MiH 40 peecTpaviiHux matepiasnis: 3MiHu | Tuny - 3a UA/0525/01/01
Ne 28 (14x2) y Hoym lgea, IHK Hepo3dacoBaHoi BputaHis/ 3MiHu 3 sKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
6nictepax nNpoAayKLUiT, HigepnaHan KOHTeliHep/3akKynopoBasibHUi 3aci6. 3MiHa po3mipy ynakoBKu
KOHTPO/b SIKOCTi: roTOBOrO NikapCbKOro 3acoby (BWUyYEHHS yNakoBKM NEBHOMO
Mepk LWapn i po3Mipy) (BuydYeHHsi ynakoBku Nel4 (14x1), 3 BiANOBiAHUMY
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
[oywm NimiTen, 3MiHamu y p. "YnakoBka") (TepmiH BHECEHHS 3MiH NPOTAroM 3-
Benuka BpuTaHis; X MiCALIB 3 AATN 3aTBEPIKEHHS)
nakyBaHHS, BUNYCK
cepil:
Mepk Wapn i
Joym B.B.,
Higepnanamn
144. | PEHITEK® Tabnetkn no 5 mr Ne Mepk LWapn i LLiBeliyapis BMPOGHUK Benvka BHECEHHS 3MiH 40 peecTpauiiHnx maTtepiasiB: 3miHu | Tuny - 3a UA/0525/01/03
28 (14x2) y Joym lpea, IHK Hepo3dhacoBaHO( BpuTanisa/ 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
6nictepax nNpoAyKLii, HigepnaHngn KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHa PO3Mipy ynakoBKu
KOHTPO/b SIKOCTI: rOTOBOrO JliKapPCbKOro 3acoby (BUTyYEHHS yNakoBK1 NEBHOTO
Mepk Wapn i po3mipy) (BUydeHHs ynakoBku Neld (14x1), 3 BiANOBiAHUMU
[Joym Niviten, 3miHamn y p. "Ynakoska") (TepMiH BHECEHHS 3MiH NPOTArom 3-
Benvika bpuTaHis; X MicsiLiB 3 AaTV 3aTBEPLKEHHS)
nakyBaHHs, BUNYCK
cepii:
Mepk LWapn i
Joym B.B.,
Higepnangm
145. | PEHITEK® Tabnetkn no 10 mr Mepk Wapn i LLiBefiuapis BMPOBHUK Benwvka BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/0525/01/02
Ne 28 (14x2) y Joywm lpea, IHK Hepo3dacoBaHOl BpuTania/ 3MiHu 3 siKocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuenmom
6nicTepax nNpoAyKLuii, Higepnangu KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHa PO3Mipy ynakoBKu
KOHTPO/b SIKOCTI: roTOBOrO /1iKapCbKOro 3acoby (BUTyYEHHS yNakoBK1 NEBHOIO
Mepk Wapn i po3Mipy) (BUydYeHHs ynakoBku Neld (14x1), 3 BiANOBiAHUMU
[oym Niviten, 3miHamn y p. "Ynakoska") (TepMiH BHECEHHS 3MiH NPOTArom 3-
Benuka BpuTaHis; X MIiCALIB 3 AaTN 3aTBEPKEHHS)
nakyBaHHS, BUNYCK
cepii:
Mepk Wapn i
Joym B.B.,
Higepnangm
146. | PUHODNYIMY cnpeii Ha3asTbHUiA, 3am6oH ITania 3amboH C.M.A. ITanisa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/8559/01/01
uwnn po34vH no 10 mny C.N.A. 3MiHa NapameTpiB crneuudikalili Ta/abo 4oNyCTUMUX MeX peuenma
chnakoHi; no 1 rOTOBOrO /1iKapCbKOro 3acoby - NpMBeAEHHS p.
hnakoHy 3 "MikpobionoriyHa YicToTa" roToBOro /ikapcbKoro 3acoby Ao
po3nuoBayem B Bumor EP
KapTOHHIM nayui
147. | PONIHO3 Tabnetkn 10 mr Ne "POTA®APM Benvka ABC ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/12490/01/01
20 (10x2) NIMITEL" BpuTaHis dapmayeyTidi AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenma
C.n.A. 3asBHVKa (B1acHWKa peecTpauiiHoro nocBigYeHHs)
148. | PO/IIHO3 Kpanni opasnbHi, 10 "POTA®APM Benvka ABC ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/12490/02/01
mr/mMn no 20 mn NIMITEL" BputaHis PapmayeyTivi AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
PO34MHY Y h/IaKoHi C.n.A. 3as1BHMKa (B/1acHMKa peecTpaviiHoro nocBig4yeHHs)
Ne 1 B KapTOHHiIl
ynakoBLi
149. | POMALLKWU KBiTKM no 30 r abo MpAT YkpaiHa MpAT "“NikTpasun" YKpaiHa BHECEHHS 3MiH 40 peecTpauliiHnX MmaTtepiasiB: 3miHu | Tuny - 6e3 UA/6027/01/01
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
KBITKA no40r,abono50r, "NikTpasn" 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuenma
abo no 75 r y naukax KOHTeliHep/3akynoptoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
3 BHYTPILLHIM roTOBOrO JlikapcbKoro 3acoby (3MiHa macu/o6'eMy BMICTY
naketom; no 1,5ry KOHTeliHepa 6araTo030B0ro Nikapcbkoro 3acoby Ans
inbTp-nakeTi, no HenapeHTepasibHOro 3aCcTocyBaHHs (abo 04HOL030BOrO,
20 hinbTp-nakeTiB y 4aCTKOBOro BUKOPWUCTaHHA) (BBeAEHHA A04aTKOBOT YNakoBKU
nayui abo y navui 3 no 75 r y naykax 3 BHyTpILUHIM NakeToM, 3 Bi4NOBigHNMY
BHYTPILLHIM NakeTom 3MiHamMK y cneyndikavii/MeTogax KOHTPOKO SKOCTI N. «Macca
COZEePXMMOT0 YNaKoBKu», p. «YNakoBkax. MNepBuHHNI
nakyBa/lbHWUIA MaTepian He 3MiHMBCS)
150. | CAZIbBYTAMO | iHransuia mig TOB YkpaiHa TOB "Mikpochapm” YkpaiHa BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasiB: 3miHu | Tuny - 3a UA/10530/01/01
Nn-HEO Tnckom, 100 "Mikpochapm"” BBE/EHHSA ab0 3MiHM [0 y3ara/ibHEHUX AaHUX NMPO CUCTEMY peyenmom
MKr/go3a no 12 thapmakoHarnsgy (BKovaoum KOHTaKTHI AaHi) Ta/abo 3MiHu y
M1/200 go3 y pO3MileHHI MacTep-haiina cuctemm hapmakoHarnsgy
KOHTeliHepi; no 1
KOHTelHepy y nauui
3 KapTOHY
151. | CEAABIT® EKCTPaKT rycTuii MNAT YkpaiHa MAT "lrannudapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - - UA/9342/01/01
EKCTPAKT (cybeTaHuis) y "Tannuchapm" 3miHa y napameTpax cneumdikauiii Ta/abo fonycTUMUX MeX,
ryctum 604kax noniMepHuX BM3HA4YeHNX y cneundikauisx Ha A®l, abo
ANSA BUPOBHMLTBA BUXiAHUIA/NPOMiIXHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS
HECTepPU/IbHUX y npovieci Bupo6HuuTBa A®I (1ofaBaHHA abo 3amiHa (3a
nikapcbknx hopm BVMHATKOM aKTVMBHOI Pe4OBWHMW Bios1oriyHoro abo
iMYHO10TYHOIO MNOXOXKEHHS) NapameTpa crneundikadii 3
BIANOBIAHUM METOA0M BUNPOBYBaHHA 3a pesynbTaTtaMmu
pocnipkeHb 3 6e3nekn abo AKOCTi); CynyTHS 3MiHa: 3MiHa y
MeToAax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Wwo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA ADI (iHLWi 3MiHM Y
MeToAax BUNPOoGyBaHHS (BK/1HOUYAKUM 3aMiHy abo [ONOBHEHHS)
A®| abo BMXigHOro/MPOMKHOro NPOAYKTY) - NpuBeAeAeHHs
cneumdikauii, Metogy BunpobysaHHa A®l 3a T.
"Mikpob6ionoriyHa uncroTta” go sumor APy
152. | CENTINIM NMOPOLLOK A/1A M.BioTek /iTq, Benvka CAMPY /[, IHAiA BHECEHHS 3MiH 40 peecTpaviiHux matepiasnis: 3MiHu | Tuny - 3a UA/11484/01/01
PO34UHY ANS iH'EKLA BpuTaHis ®APMACBIOTIKA AfMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BU JlikapCbKoro 3acoby peyenmom
no 500 mry N3 nNBT. NTA., (3MiHa TOproBoi Ha3BM Nikapcbkoro 3acoby (6yno - EBPOIMIM)
hnakoHax Nel IHAis;
ACTPAN
CTEPITEK
NPAMBIT
NIMITEL, IHgisa
153. | CENTINIM MOPOLLOK A/1A M.BioTek /iTg, Benvka CAMPY [ IHAin BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - 3a UA/11484/01/02
PO3UUNHY A5 iH'EKLA BpuTtaHis PAPMACBHIOTIKA AfMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW JlikapcbKoro 3acoby peyenmom
no 1000 mry N3 nNBT. NTA., (3miHa ToproBoi Ha3BM Nikapcbkoro 3acoby (6yno - EBPOIMIM)
donakoHax Nel IHAis;
ACTPAN

CTEPITEK
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
NPAMBIT
NIMITEL, IHAjsa
154. | CEPMIOH® niocpinizat ans Mdpaiizep IHK. CWA AxTasic Itanis ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/5183/02/01
PO3UMHY ANA iH'eKUil C.n.A. 3MiHW [0 IHCTPYKLT 415 MeAUYHOT0o 3aCTOCYBaHHA Y po3ainu: peyenmom
no 4 mr; 2 cpsiakoHn "®apmakonoriyHi BnactneocTi”, "B3aemogis 3 iHWMMK
3 MOPOLLKOM Ta no 2 nikapcbkrMu 3acobamu Ta iHLWi BUAmn B3aeMogiii",
amnynu 3 "Oco6n1BOCTi 3acTocyBaHHA" (B T.4. "3acTocyBaHHsA y nepios
PO3UYNHHNKOM MO 4 BariTHOCTi abo rogyBaHHA rpyaar”, "3aatHicTb BNMBaTU Ha
M/ (HaTpito xsopua, LIBUAKICTb peakLii Npy KepyBaHHi aBTOTpaHCcNopToM abo
6eH3anKoHI0 iHLWKMMK MexaHi3mamun™), "Cnoci6 3acTocyBaHHs Ta fo3n” (B T.
xnopug, Boga 4sis 4. pegaryBaHHs nigpo3ainy "[itn"). BBegeHHst 3MiH
iH'ekyin) y NPoTArom 3-xX MicAiLiB nicnsa saTrBepkeHHsA
YapyHKOBIli
ynakoBLi; no 2
YapyHKOBI YNakoBKv
B KAPTOHHIii KOpo6Lli
155. | CNUPT PO34UH CMPTOBUIA ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - 3a UA/10171/01/02
ETNOBUIA 0151 30BHILLHBOTO 06MeXeHo 06MeXeHOo AfMiHICTpaTMBHI 3MiHU. 3MiHa Ha3BU JliKapcbKoro 3acoby peuenmom
70% 3acTocyBaHHA 70% BiANOBiAabHI BIANOBIAA/LHICTIO (6yno - AHTUCENTO/) (TepMmiH BBEAEHHS 3MiH NPOTArom 3-x
no 50 mn a6o 100 CTIO "®dapmaueBTUYHa MiCALIB MiC/1A 3aTBEPKEHHS)
MY hnakoHax "®PapmaueBTu KOMnNaHis
YyHa KoMnaHis "3p0pos'a”
"3gopos's"”
156. | CNUPT PO34UH CNMpPTOBUIA ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/10171/01/01
ETNNOBWUIA 0151 30BHILLHBOTO 06MEXEHO 06MeXeHo AAMIHICTpaT1BHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro 3acoby peyenmom
96% 3acTocyBaHHs 96% BiANOBiAabHI BiANOBIAA/LHICTIO (6yno - AHTUCEMNTO/) (TepmiH BBEAEHHS 3MiH NPOTArom 3-x
no 50 mn a6o 100 CTHO "®apmMaueBTUYHA MiCAILiB MicNs 3aTBEPOKEHHS)
My dhiakoHax "®apmauesTu KOMMaHis
YyHa KoMnaHis "3p0pos'a”
"3popos's"”
157. | CNIPUBA® po3UuH AN BepiHrep Himeuunna BepiHrep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny - 3a UA/6495/02/01
PECMNIMAT® iHransuin, 2,5 IHrenbxanm IHrenbxainm nogaHHsA oHosrieHoro cepTtudpikarta R1-CEP 2010-359-Rev 00 peyenmom
MKr/iHransaujto no 4 IHTEepHeLUHN dapma 'vbX i Ko. Bif, BXXe 3aTBEpPAXEHOro BUPOGHMKa
MN B kapTpuaxi (60 6X K
iHransuyjn); no 1
KapTpuaKy B
KomnekTi 3 1
iHranaTopom
Pecnimat® y
KapTOHHI KopoobLi
158. | CTANEBO TabneTku, BKPUTI OpioH PiHNAHAIA OpioH PiHNAHAIA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/1919/01/03
060/10HKO0, N0 150 KopnopeiiwH KopnopeiLuH, 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHN y peyenmom
mr/37,5 mr/200 Mr no diHNSAHAjN; BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHUL
30 Tabnetok y AnbTepHaTUBHWIA BMPOOHMLTBA 4151 YACTVHM abo BCbOro BUPOBHMYOro npoLecy
hnakoHi; no 1 BUPOBHMK, LLIO roTOBOrO /iKapCbKoro 3acoby (AinbHULA A58 NEPBUHHOIO
chnakoHy B 3gilicHI0e nakyBaHHs1) (BBe4EHHS1 a/ibTEPHATUBHOI Ai/TbHUL, L0

KAPTOHHI KOpoO6LLi

nepBrHHE Ta

3iliCHIOE NepBUHHE NakyBaHHS - OpioH KopnopeiillH 3a
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
BTOPVHHE agpecoto [hxoeHcyyHkaty 7, 24100 Cano, ®iHAsaHANA); 3MiHn |
nakyBaHHs: MRy - 3MiHM 3 AKOCTi. [OTOBWMIA Nikapcbknii 3aci6. 3MiHM Yy
OpioH BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
KopnopeiLuH, BMPOBHMLTBA AN151 YACTVMHM @bo BCbOro BUPOBHMYOro npoLecy
iHnAHgiIsa roTOBOrO MiKapCbKOro 3acoby (A4iIbHMUSA 4715 BTOPUHHOTO
nakyBaHHs) (BBeeHHS a/ibTePHATUBHOI Ai/IbHUL, L0
34i/iCHI0E BTOPMHHE NakyBaHHsA - OpioH KopnopeiiwH 3a
agpecor [hkoeHcyyHkaty 7, 24100 Cano, ®iHnsH4js)
159. | CTPENCIIC® 3 | nboasHuky no 12 PekkiTT Cnony4yeHe PekkiTT BeHkizep Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/6400/01/01
MEAOM TA NbOASHUKIB Y BeHkizep KoponiscTBo Xenckep BpuTtaHis 3MiHK B npoLeci BUpo6HuLTBa A®I - He3HauHa 3MiHa y nNpoLieci peyenma
NTMMOHOM 6nictepi; no 2 Xenckep Benvkoi IHTEpPHELHN BMPOGHULTBA 2,4 - AUXNI0POEH3NNIOBOIO CNNPTY; 3MiHK | TuRy -
6nictepu B IHTEepHeLHN BpuTaHii Ta Nimiten 3MiHW, NMOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTbL
KapTOHHiiA KOpooLi Nimiten MiBHiuHOT [0 moHorpadii dY abo €sponeiicbkoi hapmakonei, abo
Ipnanaii iHLWOT HauioHaTbHOT thapmakonei aepxasu €C - npuBeAeHHs
(kopoTka Aito4oi peyoBrHK (2,4 — AMxNop6eH3nnoBoro cnmpTy) y
HasBa BiANOBIAHICTL A0 BUMOr EP 8.1.; 3miHuM | Tvny - 3MiHa nepiogy
KpaiHu: NOBTOPHMX BUNpobyBaHb/nepioay 36epiraHHs abo yMoB
Benvka 36epiraHHa A®I - 36inbLUEHHS Nepiofy NOBTOPHOrO
BpuTaHis) BunpobyeaHHA A®I (2,4 -Anxnop6beH3NN0BOIO CNUPTY)
BMpo6Huka CU Chemie Uetikon GmbH, Germany) 3 2-x pokiB
Ha 5 pokiB Ha OCHOBI pe3ynbTaTiB AOCNIMKEHHS CTabiNbHOCTI Y
peasibHOMY 4aci
160. | Cyxun MOPOLLIOK ACM LLiBefiuapis [OCM HyTpiweHan LLiBefiuapis BHECEHHS 3MiH 40 peecTpaviiiHux matepiasis: 3MiHu | Tuny - - UA/6213/01/01
BITAMIH A3 rpaHy/ibOBaHui HyTpiweHan Mpopaktc NTh, 3MiHK 3 aKocTi. A®l. KoHTponb A®I (iHLWi 3MiHW) (NpUBEeAEHHS
100 CWS/AM (cybeTaHuis) y MpogakTtc Al KpUTEPITB NPUAHATHOCTI cneumdikalii Ta MeToziB
nakeTax BMNPOGYBaHHSA 3a NokasHUKoM «MikpobionoriyHa yncrora» y
QTIOMIHIEBUX, BiAMNOBIAHICTb O OHOB/IEHNX MaTepiasiB BUPOOHUKA); 3MiHK |
BMILLEHNX Y TIny - 3MiHK 3 sikocTi. A®L. Cuctema
KapTOHHY KOpPOOKy KOHTeliHep/3aKkynoptoBasnbHuil 3aci6. 3MiHa y 6e3nocepegHii
ynakoBLi AP (iHwi 3MiHW) (YTOYHEHHS p. "YnakoBka" MeTogis
BMNPOGYBaHHS)
161. | TAKCOTEP® KOHLeHTpaT Ans TOB "CaHodi- YkpaiHa CaHodi-ABeHTIC HimeuunHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/5488/01/02
pO34nHy AnA ABeHTIC [Loiiunang MeX nojaHHA HOBOro cepTudikaTy Bif BXe 3aTBepaKeHoro peyenmom
iHdysilA, 20 mr/mn Ne Ykpaina" BMPOGHMKA
1:nol1mn (20 mr)y
dhnakoHi; no 1
hnakoHy B KOpoo6Lj;
Ne 1: no 4 mn (80
Mr) y donakoHi; no 1
h1aKOHY B KOpPO6LYi
162. | TAHTYM po3uuH BariHanbHuii | AsieHge Kimike ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 0 peeCTpaLiiiHMX MaTepiasliB: BUNPaB/IeHHS 6e3 UA/4012/02/01
PO3A® 0,1 % no 140 mny PiyHiTe PiyHiTe ArxeniHi TEXHIYHOT NOMW/IKW B IHCTPYKLIT 4151 MEAVYHOrO 3aCTOCYBaHHSA peuenma
hnakoHi, AHXeniHi PpaHyecko y po3aini: MicuesHaxomkeHHs1 BUpo6HMKa Ta 1ioro agpeca
OoCHalleHoMy dpaHyecko AKP.A®. C.nA. MicUs NPOBaKEHHSA
KaHtoneto 3 AK.P.AO®.
KpuLLIeYKo Ans C.n.A.

3aKpuTTH; No 5
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
hnakoHiB y
KapTOHHI KopoobLli
163. | TAY®POH Kpansi ouHi, 40 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu |l Tuny - 3a UA/5345/01/01
Mr/mMn no 5 mny obmexeHoro 06MexeHo BBE[leHHS1 04aTKOBOro BUPOGHMKA AN Aio4oi peyoBUHU peyenmom
conakoHi; no 3 BiANOBIAA/TbHI BiAMOBIAA/IbHICTIO TaypuHy; CynyTHs 3MiHa: 3MiHa y napameTpax crneundikaw,ii
hnakoHn pasom 3 CTHO "AocnigHuii 3aBog, Ta/abo foNyCTUMUX MEX, BU3HAYEHNX Y cneumdikalisx Ha
KPULLIKOIO- "focnigHnii "THUC", YkpaiHa A®I, ab0 BUXigHWIA/NPOMIKHUIA NpoAyKT/peareHT, Wwo
KpanesibHULE Y 3aB0Oj, (Bci cTagji BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuuTea A®l; 3miHa y
nadui 3 KapToHy; No "rTHYU C" BMPOGHMLITBA, MeToAax BunpobyBaHHs A®| abo BUXigHOrO
10 mn 'y chnakoHi; no KOHTPO/b AKOCTI, marepiany/npomMiKHOro NPoAyKTy/peareHTy, Wwo
1 cbnakoHy pasom 3 BUNycK cepii); BUKOPUCTOBYETLCS Y npoueci BUpooHMLTBa A®I (iHWi 3MiHN Y
KPYLLIKOHO- ToBapwvCTBO 3 MeTogax BUNpobyBaHHA (BKIOUaoun 3amiHy abo AONOBHEHHS)
KpanesibHULEero y 06MexeHo A®| ab0 BMXigHOTrO/MPOMIKHOIO NPOAYKTY)
nauui 3 KapToHy BiAMOBIAA/IbHICTIO
"®APMEKC
FPYI", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPOb AKOCTI,
BMNYyCK cepii)
164. | TEPU3NAOH NOPOLLOK [oHr-A CT Kopes CT ®apwm Ko., Kopes BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHa 3asBHMKa - UA/12248/01/01
(cybeTaHuis) B Ko., NTa4. nra. (BnacHuka peecTpauiliHoro NocBigYeHHs)
MiLLKax 3 NaiBku
nosnieTuneHoBoi Ans
BMPOGHMULITBA
HecTepuIbHNX
NiKapcbknx hopm
165. | TIOAAPOH® Tabnetkn Ne 30 MNAT Ykpaina MNAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu Il Tuny - 3a UA/6326/01/01
(10x3), Ne 60 (10x6) "Tannuchapm" "rannudapm", 3MiHa nepiofy NOBTOPHMX BMNPOGyBaHb/nepiogy 36epiraHHs peyenmom
y 6nicTepax B nayui YkpaiHa; NAT abo ymoB 36epiraHHs A®I (3a BiACYTHOCTI Y 3aTBEpKEHOMY
"Kvismegnpenapa [ocbe cepTudikaTa BignosiAHOCTI EBpoONeNChKin hapmakonei,
T, YKpaiHa LLIO BK/THOHAE MNepiog, NOBTOPHOIO BUNPOGYBaHHS) - BBEAEHHS
nepiogy NOBTOPHUX BUNPOBYBaHb 4 poku A5 AitoHOoi
peyoBuHM (MopdoniHiEBa Ciflb TIa30THOI KMCNOTK) HA OCHOBI
OaHUX CTabisIbHOCTI
166. | TIOLETAM® PO3YUH ANs1 iH'EKLLINA, NAT YkpaiHa MAT "lrannudapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/0693/02/01
no 5 mn a6o no 10 "Tannudapm" 3MiHa nepiogy NOBTOPHWX BMNPOGyBaHb/nepiody 36epiraHHs peyenmom
M/1 B amnyni, no 5 abo ymoB 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpP)KEHOMY
amnys B KOHTYPHil [0cbe cepTudgpikaTa BignoBiAHOCTI €Bponeiichbkiin gpapmakoner,
YapyHKOBIl LLIO BK/IHOYA€E Nepios MOBTOPHOr0 BUNPOGYBaHHS) (Nepios
ynakosLi, no 2 NMOBTOPHOro BUNpo6yBaHHs/nepiog 36epiraHHs) - 36iNbLUEHHS
KOHTYPHIi YapyHKOBI ab0 BBeleHHA nepioZly NOBTOPHOro BMNpobyBaHHsA/nepiogy
yMakoBKM B nauuj; no 36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCMIMKEHb Y PeasIbHOMY
10 mn B amnyni, no yaci
10 amnyn B Kopo6Li
167. | TIOLETAM® TabneTkn, BKpUTI NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu Il Tuny - 3a UA/6941/01/01
POPTE NnNiBKOBOH "Knismegnpen "Knismegnpenapa 3MiHa nepioly NOBTOPHUX BMNPObyBaHb/nepioay 36epiraHHsi

peyenmom
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
060/10HKO10, Mo 10 apart" T abo ymoB 36epiraHHs A®I (3a BiACYTHOCTI Y 3aTBEpKEHOMY
Tabnetok y 6nictepi, Jocbe cepTudpikaTa BignoBiAHOCTI EBponelichbkin hapmakoner,
no 3 a6o no 6 LLIO BK/THOHAE Mepiog, NOBTOPHOIO BUNPOGYBaHHS) - BBEAEHHS
6nictepiB y navui nepiogy NOBTOPHUX BUNPOGYBaHb 4 poku A5 Aitoyoi
peyoBuHM (MopdoniHieBa Ciflb Tia30THOI KMCNOTK) HA OCHOBI
OaHUX CTabisIbHOCTI
168. | TPACTYMAB niocpinizat ans TOB YkpaiHa TOB "MIOM’EP YKpaiHa BHECEHHS 3MiH 0 PEECTPALiHMX MaTepiasiB: TEXHIYHA 3a UA/15716/01/01
KOHUEeHTpaTy ansa "NIOM’EP PAPMA", YkpaiHa NOMU/IKa Y TEKCTI MapKyBaHHS BTOPVHHOT ynakoBku y p. 11 peyenmom
pPO3UmnHYy Ansa OAPMA" (BMPOGHMLTBO i3 HANMEHYBAHHS | MICLIE3HAXOPKEHHS BUPOBHWKA
iHdpy3iii no 150 mr, 1 npoaykuii in bulk TA /ABO 3AABHUKA Ta y p. 14 «KaTteropisi Bignycky» - 3a
chnakoH 3 BUPOGHMKA: peuentom
niocpinizatom y . XodhdpmaHH-/15
KapTOHHIA KOpoo6Li Pow NTa,
LLIBeliyapisi; Poww
[LiarHocTuke
vM6X, HimeuynHa)
169. | TPUAKYTAH® Kpem no 15 r y 1y6i; MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/4454/01/01
1 1y6a B nauui "Knismegnpen "Kuismegnpenapa BBeJeHHs ab0 3MiHW [0 y3arasibHEHUX AaHUX NPO cUcTemy peyenmom
apart" T hapmakoHarnsay; aMiHa ynoBHOBaXKeHOT 0cobu,
Bi4NoBiAa/IbHOI 32 3AjICHEHHsT hapmakoHarasay
170. | TPUAEPM® Masb no 151,301y LepiHr-Mnay LLiBeiiuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/2022/02/01
Ty6ax Nel CeHTtpan Ict Na6o H.B. AfMiHiCTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
Al MiCLil MPOBaPKEHHS AiS/IbHOCTI BUpObHUKa/imnopTepa
roTOBOro NikapCcbKoro 3acoby, BKIYaUKN AiNbHALL BUMYCKY
cepii abo micue NpoBefeHHS KOHTPOSIO AKOCTI. (fisaNbHICTb, 3a
AKy BiANoBiAae BUPOGHMK/IMNIOpPTEp, BK/IKOYAKYM BUMYCK Cepiii)
(3miHa agpecu BUpOo6HUKa M3, 6e3 3MiHW Micus
BMPO6HULTBA) (TEepMmiH BBEAEHHS 3MiH MPOTAroM 3-X MicsLiB
nicnsl 3aTBEPAKEHHS)
171. | TPUTTIKO Tabnetku AsieHpe Kimike ITanis AsieHge Kimike ITania BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/9939/01/02
NPOSIOHrOBaHOI il PiyHiTe PiyHiTe AHxeniHi BBEJEHHS1 ab60 3MiHW 40 y3arasibHEHUX faHMX NPO cUcTemy peyenmom
no 150 mr no 10 AHXeNiHi ®paHyecko thapmakoHarnsgy (Bk/ouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Tabnetok y 6nictepi; dpaHyecko AK.P.A®. C.nA. pO3MiLLEeHHI MacTep-haiina cuctemm hapmakoHarnsgy
no 2 6nictepu B AKP.A®.
KapPTOHHIM nayuj C.n.A.
172. | TYNIKCOH NMOPOLLOK A/1A Tynin Na6. IHAis 3elicc IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianisa: 3MiHu | TUny - 3a UA/12534/01/01
NPUroTyBaHHSA Mpaisit dapmac toTikenc 3MiHM 3 KOCTi. FOTOBWIA NiKapCbknii 3aci6. 3MiHN Y peuyenmom
PO34MHYy ANns Nimiten MeT. N14,. BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA

iH ek y donakoHax
Nel

BUMNYCKY Cepii Ta KOHTPOSIHO SAKOCTi FOTOBOrO NiKapCbKOro
3aco6by (3amiHa abo foAaBaHHS BUPOOHMKA, LLIO BiAMOBIAaE 3a
BBE3EHHSA Ta/abo BuNyck cepii) - Bkioyaroun
KOHTPO/b/BUNPOGYBaHHSA cepii (3amiHa AifbHUL
BMPOGHMLTBA); 3MiHK | TURy - 3MiHK 3 SIKOCTi. [OTOBMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI [iTbHUL BUPOBHULTBA A1 YACTUHM abo BCbOro
BMPOBHNYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHMUSA, Ha SKi NpoBOASATLCS ByAb-siKi BAPOOHWUYI cTagil, 3a
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
BUHATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO
nakyBaHHs 4718 CTEPUIBHUX NMIKaPCbKMX 3aco6iB (BKIOYaoum
BMPOGEHI acenTUYHUM MEeTOA0M), KpiM JlikapCbknx 3aco6iB
6i0N10riYHOro/iMyHO/OMNYHOr0 NOXOMKEHHS) (3aMiHa Ai/TbHUL
BMPO6HMLTBA) CynyTHS 3MiHa - 3MiHM 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOBHULTBA A/18 YaCTUHN ab0o BCbOro
BMPOBHMYOrO NPOLECy roTOBOTO J1iKapCbKOro 3acoby
(AiNbHULA 0N BTOPUHHOTO NakyBaHHA); 3MiHu | Tuny - 3miHn
oo 6e3nekun/edekTMBHOCTI Ta dhapmakoHarnsay (iHwi 3miHn)
(3amiHa rpachiyHOro 306paXkeHHs1 yNakoBKN Ha TEKCT
MapKyBaHHs)
173. | YNIbTPA®ACT renb, 2,5%no30r MEOAHA Monbua MEOAHA ®APMA Monbua BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - 3a UA/9278/01/01
VH a6o 50 ry Ty6i; no 1 dAPMA AKLjiOHEpHe 3MiHa chopmy abo po3mipy KOHTEeHEpa Yu 3aKyrnoploBasIbHOTO |  peyenmom
Ty6i y KapTOHHiIl AKUiOHepHe ToBapucTso 3acoby (NepBUHHOT yNakoBKM) (HECTEPUILHI NliKapCbki 3aco6u)
Kopoo6ULi ToBapuncTBo - 3MiHa hopMu 3aKynoproBasibHOro 3acoby (KpULLKK) Ans
ynakoBku no 30 ry Ty6i. BBegeHHs1 3MiH NPOTArom 6-11
MicsiLiB nicnsa 3arBepAKeHHA
174. | PAHUTAH® renb no 30 r abo KYCYM IHais KYCYM IHais BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/7665/01/01
®DACT 100 r y antomiHieBii XENTXKEP XENTXKEP MNBT 3MiHa y MeTogax BUNpobyBaHHA roTOBOrO /iKapCbKOro 3acoby peyenma
abo namiHoBaHii NBT NTA nTa - 3MiHM Y MeToZax BUNpo6yBaHb 3a Nn. "CynpoBigHi fLOMILLKK";
Ty6i; no 1 Ty6i y 3MiHK | TUNy - 3MiHa NapameTpiB cneuudikaLiin Ta/abo
KapTOHHI ynakoBsL,i [OMYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN);
3MiHK | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meTogax BunpobysaHb
(BK/IKOYAKOYM 3aMiHY a0 0MOBHEHHS))
175. | PAHUTAH® renb in bulk: no 30 r KYCYM IHais KYCYM IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - - UA/11997/01/01
DACT y namiHoBaHiii Ty6i; XENTXKEP XENTXKEP MNBT 3MiHa y MeTogax BUNpobyBaHHs roTOBOrO /iKapCbKoro 3acoby
no 200 Ty6 y MBT NTA, nTa - 3MiHM Y MeTogax BUNpobyBaHb 3a Nn. "CynpoBigHi OMILLKK";
KapTOHHI ynakoBLi; 3MiHK | TUny - 3MiHa napameTpiB cneyudikayin Ta/abo
no100ry [ONYCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN);
namiHOBaHii Ty6i; no 3MiHM | TUNy - 3MiHa y MeToAax BUNpPoGyBaHHS roTOBOro
100 Ty6 y KapTOHHil nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax BUnpobysaHb
ynakoBLi (BKNHOYAKOUM 3aMiHy ab0 [JOMOBHEHHS))
176. | ®EHTAHIN PO34UH ANS iH'EKLN, TOB YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB: BUNPaB/IeHHS 3a UA/5185/01/01
0,05 mr/mn no 2 mn "XapkiBcbke hapmaueBTUyHE TEXHIYHOT NOMW/IKW B IHCTPYKLIT 4151 MEAVYHOr0 3aCTOCYBaHHSA peyenmom
B amnyni; no 5 hapmaueBTny nignpueMcTeo y po3gaini: Oco6MBOCTI 3aCTOCYBaHHS
amnyn y 6nictepi; no He "3p0poB's
20 6nicTepiB y nignpUeMCTBO Hapoay"
KOpo6Li 3 KapTOHY "3p0p0B's
Hapogy"
177. | ®EHTAHIN M TpaHcaepMasibHUA CaHpo3 CnoBeHis Fekcan Al HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/10842/01/01
CAHAO3® nnactump, no 25 dapmacbioTika 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiANOBIAHICTb peuyenmom
MKr/rog no 1 n3 a.a. 00 MoHorpadii dY abo EBponeiicbkoi dhapmakonei, abo

nnactupy B
nakeTuky; no 5
nakeTuKIiB y Kopobui

iHLWOT HaujoHas1bHOI dhapmakonel fgepxasn EC (3MiHa y
cneumagikauisx, noB'a3aHa 3i 3amiHamy B dY, abo
€Bponeiicbkiii papmakonei, abo iHLWil HaLioHa/bHIl
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
hapmakonei gepxasu €C) - npuBefeHHs cnevudikadii giroyol
peyoBuHN heHTaHiny 3a NokasHMKOM «CynpoBifHi AOMILLKM» Y
BifNOBIAHICTb A0 MOHOrpadii «Fentanyl» fito4oro BugaHHs €9
178. | ®EHTAHINT M TpaHcaepMasibHUA CaHpo3 CnoBeHis Fekcan Al HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/10842/01/02
CAHAO3® nnactup, no 50 dapmacbioTika 3MiHK, MOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiANOBIAHICTb peuyenmom
MKr/rog no 1 n3 a.a. 00 MoHorpadii dY abo EBponeiicbkoi dhapmakonei, abo
nnactupy B iHLWOT HaLujoHas1bHOI dhapmakonel gepxasn EC (3MiHa y
nakeTuky; no 5 cneumagikauisx, noB'a3aHa 3i 3amiHamy B dY, abo
nakeTuKiB y KOpobLi €Bponeiicbkilii hapmakonei, abo iHLWIA HalioHaNbHIl
thapmakonei aepxasu €C) - npusefeHHs cneundikauii giroyoi
pPeYOBUHM heHTaHINy 3a NokasHMKOM «CynpoBigHi AOMILLKN» Y
Bi4NOBIAHICTb A0 MoHOorpadii «Fentanyl» fito4yoro BugaHHs €9
179. | ®EHTAHINTM TpaHcaepMasibHU CaHpo3 CnoBeHis lekcan Al HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/10842/01/03
CAHAO3® nnactvp, no 75 dapmachbioTika 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiAMNOBIAHICTb peyenmom
MKr/rog no 1 n3 a.a. 00 MoHorpadii dY abo EBponeiicbkoi dhapmakonei, abo
nnactupy B iHLOT HaujioHas1bHOI dhapmakonel gepxasn EC (3MiHa y
nakeTuky; no 5 cneumdikauisix, noB'a3aHa 3i 3miHamu B 1dY, abo
NakeTunKiB y KOpobLj €Bponeiicbkili hapmakonei, abo iHLWIA HaLioHaNbHIl
thapmakonei aepxasu €C) - npuBefeHHs cneundikauii giroyoi
peyvoBUHM heHTaHiNy 3a NokasHMKOM «CynpoBifHi AOMILLKM» Y
BigNoBiAHICTb A0 MOHOrpaqii «Fentanyl» aito4oro BugaHHs €
180. | ®EHTAHINTM TpaHcaepmasibHUi CaHpo3 CnoBeHis Iekcan Al HimeuunHa BHECEHHS 3MiH 4,0 pPEeeCTpaLiiHNX maTepiasiB: 3miHu | Tuny - 3a UA/10842/01/04
CAHAOO03® nnactmp, no 100 dapmachboTika 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiAMNOBIAHICTb peyenmom
MKr/rog no 1 ns3 a.a. 00 MoHorpadii 4dY abo EBponeiicbkoi dhapmakonei, abo
nnacTupy B iHLWOT HaujioHanbHOT thapmakonei gepxasu €C (3MiHa y
nakeTuky; no 5 cneumdikauisix, noB'sa3aHa 3i 3miHamm B 1dY, abo
NakeTuKiB y KOpooLj €Bponeiicbkili hapmakonei, abo iHLWIA HaLioHaNbHIl
thapmakonei gepxasu €C) - npuBefeHHs cneundikauii giroyoi
peyvoBUHM heHTaHiNy 3a NokasHUKOM «CynpoBifHi AOMILLKM» Y
Bi4NoBiAHICTb A0 MOHOrpaqii «Fentanyl» aito4oro BugaHHs €
181. | ®EPBEKC A/1 | nopoLuok Ans YMNCA CAC ®paHuis YNCA CAC PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny - 6e3 UA/7600/01/01
LITEA Opa/IbHOIO PO34UHY nogaHHsa oHoBsieHoro cepTtuddikaty R1-CEP 2000-124-Rev 07 peyenma
y cawe Ne 8 [ANS napaueTamMorny Bif, BXe 3aTBEPIAXXEHOI0 BUPOOHMKA; 3MiHN
| TMNY - NogaHHA oHoBNeHoro cepTudiikaty R1-CEP 1998-047-
Rev 04 anqa napauetaMmorny Bif, BXe 3aTBEPAKEHOro
BMPOGHMKA, 3 NOCNILOBHOO 3MIHOK aapecu BUPOBHNYOT
AiNbHWLU 6e3 3MiHW Micus BUpo6HULTBA
182. | ®JIIKC cnpeii HasaslbHUiA, [enbta LLiBefiuapis ABJl IEPAXIM TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/13463/01/01
cycnensis 0,05 % no Megiken lnay CaHai Be AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
18rabono9ry MpomoyLUH3 TipkapeT A.LL. MicList MPOBaPKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa
chnakoHax 3 Al roTOBOrO /iKapCbKOro 3acoby, BKIOYAKUN AiNbHUL BUMYCKY

HacocoM-403aToOpoM
Ne 1

cepii abo Micue NpoBefeHHs KOHTPOIO AKOCTI. (fisIbHICTb, 3a
SIKY BignoBigae BMPOGHUK/iMNopTep, BK/IKOYaOUM BUMYCK Cepiif)
(3miHa agpecu BupobHuka /13 (3MiHa Ha3Bu palioHy micTa
Ctambyn 3 CaHal Maxannewi Ha OpxaH Na3i Maxannedwi), 6e3
3MiHM Micus BUpo6HMLTBA) (TepMiH BBEAEHHS 3MiH MPOTArOM
6-TV MicAUIB NiCNA 3aTBEPAKEHHS)




121

Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
183. | ®NIYTAMIA Tabnetkn no 250 mr OpioH PiHNAHAIA OpioH PiHNAHAIA BHECEHHS 3MiH [j0 peecTpaviiiHux maTepiasis: 3MiHu | TUny - 3a UA/0488/01/01
no 21 tabnetui y KopnopeiwH KopnopeiiLH, 3MiHM 3 aKocTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
6nictepi; no 4 diHnaHgis; BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
6nictepu B AnbTepHaTUBHUIA BMPOBHMLTBA A/151 YacT1HM abo BCbOro BUPOBHNYOr0 npoLiecy
KapTOHHI KOpOOLi BUPOGHMK, L0 roTOBOr0 MiKapCbKOro 3acoby (A4ibHMUA 418 NEPBUHHOMO
3filicHI0E nakyBaHHs) (BBeeHHS a/ibTePHATUBHOI Ai/IbHUL, L0
nepBuHHE Ta 34ilicHI0e NepBMHHe NakyBaHHSA - OpioH KoprnopeiiluH 3a
BTOPVHHE aapecoto [hkoeHcyyHkaTy 7, 24100 Cano, ®iHNaHAISA); 3MiHu |
nakyBaHHs: TUNy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
OpioH BMPO6GHULTBI. 3amiHa abo BBeEHHS A0AATKOBOI AiNbHULL
KopnopeiiLH, BMPOGHMLTBA A1 YaCTUHM abo BCbOro BUPOBGHUYOTro npouecy
PiHnaAHaifa rOTOBOrO J1iKapCbKOro 3acoby (AiNbHULA 415 BTOPUHHOMO
nakyBaHHs) (BBeLEHHS albTepHaTUBHOI AiIbHUL, WO
3[iiCHIOE BTOPMHHE NakyBaHHs - OpioH KopnopeliliH 3a
agpecor [)koeHcyyHkaty 7, 24100 Caso, PiHnsHAS)
184. | ®O3NKAPA H Tabnetku no 20 AkTasic rpyn IcnaHgis AkTaBic AT, IcnaHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/5608/01/01
mr/12,5 mr no 10 AT IcnaHgis; Bonrapis noJaHHs OHOB/IEHOro cepTucpikata BignosigHocTi €E® R1-CEP | peuyenmom
TabneTok y 6nictepi; BankaHdapma- 2004-149-Rev 04 Ha gjtouy peyoBuHY rigpoxaopoTiasugy Big
no 3 6nictepu B [ynHuus AT, 3aTBEPAKEHOr0 BUPOOHUKA 3 3a3HAYEHHAM BUPOBHUYMX
KapTOHHIN navuj Bonrapis OiNbHVLUb. BBeAEeHHs1 3MiH NPOTArom 6-Tn MicALiB nicns
3aTBepMAKEHHSA; 3MiHM | TMNy - NOAaHHA HOBOTO cepTudikara
BignosigHocTi E® RO-CEP 2013-018-Rev 00 Ha gitouy
peyoBMHY (hO31HONPWY HATPIIO Bif 3aTBEPKEHOTO
BMPOOHMKA 3 3a3HAYEHHAM BUPOGHNUMX AiNbHNLG; 3MiHU |
TUMY - BUNYYEHHS BUPOOHUYOI AiNbHULI (BKIOYAOUM AiNbHUL
Ana A®l, NpoMiKHOro NPoAyKTy abo roToBOro JiKapCbKoro
3aco06y, AiNbHUL ANA NPOBEAEHHA NakyBaHHS, BUPOOHUKA,
BiJNOBIAANBHOTO 3a BMMYCK Cepild, MicLie NpoBeAeHHs
KOHTPO/IO cepii) abo nocTaydasibHMKa BUXIAHOTO MaTepiasy,
peareHTy abo A0NOMiXHOI PEYOBUHY — BUSTYHYEHHS BUPOOHMKA
Ait040T peyvoBMHM PO3MHOMNPUITY HATPItO
185. | ®O3UKAPA® Tabnetkn no 5 mr no AxTasic rpyn IcnaHgis AxTasic AT, IcnaHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/4844/01/01
10 TabneTtok y AT IcnaHgis; Cepbis BW/TYYEHHSI BUPOOHUYOI AiNbHUL (BKIOUAKUN AiNbHUL ANst peuenmom
6nictepi; no 3 dapmaueBTUYHa i A®|, NpOMIKHOro NPOAYKTY abo roToBOro JliKapCbKoro 3acoby,
6nictepy B XimiuHa IHaycTpis, OiNbHWL 418 NPOBeAEHHS NaKyBaHHS, BUPOOHUKa,
KapTOHHI kopobuyj; 3apasne AT, BiANOBIAA/ILHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
no 14 tTabneTok y Cepbis KOHTPOtO cepii) abo nocTavasibHMKa BUXIAHOrO MaTepiasny,
6nictepi; no 2 peareHTy abo [OMOMDKHOI PEYOBUHW — BUTYHYEHHS BUPOOHUKA
6nictepu B Lir040T pevoBUHY (DO3UHONPUAY HATPILO; 3MiHW | TUny -
KapTOHHiiA Kopo6Li noAaHHA HOBOro cepTtucikaTa signosigHocti E® RO-CEP
2013-018-Rev 00 Ha gjtouy pevoBuHy hO3VHOMPWITY HaTpIl0
Bif} 3aTBEPAKEHOro BUPOOHYMKA 3 3a3HAYEHHAM BUPOBGHNYNX
AiNbHULb
186. | PO3NKAPA® Tabnetku no 10 mr AxTasic rpyn IcnaHgis AxTasic AT, IcnaHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/4844/01/02
no 10 TabneTtok y AT IcnaHgis; Cepbisa BWU/TyYEHHSI BUPOOHMYOT AiNbHULI (BKNHOYaOUN AiNbHULI Ans peuenmom
6nictepi; no 3 dapmaueBTUYHa i A®|, NPOMIKHOIo NPOAYKTY abo roTOBOrO JliKapCbKOro 3acoby,

6nictepu B

XimiyHa IHaycTpist,

OiNbHUL ANsi NpoBeAeHHs NaKyBaHHS, BUPOOHMKA,
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
KapTOHHI kopobuyj; 3apasne AT, BiANOBiAA/ILHOIO 3a BUMNYCK Cepiii, MicLie NPOBEAEHHS
no 14 tTabneTok y Cepbis KOHTPOIO cepii) abo nocTavasnibHWKa BUXIAHOrO MaTepiasy,
6nictepi; no 2 peareHTy abo AONOMiXHOT PEYOBUHM — BUSTYYEHHS BUPOOHMKA
6nictepu B Lit0Y0i pevoBUHY DO3UHONPUAY HATPILD; 3MiHK | TUny -
KapTOHHI Kopoo6Li noAaHHsa HoBoro ceptudikaTa signosigHocti E® RO-CEP
2013-018-Rev 00 Ha fjtouy peyoBuHY hO3UHONPUY HATPI0
Bif}, 3aTBEPAKEHOr0 BUPOOHYMKA 3 3a3HAYEHHAM BUPOBGHNUNX
AiNbHULb
187. | PO3UNKAPLA® TabneTkn no 20 mr AkTasBic rpyn IcnaHgis AkTaBic AT, IcnaHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/4844/01/03
no 10 TabneTok y AT IcnaHgis; Cepbis BW/TYYEHHS BUPOOHUYOI AiNbHUL (BKAOYAOUN AiNbHUL ANs peyenmom
6nictepi; no 3 dapmaueBTUYHa i A®I|, NPOMIKHOTO NPOAYKTY abo roTOBOrO JliKapCbKOro 3acoby,
6nictepu B XimivyHa IHaycTpis, OiNbHULI ANA NPOBeAEHHS NaKyBaHHS, BUPOOHUKa,
KapTOHHiiA Kopo6L; 3apasnie AT, BiJNOBIAANLHOTO 3a BMMYCK Cepild, MicLie NpoBeAeHHs
no 14 TabneTok y Cepbis KOHTPO/IO cepii) abo nocTayasibHMKa BUXIAHOTO MaTepiasny,
6nictepi; no 2 peareHTy abo AONOMiXHOT PE4OBUHM — BUSTYYEHHS BUPOOHMKA
6nictepu B Aito40T peyoBrHY PO3MHONPUAY HATPIO; 3MiHK | TURY -
KapTOHHI KOpoOLj nogaHHs HOBOro cepTudiikarta BignosigHocTi €@ RO-CEP
2013-018-Rev 00 Ha gjtouy pedyoBuHY hO3UHONPUIY HATPI0
Bifl 3aTBEPAYKEHOrO BUPOBHYMKA 3 3a3HAUYEHHSAM BUPOOHUYNX
AiNbHUUb
188. | ®OCIOAN cupon no 2 mr/mn no | ®apmaueBTuy Monbuwa MEOAHA ®APMA Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/12396/01/01
150 M1y hnakoHi HWi1 3aBOf, AKLjiOHepHe BBEJEHHS ab0 3MiHW A0 y3arasibHEHUX AaHUX NPO cUCTemy peyenmom
"Monbhapma" ToBapucTBO chapmakoHarnsgy (BkIuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
C.A. pO3MilLeHHi MacTep-dhaiina cuctemn papmakoHarnsay
189. | X/1OPO®INIAOT po34uH B onii, 20 ToBapucTeo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX maTepiasiB: 3miHu | Tuny - 6e3 UA/1556/02/01
mr/ma no 20 Mny o6MexeHo BMPOGHMLITBA, 3MiHa NapameTpiB crneuudikauili Ta/abo JonyCTUMUX MeX peyenma
donakoHi, no 1 BiANOBIAA/IbHI KOHTPO/b SKOCTI, roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK); CynyTHSA 3MiHa:
dhnakoHy B KOpPOOLi CTIO BMNYCK cepil: 3MiHa y MeTogax BUNpobyBaHHS rOTOBOrO NiKapCbKoro 3acoby
"AocnigHnii ToBapucTBoO 3 (He3HayHa 3miHa y 3aTBEpAKEeHNX MeTofax BUNPobyBaHHS)
3aBof, 06MeXeHoto
"rHUNC" BIANOBIAA/LHICTIO
"[locnigHuii 3aBog,
"rHUAC,
YkpaiHa; BCi cTagji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BWMYCK Cepii:
ToBapucTso 3
06MexeHot
BIANOBIAA/BHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”,
YKpaiHa
190. | XOJIOCAC cupon, no 130 ry NAT YkpaiHa MAT "BitamiHn" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/0584/01/01
6aHKax i3 cknomacu "BiTamiHn" 3MiHa po3mipy cepii (BKOUaumM giana3oH po3mipy cepir) peuyenma

a60 nosliMepHMx; no

roTOBOrO J1iKapCbKOro 3aco6y - YTOYHEHHA TEOPETUYHOro
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
130 r a6o 250, abo po3mipy cepil
300 r y donakoHax i3
cknomacu abo
nonimepHux; no 130
ry 6aHuj i3
cknomacy abo
noniMepHii, no 1
6aHLi 3 KapToHy; Mo
130 r a6o 250, abo
300 r y dhnakoHi i3
cknomacy abo
nonimepHomy; no 1
dhnakoHy y nauui 3
KapToHY
191. | XYMYNIH PO34uH ANs iH'eKLiA, Ninni ®paHc ®paHuin Ninni ®paHc ®paHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/8571/01/01
PErynap 100 MO/mn no 3 mn BBeJEHHs ab0 3MiHW A0 y3arasibHEHUX AaHUX NPO cUCTemMy peyenmom
Y CK/ISIHOMY hapmMakoHarnsgy (BKIHYatoun KOHTaKTHI AaHi) Ta/abo 3MiHW y
KapTpuaxki; Ne 5 po3MilLeHHi MacTep-ghaiina cuctemm hapmakoHarnsgy
KaTpuaxis y
KapTOHHIN nayyj; no
3 My CKNstHOMY
KapTpuaxi; no 1
KaTpuaxy y wnpuw-
pyuyui KsikleH; no 5
LUMPULL-PYYHOK Y
KapPTOHHIN nayuj
192. | uMKnoaon Tabnetkn no 2 mr Ne My6niyHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 3a UA/6549/01/01
40 (10x4) y akujioHepHe akujioHepHe 3MiHV BUNpobyBaHb abo [OMYyCTUMUX MEX, BCTAHOB/IEHNX Y peyenmom
6nictepax TOBapuCTBO TOBapuUCTBO cneundikauisix, Mg yac BUPOOHMLTBA FOTOBOrO MiKapCbKOro
"HaykoBo- "HaykoBo- 3ac06y — 3MiHa KpUTepIiB MPUIAHATHOCTI 32 NOKa3HWKaMm
BUPOGHNUNIA BUPOGHNUNIA «CepepfHs Maca», «<OAHOPIAHICTb Macu» Ta «PO3UYNHEHHS» Y
LEeHTp LeHTp cneuudikaLii KOHTPO/IKO MPOMIXHOT MPOAYKLT; 3MiHK | TURy -
"BopLuariBcbk "BopLyariscbkuii 3MiHV BUNpPo6YyBaHb abo JOMYyCTUMUX MEX, BCTAHOB/IEHUX Y
unii Ximiko- XiMmiKo- cneumdikayisx, nig yac BUPO6GHMLTBA FOTOBOIO NiKAPCbKOro
thapmaueBTuY thapmaueBTUYHWI 3aco6y (BWyYEHHS HECYTTEBOrO BUNPOGYBaHHS B NPOLIECI
HWi1 3aBoa" 3asog" BMPOGHULTBA) — BUTYYEHHS 3 crieumdikaLlii KOHTPOoo

NPOMDKHOI NPOAYKUiT noKasHuka «MikpobionoriyHa yncrtota;
3MiHM | TUMy - 3MiHKU, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii AdY abo Esponeiicbkoi
thapmakonei, abo iHWOoi HauioHa/IbHOIT hapmMakonei fepxasu
€C (3miHa y cneundikauisx, nos'a3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWi HalioHaNbHIl
hapmakonei gepxasu €C) - cneundikavio Ta Metogm
BXi[IHOr0O KOHTPO/IO 3a po3/ifoM «MikpobionoriyHa ynctoTa»
Ha filody pevoBuHy heHinedpuny rigpoxsiopuay npuBefeHo y
BiANOBIAHICTL A0 BUMOr AdDY; 3MiHM | TMNY - 3MiHK, NOB'A3aHI 3
HeOoOXifHICTIO NPUBEAEHHS Y BigNoBiAHICTb 40 MOHorpadii
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Ne
n/n

Hassa
JliKapcbKO20
3acoby

dopma BUMYCKY

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliH
020
nocsi0O4YeHHs

Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaIbHOT
thapmakonei gepxasun €C (3miHa y cneymdikayisix, nos'sa3aHa
3i 3miHamu B J®Y, abo €Bponelicbkiin hapmakonei, abo iHLWii
HaLjioHasbHIli hapmakonei gepxasu €C) — cneumndikauio Ta
METOAMN BXiAHOTO KOHTPOSIO 3a po3aisiom «MikpobionoriyHa
4yucToTa» Ha JONOMIKHY PeYOBUHY /TaKTO31 MOHOTIApaT
npvBeAeHO Y BiANOBIAHICTb [0 BUMOr MoHorpadii «Lactose
monohydrate» EP 8.6, po3ain «PO34MHHICTb» NEPEHECEHO Y
po3ain «BnactMBOCTi»; 3MiHW | TUNY - 3MiHW, NOB'A3aHi 3
HeOo6XiHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii
LY abo €sponelicbkoi hapmakonei, abo iHLWOT HalioHaTbHOT
thapmakonei gepxasu €C (3miHa y cnevuudikayisix, nos'a3aHa
3i 3miHamu B @Y, abo €Bponelickkiin chapmakonei, abo iHLWii
HaLjioHasnbHIli hapmakonei gepxasu €C) — cneumndikauiio Ta
MeTOAM BXifHOrO KOHTPO/II0 3a po3ainoM «MikpobionoriyHa
4yncTOTa» Ha AOMNOMIXKHY PEUOBUHY Lienono3n
MIKPOKPMCTasiYHOI NPUBEAEHO Y BiAMNOBIAHICTb [0 BUMOT
MoHorpadii «Cellulose microcrystalline» EP 8.0; 3miHu | Tuny -
3MiHa NapameTpiB crneuudikauili Ta/abo fonyCcTUMUX MeX
rOTOBOrO /liKapCcbkoro 3acoby (iHLi 3MiHW); 3MiHK | TUMY - 3MiHa
y MeTofax BUNpobyBaHHA rOTOBOrO NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAXEHNX MeToAax BUNPOBYyBaHHS);
3MiHM | TRy - 3MiHa NocTavasibHNKa NakyBaulbHUX MaTepiasnis
ab0 KOMMAEKTYUMX (AKLLO 3a3HAaYeHO B JOCLE) (BUNYHEHHS
noctayasibHUKa) - BUyYeHHA HaliMeHyBaHHA NocTavyasbHUKIB
nakyBa/lbHNX MaTepianis 3 peecTpauiliHoro ocbe (OHOBMEHHS
nigpo3giny 3.2.P.7. Cuctema ynakoBku/ykynopka); amiHu | tuny
- 3MiHUW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMNOBIAHICTb
0,0 MoHorpadii J®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HaujoHanbHOI thapmakonei gepxasu €C (3MiHa y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B 1dY, abo
€Bponeiicbkii hapmakonei, abo iHLWIA HalioHaNbHIi
thapmakonei gepxasu €C) — cneuudikanito Ta MeToau
BXiIHOro KOHTPO/I0 3a po3Ainamu «30BHilLHI BUTNSA» Ta
«Mikpo6ionoriyHa yncToTa» Ha AOMNOMIKHY PEYOBMHY MarHito
cTeaparty npMBeAeHO Yy BiANOBIAHICTb 40 BUMOT MOHOTrpagil
«Magnesium stearate» EP 8.3.

193.

LUMKNOL0onN

Tabnetkn no 5 mr Ne
40 (10x4) y
6nictepax

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYUIA

LieHTp
"BopLuariBcbk
uii Ximiko-
hapmaLeBTny
HWiA 3aBog”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA

LieHTp
"BopLuariBcbkuii
XiMiKO-
dhapmaLeBTNYHWMIA
3asog"

YkpaiHa

BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasiB: 3miHu | Tuny -
3MiHM BUNPOGYBaHb abo [OMYCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUpoOHULTBA rOTOBOrO NiKapPCLKOro
3acoby — 3MiHa KpUTepIiB MPUAHATHOCTI 32 NOKa3HMKamu
«CepepHsa maca», «OfHOPIAHICTL Macu» Ta «PO3UNHEHHA» Y
cneuudikaLyii KOHTPOIKO MPOMIKHOT MPOAYKLT; 3MiHK | TURY -
3MiHU BUNPO6YBaHb abo [OMYCTUMUX MEX, BCTAHOB/IEHNX Y
cneumdikauisix, nig yac BUPOOHMLTBA FOTOBOrO NiKapCbKOro
3aco6y (BUNYyYEHHA HECYTTEBOrO BUNPOGYBaHHSA B NPOLIECI
BMPOOHMLUTBA) — BUYYEHHS 3 cneumdikauii KOHTPOsI0

3a
peyenmom

UA/6549/01/02
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
nocsi0O4YeHHs

NPOMIXHOI NPOAYKLIT NoKa3HMKa «MikpobionoriyHa YncToTa,;
3MiHM | TUMY - 3MiHKW, NOB'A3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo €Bponeiicbkoi
thapmakonei, abo iHLWOT HaLioHaNbLHOT hapMakonei fepxasu
€C (3miHa y cneuundikauisx, nos'a3aHa 3i 3MiHamu B 1dY, abo
€Bponeiicbkilii hapmakonei, abo iHLWIA HaLioHaNbHIl
hapmakonei gepxasu €C) - cneundikaLio Ta Metoam
BXiZIHOr0O KOHTPO/IO 3a po3finom «MikpobionoriyHa unctoTa»
Ha filovy pevyoBuHy heHinedpuny rigpoxsiopuay npuBeseHo y
BiANOBIAHICTb A0 BUMOT ADY; 3MiHM | TURY - 3MiHW, NOB'A3aHi 3
HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0 MOHOrpadil
LdY abo €sponelicbkoi hapmakonei, abo iHLWOI HaLlioHabHOT
thapmakonei gepxasun €C (3miHa y cnevuundikayisix, nos'a3aHa
3i 3miHamu B J®Y, abo €sponelicbkin hapmakonei, abo iHLWii
HaLjioHasnbHIli hapmakonei gepxasu €C) — cneumndikauiio Ta
MEeTOAM BXIAHOTO KOHTPOIO 3a po3aisiom «MikpobionoriyHa
YMCTOTa» Ha A0MOMIKHY PEYOBUHY STaKTO31 MOHOrigpaT
npvBeAeHO Y BiANOBIAHICTb [0 BUMOr MoHorpadii «Lactose
monohydrate» EP 8.6, po3ain «P034MHHICTb» NEPEHECEHO Y
po3ain «BnacTtueocTi»; 3MiHu | TURY - 3MiHW, NOB'A3aHi 3
HeoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTL A0 MOHOrpadil
Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaIbHOT
thapmakonei gepxasun €C (3miHa y cneymdikayisix, nos'a3aHa
3i 3miHamu B J®Y, abo €Bponelicbkiin hapmakonei, abo iHLWii
HaLjioHasbHIli hapmakonei gepxasu €C) — cneumndikavio Ta
METOAMN BXiAHOTO KOHTPOSIO 3a po34isiom «MikpobionoriyHa
4yncToTa» Ha AOMNOMKHY PEYOBUHY Lientono3un
MiKPOKpMCTaniyHoi NpUBEAEHO Y Bi4NOBIAHICTL 40 BUMOr
MoHorpadii «Cellulose microcrystalline» EP 8.0; 3MiHu | Tuny -
3MiHa NapameTpiB cneuudikauili Ta/abo JonyCTUMUX MeX
roTOBOro MikapcbKoro 3acoby (iHLWi 3MiHW); 3MiHM | TUNY - 3MiHa
y MeTogax BunpobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMKEHNX METOAAX BUNPOGYBaHHS);
3MiHK | TUNy - 3MiHa NocTavasibHYKa NakyBasibHUX MaTepianis
ab0 KOMMNEKTYUMX (SKLWO 3a3HaYEHO B A0CHE) (BUyYEHHS
noctadasibHUKa) - BUyYEeHHA HaliMeHyBaHHA NocTavyasibHUKIB
nakyBaslbHUX MaTepianis 3 peecTpauiliHoro ocbe (OHOB/EHHS
nigpo3ainy 3.2.P.7. Cuctema ynakosku/ykynopka); 3minu | Tuny
- 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMOBIAHICTb
00 MoHorpadii JdY abo Esponeiicbkoi dhapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonei gepxasu €C (3MiHa y
cneumdikauisix, noB'sa3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWiA HalioHaNbHIl
thapmakonei gepxasu €C) — cneyndikanito Ta MmeToan
BXiZIHOr0 KOHTPO/IO 3a po3Aiiamu «30BHiLLHIA BUTNS4» Ta
«MikpobiofioriyHa YMcToTa» Ha AOMNOMDKHY PeYOBMHY MarHito
CTeapaTy NpvBeAeHO Y BiANOBIAHICTb A0 BUMOT MOHOrpadii
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
nocsi0O4YeHHs
«Magnesium stearate» EP 8.3.
194. | umKnoaon TabneTkn no 2 Mrin My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX maTepiasiiB: 3miHu | Tuny - - UA/12350/01/01
bulk no 1 kry akuioHepHe akuioHepHe 3MiHV BUNpobyBaHb abo A0MYyCTUMUX MEX, BCTAHOB/IEHUX Y
noAgiliHMx TOBapuCTBO TOBapUCTBO cneumdikayisx, nig yac BUPO6GHMLTBA FOTOBOrO NiKapCbKOro
noslieTUIEeHoBMX "HaykoBo- "HaykoBo- 3acoby — 3MiHa KpUTepIiB MPUAHATHOCTI 32 NOKa3HMKaMu
nakeTax BMPOGHNYUIA BMPOGHUYNIA «CepepfiHa Maca», «OfHOPIAHICTb Macu» Ta «PO3UYNHEHHS» Y
LeHTp LeHTp cneuudikaLii KOHTPOIIO MPOMIKHOT MPOAYKLT; 3MiHK | TURY -
"BopLuariBcbk "BopLuariBcbkuii 3MiHM BUNPOBYBaHb ab0 AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
uii Ximiko- XiMiKO- cneumdikauisix, nig yac BUPoOHMLTBA FOTOBOrO NiKapCbKOro
hapmaLeBTny hapmaueBTUYHWIA 3aco6y (BW/IyYEHHS1 HECYTTEBOIO BUNPOOYBaHHSA B NPOLLECI
HWiA 3aBog” 3aBopg"

BMPOOHMLTBA) — BUYyYEHHS 3 cneumdikay,ii KOHTPOsIo
NPOMIKHOI NPoAyKLUil nokasHuka «MikpobionoriyHa ymcrora,;
3MiHU | TUMY - 3MiHKW, NOB'A3aHI 3 HEOOXiAHICTIO NPUBEAEHHS Y

BiAMOBIAHICTb A0 MOHOrpadii 4dY ab6o €Bponeiicbkoi
thapmakonei, abo iHLWOoT HauioHa/IbHOI hapMakonel fepXxasu

€C (3miHa y cneuundikauisx, nos'asaHa 3i 3MiHamu B 1dY, a6o
€Bponeiicbkiin papmakonei, abo iHWil HaLioHasTbHI
thapmakonei gepxasu €C) - cneundikaLio Ta MeToam
BXiIHOr0O KOHTPO/IO 3a Po3fiIoM «MikpobionoriyHa ynctoTa»
Ha filody pevyoBuHy heHinedpurHy rigpoxiopuay NpuBeaeHo y
BiANOBIAHICTb A0 BUMOT ADY; 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTL A0 MOHOrpadil
LY abo €Bponelicbkoi hapmakonei, abo iHLWOT HalioHasTbHOT
thapmakonei gepxasu €C (3miHa y cneuudikayisx, nos'a3aHa
3i 3miHamu B 1Y, abo EBponeiickkii dhapmakonei, abo iHLil
HauioHasbHIN thapmakonei gepxasn €C) — cneyudpikadito Ta
MeTOoAM BXiHOTrO KOHTPO/IH0 3a po3ainoM «MikpobionoriyHa
YyMCTOTa» Ha AOMNOMIKHY PEYOBMHY /TaKTO31 MOHOTiApaT
npvBeAEeHO Y BigMNOBIAHICTb A0 BUMOr MOHorpadii «Lactose
monohydrate» EP 8.6, po3ain «P034MHHICTb» NEPEHECEHO Y
po3gin «BnacTtueocTi»; 3MiHu | TUMY - 3MiHW, NOB'A3aHi 3
HEeOoOXifHICTIO MPUBEAEHHS Y BigMNOBIAHICTE A0 MOHOrpadii
Loy abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaIbHOT
hapmakonei gepxasu E€C (3MiHa y cneuudikauisx, nos'a3aHa
3i 3miHamu B 1dY, abo €Bponeiickkiin hapmakonei, abo iHLWii
HaLjioHanbHili hapmakonei gepxasu €C) — cneumndikaviio Ta
MeTOAM BXiHOrO KOHTPO/II0 3a po3ginoM «MikpobionoriyHa
4yncToTa» Ha AOMNOMIKHY PEUOBUHY Lientono3un
MiKPOKpUCTaNiyHOI NpUBEAEHO Y Bi4NOBIAHICTb 40 BUMOT
MoHorpadii «Cellulose microcrystalline» EP 8.0; 3MiHu | Tuny -
3MiHa napameTpiB cneumdikauin Ta/abo 4onyCTUMUX MexX
rOTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW); 3MiHK | TUMY - 3MiHa
y MeTogax BunpobyBaHHA rOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepMKEHNX METoAAX BUNPOOYBaHHS);
3MiHK | TNy - 3MiHa NocTavasibHYKa NakyBasibHUX MaTepianis
ab0 KOMMNEKTYOUMX (SKLWO 3a3HaYeHO B [0OCLE) (BUyYEHHS

I'IOCTaHaJ'IbHVIKa) - BUy4eHHA HaVIMeHyBaHHH nocTayanbHvKiB
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Ne Hassa dopma BUMYCKY 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKo20 Bionycky | peecmpayitiH
3acoby 020
noceioYeHHs
nakyBaslbHUX MaTepianis 3 peecTpauiliHoro ocbe (OHOB/EHHS
nigpo3ainy 3.2.P.7. Cuctema ynakosku/ykynopka); 3minu | Tuny
- 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMOBIAHICTb
00 MoHorpadii JdY abo €Bponeiicbkoi dhapmakonei, abo
iHLWOT HaujioHanbHOT thapmakonei gepxasu €C (3MiHa y
cneumdikauisix, noB'sa3aHa 3i 3miHamu B 1dY, abo
€Bponeiicbkili hapmakonei, abo iHLWiiA HaLioHaNbHIl
thapmakonei gepxasu €C) — cneyndikanito Ta MmeToan
BXiZIHOr0 KOHTPO/I0 3a po3Aiiamu «30BHiLLHIA BATNS4» Ta
«MikpobiofioriyHa YMcToTa» Ha AOMNOMDKHY PeYOBMHY MarHito
CTeapaTy NpvBeAEHO Y BiANOBIAHICTb A0 BUMOT MOHOrpadii
«Magnesium stearate» EP 8.3.
195. | LUMHAPIKC TabneTku, BKPUTI PapmaueyTiLl AscTpis dapmaueyTie ABCTpis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHW | TUNY - 6e3 UA/14913/01/01
POPTE 060/10HKOH0, M0 600 e thabpik (pabpik MoHTaBIT 3MiHWM y TEKCTi MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOI YNaKOBKM peyenma
Mr Ne 30 (15x2), Ne MoHTaBiT M6X (OHOB/IEHO HanNUcaHHA TepMiHy NPUAATHOCTI Ta HoOMepy cepil
90 (15x6) y 6X nikapcbkoro 3acoby)
6nictepax
196. | ULUTPAMOH Tabnetku, no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3984/01/01
EKCTPA TabneTok y "®apmaueBTu "®apmaueBTnyHa BBEEHHS ab0 3MiHW [0 y3arasibHEHUX AaHMX NPO cUCTeMy peyenma
KOHTYPHIl YyHa hipma thipma "AapHuus” chapmakoHarnsgy (BkIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
YapyHKOBIli "NapHuus” po3MilLeHHi MacTep-ghaiina cuctemm papmakoHarnsgy
ynakosL; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLii
B navuj
197. | UMUHY EKCTpaKT cyxuii MAT YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3miHu | Tuny - - UA/13551/01/01
AIWAHOIro (cybeTaHuin) y "Fanuucapm" 3MmiHa y 6e3nocepepHili ynakoBsLi A®| - 3MiHa Macy ynakoBku
KBITIB MiLLIKax A®| 6e3 3MiHM maTepiasly NepBUHHOI YNakoBKM
EKCTPAKT nonieTNeHoBUx
CYXVi ONs BUpo6HMUTBA

HECTEPWU/IbHUX
NiKapcbknx hopm

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI
OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUu




MEPENIK

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TOTNYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO Y AEPXXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALINHUX MATEPIANIB

TA AEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

Aopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

27.04.2017 Ne 476

KOHTEWHepi 3

Ne Hassa ®dopma surnycky 3asBHUK KpaiHa Bupo6HUK KpaiHa riocmasa lpoyedypa
n/n | siKkapcbko20
3acoby
1. A3UTPOMILUUH | Tabnetku, BkpuTi | AAP dapma Benvka Tynin a6 IHais 3acigaHHa HEP BiamoBUTY y AepXaBHili peecTpauii - peecTpadisi Ha 5 pokiB
nniBKOBOO Nt BputaHis Met. 114 Ne 05 Big, ) . o . ) .
0BOMOHKOIO, M0 250 Mr 16.03.2017 BiAMOBa Ha erTani .cn.el_l,lamsosr.;le .eKcnemeam' 3r"|,qu BMCHOBK'y YnpaBniHHsa
Ne 6 (6x1), Mo 500 wr eKcnngMsM Mgrep@ms 3 6|9eKB|BaneHTH00T| I'Ipe,qCTeaneﬂl pesynbTatu
Ne 3 (3x1) y 6ricTepax ,CI,.OCI'II,D,')KeHHﬂ 6IOF—Z‘KBIBaJ1€‘HTHOCTI He MO?KyTb §mi I'IpI'/II/IHﬂTI ,q,J"m ,u,OKae',y
6i0eKBIBaIEHTHOCTI  3aB/IEHNX  MpenapartiB, OCKiMbKA  BiACYTHA  iHdhopmauis
BignosigHo o sumor EMEA/CHMP/EWP/192217/2009 « Guideline on bioanalytical
method validation» i Guideline on the Investigation on Bioequivalence
(CPMP/EWP/QWP/1401/98 Rev.1)"
2. AEMOTOH - T PO3YMH  ANA  iH EKLiN LEMO C.A. Ipeuis LEMO C.A. Ipeuis 3acigaHHs HEP BiamoBuTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokis
no 10 mn B amnyni Ne | dapmacbioTik PapmMacbHoTiK Ne 05 Big, . ) o . )
) ) BiIMOBa Ha eTani cnewjani3oBaHOi €KCNepTu3n 3riHO BUCHOBKY KOHCY/IbTATUBHO-
1 an IHgacTpi an IHaacTpi 16.03.2017 N ; B .
€KCMepTHOI rpynu 3 NiKapCbKoi TOKCUKONOTT «Y 3B'A3KYy i3 BWCOKAM PU3NKOM
BMHWKHEHHS Mepefo3yBaHHS BiTaMiHIB Ta NOGIYHWX edpekTiB, a TakoX BiACYTHICTIO
mMartepianie AOKMIHIYHOrO Ta KIHIYHOTO BMBYEHHSI 6E€3NeYHOCTi Ta e(EeKTUBHOCTI
nikapcbkoro 3acoby, BignosigHo n. 3.8. [lopsAgky NpoOBeAEeHHS eKcnepTusun
peecTpauiiinx maTepiasliB Ha Nikapcbki 3acobu, WO MoJaloTbCA Ha AepXaBHy
peecTpauito (nepepeecTpawiio), a TakoX ekCcnepTnsn Matepiasis Npo BHECEHHS 3MiH
[0 peecTpauiiiHux martepianis NpoTAroMm Aii peecTpauiiHoro nocsifgyeHHs, 3aTB.
Hakazom MO3 Ykpainu Big 04 ciuHs 2013 poky Ne 3»
3. NMAHKPEATUH nopoLLoK (cybcTaHuis) MAT YkpaiHa Biosim Himeuun | 3acigaHua HTP BigMOBUTY y 3aTBEPMKEHHI - BUMPAB/IEHHS TEXHIYHOI MOMUIKA HAa TUTY/bHI
B nonieTuIeHoBMX "BitamiHn" lesenbwadT Ha Ne 09 Big, CTOPIHUI MEeTOAiB KOHTPO/ SKOCTI, B YKPAiHOMOBHOMY HanvcaHHi Hassu dipmu-
MiLLIKax onsa throp 16.03.2017 BMPOOHMKA, OCKISIbKM 3a3HayeHe BWNPaB/iEHHs He BiAnoBigae Matepianam
BMPOGHMLITBA EH3MMTEXHO peecTpauiiHoro Aocke, SKi NpeacTasieHi B apxisi
HeCcTepuIbHUX nori M6X
nNikapcbknx hopm
4, nPOMOCO/-H cnpeii  ana  potoBoi TOB YkpaiHa TOB YkpaiHa | 3acigaHHs HTP BiamoBuTM Yy 3aTBepMKeHHi - 3MiHM Il Tuny - 3MiHa BMPOGHUKA
nopoxHuHn no 20 r | "Mikpochapm" "Mikpochapm” Ne 09 Big, BUXIAHOTO/NPOMIXHOr0 NPOAYKTy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y BUPOGHUYOMY
abo nmo 60 r vy 16.03.2017 npoueci A®l, abo 3MiHa BMPOGHUKA (BK/IOYaAOUM, fie HEOOXIAHO, MiCLEe NpoBeAeHHs

KOHTpON skocTi) A®| (3a BigcyTHOCTI cepTudiikaTta BifNOBIAHOCTI €BpoNeichbkili
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ITponoBxeHHs fofaTka 4

no 3 000 000 MO Ne
10 (10x1) y 6nictepax

Ne Haszsa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa lNidcmasa lMpoyedypa
n/n | nikapcbKko20
3acoby

MeXaHi4YHUM HacoCOoM,; chapmakonei y 3aTBeppKeHOMY [O0Cb€)(BBEAEHHSI HOBOTO BMPOOHMKa Adl, KoM He
no 1 KoHTeliHepy nogaeTbcs macTtep-gaiin Ha A®l Ta WO BMMarae 3Ha4yHOI 3MiHM [0 BiAMNOBiIAHOIO
pasom 3 po3giny gocbe Ha A®l) (B.l.a.l. (e) Il), ockinbkn 3miHa A®l 3 3aTBEpAXEHOI -
po3nunioBavyemM Ta "Mpononic" Ha 3anponoHoBaHy "CnvMpTOBUWIA eKCTpakT nponosicy” He Bignosigae
3aXMCHMM  KOBMA4KOM 3asB/eHIli peecTpauiiHiii npoueaypi 3a n. b.l.a.1. (e), a 3anponoHoBaHWi BUPOBHUK
y nayui 3 KapToHy TOB "Mikpodpapm”, YkpaiHa - A®I "Mpononic" He BUpo6nse

5. CnIPALUVH TabneTku, BKpUTI Cimnekc IHAjsa Cimnexc IHAis 3acigaHHsa HEP BiamoBuTY y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokiB
NNiBKOBOKO 060/TIOHKOIO dapma MMBT. dapma MBT. Ne 05 Big, ) . o . ) )
1o 1 500 000 MO a6o i o, 16.03.2017 BiIMOBa Ha eTani cneujani3oBaHOi €KCMepTU3n BIAMOBIAHO [0 eKCnepTHOro

BMCHOBKY YMpaBniHHS €KCnepTu3n mMaTepiasiiB 3 6iOeKBiBaSIEHTHOCTI, OCKiNIbkM 3a
pesynbTaTaMyM  €KCMepTM3N  peecTpauiiHux  MaTtepiasliB  BCTAHOB/IEHO,  LIO
npeacTaBneHi pe3ynbTatv  [OCNIMKEHHS GIOEKBIBa/IEHTHOCTI He MOXyTb OyTu
NPUAHATI AN AoKa3y Gi0eKBiBaIEHTHOCTI 3asB1IeHMX NpenapaTis

HauyanbHuK YnpaBniHHA dpapmMmaleBTUYHOI

OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPOAYKLiT

T.M. JIacKOoBCbKUM




	МІНІСТЕРСТВО ОХОРОНИ ЗДОРОВ’Я УКРАЇНИ
	Н А К А З
	Додаток 1
	до наказу Міністерства
	охорони здоров’я України
	Додаток 2
	до наказу Міністерства охорони

	ПЕРЕЛІК
	ПЕРЕреєстрованих ЛІКАРСЬКИХ ЗАСОБІВ (медичних імунобіологічних препаратів), які вносяться до державного реєстру лікарських засобів УКРАЇНи
	Додаток 3
	до наказу Міністерства охорони
	Додаток 4
	до наказу Міністерства охорони



