MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
08.11.2017 Ne 1385
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, 10 Ilopsaky pgep>kaBHOI peecTpaliii (TiepepeecTtpaiiii) JiKapCbKHX
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. KOHTpOJIb 3a BUKOHAHHSM LJbOI'0 HaKa3y MOK/IAaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

3actynHuk MiHicTpa II. KOBTOHIOK



NMEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUNX NPEMNAPATIB), SKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

08.11.2017 Ne 1385

Ne Ha3sBsa nikapcbko2o dopma sunycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayitiHo2o
ynakoska) nocBi0O4Y€eHHs1
1. rAPOKCU3NHY 6innin abo maiixe 6innii, ToBapucTBO 3 YkpaiHa Cimep, Jlabc IHais peecTpauist Ha 5 pokis - He UA/16405/01/01
rigpoxnorup rirpocKonivyHuiA, 06MEXEHO NimiTen niosisiecae
KpUcTaniuyHWin NopoLLIoK BigNoBiAa/IbHICTIO
(cy6eTaHuis) y "XapkiBcbke
noABinNHNX hapmaneBTUUHe
nosieTUIeHoBMX nigNpPUeEMCTBO
naketax gns "3p0poB'a
hapmaLeBTUYHOro Hapoay"
3acTocyBaHHs
2. AEKCOBEN TabneTku, BKpUTI HOBEN INAY Typeuunna | HOBEN I/1AY TypeuunHa peecTpauif Ha 5 pokis 3a He UA/16411/01/01
NNiBKOBOK 060/IOHKOIO, CAHAI BE CAHAI BE peyenmom nionsizae
no 25 mr Ne20 (10x2) y TIOKAPET A.LL. TIOKAPET
bnictepax A.LL.
3. AOKCUNAMIH- Kpansi opasibHi, pO34uH, Kpesesnb HimeuyunHa Kpesenb HimeuunHa peecTpauist Ha 5 pokis 6e3 nionseae UA/16406/01/01
KPEBE/b 25 mr/mn no 20 mn a6o Moliizenbbax Moiizensb6ax peyenma
50 My donakoHi- m6X X
KpanenbHuui Nel
4, INPAAYAN po3unH ANs iHranauii no | TOB "BAJTAPTIH Ykpaina TOB YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/16407/01/01
20 MmNy donakoHi 3 PAPMA" "MynbTicnpeii peyenmom niosisieae
KpanensbHuueto, no 1 " MepiognyHICTb NOAAHHA PerynspHo
(h/1aKOHY B KapPTOHHii OHOBJ/1HOBAHOTO 3BITY 3 6e3neku
Kopobui BiANOBIAHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YkpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMN Y NepiognUYHOCTI
noJaHHs perynsipHnX 3BiTiB 3 6e3neku
5. KETOMNPO®EH KpUcTaniyHWin NopoLLIoK TOB "TK "ABpopa" YkpaiHa UxeLssiH Kutaii peecTauis Ha 5 pokis - He UA/16413/01/01
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
(cybeTaHuis) y nakeTax Peii6oB nionseae
noABiNHNX dapmachbioTiK
noslieTuNeHoBMX oNs an Ko., NlTa.
chapmaL,eBTUYHOro
3acTOCyBaHHs
6. NIBEPATTI® TabneTku, BKpUTI PapmioHioH BCB Kinp Na6opaTtopioc IcnaHis peecTpauis Ha 5 pokis 3a He UA/16408/01/01
NAiBKOBOK 060/IOHKOHO, [esenonmeHT JleoH dapwma, peuenmom nionseae
0,02 mr/ 3 mr Ne 28 nra. C.A.
(24+4) y 6nicTepi
7. MPErABAJIH- Kancynu no 150 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/16414/01/02
AAPHUUA Kancyn y KOHTYpHii "hapmaueBTUYHA "®bapmaueBTn peyenmom nionsieae
YapyHKOBIli ynakoBLii; no chipma "OapHuus” YHa hipma MepiognyHICTb NOAAHHA PerynspHo
2 abo no 3, abo o 4, "AapHuus" OHOB/IHOBAHOTO 3BITY 3 6e3neku
a60 Mo 8 KOHTYPHUX BignoBigHO A0 MNopaaky 34iACHEHHS
YapyHKOBUX YNakoBOK Y chapmakoHarnsgy, 3aTBepAxeHoro
nauuj Haka3oM MiHicTepcTBa OXOPOHM
34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLii Ykpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa
O0XOPOHU 3[10pOB’'A YKpaiHu Bif 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepiognuyYHOCTI
noJaHHA perynsipHnX 3BiTiB 3 6e3neku.
8. MPErABA/IH- Kancynu no 75 mr, no 7 MpAT Ykpaina MpAT YkpaiHa peecTpauist Ha 5 pokis 3a He UA/16414/01/01
AAPHUNUA Kancyn y KOHTYPpHii "®apmavleBTuyHa "dapmauesTn peyenmom nionsizae
YapyHKOBIli ynakoBLj; mo | diipma "dapHuusa” YyHa hipma MepiognyHicTb NOAAHHA PerynsipHo
2 abo no 3, a6o no 4, "NapHuus” OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
ab60 no 8 KOHTYPHUX BifNOBigHO 0 MopsAAKY 34iNCHEHHS
YapyHKOBUX YNaKkoOBOK Y thapmakoHarnsgy, 3aTBepAkeHoro
nauui Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19
rpyfHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamy,
3a3HavyeHVMy y nepioguyHoCTI
nofaHHA perynsipHunX 3BiTiB 3 6e3neku.
9. MPOTE®NA3IA, pigKuii ekcTpakT ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis - He UA/16415/01/01
(cybeTaHuist) B EMHOCTAX 06MeXeHO 06MEXEHO nionseae
abo kaHicTpax gns BiANOBIAA/LHICTIO BiANOBiA&bHI
hapMaLeBTUYHOIO "HaykoBo- CTHO




5

Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
ynakoska) nocsioYyeHHs1
3acTocyBaHHs BUPOGHMYA "HaykoBo-
KOMNaHis BUPOGHMYA
"Ekochapm” KOMMaHis
"Ekocpapm”
10. XOHAPOITUHY MOPOLLIOK (Cy6CTaHuis) y ToBapucTso 3 YkpaiHa CUNHTEKC ApreHTuHa peecTpauif Ha 5 pokis - He UA/16410/01/01
CYNMIb®AT HATPIKO | noagiliHnx 06MEXEHO C.A. niosisieae
nosieTuIeHoBMX BiANOBIAA/IbHICTIO
nakeTtax gnsa "papmMaueBTUYHa
hapmaueBTUYHOIO KOMNaHis
3aCTOCyBaHHsA "3p0pos'a”

HauyanbHuK YnpaBniHHA dpapmMmaueBTUYHOI

OIANBHOCTI Ta AKOCTiI (papmaueBTUYHOT NPOAYKLiT T.M. NIAcKOBCbKUM




Aopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

08.11.2017 Ne 1385

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

Ha3sBsa nikapcbko20

3asiBHUK

®dopma surnycKy KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakosKa) 20
nocgio4eHHs
1. | AKTPANIA® HM po3unH Ans iH'ekuid, 100 | A/T Hoso Hopgaick [JaHis Brpo6HMK Nanis/ MepepeecTpauis Ha 3a He nionseae | UA/12611/01/01
MNEH®IN® MO/mMnno 3 mny Hepo3dhacoBa ®paHuia/ HeoOMeXeHW TepMiH. peyenmom
KapTpuaxi; no 5 HOro Bpasinis MepioanyHiCTb NofaHHSA
KaTpUOXiB y KapTOHHIN NPOAYKTY, perynspHO OHOB/IHOBAHOIO 3BiTY 3
Kopobui HanoBHEHHS B 6e3neku BignosigHo o MNopsagky
MeHin®, 3pificHeHHs1 hapMakoHarsay,
nepBuHHA 3aTBEPKEHOr0 HaKa3oMm
yrnakoBkKa, MiHicTepcTBa OXOPOHM 340POB’A
KOHTPO/b Ykpainu Big, 27 rpyaHsa 2006 poky
AKOCTI Ta Ne 898, 3apeecTpoBaHuii B

BiANOBiAa/IbHU
11 3a BUNyCK
cepiii
KiHLLeBOro
NPOAYKTY:
AT Hoso
Hopgick,
[JaHis;
Brpo6HMK
npoaykuii 3a
NOBHUM
LMKIOM:
Hoso Hopgick
MpoAoKCLOoH
CAC,
dpaHujs;
Bupo6Huk ans
MapKyBaHHs1
Ta ynakoBKu
MeHin®,
BTOPVHHOIO
nakyBaHHS:
A/T Hoso
Hopaick,
[LaHist;
BrpobHuK

MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’SA
YkpaiHu Bif 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

Hepo3dacoBa
HOT NpoAyKuii,
nepBuHHa Ta
BTOPVHHA
yrnakoBka:
HoBo Hopgick
Mpoaykao
dapmaceyTika
0o bpasinb
Nrpa.,
Bpasunist

APUKCTPA®

PO34UH OIS iH'EKLLNA,
12,5 mr/mn no 0,4 mn (5
mr), a6o no 0,6 mn (7,5
mr), abo no 0,8 mn (10
Mr) y nonepegHbo
3arnoBHEHEHOMY LUMPULL;
no 10 nonepegHLO
3anOBHEHUX LWIMNPULB Y
Kopoobui

AcneH ®apma

TpengiHr Nimiteq,

IpnaHgis

AcneH Hotep
[am e
BoHaesinb

PpaHuis

MepepeecTpauis Ha
HeobMexeHuin TepMiH. 3miHu |l
TMny - 3MiHKU Woa0
6e3nekun/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
Me[MYHOrO 3aCTOCYBaHHA Y
3B’A3KY i3 HOBUMW JaHUMU 3
AKOCTI, AOKMIHIYHUMMU, KNiHIYHUMMN
JaHMMK Ta JaHumm 3
thapmakoHarnagy - 3mMiHu
BHECEHO [0 IHCTPYKLi AN1s
Me/[IMYHOro 3aCTOCyBaHHS
npenapary 0 po3ginis
"®apmMakonoriyHi BnacTneocTi”,
"Moka3aHHs"(YyTOYHEHHS
iHhopmawii), "B3aemogist 3
iHLIMMK NikapcbknMmn 3acobamu
Ta iHWi B1AM B3aemogiin”,
"Oco61mBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi Ta rogyBaHHsA rpyaar”,
"3paTHICTb BNAMBATU Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCMOPTOM @60 iHLWNMK
MexaHismamu', "Cnocié
3acTocyBaHHsA Ta
0031"(YTOYHEHHSs iHchopmal,ii),
"Mepepno3yBaHHA", "MOGIYHI
peakuii " BignosigHO 80
mMarepianis peecTpauiiiHoro
[OCbE.
MepioAnyHICTb NOAAHHS

3a
peyenmom

He nionsieae

UA/6804/01/02
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsagky
3pificHeHHs1 hapMakoHarsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 34,0POB’A
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’SA
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaveHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

APUKCTPA®

pO34uH ANA iH'eKUi, 2,5
mr/0,5 mn no 0,5 mny
nonepeAHL0
3arnoBHEHOMY LLMPWLL;
no 10 wnpwuuis B
KapTOHHI/ KopoobLi

AcneH ®apma
TpelgiHr NimiTeq,

IpnaHgis

AcneH Hotep

Jam pe
BoHaesinb

PpaHuis

nepepeectpaujist Ha
Heo0BMeXeHW TePMiH.
3Mminu |l TUny - 3MiHn WoAao
6e3nekn/epeKkT1BHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi Ans
Me[MYHOr0 3aCTOCYBaHHA Y
3B’AA3KY i3 HOBUMW JaHuMu 3
SAKOCTI, AOKMIHIYHUMM, KIHIYHUMKN
JaHVMK Ta JaHumm 3
thapmakoHarnagy (3miHm
BHECEHO [0 iHCTPYKLUiT AN
MeANYHOro 3aCTOCyBaHHS
npenapary o po3ginis
"®apmakonoriyHi BnactusocTi”,
"MokasaHHA"( yTOUYHEHHS
iHbopmawii), "B3aemogis 3
IHLWMMK nikapcbknmy 3acobamu
Ta iHWi By B3aemogii",
"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LUBUAKICTb peakLii npun kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU
mexaHizmamu”, "Cnocio
3acToCyBaHHA Ta
[031"(yTOYHEHHS iHdopmaLii),

3a
peyenmom

He nionsieae

UA/6804/01/01
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n/n

3acoby

Ha3sBsa nikapcbko20o

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

"Mepepno3yBaHHA", "MoOGIYHI
peakuii " BignosigHO f0
Marepianis peecTpauiiiHoro
[0CbE)
MepiogunyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
3pjiicHeHHs hapMakoHarnsay,
3aTBEPAXEHOrO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HaYeHMUN y
nepioguyYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

APTULLOKA
EKCTPAKT-
340POB'A

pO34nH opasibHuiA, 100
mr/mn in bulk: no 10 n
a60 no 50 n'y 6ouykax

ToBapucTBO 3
06MexeHo
Bi4NoBiAa/IbHICTIO
"®apmaLeBTnyHa
KOMNaHis
"3popos'a”

Ykpaina

ToBapucTso 3
obmexeHo
BignoBigasbHi
CTtO
"®apmaueBTn
YHa KOMMaHis
"3p0pos'a”

Ykpaina

MepepeecTpavis Ha 5 poki..
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
3[ificHeHHs1 hapMakoHarnsay,
3aTBEPXEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamMu, 3a3HaYeHMUN y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

He nionsieae

UA/14795/01/01

APTULLOKA
EKCTPAKT-
30POB'AA

PO34MH opanbHuiA, 100
mr/mn, no 100 mny
donakoHi 3i ckna abo
oNakoHi nofimepHoMmy;
no 1 cpnakoHy 3
[103YH0UMM NPUCTPOEM Y
KOpo6L,i 3 KAPTOHY

ToBapucTtso 3
06MexeHo
BiAANOBIAA/LHICTIO
"®apmaueBTuyHa
KOMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
obMexeHo
BiANOBIAA/TbHI
CTIO
"®apmaueBTn
YHa KOMMaHis

"3g0poB's"

YkpaiHa

MepepeecTpauis Ha 5 pokiB.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapMakoHarnisgy. 3miHa y

KOPOTKIil XapakTepucTumui

NiKapcbKOro 3acoby, TeKCTi

MapKyBaHHs Ta IHCTPYKLUIi A5

6e3
peyenma

nionsieae

UA/0140/02/01
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

Me[MYHOr0 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbkoro
3acoby B nicnApeecTpavlinHuii
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNIKEHb, NPOBELAEHNX
BiANOBIAHO A0 nnaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKLiT ANna MeguyHoro
3aCTOCYBaHHS liKapCbKOro
3acoby fo po3giny "OcobnmsocTi
3acTocyBaHHA" Bi4NoOBiAHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
[OMOMXKHUX PEYOBUHU
npenapary.

MepiogunyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky

3pjiicHeHHs hapMakoHarnsay,
3aTBEPAKEHOIO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB'A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMK, 3a3HaYeHMUN y
nepioguYHOCTI MoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

AUUKNOBIP

MOPOLLIOK KpUCTasTivHUIA
(cy6eTaHuis) y
noaBiHMX
nonieTUNEHOBUX MiLLKax
AN BUpobHMLTBa
HecTepuIbHMUX

Papmaxem CA
M&M

Llseiuapis

MaiinaH
Na6opatopis
Nimiten

IHgis

MepepeecTpavis Ha
HeobMeXeHuit TepMiH

He nionsieae

UA/7707/01/01
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
Nikapcbknx dopm
7. | BAHATEKC TabneTku, BKpUTI dapmaneBTUYHNIA Monbwa dapmaneBTUY Monbwa MepepeecTpauis Ha 3a He nidnsieae | UA/12634/01/02

NAiBKOBOK 060/IOHKOHO, 3aB0of, HWi1 3aBOf, HeobMeXeHni TepMiH. 3MiHu | peuenmom
no 160 wmr, no 14 L,OJIb®APMA” C. J1ONb®APM TMny - 3MiHK Woao
TabneTtok y 6nictepi, no A. A" C. A. 6e3nekn/epeKkTNBHOCTI Ta

2 6nicTepu B KAPTOHHIl
Kopobui

hapmakoHarnagy. 3miHa y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi Ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcrasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbkoro
3acoby B nicnspeecTpavlinHunia
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHy y3roxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHVW BHECEHO [0
IHCTPYKLii ANna MeguyHoro
3acTocyBaHHsA npenapaty 4o
po3ginis “MpoTunokasaHHa",
"B3aemogisa 3 iHWMmn
NiKapcbknmy 3acobamm Ta iHLi
BMAM B3aemogiin”, "Oco6mBOCTi
3acTocyBaHHsA","Cnoci6
3acTocyBaHHsa Ta gosu", "Aitn",
"Mo6iuHi peakwii " BigNoBigHO 40
OHOB/EHOT iH(hopMmaLlii 3 6e3neku
L0401 PEYOBUHN.
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
3pificHeHHs1 hapMakoHarsay,
3aTBEPXEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHiCTepcTBa OXOpPOHM 340POB's
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTL:
BiANOBIAHO A0 NepioanYHOCTI
CKNafiaHHsA perynsipHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, f,03BONEHOr0
00 MefMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
8. | BAHATEKC TabneTku, BKPUTI dapmaLeBTUYHNIA Monbwa dapmaneBTUy Monba MepepeecTpavis Ha 3a He nidnsieae | UA/12634/01/01
NiBKOBOK 060/I0HKOLO, 3aB0[, HWi1 3aBO, HeobMeXeHWn TepMiH. 3MiHu | peyenmom
no 80 mr, no 14 J1OJIbOAPMA” C. J10JIb®APM TMny - 3MiHK Woa0
Tabnetok y 6nictepi, no A. A" C. A 6e3nekun/edheKTMBHOCTI Ta

2 6nictepn B KAPTOHHIM
Kopoo6Li

thapmakoHarnsgy. 3miHa 'y
KOPOTKIll XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcrasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYBaHHS iKapCbKOro
3acoby B micnspeecTpavuiiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NnaHy
negiatpuyHmx gocnimxkers (PIP)
(3MiHy y3rogxeHo 3
KOMNETeHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKLii N8 MeguyHoro
3acTocyBaHHS npenapary Ao
po3zinis "lMpoTunokasaHHsa",
"B3aemogis 3 iHWyMn
nikapcbknMmn 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmeocTi
3acTocyBaHHs","Cnoci6
3acTocyBaHHA Ta gosun”, "Aitn",
"Mo6iyHI peakuii " BignNoBigHO A0
OHOB/IEHOT iHhopMaLlii 3 6e3nekn
Lit040T PeYOBUHN.
MepiognyHiCTb NoAaHHSA
perynspHO OHOB/HOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsaaky
3pjiicHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
MiHicTepcTBa OXOpPOHM 340POB'A
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
BiANOBIAHO A0 NEpPiOANYHOCTI
CKNafaHHsA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
niKkapcbKoro 3acoby, 403BO/IEHOr0
[0 MEINYHOrO 3aCTOCyBaHHS, Ha
LEHTPa/IbHOMY PiBHi.
9. | BITAMIH B12 MOPOLLOK KPpUCTasTivHWI MAT "KuiBcbknii YkpaiHa HiHcs KiHreiT Kutai MepepeecTpavis Ha - He nionsizae UA/8961/01/01
(LLIAHOKOBA/AMI | ab6o kpuctanu BiTamiHHWIA 3aBoA" dapmac'toTikn HeobMeXeHuit TepMiH
H) (cybeTaHuis) y nakeTtax Ko., 14
noslieTuNeHoBMX oNs
BMPOGHULITBA
HecTepuIbHMUX
nikapcbknx dopm
10.| TFABAHTVH 300 kancynu no 300 mr, no TOB "®dapma Ykpaina TOB "®apma Ykpaina nepepeectpawis Ha 3a He nidnsizae UA/7323/01/03
10 kancyn y 6nictepi; no Crapt" Crapt" HeoBMeXeHW TEPMIH. peuenmom

3 abo 6 6nicTepiB y
nadui 3 KapToHy

3MiHu | TUny - 3MiHK Woao
6e3nekun/edheKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHu y
KOPOTKii XxapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MeJMNYHOr0 3aCTOCYBaHHs
reHepuyHuX/ribpuaHnx/6ionogioH
UX Nikapcbkmx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha
pedhepeHTHW1 Npenapar (3mMiHa
He NoTpebye HafaHHSA XOAHMX
HOBUX 40AATKOBUX JaHWX) (3MiHK
BHECEHi [0 IHCTPYKLi y po3ain
"MokasaHHsA". 3MiHWN BHECEHI A0
IHCTPYKLi y po3ginu:
"®apmMakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWrMK
nNiKapcbknmy 3acobamu Ta iHLwi
BMAM B3aemogiin”, "OcobnmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta Ao3n",
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

"Mepepno3yBaHHA", "MoOGIYHI
peakujii*. 3MiHu 3rigHo 3
pechepeHTHMM npenapaTom
Heflipasrid, kancynu no 300 mr)
MepiogunyHicTb NogaHHA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
3pjiicHeHHs hapMakoHarnsay,
3aTBEPAXEHOrO HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB's
Ykpaiuu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB's
Ykpainu Big 26 BepecHs 2016
poky Ne 996), CTaHOBUTb: 3riAHO 3
nignyHKTom 3 NyHKTY 2 rnasu 3
posainy V.

11.

rNILEPUH

PO34UH HaLLKipHWi1 85 %
no 25 r y pakoHax; no
25 ry donakoHi; no 1
donakoHy B nauui

MAT "Tanuudapm”

YKpaiHa

NAT
"Tannudapm”

YkpaiHa

MepepeecTpavisa Ha
HeobMeXeHWn TepMiH. 3MiHu |
TMny - 3MiHKU Woa0
6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcrasi perynspHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neku
nikapcbKkoro 3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYBaHHS liKapCbKOro
3acoby B nicnsipeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 AOCNIZKEHb, NPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiatpnyHmx gocnimxkers (PIP)
(3MiHy y3rogkeHo 3
KOMNETeHTHUM YMOBHOBaXEHNUM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKUiT AN MeguyuHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ainy
"3acTocyBaHHs y nepios

6e3
peuyenma

nionsieae

UA/7946/01/01
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

BariTHoCTi abo rogyBaHHs
rpyAAt0"”, BignoBigHo Ao
OHOB/EHOT iH(hopMaLlii 3 6e3neku
Lit040i peYOBUHY MiKAPCbKOTO
3acoby.
MepioanyHiCTb NofaHHSA
perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignosigHo o MNopsagky
3pificHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaveHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

12.

AANMAKCIH

cynosuTopii no 0,2 rin
bulk: no 5 cynosuTopiis
y 6nicTepi, no 180
6nicTepiB y ALWMKY 3
rogopokapToHy

MpuBartHe
akuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

YKpaiHa

MNpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim -

Xapkis"

YkpaiHa

MepepeecTpavia Ha
Heo0bMeXeHW TePMiH.
MepioanyHICTb NOA4AHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaaky
3[jiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOIO HaKa3oMm
MiHicTepcTBa OXOpPOHM 340P0B'S
Ykpaiuu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKaMK, 3a3HaYeHUMK y
nepioguYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

He nionsieae

UA/7596/01/01

13.

AANMAKCIH

cynosuTopii no 0,2 r, no
5 cynosuTtopiiB y
6nicTepi, no 1 abo 2
6nictepn y nauuj

MpusatHe
akuioHepHe
TOBapUCTBO

"Mekxim - Xapkis"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapUCTBO

"Jekxim -

Xapkis"

Ykpaina

MepepeecTpauis Ha
HeobMeXeHni TepMiH. 3MiHn |
TMny - 3MiHKU Woao
6e3nekn/edhekTUBHOCTI Ta
hapmMakoHarisgy. 3miHa y

3a
peyenmom

He nionsieae

UA/7595/01/01
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

KOPOTKIil xapaktepucTumui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIi Ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbkoro
3acoby B nicnApeecTpalinHuia
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNIKEHb, NPOBELEHNX
BiANOBIAHO A0 nnaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHY y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM
opraHom) - 3MiHVM BHECEHO A0
IHCTPYKLiT ANna MeguyHoro
3aCTOCYBaHHSA iKkapCbKOro
3acoby g0 po3giny "MobiyHi
peaxuii” BignoBigHO A0 OHOB/IEHOT
iHchopmawii 3 6esneku gjroyoi
PeyoBUHM.
MepioanyHiCTb NofaHHSA
perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignosigHo o MNopsagky
3pificHeHHs1 hapMakoHarsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’SA
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

14.

ENEYTEPOKOK

eKCTpaKT pigkuii Ans
nepopaibHOro
3acToCyBaHHs,
cnupToBuiA, no 30 Mn
abo no 50 mny
donakoHax;

TOB "€EBPA3IA"

YKpaiHa

TOB
"EBPA3IA"

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHni TepMiH. 3MiHu |
Tvny - 3MiHK Woao
6e3nekn/eheKkTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIil XapakTepucTuui

6e3
peyenma

nionsizae

UA/12454/01/01
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

no 30 mn a6o no 50 mn
y hnakoHi; no 1
dhnakoHy B nauui

nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapcbkoro
3acoby B nicnspeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BITY 3 JOCNIAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NnaHy
negiatpnyHux gocnigpkeHs (PIP)
(iHWi 3miHW) - 3MiHN BHECEHO A0
IHCTPYKLiT ANna MeguyHoro
3acTocyBaHHsA npenapary Ao
po3ginis "lMNepeno3yBaHHs",
"3acTocyBaHHSA y nepiog
BariTHoCTi abo rogyBaHHs
rpyAA0" (YTOUHEHHS
hopMy/itoBaHHs) BignoBigHO A0
marepianis peecTpauiiHoro
[0CbE.
MepioanyHiCTb NofaHHSA
perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignoBigHo gollopsaaky
3pificHeHHs1 hapMakoHarsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’SA
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb:
BiANOBIAHO [0 NepiogNYHOCTI
cKnafaHHsa perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, f03B0O/EHOTO0
[0 MeIMYHOro 3acToCyBaHHs, Ha
LLlEHTPa/IbHOMY PiBHi.

15.

ENEYTEPOKOKY
KO/M4oro
KOPEHEBULLA |

KOpeHeBMLLa | KOpeHi
(cybeTaHuin) y milkax,
TIOKax fi718 BUPO6GHMLTBA

MpAT "NikTpasu"

YKpaiHa

MpAT
"NikTpasun"

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuit TepMiH

He nionsieae

UA/7718/01/01
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
KOPEHI HECTePUIbHUX
niKapcbknx dopm
16.| IBYNPO®EH TabneTku, BKPUTI MpAT "TexHonor" YkpaiHa MpAT Ykpaina MepepeecTpavis Ha 6e3 nionseae UA/7108/01/01
060/10HKOt0, N0 200 Mmr, "TexHonor" HeobMeXeHWn TepMiH. 3MiHu | peyenma

no 10 Tabnetok y
6nictepax; no 10
Tabnetok y 6nictepi; no
5 6nicTepis y navui 3
KapToHy; no 10
TabneTtok y 6nictepi; no
90 6nicTepiB y kopobu, 3
KapToHy

TMny - 3MiHKU Woa0
6e3nekun/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y

KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcrasi perynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, abo
nocnipkeHb 3 6e3neku
3aCTOCYBaHHS liKapCbKOro
3acoby B micnsipeecTpaviiiHmii
nepiog, abo sk pe3ynbTart OLiHKN
3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NnaHy
negiatpnyHmx gocnimxkers (PIP)

(3MiHy y3rogxeHo 3

KOMNETeHTHUM YMOBHOBaXEHNUM
opraHom) - 3MiHV BHECEHO A0
IHCTPYKUiT AN MeguyuHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ginis
"®apmMakonoriyHi BnacTneocTi”,
"MpoTunokasaHHs", "OcobnmBocTi
3acTocyBaHHA",
"Mepepno3yBaHHA", "MoOGIYHI
peakuii”, "34aTHicTb BNAMBaTU Ha
LUBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU
MexaHiamamu'" BignoBigHoO 40
OHOB/EHOT iH(hopMmaLlii 3 6e3neku
Aito40oT Ta AONOMDKHUX PEYOBUH
NikapcbKoro 3acoby.

MepioanyHICTb NoAAHHS
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaky

3[iicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340P0B'A
Ykpainu Big 27 rpyaHs 2006 poky
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.

17.

IHONOLUNA,

TabneTku, no 20
Tabnetok y 6nictepi; no
3 6ricTepn y KapTOHHIN
Kopoo6Li

[oliue Xomeonari-
YHioH AXY-
ApuHaiimiTTens
v6X & Ko. KI

HimeyunHa

[Loiiue
Xomeonari-
YHioH AXY-

ApuHaiimitren
b MM6X & Ko.
K

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHni TepMiH. 3MiHu |
Tvny - 3MiHK Woao
6e3nekn/epeKkT1BHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHV A0 y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiANOBiAANbLHOI 3a 3i/icCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifMiHHa Bif
YNOBHOB&XEHOI 0co6u,
BiANOBiAaNbHOI 3a 3i/iCHEHHS
hapmakoHarnagy (Bkiovaroum
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLeHHI MacTep-goaiina
cucTemMy chapmakoHarnsay)
MepiognyHiCTb NoAaHHSA
perynspHO OHOB/HOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsaaky
3pjiicHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU 340P0B’A
Ykpaiuu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B’A
YKpaiuu Big 26 BepecHs 2016

6e3
peyenma

nionsizae

UA/6740/01/01
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaveHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neKu.

18.

KANEHAYNN
MA3b

ma3b no 40 r y 6aHkax,
no30ryTybax,no30r
y Ty6i; no 1 Ty6i B nauui
3 KapTOHY

NAT
"ly6HUchapm"

YKpaiHa

NAT
"ly6HUhbapm"

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuit TepMiH
MepiognyHICTb NOAAHHSA
perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3neku BignosigHO Ao MNopsaaky
3[jiCHeHHs hapma koHarnsay,
3aTBEPKEHOIO HaKa3oMm
MiHicTepcTBa OXOpPOHM 340P0B’S
Ykpaiuu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKaMK, 3a3HaYeHUMK y
nepioguYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

6e3
peyenma

nionsizae

UA/6780/01/01

19.

KAHABIT

PO34uH ANs iH'ekuiid, 10
mr/mn, no 1 mn B amnyni
KOPWYHEBOrO cKna; no 5
amnysn BMILLyOTb B
ynakoBky 3 nnisku PVC;
no 1 nnacTukoBiii
YNakoBLi B KAPTOHHii
Kopobui

Bb ®apma a.c.

Yecbka
Pecny6nika

EAYBIiEM
dapma c.p.o.

Cnosaubka
Pecny6nika

MepepeecTpaduis Ha
HeobMeXeHN TEPMIH.
MepiognyHiCTb NogaHHsA

perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekun BiaNoBigHO A0 MNopsaky
3[ificHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’s
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpaitm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’s
YKpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3HaYeHUMmn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKku.

3a
peyenmom

He nionsieae

UA/12630/01/01

20.

KPONBWU NNCTA

nmcTsa (cybeTaHuis) y
MiLLKax, Tokax As
BMPOGHULITBA
HecTepUIbHNX

MpAT "NikTpasun”

YkpaiHa

MpAT
"NikTpasun"

YkpaiHa

MNepepeecTpadis Ha
HeobMeXeHuit TepMiH

He nionsizae

UA/7036/01/01
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
Nikapcbknx dopm
21.| KCEPOrE/Nb MOPOLLIOK (CybCcTaHLis) y MpusatHe Ykpaina MpuBaTHe Ykpaina MepepeecTpauis Ha - He nidnsieae | UA/13155/01/01
MONIMETUNCUNO | milKax nonieTnIeHoBux akuioHepHe akuioHepHe HeobMeXeHuit TepMiH
KCAHY Ansa BUpoBHMLTBaA TOBapUCTBO TOBapucTBO
HecTepuIbHUX "EKO/I0r00XOPOHH "EKosiorooxop
nikapcbknx 3acobis a thipma OHHa hipma
"KPEOMA-®APM" "KPEOMA-
PAPM"
22.| NIHKOMILUWH- po34nH ANa iH'ekuiid, 300 ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpaduis Ha 3a He nionsizae UA/7975/01/01
340POB'A mr/mn no 1 ma a6o no 2 06MEeXEHO 06MEXEHO HeobMeXeHni TepMiH. 3MiHn | peyenmom
M B amnyni; no 10 BiANoBiga/IbHICTIO BignoBigasIbHi TMny - 3MiHKU Woao
amnyn y kopo6ui; no 1 "GapmaueBTuyHa CTIO 6e3nekn/edheKTMBHOCTI Ta
M1 abo no 2 mn B KOMNaHis "hapmaueBTn hapMakoHarnisgy. 3miHn y
amnyni; no 5 amnyny "3p0pos'a” YHa KOMNaHis KOPOTKIil XapakTepucTuui
6nictepi; no 2 6nictepu "3p0pos'a" NiKapcbKoro 3acoby, TekcTi

B KOpo6Ui; mo 1 mi1 abo
no 2 mn B amnyi; no 10
amnyn y 6nictepi; no 1
6nictepy B Kopobu,i

MapKyBaHHs Ta IHCTPYKLUi A5
MeJMNYHOro 3aCTOCYBaHHs
reHepuyHux/ribpugHux/6ionoioH
NX NiKapcbknx 3acobis nicss
BHECEHHSA Tiel caMoi 3MiHN Ha
pedhepeHTHW1 npenapar (3mMiHa
He NoTpebye HafaHHS XOAHMX
HOBUX AOAATKOBUX AaHUX) -
3MiHN BHECEHO [0 IHCTPYKLT Y
po3ainun “MNokasaHHA" (YTOYHEHHS
iHhopmawii), "dapmakonorivHi
BnactmsocTi", "Oco6nBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta gosun”, "Oitn" (yTO4YHEHHS
iHchopmawii), "Mo6iuHi peakwi”
3rifHo 3 iHhopmaLieto Wwoao
MeJMNYHOro 3aCTOCYBaHHS
pedhepeHTHOro /ikapcbKoro
3aco6y JTIHKOLUWH, po34uH ans
iHekujin, 300 mr/mn
MepiognyHICTb NofaHHsA
perynspHoO OHOB/IHOBAHOIO 3BITY 3
6e3nekun BignoBigHO A0 MNopsaky
3[ificHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’s
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi ocTuuii Ykpainm 19




Ne Ha3sBsa nikapcbko20o

22

n/n 3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

23.| ME/NBEK®

pO34uH ANs iH'ekuUiid, 15

HOBEJ INAY

TypeyunHa

rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B’A
Ykpainuu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKaMm, 3a3HaYeHUMK y
nepioguYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3MeKu.

24.| MENOKCUKAM-KB

Mr/1,5mnno 1,5mn B
amnynax, no 3 amnynm B
KapTOHHIA ynakoBL,i

Tabnetkn no 15 mr no 10

CAHAI BE

TIIXKAPET A.LL.

loon lnay
Jonym CaHai
Be Timxapet
A.LL.

TypeyunHa

MepepeecTpavisa Ha
HeobMeXeHuin TepMiH
MepiognyHICTb NogaHHSA
perynsipHo OHOB/IKOBAHOTO 3BITY 3
6e3neku BignosigHo Ao Mopsagky
3[jiiCHeHHs Harnsgy 3a
NoGIYHMMMN peakLisiMU NiKapCbKnx
3aco06iB, A03BOSIEHNX A0
MeAMYHOro 3acTOCYBaHHS,
3aTBepxeHoro Hakasom MO3
Bif 27 rpyaHa 2006 poky Ne898,
3apeecTpoBaHoro B MiHictepcTsi
tocTuuil Ykpainm 29 ciuns 2007
poky 3a Ne73/13340, cTaHOBUTb:
BiANOBIAHO A0 NepioanYHOCTI
cKnafaHHsA perynspHo
OHOB/IHOBAHOTIO 3BITY 3 6e3neku
nikapcbKoro 3acoby, f03B0O/1EHOTO0
[0 MEIMYHOrO 3aCTOCyBaHHS, Ha
LLlEeHTPa/IbHOMY piBHi.

3a
peyenmom

He nionsieae

UA/3933/02/01

TabneTtok y 6nictepi; no
1 a6o 2 6nictepn y
nauui

MAT "KuiBcbkuii
BiTaMiHHWI 3aBog"

YKpaiHa

MAT
"KuiBcbkuii
BiTaMiHHWIA

3asof”

YKpaiHa

MepepeecTpauis Ha 5 pokiB;
3MiHu | TMNY - FoTOBWIA
nikapcbkuii 3acio. BUpobHNLTBO.
3amiHa abo BBeAEHHS
[0[aTKOBOI fibHAL
BMPOGHULTBA 47151 YacTUHU abo
BCbOr0 BMPOGHMYOro npouecy
roToOBOro NikapcbKoro 3acoby
(AiNbHMLSA, Ha SKIN NTPOBOASATLCSA

6yab-sKi BUPO6HUYI cTagji, 3a
BWHSATKOM BUMYCKY Cepil,
KOHTPO/I0 SIKOCTI, MEPBUHHOIO Ta
BTOPWHHOrO NakyBaHHS, A/1s
HeCTepUIbHUX NiKapCbKnx
3aco06iB). CynyTHs 3MiHa -
[oTOBWIA NikapcbKuii 3acio.
Brpo6HnuTBO. 3amMiHa abo

BBEAEHHS 104ATKOBOI AifIbHML

3a
peuyenmom

He nionsiecae

UA/3921/01/02
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
20

ynakoska)

nocBi04Y€eHHs1

BMPOGHULITBA A/15 YaCTUHU abo

BCbOr0 BMPOOHMYOro npolecy
roTOBOrO Nikapcbkoro 3acoby
(AinbHUUA ANA BTOPUHHOMO
nakyBaHHs1)
- CoToBWMIA Nikapcbkuid 3aci6.
Brpo6HmuTBO. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOOHULITBA /15 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
roTOBOrO JliKapCbKOro 3acoby
(8iNbHULA AN NEPBUHHOIO
nakyBaHHs)- 3aMiHa [ibHuL
BUPOGHMLITBA - 3aTBEPLKEHO:
(MAT "/lyraHcbkuii Ximiko-
thapmaueBTYHMA 3aB04",
YkpaiHa); 3anponoHoBaHo: (MAT
"KuiBCbKUiA BiTaMiHHMI 3aBoA",
YkpaiHa). 3miHu | Tuny - FoToBwit
nikapcbkuii 3aci6. BupobHnLTBO.
3MiHK, LLIO CTOCYIOTHLCS BUNYCKY
cepii Ta KOHTPO/IHO AKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHWKA, BiANOBIfa/IbHOTO 3a
BMNYCK Cepil) - BK/OYaoum
KOHTPO/1b/BUNPOBYBaHHSA cepii -
3MiHa AiNbHUL| BUPOOHULITBA.
3MiHu | TUNY - Jlikapcbki 3acobu.
3MiHa Y KOpPOTKiil XapaKTepucTuLi
NiKapcbKoro 3acoby, iHCTPYKL;i
4N MeMYHOro 3aCTOCyBaHHSA
ab0 MapKyBaHHi ynakoBOK
(noTpebye BHeCEHHS BIANOBIAHO
0 iHdhopmavi
pedyepeHTHOro/opuriHasIbHOro

NiKapcbKoro 3acoby 6e3 HagaHHs
YXOLHNX HOBMX [0AATKOBUX AAHUX

3asBHNKOM) - 3MiHW BHECEHO 0
IHCTPYKLi 415 MegnyHoro
3aCTOCYBaHHS NiKapcbkoro

3acoby Ao po3ginis
"apmakonoriyHi BnactnsocTi”,

"MokasaHHA", "TIpoTunokasaHHA",

"Mepepno3yBaHHA", "MOGIYHI
peakuii”, "OcobamBocCTi
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs

3acTocyBaHHs", "3aaTHICTb
BN/MBaTW Ha LUBUAKICTb peakuil
npy KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMKn mexaHiamamn®,
"3acTocyBaHHs y nepiog,
BarirTHoCTi abo rogyBaHHsA
rpyaar”, "Cnocib 3actocyBaHHs
Ta gosu", "Aitn" (byno -
npoTunokasaHuii aitsam go 12
pOKiB, CTaN0 - NPOTUMNOKa3aHWiA
aitam go 16 pokis), "B3aemogis 3
IHLWMMK niKkapcbknmy 3acobamu
Ta iHWi BuAn B3aemogiii"
BiANOBIAHO A0 iHhopmaw,i
pedrepeHTHOro NikapcbKoro
3acoby (MoBanic, TabneTtku no
7,5 mr a6o 15 wmr). 3miHm | Tuny -
3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuit 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa napamMeTpiB cneuudikadiii
Ta/abo foNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN).
CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
["oTOBWIA NiKapcbkuii 3acio.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MmeToaax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHN Yy
mMeToAax BUNpobyBaHb
(BKItovatoun 3amiHy abo
[OOMOBHEHHS)) - BUTyYeHHs: «Ha
NOBEPXHOCTW TabneTok
[0nyckaeTcs MpamMmOpHOCTb» i3
po3giny «Onucs; - po3ain
«Mikpob6ionoriyHa ymctota»
NpUBEAEHO Y BiAMNOBIAHICTb A0
BMMOT Aito4oro BugaHHsa oY
3MiHu | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa Ha3BW JiKapCbKOro
3aco0y. 3aTBEpPAXEHO:
Menokcukam-Jlyrasn,
3anpornoHoBaHo: MesioKkcukam-
KB. 3MiHu Il TMny - 3MiHW 3 AKOCTI.
Adl. Bupo6HMLTBO. 3MiHA
BMPOGHMKA BUXIAHOro/NPOMIDKHOrO
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

npoayKTy/peareHTy, WO
BUKOPVCTOBYHOTBCSA Y
BMpo6HUYOMY npoueci AdDl, abo
3MiHa BMPOGHWMKa (BKIKOUAKOUW,
e HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BiACYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOMO
BMpOGHUKa APl 3 HagaHHAM
macTep-aiina Ha Adl) -
BBE/EHHS 404aTKOBOro
BMPOGHUKa Ad|

25.

MENOKCUKAM-KB

Tabnetku no 7,5 mMr no
10 Tabnetok y 6nicTepi;
no 1 a6o 2 6nictepun y
naui

MAT "KuiBcbKuii
BiTaMiHHWIA 3aBog"

YKpaiHa

MAT
"KuniBcbKuiA
BiTaMiHHWIA

3asof”

YkpaiHa

MepepeecTpauis Ha 5 pokis;
3Mminu | TUnYy - FoToBUIA
nikapcbkuii 3aci6. Bupo6bHuULTBO.
3amiHa abo BBeEeHHS
[0[aTKOBOI AiNbHAL
BMPOGHULITBA AN15 YaCTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro /ikapCcbKoro 3acoby
(minbHUUSA, Ha SAKIN NpoBOAATLCA
6yab-Ki BUpoOHUUI cTagjl, 3a
BVHSATKOM BWMNYCKY Cepiid,
KOHTPO/II0 SKOCTi, NEePBUHHOTO Ta
BTOPWHHOTO MakyBaHHs, A
HEeCTepUIbHUX NiKapCbKnX
3aco6iB). CynyTHS 3MmiHa -
[oTOBMIA NikapcbKuii 3aci6.
Brpo6HmuTBO. 3amiHa abo
BBEEHHA 00AATKOBOI AiNIbHNLL
BMPOGHULITBA 4715 YaCTUHU abo
BCbOr0 BMPOGHMYOro nmpouecy
roTOBOrO /liKapCbKoro 3acoby
(4inbHULA 4N BTOPUHHOTO
nakyBaHHs)

- FoToBWMIA NiKapcbkuid 3aci6.
Bupo6bHuyTBo. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BMPOBHULITBA AN15 YAaCTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCcbKoro 3acoby
(8iNbHWLA AN NEPBUHHOIO
nakyBaHHs)- 3aMiHa AiNbHULI
BMPO6GHMLITBA - 3aTBEPAKEHO:

3a
peyenmom

He nionsieae

UA/3921/01/01
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

(MAT "NlyraHcbkuii XimiKo-
thapmaueBTUYHMIA 3aBoA",
YkpaiHa); 3anponoHoBaHo: (MAT
"KviBCbKUIA BiTamMiHHWI 3aBo4",
YkpaiHa). 3miHu | Tuny - FoToBwMiA
nikapcbkuii 3aci6. BUpo6HULTBO.
3MiHK, LLLO CTOCYIOTLCS BUNYCKY
cepil Ta KOHTPO/IHO AKOCTI
roTOBOro Nikapcbkoro 3acoby
(3amiHa abo fogaBaHHA
BMPOGHMKA, BiAMNOBifaILHOTO 3a
BUMYCK cepil) - BKIOYaum
KOHTPO/b/BUNPOBYBaHHA cepii -
3MiHa AiNbHUL| BUPOOHULTBA.
3MmiHu | TMNYy - Nlikapcbki 3aco6u.
3MiHa y KOpPOTKiil XxapakTepucTuLi
nikapcbKoro 3acoby, IHCTPYKLUT
AN MeAMYHOro 3acToCyBaHHSA
ab0 MapKyBaHHi ynakoBOK
(noTpebye BHeCEHHS BiANOBIAHO
0o iHdhopmauit
pedyepeHTHOro/opuriHa/IbHOro
nikapcbKoro 3acoby 6e3 HagaHHsA
XOAHWX HOBWX A0AATKOBUX JaHWNX
3asBHVKOM) - 3MiHN BHECEHO 0
IHCTPYKLi 415 MeguyHoro
3aCTOCYBaHHSA NiKapcbkoro
3acoby Ao po3ginis
"®apmakonorivyHi BracTmBocTi”,
"MMoka3aHHA", "TIpoTMnokasaHHA",
"Mepepno3yBaHHA", "MoOGIYHI
peakuii”, "OcobnmBocTi
3acTocyBaHHs", "30aTHICTb
BN/MBATW Ha LWBUAKICTb peakuil
npv KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKYMK MexaHi3mamm®,
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocié 3actocyBaHHs
Ta gosun", "AOitn" (byno -
npoTunokasaHuii gitam go 12
pOkKiB, CTaN0 - NPOTUNOKa3aHNI
aitam go 16 pokis), "B3aemogis 3
iHLIMMKM NikapcbKnMK 3acobamu
Ta iHWi BUAW B3aemogiii"
BiANOBIAHO A0 iHhopmavi
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
pedhepeHTHOrO /ikapCbKoro
3acoby (MoBanic, TabneTtkv no

e HeobxigHO, MicLe NpoBeAeHHS

hapmakonei y 3aTBepaKeHOMY

7,5 Mr a6o 15 wr). 3miHu | Tuny -
3MiHu 3 sKocTi. FoToBwMiA
nikapcbkunii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikawii
Ta/abo [onNyCTUMUX MEX rOTOBOTO
nNiKapcbKoro 3acoby (iHLi 3MiHK).
CynyTHS 3MiHa - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/b roTOBOroO MikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS roTOBOrO
nNiKapcbKoro 3acoby (iHWi 3MiHK y
mMeTofax BUnpobysaHb
(BKTrovatoum 3amiHy abo
[OMOBHEHHS)) - BUNYyYeHHsA: «Ha
NOBEPXHOCTUN TabneTok
[0MycKaeTca MpamMOpPHOCTb» i3
po3gainy «Onucx»; - po3gain
«MikpobionoriyHa uncrora»
npuBEAEHO Y BiAMNOBIAHICTb A0
BMMOT Ait04oro BuaaHHsa Ay
3MiHn | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NiKapCbKOoro
3aco0y. 3aTBEPAXEHO:
Menokcukam-Jlyrasn,
3anpornoHoBaHo: Menokcmkam-
KB. 3MiHu Il TMnY - 3MiHK 3 AKOCTI.
A®I|. BupobHuLTBO. 3MiHA
BMPOGHMKA BUXiAHOro/NpOMKHOIO
npoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPO6HUYOMY npoueci Adl, abo
3MiHa BUPOGHWMKa (BKIHOYAKOUN,

KOHTposto sikocTi) A®I (3a
BiACYTHOCTI cepTucpikata
BIANOBIAHOCTI EBPONENChbkili

[ocCbe)(BBEAEHHS HOBOTrO
BMPO6HMKa APl 3 HaaHHAM
macTep-aiina Ha Adl) -

BBeJEHHS J0AAaTKOBOro
BMPO6HUKa AdI
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
26., METU30/10H Kpem A5 30BHILIHbOrO ToBapucTeo 3 YkpaiHa BCi cTagil YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/12727/01/01
3acTocyBaHHs, 1 mr/r no o6MexeHo BMPOGHMLTBA, HeobMeXeHnin TepMiH. 3MiHu | peyenma
15 ry 1y6i; no 1 Ty6i y BiANoBiAa/IbHICTIO KOHTPO/1b TMny - 3MiHK Woao0
KOpo6L,i 3 KapTOHY "GapmaueBTuyHa AKOCTI, BUNYCK 6e3nekn/edhekTMBHOCTI Ta
KOMMaHis cepii: thapmakoHarnsgy. 3miHa 'y
"3popos'a” ToBapucTso 3 KOPOTKill XapakTepucTuui
obmexeHor nNiKapcbKoro 3acoby, TeKCTi
BiAMNOBIAa/TbHI MapKyBaHHS Ta IHCTpyKLUii Ans
cTio MeAMYHOro 3aCTOCYBaHHA Ha
"papmaueBTu nigcTasi perynspHo
YHa KoMnaHis OHOBJ/IOBAHOrO 3BITY 3 6e3neku
"3popos'a", nikapcbKoro 3acoby, abo
YkpaiHa; JocnigpkeHb 3 6e3nekun
BCi cTagil 3acTocyBaHHS NiKapcbKoro
BUPOGHMLTBA, 3acoby B nicnspeecTpaviiiHmii
BWMNYCK Cepil: nepiog, abo sk pe3ynbTar OLiHK/
ToBapuCTBO 3 3BITY 3 JOC/iMKEHb, MPOBEAEHNX
06MeXeHO BiANOBIAHO [0 NnaHy
BiANOBIAA/TbHI negiatpnyHux gocnigpkers (PIP)
CTiO (3MiHy y3romkeHo 3
"PapmaueBTn KOMMETEHTHUM YNOBHOBaXKEHUM
YHa KOMMaHis opraHom) - 3MiHVM BHECEHO A0
"3p0pos'a", IHCTPYKLi 415 MeguyHoro
YKpaiHa; 3acTocyBaHHA NikapcbKoro
KOHTPO/Ib 3acoby y po3gin "OcobnamnBocTi
SAKOCTI: 3acTocyBaHHS" BigNoBigHO A0
ToBapucTBO 3 OHOB/EHOT iH(hopMaLlii 3 6e3neku
obmexeHor [,0MOMDKHUX PEYOBUH.
BignoBigasbHi
CTHO MepioanyHiCTb NogaHHSA
"®APMEKC perynspHO OHOB/HOBAHOIO 3BiTY 3
reyn-, 6e3neku BignosigHo o MNopsaaky
YKpaiHa 3pificHeHHs1 hapMakoHarsay,

3aTBEPAKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 34,0POB’SA
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTpOKamu, 3a3HaveHMu
y NepioANYHOCTI NogaHHA
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
perynsipHmx 3BiTiB 3 6e3neku.
27.| NEPCTAYY KopeHeBuLLa MpAT "NikTpasu" Ykpaina MpAT Ykpaina MepepeecTpauis Ha - He nidnsizae UA/7040/01/01
nPAMoOCTOAYOr (cybeTaHuis) ans "NikTpasun" HeobMeXeHuit TepMiH
O KOPEHEBULLA BMPOGHULITBA
HecTepuIbHNX
nikapcbknx opm y
MiLLIKax, THKax
28.| NPO- Kpansi opasibHi, Cumbiodapm HimeyunHa Cumbiodapm HimeuuunHa MepepeecTpauis Ha 5 poki.. 6e3 nionseae UA/3035/01/01
CMBIO®JIOP cycneHsis no 50 mny 6X 6X 3MiHu | TUny - 3MiHa peyenma

donakoHax-
KpanenbHmuax Nel

HaliMeHyBaHHs Ta/abo
MiCLLe3HaXOKEHHS 3asBHUKA
(BnacHuka peecTpadiiHoro
NocBigYEHHST). 3MiHM | TUny -
3MiHa HalimeHyBaHHs Ta/abo
MiCLLe3HaxX0pKeHHs BUPOOHUKA
rOTOBOrO JliKapCbKOro 3acoby,
BK/1H0HAKUM MiCLie NpOBEAEHHS
KOHTPOIO AKOCTI (BUPOGHMYa
LinbHUUSA BUNYCKy cepii). Micue
BMPOGHMLITBA HE 3MiHU/IOCS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHNX
npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobH,
BiANOBiAANbLHOI 3a 3i/iCHEHHS
thapmakoHarnaay; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3asBHUKA ANS 34iAICHEHHS
hapmakoHarnagy B YKpaiHi, SKLo
BOHa BigMiHHa Big
YyNOBHOBaXeHOT 0cobw,
BiANOBIAANLHOI 3@ 3AiICHEHHS
hapMakoHarniagy (Bkovaoun
KOHTaKTHI AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina
cucTemMn doapMakoHarnsgy).
3MiHu | TUNY - AOMIHICTPaTUBHI
3MiHW. 3miHa kody ATX -3MiHK
BHECEHO [0 iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS
npenapary Ao posginy
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs

"®GapmakoTepanesTMyHa rpyna’
BiAMOBIAHO A0 KOPOTKOI
XapakTepucTukv npenapary Ta
MiXHapOAHOro KacudikaTopa
BOO3
(http://www.whocc.no/atc_ddd_in
dex/). 3miHu | TUny - 3MiHM 3
AKoCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/b roTOBOroO MlikapcbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHS roTOBOrO
NiKapcbKoro 3acoby (iHWi 3MiHK y
mMeTofax BUnpobysaHb
(BKTrovatoum 3amiHy abo
[OMOBHEHHS)) 3MiHW 1O METOAUKMN
BMNPOOYBaHHA 3a PO34i/I0M
«KupHi kucnotu» (nigrotoBka
3paska, 3MiH1 4,0 NPUroTyBaHHS
XpomaTorpadiyHux po3ymHiIB,
3MiHM g0 po3giny «O6pobka
KNITUHHOT MacK, OTpUMaHoT
LUMISIXOM NPUrOTYBaHHSA 3paska
AN BU3HAYeHHS Npodoifio XUpHOT
KACNOTU»; 3aMiHa MeToLy
BMNPOOYBaHHA 3a PO34i/I0M
«KinbKicHe BU3HAYEHHS:
Bu3Ha4eHHs nNpoTeiHiB»
(Bu3HayeHHs KoHLeHTpawji
NpoTEiHIB 3a ONOMOrOH0
MoAaMddiKoBaHOro MeToay
Bpeadopaa (3 BUkopucTaHHAM
peakTuBy Kymacci); Ha meTog,
«KinbkicHe BU3HaYeHHs:
Br3HaueHHs 3aranbHOi KibKOCTi
KNiTUH» (BU3HaYeHHs 3aranbHol
KiNbKOCTI KNITUH 3 BUKOPUCTAHHAM
hlyopecueHTHOro 6apsHuKa
DAPI, BignoBigHo A0 BMMOT
aitoyoro BugaHHA €. 5.1.6 —
2.2.3). HapgaHo nigTBepmpkeHHs
Npo 3aTBEPXEHHS 3MiH B KpaiHi
BMpPOGHMKA.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO MlikapcbKoro
3acoby. 3miHa y meTogax
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs

BMNPOBYBaHHA rOTOBOrO

nikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBEpAKEeHUX MeToaax
BUNPOBYBaHHS) - HE3HAYHI 3MiHN
[0 MeToAuKv BUNpoOyBaHHS 3a
po3zinomMm «CTyniHb MyTHOCTU»
(yoockoHaneHHs
npo6onigroToBkM 3paska). 3miHu |
TMny - 3MiHK 3 sKOCTi. FOTOBWMIA
nikapcbkuin 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikadliii
Ta/abo foNyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (BUyYeHHs
He3HaYHOro nokasHvka
(ranpuknag 3actapinoro
rokasHuKa, Takoro sk 3anax Ta
cmak, abo igeHTudikauis
6apBHYIKIB Y CMaKOBUX
[06aBoK)) BunyyeHHs
nokasHukiB: «CTilikicTb
cycneHsii», «O6'em BMiCTY
KOHTelHepa», «)XXWUpHi KNCnoTu»
3i cneumaikauii Ha TepMiH
npuaaTHoCTi. 3MiHW | Tuny - 3MiHK
3 AKOCTi. F0TOBMIA NiKapCbKNii
3aci6. CtabinbHicTb. 3MiHa Y
TepmiHax npuaaTHOCTi abo
ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (3miHa B
yMoBax 36epiraHHsi rOTOBOrO
nikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIGHOBNEHHS) —
3MiHV A0 po34iny «YMoBu
36epiraHHa» — HagaHo
nigTBEPLKEHHS NPO
3aTBEPAKEHHS 3MiH B KpaiHi
BMPOGHMKA. 3MiHU | TNy - 3MiHK
3 AKOCTi. FOoTOBUIA NikapCbKuii
3aci6. CtabinbHIcTb. 3MiHa 'y
TepMiHax npuaaTHocTi abo
ymMoBax 36epiraHHsi rOTOBOrO
NiKapcbKoro 3acoby (36i/bLUEeHHsI
TEepMiHy NpWAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - Micns

NEepLLOro PO3KPUTTS
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs

(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - licnsa
NepLLOro Po3KpUTTA
(nigTBEPAXKYETLCA AaHUMN
peasibHOro yacy) - 3miHa TepMiHy
NpuAAaTHOCTI NicNs NepLLoro
PO3KPUTTA DNAKOHY -
3aTBepXeHO: (TEPMIH
NpUAATHOCTI NicNs NepLLoro
PO3KPUTTA hnakoHa — 3 TUXKHI);
3anponoHoBaHo: (Micna nepLuoro
PO3KPUTTA — 4 TUXHI). HagaHo
NiATBEPLKEHHS MPO
3aTBEPKEHHS 3MiH B KpaiHi
BUPOGHMKA. 3MiHu || TUNy - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX
(mopaBaHHA HOBOrO
TepaneBTUYHOTO NokKa3aHHs abo
3MiHa Y 3aTBepAKEeHOMY
nokasaHHi) 3mMiHM BHeCeHo [0
IHCTPYKLi 415 MeguyHoro
3acTocyBaHHA npenapary Ao
po3giny "MokasaHHa" (6yno:
Kopekuist gncbioTnyHnx
nopyLUeHb NPU Pi3HNX
3axBOPIOBaHHSAX; CTas10:
®yHKUIOHa/TbHI NOPYLUEHHSA
LLINTYHKOBO-KMLLIKOBOTO TpakTy Ta
CUHAPOM NoAPa3HEHOTO
KMLLEYHWKY) BiAMOBIAHO A0
KOPOTKOI XapakTepucTukun
npenapary Ta BUCHOBKY
KOHCYNbTaTUBHO-EKCMNEepPTHOI
rpynu "racTpoeHTeponoris.
Nikapcbki 3acobu”. 3miHu Il Trny -
3MiHM Wwoao
6e3nekun/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHA y
3B'A3KY i3 HOBUMMN JaHNMU 3
SKOCTi, AOKAIHIYHUMM, KIiHIYHMKW
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n/n

Ha3sBsa nikapcbko20o
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo
20
nocgio4eHHs

[aHUMK Ta A@aHUMK 3
hapmakoHarnsgy - 3miHu
BHECEHO 10 iHCTPYKUiT ANns
MEJUYHOTO 3aCTOCYBaHHs

npenapary go po3giny "gitn"
(6yno: Mpenapat
pekomeHAO0BaHWi Ans
3aCTOCYBaHHS AiTAM Big,
HapomxeHHs; ctano: Mpenapar
pekomeHAO0BaHWi Ans

3aCTOCYBaHHS AiTAM Big, 3 pokiB),

a Takox [0 po3giny "Cnoci6
3acTocyBaHHA Ta fo3un"
(YTOYHEHHS [03yBaHHSA LiTAM)
BiANOBIAHO 0 KOPOTKOT
XapaKkTepucTMKM npenapary Ta
BWUCHOBKY KOHCY/lbTaTUBHO-
ekcnepTHoI rpynu "MegiatpuyHi
nikapcbki 3acobu”.

29,

PEHHI® 3
AMNE/IbCNHOBM
CMAKOM

TabneTkn XyBasibHi N0
12 Tabnetok y 6nictepi;
no 1 a6o no 2 6nictepu
B KapTOHHIi kKopo6uyj;
no 6 TabneTok y
6nictepi; no 2 abo no 4
6nicTepy B KapPTOHHIl
Kopobui

Baiiep KoHcblomep
Kep Al

LBeiiapis

Lenbchapm
[ailapg

PpaHuis

MepepeecTpavisa Ha
HeobMeXeHni TepMiH. 3MiHu |
TMny - 3MiHK Woao
6e3nekn/epeKkTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcrasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn
3aCTOCYBaHHSA NiKapcbkoro
3acoby B nicnspeecTpavlinHunia
nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 fOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 nnaHy
negiatpuyHux gocnimxkers (PIP)
(iHWi 3MiHW) - 3MiHK BHECEHO A0
IHCTPYKLii N8 MeguyHoro
3acTocyBaHHS npenapary Ao
po3zinis "B3aemopis 3 iHLWMMU
NiKapcbknmy 3acobamm Ta iHLi
BMAM B3aemogii”, "Oco6/mBOCTi
3aCcToCcyBaHHSA", "3acTocyBaHHsA Y
nepiog BariTHoCTi abo rogyBaHHs

6e3
peyenma

nionsizae

UA/7799/01/01
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Ne Ha3sBsa nikapcbko20o ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n 3acoby (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky HHS peecmpayitiHo
ynakoska) 20
nocgio4eHHs
rpyaa”, "TobiuHi peakwji "
BiAMNOBIAHO 4O OHOB/IEHOT
iHdhopmawii 3 6e3neku aitoyoi
peyoBuHM Ta maTepiasis
peecTpauiiHoro J0ChE.
MepioanyHiCTb NofaHHSA
perynspHO OHOB/IHOBAHOIO 3BiTY 3
6e3neku BignosigHo o MNopsagky
3pificHeHHs1 hapMakoHarnsay,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainu Big, 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 34,0POB’A
YKpaiuu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamMu, 3a3HaveHUMmn y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
30.| CAHAN N HATPIKO | MopoLOK KpMUCTanivyHui Ak30 Hobenb [Oanis Ak30 Hobenb [JaHis MepepeecTpauis Ha - He nidnsieae | UA/12640/01/01
xnoeupg (cybeTaHuis) y Cont AIC Cont A/IC HeobMeXeHuit TepMiH
noNieTUNEHOBUX MiLLKax
AN BUpobHMLTBa
CTepu/bHUX Ta
HecTepuIbHNX
NiKapcbknx popm
31.| TONNEPU3OHY KpucTaniyHuii NopoLLOoK ToBapucTeo 3 Ykpaina CiH-Tek Kem. TaliBaHb MepepeecTpauis Ha - He nionsizae UA/8849/01/01
rigpoxnorup (cybeTaHuin) y 06MEXEHO0 & dapwm. Ko., HEOOMEXEHUIA TePMiH
noaBiniHMX BiANoBiga/IbHICTIO nrpa.
nonieTuNeHoBMX "GapmaueBTuyHa
nakeTtax Ans KOMnaHis
hapmMaueBTUYHOIO "3popos's”
3acToCyBaHHs
32.| LENEKOKCUB MOPOLLIOK KpUCTasTIYHUIA ToBapucTBo 3 YkpaiHa Maiikpo Jlebc IHAjs MepepeecTpauis Ha - He nidnsieae | UA/13109/01/01
(cy6eTaHuis) y 06MeXeHo Nimiten HeobMeXeHuit TepMiH
noABiiHMX BiANOBIAA/IbHICTIO
nonieTuIeHoBMX "apmaueBTnyHa
nakeTtax gns KoMnaHis
hapMaLeBTUYHOTO "3popos'a”

3acTocyBaHHA
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HauanbHuK YnpaBniHHA (hapmaleBTUYHOI AiIANBHOCTI Ta .
AKOCTi chapmaLeBTUUHOT NPOAYKLLi T.M. NiackoBCcbKUM



MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

08.11.2017 Ne 1385

NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIONON4YHUX MPEMNAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 10 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbCA A0 AEP)XABHOI'O PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Howmep
n/n J/liKapcbKO20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsio4yeHHs
ynakoska)
1. AQEHOMA-TPAH | rpaHynimno 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/8296/01/01
neHani; no 1 "HaujioHasibHa FomeonaTtnyHa 3MiHu | TMNYy - 3MiHK 3 AKOCTI. FoTOBMIA peyenma
neHany B nauuj 3 [omeonaTnyHa Cninka" nikapcbkuii 3aci6. Cuctema
KapToHy abo Cninka"

pnakoHi 3

KPULLIKOIO Y MmauL 3

KapToHy

KOHTeliHep/3aKynoproBasibHWiA 3aci6. 3miHa y
NEePBWHHI YNakoBL,i rOTOBOrO /likapCbKOro
3acoby (Tvn KoHTelHepa abo goJaBaHHs

HOBOrO KOHTeliHepa) - TBepai, M'siki Ta
HecTepw/ibHi pigki nikapcbki hopmu
(mopaBaHHsA HOBOTO KOHTelHepa: th1akoHy 3
KPWLLIKOIO, 3 BiANOBIAHNMM 3MiHAMU Y p.
«YnakoBka»); 3MiHu | TMny - 3MiHK WoA[0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.

BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHS

y3ara/ibHeHUX JaHnX npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
0cobw, BignoBigabHOI 3a 34iNCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
dhapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHa Bif yNOBHOB&XeHOI 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA
thapmakoHarnagy (BK/IYaum KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MileHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) (diroua
pegakuis: Jawkens Biktopia CepriiBHa.
MponoHoBaHa pepakuis: bagpa OneHa
AHaToniiBHa); 3MiHM | TUNY - AgMIHICTPaTUBHI
3MiHN. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
3asBHUKa (BNacHvKa peecTpauiiHoro
noceifyeHHs) (3MiHa agpecy 3asiBHUKA);
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) (3MiHW 40 IHCTPYKUIT Y po34in
"Oco6nMBOCTI 3acTOCyBaHHA" (4oAaHHSA
3acTepexeHHs 4715 0cib 3 HenepeHOCUMICTIo
LYyKpiB); 3MiHuM | TMNYy - 3MiHK WoA0
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Ymosu

Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY

(nikapcbka
¢opma,

ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) (3MmiHa rpadiyHoro ohopMIEHHS
yNakoBK1 Ha MapKyBaHHS ynakoBku); 3MiHu |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. Cuctema KoHTeliHep/3aKkynopoBabHWi
3aci6. 3MiHa nocTavyasibHMKa NakyBalbHUX
marepianis abo KOMNAEKTYHUNX (SKLLO
3a3HaveHo B A0CbE) (3aMiHa abo AofaBaHHSA
nocravasibHuKa) (4ofaBaHHA BUPOGHMKaA
MpAT «®ipma Enic», YkpaiHa y 3B'a3ky 3
BBEeHHAM HOBOTO (D/1aKOHY 3 KPULLIKOKO
LibOro BUPO6HMKA)

3a

UA/12611/01/01

AKTPANIA® HM
NEH®IN®

po34nH Ans
iH'ekuin, 100
MO/mMn no 3 mny
KapTpuaxi, no 5
KapTpuaxis y
KapTOHHIlA KopooLi

A/T HoBo Hopgaick

[aHis

Brpo6HMK
Hepo3hacoBaHoro
NPoAyKTY,
HarnoBHEHHS B
MeHiN®, nepBnHHa
ynakoBka, KOHTPOS1b
AKOCTi Ta
BiANOBiAa/IbHWIA 3a
BUWMYCK cepiii
KIHLLEBOrO NPOAYKTY:
A/T Hoso Hopgick,
[aHis;
Brpo6HWK npoAayKuii
3a NMOBHUM LIMK/IOM:
HoBo Hoppick
MpoatokeboH CAC,
PpaHuis;
Brpo6Huk ans
MapKyBaHHS Ta
ynaxkoBku MeHin®,
BTOPUHHOTIO
nakyBaHHs:

A/T Hoso Hopgick,
[aHis;

Brpo6HMK
Hepo3dacoBaHOT
NPOAYKLUii, NepBNUHHA
Ta BTOpPVHHA
ynakoBska:
HoBo Hoppick
MNpoaykao
dapmaceyTika g0
Bpasinb NToa.,
Bpasunis

[Hanis/
PpaHuia/
Bpasinia

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis:
3MiHY | TMNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0by, BKIKYaKUMN AiNbHULL BUNYCKY cepii
abo Micue NPOBeAEHHST KOHTPOJKO SIKOCTI.
(OisAnbHICTb, 3a AKy Bignosigae
BMPOBHUK/IMNOpTEp, BKIKOYAUYN BUMYCK
cepiin) (3miHa agpecu BnpobHuka (A/T HoBo
Hopgick, [aHis), 6e3 3MiHu micus
BMPOGHMLTBA (MPMBELEHHS NOLUTOBOrO
iHAEKCY [0 OpUriHa/IbHUX AOKYMEHTIB)
(TepMiH BBEAEHHS 3MiH NPOTAroM 3-X MicsILiB
nicns 3aTBepKEHHS)

peyerimom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

ANAKTUH

Tabnetku no 0,5
mr o 2 a6o 8
Tabnetok y
naswui; no 1
NAAWLUi y Kopooui

TeBa
dapmaueBTikan
IHpacTpi3 T4,

I3painb

Tesa Yex IHgacTpi3
C.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3aco0by, BK/IYa4M AiNbHULL BUNYCKY cepii
abo Micue NPoBeAEHHST KOHTPOJKO SIKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMPOOHUK/IMNOPTEp, BK/IKOYAOUYN BUMYCK
cepiin) (3miHa agpecu BMpoGHMKa TeBa Yex
IHAacTpi3 ¢.p.o., 6e3 3MiHN MicuA
BMpo6HULUTBA) (TepMmiH BBEAEHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiCNA 3aTBEPIXKEHHS);
3MmiHu | TURY - 3MiHK Woao
6e3nekn/edpekTMBHOCTI Ta thapMakoHarnagy
(iHWi 3MiHW) (3MiHM Y MapKyBaHHi NEPBUHHOI
Ta BTOPVMHHOT YNakoBKM JTiKapCbKOro 3acoby:
BUJTYYEHHA TEKCTY MapKyBaHHA POCIliCbKO
MOBOIO (6yN10: YKPAIHCLKOI Ta POCICHKOL;
CTas10: YKPAiHCbKOK) Ta BBEAEHHS
iH(hopMaUiT LLLoA0 OrOTUNY KOMMAaHIT Ta iHLOT
TeXHIYHOI iHdopmauii) (TepmiH BBeAEHHSA
3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS)

3a
peyerimom

UA/9595/01/01

AMBPOKCO/1-
JAPHULA

Tabnetkv no 30 mr
no 10 Tabnetok y
KOHTYPHIi
YapyHKOBIW
ynakosLi; no 2
KOHTYpPHI
YapyHKOBI
yNakoBKM y naui

MpAT
"GapmaueBTnyHa
thipma "JapHuus"

YkpaiHa

MpAT
"@apmavueBTnyHa
thipma "JapHuus"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHu 1l TUny - 3MiHu Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBigYeHHs,
BK/IOYa0UM MnaH ynpasniHHA pusnkammu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasibLLIOro 06I'pyHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKu
BMMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) (BukoHaHHsi 3060B'si3aHb
BiAgnoBigHO Ao nignyHkTy 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no
MopsiaKy NPoOBEAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha Nikapcbki
3aco6wm, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKcnepTM3n MaTepiasiiB NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NpoTarom Aii
peecTpauiiiHOro NocBigYeHHs,
3aTBepkeHoro Hakasom MO3 Big 26.08.2005

6e3
peyenma

UA/5703/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
5. AMIHOKAMNPOHO | nopowok ans ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/6566/01/01
BA KUC/NIOTA OopasibHOro 06MEeXEHO 06MEXEHO 3MiHu Il TMny - 3MiHK Woao peyenma
3acTocyBaHHs Mo BiAMNOBiA&/IbHICTIO BiAMNOBiA&/IbHICTIO 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
1rNelO:nolry "®apmaueBTUYHA "papmMaueBTNYHaA BHeceHHA abo 3miHa(1) A0 3060B'A3aHb Ta
naketi 3 KOMMaHis KomnaHis "3gopos'a” YMOB BuAaui peecTpauiiiHoro nocsigveHHs,
KOM6iHOBaHOro "3p0poB'a” BKNtOYaoun MnaH ynpassiHHA pusnkamu
marepiany (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
(6ycbneHy), no 10 noAanbLIOro 06rpyHTyBaHHSA HOBMMMN
nakeTiB y kopobu,i [0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
3 KapToHy; Nel0 KOMMNETEHTHUM OpraHoM, OCKi/IbKU
(2x5):molry BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
cnapeHoMy nakeTi opraHom) (BukoHaHHs1 3060B's13aHb
3 KOMBiHOBaHOro BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY 1
marepiany pogatky 15 no Mopsigky npoBefeHHs
(6ychneny), no 5 eKcnepTn3n peecTpauiiHux MmaTepianis Ha
cnapeHux nakeTis nikapcbki 3acobu, Lo noaanTbesa Ha
y Kopoo6u;i 3 OepXxaBHy peecTpauito (nepepeecTpauiio), a
KapTOHY; TaKoX eKcnepTn3n MaTepiasliB NPO BHECEHHS
NelO (2x5):no1r 3MiH 10 peecTpauiliHix maTtepianis NpoTArom
y crnapeHomy Ail peecTpaLiiiHOro NocBigYeHHs,
nakerTi 3 3aTBepxkeHoro Hakaszom MO3 Big 26.08.2005
nonieTuaeHoBMM Ne 426 (y pepaxuii Hakazy MO3 Big,
NMOKPUTTAM, Mo 5 23.07.2015 Ne 460)
cnapeHux nakeTiB
y Kopob6ui 3
KapToHy
6. AMNOoAauniH- Tabnetkv no 5 mr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/7940/01/01
OAPHNLUA no 10 TabneTok y "®GapmMaLeBTnYHa "papmMaLeBTnYHa 3MiHu | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
KOHTYPHili ipma "fapHuus” ipma "fapHuus” Ha3BW Jlikapcbkoro 3acoby (BHecTu 3MiHu B
YapyHKOBIl IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS
ynakosLi; no 2 LoAo0 ToprosesnibHOT Ha3su N3 (6yno -
KOHTYpPHi AMNOMPUN®-JAPHNLA) 3 BignosigHMun
YapyHKOBI 3MiHamMu y rpadpiyHoMy 306paxeHHi) (TepmiH
YNaKoBKM y nauLi BBE/IeHHs 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS)
7. AMNIo4MNIH- Tabnetku no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/7940/01/02
AAPHMNLUA mr, no 10 "®apmMaleBTnYHa "papmMaLeBTNYHa 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
Tabnetok y thipma "AapHuus” thipma "AapHuus” Ha3BW slikapcbkoro 3acoby (BHecTu 3miHn B
KOHTYpHIl IHCTPYKUiO AN MeANYHOTO 3aCTOCYBaHHS

YapyHKoBIl
ynakosLi; no 2
KOHTYpPHI
YapyHKOBI
YNaKoBKM y nauLi

LLoA0 ToprosesibHOT Ha3su MN3 (6yno -
AMTOMPUN®-JAPHNLA) 3 BignoBigHuMu
3MiHamMK y rpadpiyHoMy 306paxeHHi) (TepmiH
BBE/EHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPKEHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
8. AMNIO04MNIH- Tabnetkn no 5 BAT "legeoH YropwmHa TOB "T'epeoH Pixtep MonbLia BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiais: 3a UA/13159/01/03
NEPUHAONPUN- | mr/8 mr no 10 Pixtep" Monbwa” 3MiHM | TUMy - NOAAaHHA OHOB/IEHOTO peyenmom
PIXTEP Tabnetok y cepTudikaTy BignoBigHOCTI EBponeiicbKol
6nictepi, no 3 hapmakonei Ne R1-CEP 2004-279-Rev 03
6nictepu y (nonepegHs pepakuis Ne R1-CEP 2004-279-
KapTOHHIlA Rev 02) Bif 3aTBEPAKEHOIO BUPOGHMKA 3
ynakoBLi OJHOYACHUM YTOYHEHHSIM Ha3BW BUPOGHMKa
Ta BBEEHHSM 404aTKOBOI BUPOOHUYOI
AinbHUUI
9. AMNoAuNIH- Tabnetku no 10 BAT "lepeoH YropuwHa TOB "T'egeoH Pixtep MonbLa BHECEHHS 3MiH 40 peecTpaliiniHux MmaTepiasis: 3a UA/13159/01/04
NEPUHAONPUN- | mr/4 mrno 10 PixTep" Monbwa" 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO peyenmom
PIXTEP TabneTtok y cepTudikaTy BignoBigHOCTI EBponelicbKol
6nictepi, no 3 thapmakonei Ne R1-CEP 2004-279-Rev 03
6nictepu y (nonepegHsa pepakuia CEP Ne R1-CEP 2004-
KapTOHHIlA 279-Rev 02) Bif 3aTBEPAKEHOIO BUPOOHMKA 3
ynakoBLi OiHOYACHUM YTOYHEHHSIM Ha3BW BUPOGHMKa
Ta BBE[EHHSIM 4,0aTKOBOI BUPOOHUYOI
AinbHUUI
10. AMOAUNIH- Tabnetkn no 5 BAT "legeoH YropwmHa TOB "T'epeoH Pixtep MonbLia BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/13159/01/01
NEPUHAONPUN- | mr/4 mrno 10 PixTep" Monbwa” 3MiHK | TUNY - NOAAHHS OHOBJ/IEHOTO peyenmom
PIXTEP Tabnetok y cepTudikaTy BignoBigHOCTI EBponelicbKol
6nictepi, no 3 thapmakonei Ne R1-CEP 2004-279-Rev 03
6nictepu y (nonepepnHs pepakyisa Ne R1-CEP 2004-279-
KapTOHHilA Rev 02) Bif 3aTBEPAKEHOrO BUPOBHMKA 3
ynaKoBL OfIHOYACHWNM YTOYHEHHSAM Ha3BW BUPOGHMKA
Ta BBE[EHHSIM 4,01aTKOBOI BUPOOHUYOI
AinbHULI
11. AMIOAUNIH- Tabnetku no 10 BAT "leneoH YropuwuHa TOB "T'egeoH PixTep Monbla BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/13159/01/02
NEPUHAONPUN- | mr/8 mr no 10 PixTep" Monbwa” 3MiHK | TUNY - NOAAaHHS OHOBJ/IEHOTO peyenmom
PIXTEP Tabnetok y cepTudcikaTy BignoBigHOCTI €EBponelicbkol
6nicTepi, no 3 hapmakonei Ne R1-CEP 2004-279-Rev 03
6nictepu y (nonepepaHs pepakuis Ne R1-CEP 2004-279-
KapTOHHIlA Rev 02) Bif 3aTBEPAKEHOrO BUPOGHMKA 3
ynakoBLi OfIHOYACHWNM YTOYHEHHSAM Ha3BU BUPOOHMKA
Ta BBEIEHHSIM ,01aTKOBOI BUPOBHUYOI
AinbHUL
12. AMOKCUKNAB® MOPOLLIOK ANs CaHpo3 CnoBeHis Nek ®apmaveBTUYHA CnoBeHis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/7064/02/01
opasibHoi dapmMacbioTikans KOMnNaHis 4. 4. 3MiHK | TUNy - 3MiHa Yy MeToAax peyernmom
cycneHsii (250 a.a. BMNPOOGYBaHHSA rOTOBOTO JTiKAPCLKOro 3acoby -

mr/62,5 mr B 5 M)
no 25 r nopoLuky y
chnakoHi (ana 100
M cycnensii); no
1 chnakoHy pasom
3 NOPLLUHEBOO
nineTkoo B

He3HauHi 3MiH1 B MeToAax BUNpoGyBaHHS
roToBOro nikapcbkoro 3acoby 3a
nokasHnkamu: «KinbKicHe BU3HAYEHHS»,
«CynpoBigHi AOMILLKW, MPOAYKTY po3kiagy»
(TepMmiH NpuAaTHOCTI PO34MHY AN
iaeHTndiKaLii KOMNOHeHTIB 36inblueHo 3 15
00 25 fi6, 6inbl geTasibHO onnucaHo




41

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
KapTOHHI Kopoobui npoueaypy NpUroTyBaHHsS OKPEMUX PO3UMHIB,
YTOYHEHO PO3paxyHKOBI DOpMy/in)
13. AMOKCUKNAB® MopoLUoK AN CaHnpos3 CnoseHis Jlex ®apmaLeBTNYHA CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/7064/02/01
OopasTbHOT dapmacbloTikans KOMMaHis 4. 4. 3MiHM | TUNy - NogaHHA oHoBneHoro CEP Ne peyenmom
cycneHsii (250 n0.o. R1-CEP 2003-262-Rev 02 ansa Adl kanito
Mr/62,5 Mr B 5 mn) KnaBynaHaTy Bif, 3aTBEPKEHOr0 BUPOOHMKA
no 25 r NopoLLKy Yy Lek Pharmaceuticals d.d., Slovenia 3i 3miHotO
dnakoHi (gns 100 Ha3BW BUPOOHWMKA; 3MiHU | TUMY - HE3HAYHI
M/ cycneHsii); no 3MiHU y 3aTBEPAXEHNX MeToAax
1 chnakoHy pasom BMNPOoGyBaHHS A®I kanito kiaByaHaTy
3 MOPLUHEBOO
nineTKoto B
KapTOHHI Kopobui
14. AMOKCUKNAB® TabneTku, Wo CaHpo3 CnoseHis [03BiN Ha BUNYCK CnoseHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/3011/04/01
KBIKTAB ancnepryoTbes, dapmacbloTikans cepii: Jlek 3MiHM | TUMY - NOAAHHA OHOB/IEHOTO peyenmom
875 mr/125 mr no a.a. papmaueBTMyHA cepTugikaTa BignoBigHOCTIi €EBpoNeichbkiii
2 Tabnetkn y KoMnaHisa 4.4., thapmaxonei Ne R2-CEP 1995-034-Rev 06
6nicTepi; no 5 abo CnoseHis; Ans gitoyoi pevosuHy Amoxicillin trinydrate
7 6nictepiB y BMPOGHMLTBO 3a BiJ, BXXE 3aTBEPKEHOr0 BUPOOHYMKA; 3MiHN |
KapTOHHI KOpO6L NOBHUM LKIOM: Jlek TUNY - NOAAHHS OHOB/IEHOTO cepTudikara
thapmaveBTUyHa BiNOBIAHOCTI €Bponeiichbkiin thapmakonei Ne
KoMnaHis 4.4., R1-CEP 2003-262-Rev 02 ans gjto4oi
CnoseHis peyoBuHu Potassium clavulanate Big Bxe
3aTBEPAKEHOro BUPOGHWMKA 3i 3MiHOK Ha3BU
B/MPOGHMKA
15. AHANbIIH- Tabnetku no 500 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/3222/01/01
AAPHMNLUA mr no 10 TabneTok "®apmMaueBTNYHa "papmMaLeBTNYHa 3MiHM | TUNY - BUYYEHHA aNlbTEPHATUBHOIO peyenma

Y KOHTYpHili
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBLi B nauL;
no 10 Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBKkax

thipma "AapHuus”

thipma "AapHuus”

BMpOGHMKa AP| MeTamizony HaTpito; 3MiHu |
TMny - nogaHHsA Hosoro CEP Ha A®I Big
HoBOro BMpo6Huka R1-CEP 2005-143-Rev
00, Sk Hacnigok, Ao cneyndikauii BXigHOro
KOHTPO/I0 AOAATKOBO BHECEHO TeCT
«®opmanbgerig» i3 BiANOBIAHO METOANKON
BMNpobyBaHHSA 3rigHo HagaHoro CEP; 3minu |
™Mny - 3MiHa y MeTodax BUNpoGyBaHHS
rOTOBOrO JiKapCbKOro 3acoby (iHLLi 3MiHW y
mMeToAax BUNPobyBaHb (BK/IHOHAKYUMN 3aMiHY
a60 [OMNOBHEHHS)); CYNyTHA 3MiHa: 3MiHa
napameTpiB crneuudikaLiii Ta/abo
[0MyCTUMNX MEX roTOBOTO NiKapCbKOro
3aco06y (iHLWi 3MiHK); 3MiHK | TUNY - 3MiHa
nepiofy NOBTOPHUX BMNPOGyBaHb/nepiogy
36epiraHHsA abo ymoB 36epiraHHa A®I (3a
BifICYTHOCTi Y 3aTBep)KEHOMY [0CbE
cepTucpikaTa BigNoBiAHOCTI EBpONEiChKilt
dhapmakonei, Wo BkIYa€e nepiog NOBTOPHOTO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

BMNPOGYBaHHS) - 3MiHW 4,0 po3giny «TepMiH
36epiraHHsA» ADI; 3MiHK | TUNY - 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLLO BUKOPUCTOBYETLCA Y NpoLeci
BMPOOHULTBA AP (iHLWI 3MiHM Y MeToAax
BMNpo6yBaHHA (BK/IHOYAOUM 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMIXXHOTO
NPOAYKTY); CYNyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikauin Ta/abo
AONYCTUMUX MEX, BU3HAYEHUX Y
cneumadikayisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®I; 3miHuM Il TUNY - 3MiHa Yy napameTpax
cneumdikauii Ta/abo 4ONyCTUMUX MEX,
BM3HA4YeHNX y cneundikauisx Ha Adl, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYHOTbCS Yy MpOLeci BUpobHMLTBA
A®| (po3LWMpeHHs AONYCTUMUX MEX,
BU3HAUYEeHUX y cneyndikalisx Ha BUXIgHI
mMarepianu/npomikHi NPoAYKTW, SiKi MatoTb
iCTOTHWIA BNAMB Ha AKiCTb AD| Ta/abo

roTOBOrO NikapcbKoro 3acoby); CynyTHs 3MiHa:

3MiHa y MeTogax BunpobysBaHHa APl abo
BWXiQHOrO Marepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeToAax BUMPOOyBaHHS (BK/HOHAKUN 3aMiHy
abo fonoBHeHHs) APl abo
BMWXifHOro/MpomMikHOro NpoaykTy). BeegeHHs
3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

16.

AHAYPAH

Kpanni ByLUHi Mo
25 mMn y donakoHi 3
KPULLIKOIO-
KpanensHuueto Ne
1

3am60H C.IM.A.

ITanis

3am60oH C.IM.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3miHu | TMNY - Nlikapcbki 3aco6u. 3miHa(K) 4o
TepaneBTUYHUX NOKa3aHb (BUNYyYEHHS
TepaneBTUYHOro NokasaHHs) (3MiHu
(BMNYyYeHHs TepaneBTUYHOIO NOKa3aHHSA) [0
IHCTPYKUIT y po3ain "Moka3aHHA"); 3MiHu |l
Tnny - Jlikapcbki 3ac06u. 3MiHK, L0 NOB’A3aHi
3i 3HAYHUMUK 3MiHaMW Y KOPOTKIiA
XapakTepucTuLi nikapcbKoro 3acooby,
IHCTPYKU|iT 415 MEAMYHOr0 3aCTOCYBaHHS
3ri4HO 3 HOBMMUW AaHWMM 3 AKOCTI,
OOKNIHIYHUMU, KNIHIYHUMW JaHVMK Ta JaHMK
hapmakoHarnsgy (3MiHu [0 iHCTPYKUIT Y

3a
peyerimom

UA/11664/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
po3ainu: "®apmakooriyHi BnacTuBocTi”,
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMK
nikapcbknmy 3acobamu Ta iHLWWi BUAN
B3aemMogiin", "OcobMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaaro”, "34atHicTb BN/MBaT Ha
LIBMAKICTb peakLii npy KepyBaHHI
aBTOTpaHCMoOpPTOM abo iHWMMHK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta
ao3n", "Mo6iuHi peakwii”)
(3miHu BpaxoBaHi B peecTpauiiiHux
Marepianax npu nepepeecTtpaduii, Aka
3arBepaxeHa Haka3om MO3 YkpaiHu Ne
1256 Big 13.10.2017)
17. AHXENIK TabneTku, BKPUTI Baiiep ®apma Al HimeyunHa nepBuHHa Ta HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/2242/01/01
060/10HKO0, MO 28 BTOPVHHA ynakoBskKa, 3MiHW | TURY - 3MiHU Woa0 peyenmom
Tabnetok y KOHTPO/b cepil, 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy -
6nictepi 3 BiAnoBiganbHUii 3a 3MiHU A0 IHCTPYKUIT AN MeAUYHOTO
KaneHaapHo BUMNYCK cepii: baliep 3acTocyBaHHsA A0 po3ginis "OcobamBocTi
LLKas10t0, B dapma Arl, 3actocyBaHHs", "To6iuHi peakyii”; 3miHu Il
nanepoBomy HimeuunHa; TUNY - 3MiHW Yy KOPOTKIlA XapakTepucTui
MiLLeuKy B BMPOBGHULITBO NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
KapTOHHI navwi Hepo3dacoBaHOT IHCTPYKLi AN19 Me4UYHOro 3aCTOCYBaHHS, y
npoaykuii: baiiep 3B’A3KY i3 HOBUMU AaHUMW 3 SKOCTI,
Baiimap Mm6X i Ko. OOKIHIYHUMU, KAIHIYHUMW JaHUMKW Ta AaHUMK
KI', HimeyunHa 3 (hapmakoHarnsgy - 3MmiHn o IHCTpykuii ans
MeAMYHOro 3acTOCyBaHHA [0 Po3ainis
"®apmakonoriyHi BnactmsocTi", "B3aemogis 3
HLWIMMKM NikapcbkMKU 3acob6amMu Ta iHLWi BUan
B3aeMogiji", "3acTtocyBaHHs y nepiog,
BariTHOCTi ab0 rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATU Ha LWBUAKICTb peakLii
npu KepyBaHHi aBTOTPaHCNOPTOM a60 iHLWMMK
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta
aosun"
18. APUKCTPA® po34uH Ans AcneH ®apmva Ipnangis AcneH Hotep [lam ae PpaHLin BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/6804/01/01
iH'ekuin, 2,5 mr/0,5 TpeigiHr Nliviteq BoHAaeBinb TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom
mano 0,5mny 23.07.2015 Ne 460)
nonepeAHL0 TEXHIYHa NoMWIKa y peecTpauiiHomy
3arnoBHEHOMY NOCBI4YEHHI Ta B IHCTPYKLi AN MeguyHoro
wnpwui; no 10 3acTocyBaHHA y po3aini cknag (B iHCTPYKU,i),
Lwnpu1yis B Tay po3gini PM "AkicHWIA Ta KinbkicHUiA cknag
KapPTOHHI KOpOoOLii NiKapcbKoro 3acoby"
19. APKOKCIA® TabneTkn, BKpUTI Mepk Wapn i LBeiiuapis BMPOBHUK CuA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/10704/01/01
nAiBKOBOIO [oywm laea, IHK. Hepo3dgracoBaHol Icnanis/ npuBeAEeHHS y BiANOBIAHICTb €AMHOT peyernmom
060/10HKOH, Mo 30 NPoAYKLii, KOHTPO/Ib Higepnangn IHCTPYKLUIT Y 3B'SI3KY i3 BU/TyYEHHSIM YNaKOBKM
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
mr Ne 7 (7x1), Ne AKOCTI: nikapcbkoro 3acoby Ne28 (7x4) ans
28 (7x4) y Mepk Wapn i Joym [03yBaHHA 120 Mr 3 BigNOBIAHUMMW 3MiHAMU Y
6nictepax Kopn., CWA,; p. «YnakoBKka» IHCTPYKUIT 419 MeANYHOro
BMPOOHUK 3aCTOCYBaHHS, L0 BHECEHO 3MiHAMMU,
Hepo3dacoBaHol 3aTBepMAXeHuMn Hakazom MO3 Ykpainu Big
NPOAYKLUIT, KOHTPO/b 13.05.2017 Ne 516
SAKOCTI, NaKyBaHHS:
®poccT 16epuka,
C.A., IcnaHis;
nakyBaHHs, BUNYyCK
cepii:
Mepk Wapn i Joym
B.B., Hinepnanan
20. APKOKCIA® TabneTku, BKpUTI Mepk Wapn i LLBeiuapis BMPOBHUK CLlA/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/10704/01/02
nAiBKOBOIO Joywm lgea, IHK. Hepo3dracoBaHOl Icnanis/ npuBeAEeHHs y BiANOBIAHICTb €AMHOT peuenmom
0600HKo0, Mo 60 NPOAYKLii, KOHTPOsb Higepnangn IHCTPYKLU|i Y 3B'A3KY i3 BUTYUYEHHSAM YNakoBKu
Mmr Ne 7 (7x1), Ne AKOCTI: nikapcbkoro 3acoby Ne28 (7x4) ans
28 (7x4)y Mepk LWapn i Joym [o3yBaHHA 120 mr 3 BigNOBIAHMMM 3MiHAMU Y
6nicTepax Kopn., CLUA; p. «YnakoBKa» iHCTPYKLiT 4719 MeANYHOro
BUPOGHMK 3aCTOCYBaHHS, L0 BHECEHO 3MiHamu,
Hepo3dracoBaHOl 3aTBEpAXeHMU Hakazom MO3 YkpaiHu Big
NPOAYKLii, KOHTPO/b 13.05.2017 Ne 516
AKOCTI, NaKyBaHHS:
dpoccT 16epuka,
C.A,, IcnaHis;
nakyBaHHS, BUNYCK
cepil:
Mepk Wapn i Joym
b.B., Hinepnanau
21. APKOKCIA® TabneTku, BKpUTI Mepk Wapn i LBeliuapis BMPOOHUK CLUA/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/10704/01/03
NAiBKOBOIO Loym lgea, IHK. Hepo3dgiacoBaHol Icnanis/ NpMBEAEHHS Y BiANOBIAHICTb €AMHOT peyenmom
o60noHkoto, no 90 NPOAYKLUIT, KOHTPO/Ib HigepnaHan IHCTPYKLIT Y 3B’13KY i3 BUJTyYEHHSIM YNaKOBKM
mr Ne 7 (7x1), Ne AKOCTI: nikapcbkoro 3acoby Ne28 (7x4) ans
28 (7x4)y Mepk LWapn i Joym [03yBaHHsA 120 Mr 3 BigNoBigHMMM 3MiHAMK Y
6nicTepax Kopn., CWA,; p. «YnakoBka» IHCTPYKUIT 4719 MeANYHOro
BMPOOHUK 3aCTOCYBaHHS, WO BHECEHO 3MiHaMMK,
Hepo3dgiacoBaHol 3aTBEpPAKEHMM Hakazom MO3 Ykpainu Big
NPOAYKLIT, KOHTPO/Ib 13.05.2017 Ne 516
AKOCTI, NaKyBaHHA:
dpoccT 16epuka,
C.A., IcnaHis;
nakyBaHHs, BUNYyCK
cepit:
Mepk LWapn i Joym
B.B., Hinepnanan
22. ACKOPBIHOBA PO34uMH Ans MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpauiiin X 3a UA/2991/01/02




45

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
KNCNOTA- iH'exuin, 100 "®apmaueBTMyHa "®apmaueBTnyHa mMartepianis: 3miHu Il TMny - 3MiHK Wo[0 peyernmom
AAPHUNLUA Mr/M, no 2 Mn B thipma "AapHuus” thipma "AapHuus” 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
amnyni, no 5 BHeceHHs abo 3miHa(1) [0 3060B'A3aHb Ta
amnyn B KOHTYPHii YMOB BUAaui peecTpauiiiHoro nocsigyeHHs,
YapyHKOBIl BK/tOYatouu MNnaH ynpaBniHHA pu3nkamu
ynakosLi; no 2 (3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
KOHTYPHI noAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
YapyHKOBI [0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTncs
ynakoBKM B nauLi KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHoMm) (BrKoHaHHs 3060B'A3aHb
BignoBigHO A0 NianyHKTY 1.13 nyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go
MopsiaKy NpoBeAEeHHS eKcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nikapchbki
3aco6w, Lo NojatTbCs Ha AePXKaBHY
peecTpaujio (MepepeecTpaLiio), a Takox
eKcnepTM3n mMmartepiasiis NPo BHECEHHS 3MiH
[0 peecTpaviiHnx MmaTtepiasiiB NnpoTarom gii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro HakasoMm MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
23. AL-®C TabneTku, BKpUTI TOB "®apma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/2071/01/01
NAiBKOBOO Crapt" 3MiHu | TUny - 3MiHK Woao peyenma
060/10HKO0, N0 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
200 wmr, no 10 (iHWi 3MiHW) (BUTYYEHHS TEKCTY MapKyBaHHS
TabneTtok y POCIICbKOK MOBOIO, 3 pPaHill 3aTBEPAKEHOTO
6nicTepi, no 2 YKPaIHCbKOK Ta POCiiCbKOI MOBaMM, a Takox
6nictepu B nauui BHECEHHS 10roTUNY KoMnaHil Ta iHwoi
TEXHiYHOI iHchopMmaL,ii Ha NepBUHHY Ta
BTOPWHHY ynakoBku) (TepMiH BBEEHHS 3MiH
NPOTSArom 6-Tv MIiCSILB MiCNs 3aTBEPKEHHS)
24, BAKTPOBAH™ Masb HasasibHa 2 nakcoCmiTKnsiiH Benvka "nakco OnepeiiHe Benvka BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/4019/02/01
% no 31y Ty6i; no Ekcnopt Jimiteq, BpuTaHis HOK NimiTeq BpuTaHis 3MiHu || TUNy - 3MiHW A0 IHCTPYKLUT ANs peuyenmom
1 Ty6i B KOPOO6LL MeAUYHOro 3aCTOCyBaHHA y po3ainu:
"apmakonoriyHi B1acTnBocTi”,
"Mepeno3yBaHHA". BBEAEHHA 3MiH NPOTArom
3-x MicsILiB Nicns 3aTBEPKEHHS
25. BIO®/TIOPAKC cupon 670 mr/mn ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHx MaTepianis: 6e3 UA/12878/01/01
no 100 mn a6o 06MeXeHOo 06MeXeHo 3MiHY | TUnNY - 3MiHK Woa0 peyenma
200 M1y h1akoHi; BIANOBIAA/ILHICTIO BIANOBIAAIbHICTIO 6e3nekn/edpeKkTBHOCTI Ta hapMakoHarnagy
no 1 dpnakoHy y "XapkiBCcbke "XapkiBCcbke (iHwWi 3miHK) (3amiHa rpaduivHoro
KOpOOGLIi 3 KAPTOHY dhapmaLeBTUYHe dhapmaLeBTNYHe 0hOpPMNEHHA YNaKOBKW Ha TEKCT MapKyBaHHS
nignpueMcTBo nignpueMcTBo NepBUHHOT Ta BTOPUHHOI YNakoBKu 3
"340poB's "340poB's Hapoay" BigNoBigHO 3aMiHOW po3ainy «padivyHe
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0o4YeHHs

Hapoay"

(dbacyBaHHs i3 hopmu
"in bulk" dpipmn-
BMpO6HUKa "Fresenius
Kabi Austria GmbH",
ABCTpift)

0(POPM/IEHHS YNAaKOBKM» Ha Po3Ain
«MapkyBaHHS»); 3MiHu | Trny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecy MicLA NPOBaKEHHS
AiSNIbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYAKUN AiNbHULL
BMNYCKy cepii abo MicLe npoBeAeHHs
KOHTPOJI0 SIKOCTI. (AIANbHICTb, 3a AKy
Bignosigae BUPOGHMK/IMNOPTEp, BKIOYAKOUM
BWMYCK Cepiin) (3MiHa Ha3BM Ta agpecu
BMpOGHUWKa 13, 6e3 3MiHN MicLA
BMpo6HULUTBA) (TepMmiH BBEAEHHS 3MiH
NpOTArom 3-X MiCAUIB MIiC/1A 3aTBEPLKEHHS);
3MmiHu | TYny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BnacHvKa peecTpawiiHoro noceig4YeHHs)
(3miHa Ha3BM Ta agpecu 3asBHMKA (BNacHMKa
peecTpauiiHoro NocBigYeHHs1)

26.

BICONPONON-
TEBA

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5
mr, no 10
Tabnetok y
6nictepi; no 3
6nictepy B
KapTOHHIlA KopoobLi

TeBa
dapmaueBTikas
IHpacTpi3 N14.

I3painb

AT dapmaueBTUYHNI
3aBog TEBA

YropLmHa

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasiis:
3MiHu 1l TUny - 3MiHu Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta
YMOB Buaudi peecTpauiiiHoro nocBigYeHHs,
BK/IOYa0UM MnaH ynpasniHHA pusnkammu
(3acTocyBaHHs 3MiH(1), sKi(a) BUMaratoTb(€)
noAasibLLIOro 06I'pyHTYBaHHS HOBUMM
[0AaTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKu
BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) (BukoHaHHsi 3060B'si3aHb
BiAgnoBigHo Ao nignyHkTy 1.13 nyHkTy 1,
nignyHKTYy 2.3 NyHKTY 2 gogatky 15 no
MopsiaKy NPoOBEAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha Nikapcbki
3aco6wm, L0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTpalito), a Takox
eKcnepTM3n MaTepiasliB NPo BHECEHHS 3MiH
[0 peecTpauiiHnx mMatepianis NpoTarom Aii
peecTpauiiiHOro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Bif,
23.07.2015 Ne 460)

3a
peyerimom

UA/6407/01/01

27.

BICONPONON-
TEBA

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, M0 10

Mmr, no 10

TeBa
$apmaueBTikan
IHpacTpi3 14,

I13painsb

AT dapmayeBTUYHNIA
3aBog TEBA

YropuwmHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
3MiHu 1l TUny - 3MiHu Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.

BHeceHHs1 a6o 3MiHa(1) A0 3060B'A3aHb Ta

3a
peyenmom

UA/6407/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
Tabnetok y YMOB BuAaui peecTpauiliHoro nocsigyeHHs,
6nicTepi; no 3 BK/tOYatouun MNnaH ynpaBniHHA py3nkamu
6nictepu B (3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
KapTOHHI Kopoobui noAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU
[0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHoMm) (BrkoHaHHs 3060B'A3aHb
BignoBigHO A0 NianyHKTY 1.13 nyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go
MopsiaKy NpoBeAEeHHS eKcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nikapchbki
3aco6w, Lo NojatTbCs Ha AePXKaBHY
peecTpadjiio (MepepeecTpaLiio), a Takox
eKcnepTM3n Mmartepiasiis NPo BHECEHHS 3MiH
[0 peecTpaviiHnx MmaTtepiasiiB NnpoTarom gii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro HakasoMm MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
28. BITAKCOH® TabneTku, BKPUTI MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/10507/02/01
NAiBKOBOIO 3MiHK | TNy - 3MiHa y MeTogax peyenma
o6onoHkoto, no 10 BMNpo6yBaHHA A®Il abo BuXigHOro
TabneTtok B mMartepiany/npombKHOro NPoayKTy/peareHTy,
6nicTepi, no 3 abo LLIO BUKOPWUCTOBYETLCSA Y MPOLEC
6 6nicTepis B BMPOGHMLTBA AD| (HE3HAYHI 3MiHN Y
nauui 3aTBEPKEHNX MeTofax BUNPO6yBaHHS);
3MiHM | TUny - 3mMiHa y meTogax
BUMPOOYBaHHA rOTOBOTO NiKaPCbLKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb
(BKIHOYAKOUM 3aMiHy ab0 [JOMOBHEHHS))
29. FABAHTWH 300 kancynu no 300 TOB "dapma YkpaiHa TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/7323/01/03
Mmr, no 10 kancyny Crapt” 3MiHY | TUNy - 3MiHa napameTpis peyenmom

6nictepi; no 3 abo
6 6nicTepiB y
nauuj 3 KapToHy

crneungikauii Ta/abo 4ONyCTUMUX MEX
roTOBOrO NKApPCbKOro 3acoby (BUyYeHHs
He3HaYHOro MokasHuKa (Hanpuknag,
3acTapifioro nokasHuka, Takoro sik 3anax Ta
cMak, abo igeHTudikaLis 6apBHUKIB Ym
CMakKoBUX [06aBOK)) - BUYYEHHS TECTY
«Po3nagaHHsa» 3i cneundikauii rotoBoro
nikapcbKoro 3acoby; 3miHu | Tuny - 3mMiHa
napameTpiB crneuudikaLiii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK); cynyTHS 3MiHa: 3MiHa Y
MeToAax BUNPoGYBaHHA rOTOBOrO
NiKapcbKoro 3acoby (iHwWi 3MiHM y MeTogax
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

BMNpOoGYBaHb (BK/IOYaouM 3amiHy abo
[LOMOBHEHHS)); 3MiHM | TMnNy - 3MiHa y MeTodax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBeppKeHX meTogax
BMNPOBYBaHHS) - HE3HAYHI 3MiHW Y MeTogj
BUMPOOYBaHHA 3a NOKa3HUKOM
«PO3UMHEHHS»; 3MiHW | TUNY - 3MiHa Y
MeTogax BUNpobyBaHHSA rOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX MeToAax BUNPoOyBaHHS) -
He3HauHi 3MiHV y MeTogi BUnpobyBaHHS 3a
NOKa3HUKOM «CynyTHi AOMILLKW»; 3MiHW | Tuny
- 3MiHa y MeTogax BUNpobyBaHHA roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPMKEHNX MeToAax BUNPOOYBaHHS) -
He3HauHi 3MiHV Yy meTogi BunpobyBaHHS 3a
nokasHUKoM «KinibKicHe BU3HaYEeHHS»; 3MiHM |
TUMy - 3MiHa y napaMmeTpax cneuugikadii
Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWIA/NPOMIDKXHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYHOTbCS Yy MpOLEeci BUpobHMLTBA
A®I (iHWi 3MiHN) - oHoBNeHHs ClL, AdI
abanaHTuH BUpo6HULTBA "Hikal", IHAis;
3MiHK | TNy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMMX MEX,
BM3HAYeHuX y cneyudcpikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®I (iHWi 3MiHW) - NpUBEAEHHS NOKa3HUKA
AkocTi «MikpobionoriyHa unctora» y
cneuudikayii BXigHOro KoHTposio Adl y
BiAnoBiAHICTb A0 BUMOr EP

30.

FEHTAMILMHY
CYNb®AT-
JAPHULA

po34nH Ans
iH'eKUin, 40 mr/mn,
no 2 mna B amnyni;
no 5 amnyn B
KOHTYPHIit
YapyHKoBIl
ynakosLi; no 2
KOHTYpPHI
YapyHKOBI
yMnakoBKU B naui

MpAT
"GapmaueBTnyHa
thipma "JapHuus"

YkpaiHa

MpAT
"@apmavueBTnyHa
thipma "JapHuus"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MiHu 1l TUny - 3MiHu Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBigYeHHs,
BK/IOYa0UM MnaH ynpasniHHA pusnkammu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasibLLIOro 06I'pyHTYBaHHSA HOBUMM
[0AaTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKu
BMMaraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) (BukoHaHHsi 3060B'si3aHb
BignNoBigHo Ao nmianyHkTy 1.13 nyHkTy 1,

3a
peyerimom

UA/6256/01/01
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Ne

Hasga

®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
nignyHKTy 2.3 NyHKTY 2 gogatky 15 go
MopsiaKky NpoBeAEeHHS ekcnepTu3n
peecTpavuiiiHux MaTepiasiiB Ha Nikapchbki
3aco6w, Lo NojatTbCs Ha AEPXKaBHY
peecTpadjiio (MepepeecTpaLiio), a Takox
eKcnepTM3n mMmatepiasiis NPo BHECEHHS 3MiH
[0 peecTpaviiHnx MmaTtepiasiiB NnpoTarom gii
peecTpauiiHoro NocBig4yeHHs,
3aTBepkeHoro HakasoMm MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
31. FNHOKO3A MoOpOLLIOK TOB "McTok- YkpaiHa Kaprin C.J1.10. Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - UA/11123/01/01
MOHOrIAPAT KpucTanivyHmi Mnoc" 3MmiHu | TURY - 3MiHK 3 sKocTi. CepTudikar
(AEKCTPO3A (cybeTaHuis) y BignosigHocTI/TE-cepTudpikar signosigHocCTi
MOHOrIAPAT) nonieTuIeHoBux €Bponeiicbkiit hapmakonei/MoHorpadii.
MilLKax Ans 3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
hapmaueBTUYHOT Yy BifgnoBigHICTb A0 MoHorpacii 4dY abo
0 3aCTOCyBaHHA €Bponeiicbkoi thapmakonei, abo iHLwoi
HaujioHanbHOT thapmakonei aepxasu €C
(3miHa y cneumdpikauisix, nos'asaHa 3i
3miHamu B 1Y, abo €Bponeiickkiii
thapmakonei, abo iHWil HalioHasbHi
thapmakonei gepxasu €C) (MprBeaeHHA
crneundikaLii Ta MeToaiB KOHTPOO Y
BIANOBIAHICTb A0 BUMOT MOHorpadii «Glucose
monohydrate» Aito4oro BUAaHHsA
€Bponelicbkoi hapmakonei)
32. rPUNOUNTPOH Tabnetkn no 12,5 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/13193/01/01
®PITO mr, no 10 06MexeHot BMPOGHMLITBA, 3MmiHu | TMNy: 3MiHK 3 aKocTi. FoToBWMIA peyenma
Tabnetok y BIANOBIAAILHICTIO KOHTPO/b SKOCTI, nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
6nictepi, no 2 "[locnigHuii 3aBog, BMNYCK Cepil: pevoBuH. 3MiHa NnapameTpiB cneumdikauin
6nicTepn y nauui 3 "rHuIC ToBapucTBO 3 Ta/abo fonyCTUMUX MEX A5 [ONOMIXHOT
KapToHy; no 20 06MeXeHoto peyoBuHM (iHWi 3MiHK). CynyTHA 3MiHa: 3MiHK

TabneTok y
6nicTepi, no 1
6nictepy y nauui 3

BIAMOBIAA/TbHICTIO
"focnigHuii 3aBog,
"THUNC", YkpaiHa;

3 AIKOCTi. FOTOBWIA NiKapCbKuii 3aci6.
KOHTPO/Ib fONOMIKHUX PEYOBWH. 3MiHa Y
MeToAax BUNPOGYBaHHS JOMOMIKHOI

KapTOHYy BCi cTagii PEYOBUHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHMNX
BMPOGHMLITBA, mMeToAax BUNPoGyBaHb) - MPUBEAEHHS
KOHTPONb AKOCTI, cneuudikaLii Ta MeToAiB BXiHOro KOHTPO/IO
BMNYCK Cepil: SIKOCTi JOMOMiXKHOI PEYOBMHY LyKOp Y
ToBapwuCTBO 3 BiAgnoBigHicTb Ao BuMmor EP, a came: BBeieHO
06MeXeHoto NOoKa3HUKN «PO3UMHHICTL», «laeHTudikauis»,
BiAMOBIAA/TbHICTIO «lMnToMa enekTponpoBIAHICTb», «[TuTome
"®apmaueBTnyHa ONTUYHE 06epTaHHs», «Llykpu, wo
KomnaHisa "3gopos'sa", BiAHOBNIOIOTL», «CynbdiTV» 3 BiANOBIAHUMY
YkpaiHa meToAamu BUNpobyBaHHA Ta 3a NokasHuKamu
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

«Onuc», «MacoBa yacTka Bonorn/sTpata B
Maci Npy BUCYLLYBaHi» BUMOTM Ta METOANKN
npuseaeHo A0 Bumor EP. 3miHu | Trny: 3miHn
3 aKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeOoOXiJHICTIO NPYBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
hapmakonei, abo iHLWOT HaLioHaNbHOT
hapmakonei gepxasu E€C (3miHa y
cneuudikauisix, NnoB'a3aHa 3i 3MiHamu B Y,
abo €sponelicbkiin hapmakonei, abo iHLuii
HaujioHasbHIl thapmakonei gepxasun €C).
CynyTHSA 3miHa: 3MiHu 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax B1npobyBaHHs
[OOMOMIKXHOT peYOBUHN (HE3HAYHI 3MIHU Y
3aTBEPMXEHNX METOAaX BUNPOOYBaHb),
npusefeHHs cneuudikavin Ta metoais
BXIZIHOr0 KOHTPO/IHO SIKOCTi AOMOMIXKHMX
peyoBUH Y BiANOBIAHICTb A0 BUMOT EP, a
came: - kasibLito cTeapart (MoKasHuKM
«CynbhaTv» (3MiHU MeToAVKN),
«MikpobionoriyHa unctota» (Kputepii
NPUIAHATHOCTI Ta METOAMKN)); - KUCMoTa
ackopbiHoBa (MOKa3HUKN «PO3YMHHICTb»,
«lpeHTudpikauis» Ta «MikpobionoriyHa
yncToTa» (3MiHU KpUTEPITB MPUAHATHOCTI Ta
MeToAuKKM), «TeMmnepatypa nnaBneHHs»
(3MiHM KpUTEpIiB NPUIAHATHOCTI), «CynbgaTHa
30M1a» (3MiHN METOAVKM), BBEAEHO NOKA3HUKM
«CynyTHi AOMiLLKM», «Migb», «3anizo» Ta
BUJTyYEHO MOKa3HUK «Baxxki MeTasin»). 3MiHn |
TIny: 3miHmn 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BifgnoBigHICTb A0 MoHorpacii 4dY abo
€Bponeiicbkoi thapmakonei, abo iHLwoi
HaujioHasbHOT thapmakonei aepxasu €C
(3miHa y creumdikaljisix, nos'a3aHa 3i
3aMmiHo BUMOT MoHorpacii AdY a6o iHWwol
HaujioHanbHOT thapmakonei aepxasu €C Ha
BMMOTrY MoHorpadii €Bponencbkoi
hapmakonei). CynyTHS 3MiHa: 3MiHM 3 IKOCTI.
oTOBWI1 NNikapcbkunii 3aci6. KoHTposb
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

[OMOMDKHMX PevyoBUH. 3MiHa y MeToAax
BUMPOOYBaHHA [AOMOMIXKXHOI PEHOBUHM
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNpobyBaHb), NpUBELEHHS cneundikauii Ta
METOZiB BXiJHOr0 KOHTPO/IHO SKOCTI
[0NOMDKHUX PEYOBUH Y BigNOBIAHICTb A0
sumor EP ta ®Y, a came:

- KasbLilo cTeapart (MoKasHUKN «PO3YMHHICTb
(3MiHM KpUTEpIiB NPUAHATHOCTI Ta METOAMK),
«BTpaTa B Maci npu BUCYLLYBaHHI» (3MiHN
MeToaukmM), «laeHTndikauis» (3MiHU KpuTepiiB
NPUIAHSATHOCTI) NpuBeAeHO Ao Bumor EP); -
Lykop (nokasHuk «MikpobiosioriyHa uinctota»
npuseaeHo Ao Bumor AdY). 3MiHu | Tuny:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpPO/1b FOTOBOrO NiKapcbKoro 3acooy.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (BHECEHHS 3MiH [0 [OCbE Micns
OHOBJ/IEHHS 3araslbHOT CTaTTi Ha rOTOBY
nikapcbky popmy y AdY/EBponeiichkiii
thapmakonei), BeegeHHs 3miH npoTarom 3-x
MicsauiB. CynyTHSA 3MiHa: 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KoHTposb
rOTOBOrO JliKapCbKOro 3acoby. 3miHa y
MeTogax BUNpobyBaHHSA rOTOBOrO
niKapcbKoro 3acoby (OHOBNEHHS Npoueaypu
BUNPOBYBaHHA A8 NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiIHEHOI 3arasibHO
ctarTeto AdY abo €sponeiicbKol
thapmakonel), po3gin «MikpobionoriyHa
YMCTOTa» MPVMBEAEHO Y BiANOBIAHICTbL A0
BMMOT Aito4oro BugaHHsa AdY. 3miHu | Tuny:
3MiHuM 3 siKOCTi. [0TOBWIA NiKapcbknii 3aci6.
CuncTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3miHa napameTpiB cneyudikadii Ta/abo
[0NYCTUMUX MEX NMEePBUHHOT YNaKoBKU
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHK).
CynyTHs 3MiHa: 3MiHU 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWii 3aci6. 3miHa y
mMeToAax BUNPOGYBaHHSA NePBUHHOT yNakoBKM
rOTOBOrO JliKapCbKoro 3acoby (He3HauHi 3MiHu
y 3aTBEPKEHVX MeToAax BUNPOGyBaHb),
npuBefeHHs cneuudikadii Ta meTogis

BXif]HOr0 KOHTPOJ1t0 NEPBMHHOIO NakyBaHHs




52

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

(nniBkv NONIBIHINXNOPUAHOI Ta hoNbrn
aIloMiHIEBOT) 3a MOKa3HNKOM
«MikpobionoriyHa unctota» 40 BUMOr
3araslbHUX ctateii no 6ionoriyHoOMy
BMNpobyBaHHA APY. 3miHu | Tuny: 3miHu 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3miHa
noctayasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNEKTYUNX (AKLLO0 3a3Ha4YEHO B [OCHE)
(3amiHa abo gofaBaHHS NocTavya/ibHUKAY).
CynyTHSA 3miHa: 3MiHu 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa y
NepBWHHI yNakoBL,i rOTOBOrO JlikapCbKoro
3aco0y (SKiCHWIA Ta KinbKicHUiA cknag) -
TBepai nikapcbki hopmn, 3MiHM 3 SKOCTI.
[oToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKY
roTOBOrO NikapcbKoro 3acoby (iHLi 3MiHK),
3MiHa nocTayasibHUKa NePBUHHOTO MakKyBaHHS
(nniBKV NONIBIHIIX/TOPUHON) | SIK HACIJOK
npueBefeHHs cneuudikadii Ta meTogis
BXiZIHOrO KOHTPO/IHO A0 BUMOI HOPMAaTUBHOI
[OKyMeHTaLii 3anponoHOBaHOro BUPOGHMKa
(3aTBEpAXeHO: TOB «KnekHep MeHTannact
Pyc», Pocilicbka ®efepauis; 3anponoHOBaHo:
Hua Xiang Plastic Co, LTD, Kutait). 3miHu |
Tuny: 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiin hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BignoBigHicTb A0 MoHorpacii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHas1bHOT hapmakonei gepxasn €C
(3miHa y cneuundikauisx, nos'asaHa 3i
3miHamu B 1Y, abo EBponeiichkiii
chapmakonei, abo iHLii HaLioHaNbHIl
thapmakonei gepxasu €C). CynyTHs 3MmiHa:
3MiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy,
LLLO BUKOPUCTOBYETLCA Y NpoLeci
BMPOOHULTBA AP (iHLWI 3MiHM Y MeToAax

BMNpo6yBaHHA (BKIKOYAOUM 3aMiHy abo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

[0NoBHEHHS) A®| abo BUXiAHOro/NPOMIKHOTO
npoaykTy), cneyudikauito Ta METOAN BXiAHOrO
KOHTPOIO 3a po3ainiom «MikpobionoriuHa
ynucToTa» Ha filovy peqyoBuHy xaopodininTy
€KCTpaKT rycTuii NprBeAEeHO Y BiAMOBIAHICTb
[0 Bumor @Y 5.1.4; BBejeHO NOCUMaHHA Ha
«fjtody pegakuito» AdY 3aranbHUX METOLiB
aHaU1i3y 3a NokasHUKkaMn «PO3YMHHICTb»,
«lpeHTudikauis», «3amKoBa KifbKicTb
OpraHiYHMX PO3YMHHKKIB», «CyXMiA 3a/INLLOK,
«Baxki MmeTanu» 6e3 3mMiHW KpuUTepiiB
NPUAHATHOCTI Ta aHaTITUYHUX METOANIK.
3Mminn | TMny: 3MiHK 3 akocTi. FoToBwMiA
nikapcbkuid 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHoCTi abo ymoBax
36epiraHHs rOTOBOrO JiKapCbKOro 3acoby
(36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nNikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku
(nigTBEPAXYETLCA AaHVMWN peasibHOro yacy),
3MiHa TepMiHy NpuaaTHOCTI (3aTBEpAXEHO: 2
pOKU; 3aNpoOnoHOBaHO: 3 poku). BBegeHHs
3MiH NpoTArom 3-x MicauiB nicns
3aTBEPAKEHHS.

33.

rPUNOUNTPOH
>DITO

Tabnetku no 25
mr, no 10
Tabnetok y
6nictepi, no 2
6nictepn y nauui 3
KapToHy; no 20
Tabnetok y
6nictepi, no 1
6nicTepy y nauuyj 3
KapTOHyY

ToBapucTso 3
06MexeHot
Bif4NoBiAaIbHICTIO
"focnigHuii 3aBog,
"rTHUaC"

YKpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoI
BiANOBIAALHICTIO
"flocnigHuii 3aBog,
"THLUC", YkpaiHa;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoI
BiANOBIAALHICTIO
"papmMaueBTNYHa
KoMnaHisa "3gopos'a”,
YKpaiHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MmiHu | TMNy: 3MiHK 3 aKkocTi. FoToBwMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuWH. 3MiHa NapameTpiB cneuudikauiii
Ta/abo fonycTMMNX MeX AN [ONOMIKXHOT
peyoBuHM (iHLWi 3MiHK). CynyTHSA 3MiHa: 3MiHW
3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/b AONOMDKHUX peYOBUH. 3MiHa Y
MeTogax BUNPoBYyBaHHA [OMNOMIDKHOI
peYoBUHM (HE3HAYHI 3MiHY Y 3aTBEPKEHMNX
mMeToJax BUNpobyBaHb) - NPUBEAEHHS
crneundikavii Ta MeToiB BXifHOT0 KOHTPO/IKO
AKOCTi OMOMiXHOI PEYOBWHM LIyKOp Y
BiANoBiAgHICTb A0 BUMOr EP, a came: BBegeHO
NOKa3HUKN «PO3YNHHICTbY», «laeHTudiKaLis»,
«MnToma enekTponpoBifHICTb», «uTome
OonTMYHEe 0b6epTaHHA», «Llykpw, Wwo
BiHOBNOKOTb», «CynbiTv» 3 BigNoOBIigHMU
mMeToAamu BUNpobyBaHHA Ta 3a NokasHukamu
«Onuc», «MacoBa yacTka Bonoru/BTpata B
Maci npv BUCYLLYBaHi» BUMOIM Ta METOAUKN
npuseaeHo Ao Bumor EP. 3miHn | Trny: 3miHn
3 sKocTi. CepTudikar BignosigHocTi/lE-

6e3
peyenma

UA/13193/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

cepTudikaT BignoBigHOCTI EBpoONeNChKii
thapmakonei/MmoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOo6XIifHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
thapmakonei, abo iHLOI HalioHa/TbHOI
thapmakonei gepxasu €C (3miHa y
cneuudikauisix, nos'as3aHa 3i 3miHamu B Y,
abo Esponelicbkiin hapmakonei, abo iHLii
HaLjioHanbHili hapmakonei gepxasu EC).
CynyTHSA 3MiHa: 3MiHM 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. KOHTPob AONOMIKHMX
peyoBWH. 3MiHa y MeToAax BUNPOOYBaHHS
[O0MNOMDKHOT peYOBUHM (HE3HAYHI 3MIHN Y
3aTBEPMKEHNX METOAaxX BUNPOOYBaHb),
npuBefeHHs cneuudikaLin Ta Metoais
BXIZIHOrO KOHTPO/IHO SIKOCTi AOMOMIKHNX
PeYoBUH Y BiANOBIAHICTL A0 BUMOr EP, a
came: - kasbLjto cTeapaT (MoKasHWKW
«CynbthaTvi» (3MiHU METOAVKN),
«MikpobionoriyHa uncToTa» (Kputepil
NPUAHATHOCTI Ta METOANKN)); - KUC/IoTa
ackopbiHoBa (NMOKa3HWKN «PO3UYNHHICTb»,
«lpeHTudikayis» Ta «MikpobionoriyHa
yncToTa» (3MiHU KPUTEPITB NPUAHATHOCTI Ta
MeToankM), «TemnepaTypa nnasneHHs»
(3MiHM KpuTeEpIiB NpUIAHATHOCTI), «CynbdaTHa
30na» (3MiHW METOAMKN), BBEAEHO MOKA3HUKM
«CynyTHi foMilKkn», «Mifb», «3anizo» Ta
BU/TyYEHO NOKa3HMK «Badkki meTanm»). 3miHu |
Tuny: 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponeiicbkiin hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS
y BignoBigHicTb A0 MoHorpacii AdY abo
€Bponeiicbkoi thapmakonei, abo iHLWoi
HauioHas1bHOT hapmakonei gepxasn €C
(3miHa y cneuundikauisx, nos'asaHa 3i
3aMiHO0 BMMOr MoHorpadpii AdY abo iHwoi
HauioHasbHOT hapmakonel gepxasun €C Ha
BMMOTY MOHOrpadii €Bponencobkoi
thapmakornei). CynyTHs 3MiHa: 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KoHTposb
[OMOMDKHMX PevoBUH. 3MiHa y MeToAax
BUMPOOYBaHHA [AOMOMIKXHOI PEHOBUHM
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNpobyBaHb), NpUBEAEHHS cneundikauiii Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
MeTOZiB BXiAHOTO KOHTPOJIHO AKOCTI

[OMOMDKHMX PEYOBWH Y BifMOBIAHICTb f0
sumor EP ta J®Y, a came:

- KasibLito cTeapart (NoKasHUKM «PO3YMHHICTb»
(3MiHM KpUTEpIiB NPUIAHATHOCTI Ta METOAMUK),
«BTpaTa B Maci npu BUCYLLYBaHHI» (3MiHK
MeToauKm), «laeHTndikauis» (3MiHn KpuTepiis
NPUAHATHOCTI) NpuBefeHo Ao Bumor EP); -
LyKop (nokasHuk «MikpobionoriyHa ynctota»
npuseaeHo Ao sumor AdY). 3miHu | Tuny:
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO MiKapcbKoro 3acoby.
3MiHa napameTpiB cneundikauiii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco6y (BHECEHHS 3MiH [0 A0CbE nicns
OHOBJ/IEHHS 3arasibHOI CTaTTi Ha roToBY
nikapcbky dhopmy y AdY/EBponeiichkiii
thapmakonei), BBeieHHA 3MiH NPOTArom 3-X
MicsauiB. CynyTHSA 3MiHa: 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KoHTposb
roTOBOrO JliKapCbKoro 3acoby. 3miHa y
MeToAax BUNPoGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (OHOB/EHHS NpoLieaypuy
BUMNPOOYBaHHA A8 NPUBEAEHHS Y
BIANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
ctatTeto Y abo €sponeiicbKoi
thapmakonei), po3ain «MikpobionoriyHa
yncToTa» NPMBEAEHO Y BIANOBIAHICTb A0
BVIMOT fil040ro BugaHHa A®Y. 3miHu | Tuny:
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynoproBasibHWiA 3aci6.
3miHa napameTpiB cneyudikauii Ta/abo
[0MyCTUMUX MEX NEPBUHHOI YNakoBKY

rOTOBOrO /liKapCbkoro 3acoby (iHLLi 3MiHK).
CynyTHS 3miHa: 3MiHu 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa y
mMeToAax BUNPOGYBaHHSA NePBMNHHOT yNakoBku
roTOBOrO NiKapCcbKoro 3acoby (He3HayHi 3MiHK
y 3aTBEPKEHNX METOAAX BUNPOOYBaHb),
npuBefeHHs cneundikauii Ta MeTogis
BXifJHOTO KOHTPO/II0 NEPBUHHOIO NakyBaHHs
(nniBkv NONIBIHINXNOPUAHOI Ta hoNbrn
aIloMiHIEBOT) 3a MOKa3HNKOM
«Mikpob6ionoriyHa uncrota» 40 BUMOr

3arasibHMX ctarteii no 6ionoriYyHoMy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
BunNpobyBaHHA APY. 3miHu | Tuny: 3miHn 3

[0NoBHEHHS) A®| abo BUXiAHOro/NPOMIXKHOTO
NpoAyKTY), cneyundikauilo Ta MeToamn BXigHOro

AKocTi. [oToBwMiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
noctavasibHvKa nakyBasibHUX maTepianis abo
KOMMNIEKTYIUMX (FKLLO 3a3Ha4YEHO B [JOCHE)
(3amiHa abo gofaBaHHA NnocTavyaibHUKA).
CynyTHS 3MiHa: 3MiHM 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
NEePBWHHI YNakoBL,i rOTOBOrO /likapCbKOro
3ac006y (SKiCHWI Ta KinbKicHUiA ckiag) -
TBepai nikapcbki hopmn, 3MiHK 3 AKOCTI.
oTOBUIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWiA 3aci6. 3MiHa
napameTpiB cneuudgikauii Ta/abo
[0NYCTUMUX MEX NMEePBUHHOT YNaKoBKU
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3miHK),
3MiHa noctayaibHUKa NepBUHHOTO NakKyBaHHS
(nniBKV NONIBIHIIXOPUHON) | K HACIJOK
npuBefeHHs cneundikauii Ta MeTogis
BXiZJHOrO KOHTPOJIK0 10 BUMOT HOPMAaTUBHOT
[OKyMeHTaUi 3anponoHOBaHOro BUPOOHMKa
(3atBepmxeHo: TOB «KnekHep MeHTannact
Pyc», Pociiicbka ®eaepalisi; 3anponoHOBaHO:
Hua Xiang Plastic Co, LTD, Kutai1). 3minu |
Tuny: 3miHu 3 AkocTi. CepTudikar
BignosigHoCTI/TE-cepTudpikat signosigHocCTi
€Bponeiicbkiin hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANOBIAHICTb A0 MOHOrpacii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOT chapmakonei aepxasu €C
(3miHa y cneumdikauisix, nos'asaHa 3i
3miHamu B [1PY, abo EBponeiichkiit
chapmakonei, abo iHLWil HaLioHaNbHIl
hapmakonei gepxasu €C). CynyTHa 3MiHa:
3MiHn 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
MeToAax BunpobyBaHHs A®Il abo BUXigHOro
mMartepiany/npomMbKHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCS Y MPOLECI
BMpo6bHULUTBa API (iHWi 3MiHKM Y MeTogax
BUNPO6YBaHHSA (BKIOUAOUM 3aMiHy abo

KOHTPO/IO 3a po3ainioM «MikpobionoriuHa

yncToTa» Ha filody peqyoBuHy xnopodininTty
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

€KCTpaKT rycTuii nprBeAeHO Y BiAMNOBIAHICTb
00 sumor Y 5.1.4; BBeAeHO NOCUNaHHA Ha
«pitovy pefakuiio» APY 3arasibHUX METOAIB
aHani3y 3a nokasHukamy «PO3UMHHICTb»,
«lgeHTudikayis», «3anMiKoBa KinbKicTb
OpraHiyHUX PO3UNHHUKIB», «CYXMIA 3a/TLLIOK,
«Baxki meTanu» 6e3 3miHn KpuTepiiB
NPUAHATHOCTI Ta aHaTITUYHNX METOAVIK.
3MiHu | TMNy: 3MiHK 3 siKocTi. FoTOBWMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y
TepMiHax npuaaTHocTi abo ymoBax
36epiraHHs roTOBOr0 JiKapCbKOro 3acoby
(36iNbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 415 TOproBoi ynakoBku
(niaTBEPAKYETLCA AAHUMU peasibHOro yacy),
3MiHa TepMiHY NpuaaTHOCTI (3aTBEPAXEHO: 2
pOKU; 3anponoHOBaHO: 3 poku). BeegeHHs
3MiH NpoTAroM 3-x micsauis nicns
3aTBEPKEHHS.

34.

rPANOUNTPOH-
BPOHXO

cupon, 1,5 mr/mn
no 100 mn a6o no
200 M1y h1aKoHi;
no 1 cpnaxkoHy
pa3om 3 MipHO
JIOXKOH0 Yy KopobLji
3 KapTOHY

ToBapucTso 3
o6MexeHo
BiANOBIAAILHICTIO
"®apmaueBTnyHa
KOMnaHis
"3popos'a”

YKpaiHa

BCi cTagii
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUNYCK Cepil:
ToBapucTso 3
06MeXeHOoI0
Bif4NoBiAaIbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'sa",
YkpaiHa; BCi ctagji
BMPOBHULTBA,
KOHTPONb AKOCTI:
ToBapucTso 3
06MexeHot
BiANOBIAAILHICTIO
"XapkiBcbke
thapmaueBTnyHe
nignpueMcTBo
"3p0p0oB'a Hapoay"”,
YKpaiHa

YKpaiHa

BHeceHHs 3MiH 40 peecTpauiiiHnx
mMaTtepianis: npuBeAeHHA y BiANOBIAHICTb
[0 peecTpauiiiHMx maTepianiB HanUCcaHHsA
peecTpauiiiHoi npoueAypu B npoueci
BHECEHHSA 3MiH B Haka3i MO3 YkpaiHu Ne
651 Big 12.06.2017 - 3MmiHu | TURY - 3MiHK 3
akocTi. FoToBwWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
noctavasibHuKa nakyBasjibHUX maTepianis abo
KOMMNIEKTYIUNX (FKLLO 3a3Ha4YeHO B [OCbE)
(3amiHa abo gofaBaHHA NnocTavyaibHUKA).
CynyTHSA 3MiHa. 3MiHM 3 SIKOCTi. [OTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3MiHa y
NepBUHHI YNakoBL,i rOTOBOrO /likapCbKoro
3aco06y (SKiCHWIA Ta KinbKicHWiA cknag) - M'siki
Ta HeCTepW/bHI piaki Nikapcbki hopmMu. 3MiHN
3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWii 3aci6. 3MiHa
chopmm abo po3mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (NepBUHHOI
ynakoBKK) (HECTEPUSbHI MiKapchbki 3acobu) -
BBE/IeHHS 104aTKOBOro 3aKynoproBasibHOro
3aco6by Bif HOBOro BMpo6bHuka TOB
«®apmMaueBTnyHa ipma «BepTeke», Ykpaina
(KpULWKK Nig pisb60BY rOPNOBUHY 3
KOHTpPO/IEM NMEePLLOro po3kKputTs). Ak

be3 peyenma

UA/13783/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

HacnifokK, 3MIHIOETLCSA PO3MIp, AKICHWN Ta
KiNbKiICHMIA CK1a, 3aKyrnoproBasIbHOr0 3aco0y.
HesHauHi 3MiH1 po3MipiB 3aTBEPKEHNX
chnakoHy nonimepHoro ®BIM1-200 B1po6HMKa
3AT «®ipma Eninc», YkpaiHa Ta kpuwkn 1.4 o
BMpobHUKa TOB «®apmmall», YkpaiHa.
3MiHn | TUnYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKY
rOTOBOrO NikapcbKoro 3acoby (3BY>XXEHHS
[ONYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauii). CynyTHs 3MmiHa - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa y
mMeToAax BUNPOGYBaHHSA NePBMUHHOT yNakoBKu
roTOBOrO NiKapCcbKoro 3acoby (He3HayHi 3MiHW
y 3aTBepKEHUX MeToAax BUNpobyBaHb) -
3MmiHa y creumdikauii Ta meTogax
BUMNPOOYBaHHA NEPBUHHOI YNakoBKY
(dhnakoHn nonimepHi Ta KPULLKM A0 HUX) 3a M.
«MBY»

35.

AVNKNAK® rEnb

renb 5% no50r
abono 100 rB
Ty6i, no 1 Ty6i B
KapTOHHIlA KopooLi

CaHpos
dapmacbioTikan3
a.a.

CnoBeHis

Cantotac ®apma
M6X

Himeyunna

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TURY - 3MiHW A0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHA y PO3inn:

"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHSA
Ta 031" 3rifHo 3 iHdhopmaLieto Wwoa0
MeAMYHOro 3acTOCYBaHHS OpUriHa/IbHOTO
niKkapcbKkoro 3acoby (BonbTapeH, reb).
BBefeHHA 3MiH NpoTArom 3-x micAuiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/8908/01/01

36.

DVKNOKAIH

PO34uH ANA
iH'eKLji no 2 Mn B
amnyni; no 10
amnyn y KapTOHHil
KopooLi 3
neperopoaxamu;
no 2 ma B amnyi;
no 5 amnyny
6nictepi; no 2
6nictepu B
KapTOHHIiA
Kopo6Li; no 2 mn
B amnyni; no 10

ToBapucTso 3
06MexeHot
BiANOBIAALHICTIO
"®apmaueBTnyHa
KOMnaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
06MEeXeHoH
BiANOBIAAILHICTIO
"®apmaueBTnyHa

KoMnaHisa "3go0pos'a”,

YKpaiHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
npuBegeHHs y BigNoBigHICTb A0
peecTpauiliHnx maTepiasiiB HaNUCaHHA
yNnakoBOK B Haka3i MO3 YkpaiHu Ne 798 Bipg,
14.07.2017 B npoueci BHeCEeHHs1 3MiH -
3MiHu | TURY - 3MiHK WoAao
6e3nekn/edpekTBHOCTI Ta hapMakoHariagy
(iHWi 3miHW) (3amiHa rpadiyHOro ohopMIEeHHS
yNakoBOK Ha MapKyBaHHsi NePBUHHOI Ta
BTOPVHHOI ynakoBku) (TepMiH BBEAEHHS 3MiH
NPOTArom 3-X MiCALB NiC/A 3aTBEPAXKEHHS);
3MiHu | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHMKa

3a
peyenmom

UA/8315/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

amnyny
6nictepi; no 1
6nicrepy B
KapTOHHIl
KopooLi

(BnacHvKa peecTpawiiiHoro noceig4YeHHs)
(3miHa agpecu 3asBHUKa (BNacHMKa
peecTpauiiiHoro noceigyeHHs1) ToBapucTBo 3
06MeXeHOH0 BignoBiganbHICTIO
«®dapmaueBTUYHa KOMNaHis «340poB‘A»)
(TepMiH BBEAEHHS 3MiH NPOTArOoM 3-X MicsILiB
nicns 3aTBepmpkeHHs); 3MiHn | Tuny -
AAMiIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLa NpoBamKeHHs
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro
NiKapCcbKOro 3acoby, BKIOYAKUN AiTbHAL,
BUMYCKy cepii abo MicLe NpoBefeHHs
KOHTPOJIIO SKOCTI. (AIANbHICTb, 3a AKy
BiANoBiAae BMpPOGHMK/iIMNopTep, BKIOYaoun
BWMYCK cepiii) (3MiHa agpecu BUPOGHMKa
ToBapuCTBO 3 0OMEXEHOIO BifNOBigaSIbHICTIO
«®dapmaueBTUYHa KOMNaHis «340poB‘Ax»)
(TepMiH BBEAEHHS 3MiH NPOTArOoM 3-X MicsILiB
nicns 3aTBepkeHHs) (6yno - po3unH Ans
iH'ekujin no 2 mn B amnyni; no 10 amnyn y
KapTOHHIA KOpoO6Li 3 Neperopozkamu; No 2 M
B amnyni; no 5 amnyn y 6nictepi; no 2
6nicTepy B KAPTOHHI KOpo6L,)

37.

JOVLIVIHOH

Tabnetky no 250
mr no 10 TabneTok
y 6nicTepi; no 10
6nictepiB y
KapTOHHIl KopoobLi

CaHpos
dapmacbioTikan3
a.a.

CnoBeHis

Nek chapmav,eBTUYHA
KOMMaHis 4. 4.

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHa y MmeToAax
BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby -
3MiHa y 3aTBEPKEHNX MeTofax
BMNPOGYBaHHSA: A0 T. "MikpobionoriyHa
yuctoTa" gojaHo NpuMMITKy “napameTtp
TeCTyeTbCA Nig vac Bunycky cepii”; T."CynyTHi
PEeyYoBUHM, JOMILLKMN, BUSHAYEHHS KaslbLiito"
BUAA/IEHO NMPUMITKY "napamMeTp TECTYETbCA
npw BUBYEHHI cTabinbHOCTI"; T. "PO34nMHEHHS"
BUMNpPaB/IEHHS TEXHIYHOT MOMUIIKN B ONUCy
MeToAUKM"; 3MiHU | TUNy - 3MiHa y meTogax
BMNPOGYBaHHS rOTOBOrO S1iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunNpobyBaHb
(BkNKOYAKOUN 3aMiHy @60 [OMOBHEHHS)) -
3MiHW Y MeTofax BUNPobyBaHb - BHECEHHS
HalilMeHyBaHHs BUpobHuka OM ®dapma Ta OM
dapmal/lek fo posgainis "Konip", "30BHINLLHI
BMrNsaa" (3amictb p. "Onuc"), "laeHTunddikauis®,
"Po3unHeHHs", "CynyTHi gomiwkun", "KinbkicHe
BU3HAYeHHA", "3aNLWLIKOBI PO3YNHHUKN" Ha
OCHOBI JTiLEH3INHOI yrogn MiXk KoMnaHisimu
OM ®apwma, Lseiiuapis Ta Jlek

3a
peyenmom

UA/8466/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
dapmaueBTMYHa KOMNaHia 4.4., CnoseHis
38. AIPOPC 160 TabneTku, BKpUTI TOB "dapma YkpaiHa TOB "®dapma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/12365/01/01
nAiBKOBOIO Crapt"” 3MiHu | Tuny - BBeaeHHA HoBoro CEP NeRO- peyernmom
060/10HKOI0, 5 CEP 2014-008-Rev 00 ans gito4oi peyoBuHM
Mr/160 mr no 10 Valsartan Big HOBOro BUpo6bHUKa [10 BXe
TabneTok y 3aTBEPAKEHOrO
6nictepi; no 1 abo
3 6nictepn y navui
3 KAPTOHY
39. AONrIT® FENb renb, 50 mr/r no Lonoprit FTM6X i HimeuunHa [Lonoprit 'M6X i Ko. HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/4117/02/01
20rabono50r, Ko. KI Kl 3MiHu | TUNY - NOAAaHHSA HOBOTO cepTudikaTy peyenma
abono 100 rB Bif HoBOrO BMpo6HMKa S| GROUP, INC, USA
Ty6i, no 1 Ty6i B nitoyoi pevosuHu |6ynpodheHy (NeR1-CEP
KapPTOHHI KOpOOLi 1996-058-Rev05)
40. AONTT® KPEM Kpem, 50 mr/r no [onoprit TM6X i HimeuunHa [onoprit 'm6X i Ko. HimeuunHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 6e3 UA/4117/01/01
20 r abo 50 r, abo Ko. KI K 3MiHM | TUMY - NOAAHHA HOBOrO cepTudikaTty peyenma
100 ry Ty6i, no 1 Big HOBOro Bupo6Huka SI GROUP, INC, USA
Ty6i B KAPTOHHIi Aitoyoi pevosuHK 16ynpodpeHy (NeR1-CEP
Kopo6ui 1996-058-Rev05)
41. EBPAHTUN po34uH Ans Takena M'm6X HimeyunHa [03BiN Ha BMNYCK HimeuunHa/ | BHECEHHS 3MiH 0 peecTpauiliHix maTepianis: 3a UA/9943/02/01
iH'eKUin, 5 mr/Mmn cepii, BK/IOYaum ABCTpist TexHiuHa nomuska y Cneumdikadii metogis peyernmom
no 5 mn (25 mr) KOHTPO/b AKOCTI: KOHTPOJII0 SIKOCTI Ha flikapcbkuii 3aci6, npu
a6o no 10 mn (50 Takepa M'm6X, 3a3HaYeHHi KpUTepiiB NPUIRHATHOCTI 3a
Mr) B amnyni; no 5, HimeuunHa,; NMoKa3HUKOM «MexaHiuHi BK/IYeHHs. Bugnmi
abo no 10, abo no BMPOGHMLITBO YacTKu.»
50 amnyny Hepo3dacoBaHOl
KapTOHHI Kopobui nNpoAyKLii, NnepBuHHa
Ta BTOPUHHA
ynakoska: BINCO
'm6X, HimeuunHa;
BMPOGHMLITBO 3a
NOBHUM LIVIK/TOM:
Takega ABcTpis 'm6X,
ABCTpist
42, EK3EMECTAH- TabneTku, BKPUTI TeBa I3painb Bupo6HMLTBO 3a Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/12637/01/01
TEBA NAiBKOBOIO dapmaueBTikan NOBHUM LUK/IOM: Xopsaris 3MiHu | TMny - 3MiHK Woao peyenmom
060n0HKot0, No 25 IHpacTpi3 /T4, EvipxeH ®apma /14., 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy

Mr ro 10 TabneTok
y 6nicTepi; no 3
6nicTepu B
Kopobui

Ipnangis;
BTopuHHa ynakoBka:
MinmayHT Xenckeap

Nta., lpnangis;
[lo3Bin Ha Bunyck
cepit:
MNIBA Xpsarcka
A.0.0., XopsarTis

(iHWi 3MiHW) - BHECEHHS 3MiH B TEKCT
MapKyBaHHS YNakoBOK Y 3B'A3KY 3
BUOA/IEHHSIM MapKyBaHHS1 Ha POCifiCbKiii MOBI
Ta 3a3HayYeHHs BUPOOHMKIB, LLLO BiANOBIAAOTL
3a BUNycK cepii. BBeAeHHSA 3MiH NpoTArom 3-x
MicALiB nicna 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HUMLTBI. 3amiHa abo BBEAEHHSA
[0A3TKOBOI AiNIbHUL BUPOBHMLITBA AN15
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
roTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHK) -
3a3HayeHHs PYHKLiA ANs 3aTBEPAKEHUX
BMPOGHUKIB /13. BBEAEHHS 3MiH NpoTArom 3-
X MicsiLiB micnsi 3aTBEPAKEHHS.
43. ENEYTEPOKOK EKCTPaKT pigkuii TOB "€BPA3IA" YkpaiHa TOB "€EBPA3IA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/12454/01/01
ans 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenma
nepopaibHOro HalimeHyBaHHs Ta/abo agpecy 3asiBHMKa
3acTocyBaHHs, (BNacHvKa peecTpauiiHoro NocBigYeHHs)
cnupToBuid, no 30 (3miHa HaliMeHyBaHHS Ta agpecy 3asBHUKa);
M abo no 50 mny 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWN. 3MiHa
thnakoHax; no 30 HaliMeHyBaHHs Ta/abo agpecy Micus
mn abo 50 mny NPOBaKEHHS AiSNIbHOCTI
dhnakoHi; no 1 BMPOGHMWKa/imnopTepa roToBoro /ikapcbkoro
hnakoHy B nauLyi 3aco0by, BKIKYaK4MN AiNbHULL BUNYCKY cepii
abo Micue NPOBeAEHHST KOHTPOJHO SIKOCTI.
(misnbHICTB, 3a AKy Bignosigae
BMPOBHUK/IMNOpTEp, BKIKOYAOUYN BUMYCK
cepiin) (3mMiHa agpecu Ta Ha3Bu BUPOOHUKA
/13, 6e3 3MiH1 Miclsi BUpO6HMLTBA)
44, ENEYTEPOKOK EKCTPaKT pigkuii TOB "€BPA3IA" YkpaiHa TOB "€BPA3IA" YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHux maTtepianis 6e3 UA/12454/01/01
ans (MoBTOpHWIA po3risng): peyenma
nepopaibHOro 3MiHK | TURY - 3MiHK Woao
3acTocyBaHHs, 6e3nekn/edeKkTBHOCTI Ta hapmakoHarnsagy.
cnupToBuii no 30 BBegeHHs1 abo 3MiHM A0 y3arasibHeHNX JaHunx
mn abo 50 mny npo cuctemy chapmakoHarnsgy (BBefeHHs
thnakoHax; no 30 y3arasibHeHVX faHunx npo cuctemy
mn abo 50 mny hapmakoHarnsay, aMiHa ynoBHOBaXKeHO|
dhnakoHi; no 1 ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS
pnakoHy B nauLi hapMakoHarnsay; KOHTakTHoOI ocobu 3
hapmakoHarnsgy 3asiBHuUKa 4ns 34iiCHEeHHS
thapmakoHarnsgy B YKpaiHi, KO BOHA
BiIMiHHa Bif, yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOT 32 3AiICHEHHS
hapmakoHarnsgy (Bkaoyatouy KOHTakKTHI
OaHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-
(haiina cuctemu chapmakoHarniagy) -
3anponoHoBaHO: YNoBHOBaXkeHa ocoba
3a8BHMKa, BiAnosifasbHa 3a hapmakoHarnsag
- TBepaoxni6 MNetpo OnekcaHAPoOBUY. 3MiHA
KOHTaKTHUX AaHnX YyNOBHOBaXKEeHOi 0cobM
3a8BHMKa, BiANOBIAaILHOI 3a
dhapMakoHarnsg
45, EMETOH po34uH Ans TOB "HIKO" YkpaiHa KoHTpOsib, BUMYCK YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/13447/01/01
iH'eKLjiA, 2 mMr/mn, cepil: Ipeuis 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoToBUIA peyernmom

no 2 ma abo no 4

TOB "HIKO", YkpaiHa,;

NiKapcbkuii 3aci6. 3mMiHWM Y BUPOOHMUTBI.
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
M B amnyni; no 5 HeposdacosaHnii 3MiHa iMnopTepa/3miHu, L0 CTOCYHTbCA

amnyn y nadui 3
KapTOHY

NpOAYKT, NEPBUHHA
ynakoBKa, BTOPUHHA
yrnakoBKa, KOHTPO/Ib:
JEMO CA
PAPMACBIOTIKAN
IHAACTPI, pevjist

BUWMYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOr0
nikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOGHMKA, LU0 BiANOBIAAE 3a BBE3EHHS
Ta/abo BMMNycK cepii) - Bknoyaroun
KOHTPONb/BUNPOBYBaHHSA cepil (3amiHa
BMPOGHWKA, BiANOBIfa/IbHOTO 3@ KOHTPO/b Ta
BUNyck cepii [13; 3a3Ha4YeHHs pyHKL,ii
BMPOOHUKa) (TepMiH BBEAEHHS 3MiH MPOTArOM
3-X micsLiB nocne 3aTBepmAXeHHs1); 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AiNbHULL (BKIHOYAOUN AiNbHUL
ans A®l, npomikHOro NpoaykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHNLi ANs
NpoBefeHHA NakyBaHHs1, BUPOOHUKA,
BiAMNOBiga/IbHOro 3a BMMNYCK Cepiit, Micue
npoBefeHHS KOHTPOJIIO cepii) abo
noctavasibHuKa BUXifHOro martepiany,
peareHTy abo [OMOMKHOI PEYOBUHM (SIKLLLO
3a3HaveHo y gocke) CynyTHS 3MiHa - 3MiHK 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
PO3Mipy YNakoBKW roTOBOrO /liKapCbKOro
3acoby (BMTy4YEHHS YNaKkoBKU NeBHOTO
po3mipy) (BUYyYEHHS 3aTBEPMKEHOT AiNbHUL,
Ha SKili NpoBOAWIOCS BUPOOHULITBO
Hepo3dhacoBaHOro NPOAyKTY, NePBUHHA
ynakoBka, BTOpuHHa ynakoska: TOB "HIKO",
YkpaiHa, 86123, [joHeLbka 0611., M. MakiiBka,
BY/. TalioxHa, 1-1), ik Hacnigok, ynakoBku,
Lo 6ynn 3aTBEPMXEHI AN1A AAaHOT BUPOGHMNYOT
AinbHuui (Mo 2 mn abo no 4 mn B amnysi
nonietuneHoBol Ne5, Ne20, Ne50)
BWNy4atoTbCs BiANOBIAHO) (TepMiH BBEAEHHS
3MiH NpoTarom 3-x MicauiB nicns
3aTBEepMKEHHSR); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) (BHECTV 3MiHM B TEKCT
MapKyBaHHS NepPBUHHOT yNakoBKN: A0AAHHS
Ha3Bu /13 Ha aHrNicbKin MoBi. B TekcT
MapKyBaHHS1 BTOPUHHOT YNakoBKU: A0AaHHS
MiXXHapOAHOI HenaTeHOToBaHO! Ha3Bu,
[O[AaHHA Monepexyyoro Hanuey
"BignyckaeTbCs 3a peLentom”, BUAASIEHHS
iHbopmawii cTocoBHO 3as1BHYKA) (TepMiH
BBE/IEHHS 3MiH NPOTSArom 3-X micsuis nicns
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
3aTBEPKEHHS)
46. ECMIKON BEBI Kpansi opasibHi no €Bpo lavichkep Benvka IHOoKo Pemegic IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/12949/01/01
15 M1 y pnakoHi; nrth BpuTaHis Nimiteq 3MiHK | TNy - 3amiHa rpadiyHoro peyenma
no 1 dpnakony y 300paXeHHs YNakoBK/ Ha TEKCT MapKyBaHHS
KapTOHHIlA KopoobLi NEepBUHHOI Ta BTOPUHHOI YNakoBKu
pa3oM 3 MipHOI0 NiKapCcbKOro 3acoby Ta BHECEHHS HE3HAYHUX
nineTKoto B peAakLUiiHX NpaBoK Yy TEKCT MapKyBaHHS
iHaMBIAyanbHil BTOPWHHOI YNakoBKu
ynakoBLi
47. EY®INIH- PO34unH Ans ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX 3a UA/0869/01/01
3400POB'A iH'ekwii, 20 mr/mn, 06MexeHot 06MeXeHoH mMartepiianis: 3mMiHn | TMNy - AgMiHICTpaTUBHI peuyenmom
no 5 mn B amnyni, BiANOBIAALHICTIO BiANOBIAALHICTIO 3MiHW. 3MiHa HallMeHyBaHHA Ta/abo agpecu
no 10 amnyny "®apmaueBTnyHa "®apmaueBTnyHa 3asiBHMKA (B/1acHMKa peecTpauiiiHoro
KapTOHHIiA KOMnaHis KoMnaHis "3gopos'a” noceigyeHHs) (3MiHa agpecy 3asiBHUKA)
Kopo6ui; no 5 mn B "3p0pos'a” (TepmiH BBEAEHHSA 3MiH NPOTAroM 6-Tn
amnyni; no 5 MiCSILiB Micnsa 3aTBepPAKEHHS); 3MiHM | Tvny -
amnyn y 6nictepi, AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
no 1 a6o no 2 Ta/abo agpecyt MicLA NPOBaKEHHS
6nictepu B LisiNIbHOCTI BUpO6HMKa/iMnopTepa rotoBoro
KapTOHHIlA KopoobLi NiKapCcbKOro 3acoby, BKIOYaKUM AiNbHAL
BUNYCKy cepii abo MicLe NpoBeAeHHs
KOHTPOJTH0 SKOCTI. (QiSIbHICTb, 3a Ky
BiANOBIAa€e BMPOGHMK/IMNOpTEp, BK/IOYaUY
BUMYCK cepiid) (NpuBeaeHHs peaakLii agpecu
BMPOGHMKA Y BIAMOBIAHICTb A0 JliueH3ii Ha
BMPOGHMLTBO /13, 6€3 3MiHN MicLA
BMpo6HULTBa) (TepMiH BBEAEHHSA 3MiH
NPOTSroM 6-TW MICALB NIiC/IA 3aTBEPAKEHHS);
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3miHM) (3amiHa rpadpiyHoro
0QOPMIEHHS MEPBUHHOI Ta BTOPUHHOT
YNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BigMNoBigHMMM 3MiHaMK A0 po3ginis MKA 13
(po3gin «pachiyHe ohopMIEHHA» 3aMiHEHO
po3ainoM «MapKyBaHHs») Ta BHECEHHS 3MiHN
[0 iHGhopMaLiT WoA0 agpecy BUPObHMKa Ha
BTOPWHHIN ynakoBL,i) (TepMiH BBEAEHHS 3MiH
nNpoTArom 6-Tn MicALUiB Nicns 3aTBepikeHHs)
48. EBPOMNEHEM MOPOLLIOK AN1s €Bpo avichkep Benuka dakTa ®apmacbHoTivi ITanisa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/9945/01/01
pO34unHy ana nrg BpuTaHia C.n.A. 3MiHM | TUNY - 3MiHW WoA0 peyenmom

iH'ekwjin no 500 wr;
1 a6o 10
hNakoHiB 3
MOPOLLKOM Y
KapPTOHHI KOpoOLi

6e3nekn/edpekTMBHOCTI Ta thapmakoHarniagy -
3MiHV BHECEHi y po3ain "YMoBu 36epiraHHs":
BWyYEHO iHChOpMAaLLito LLoAO CTabiNbHOCTI
NpUroTOBaHOrO PO34MHY 3 METOH YHUKHEHHS
nay6ntoBaHHs (iHhopmauisa Woao cTabifibHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
HaBefeHa y po3gini "Cnocib 3acTocyBaHHA Ta
[031" 3aTBEpAXEHOT IHCTPYKLUIT). BBeaeHHSA
3MiH NpoTAroM 3-x micsauis nicns
3aTBEPKEHHS
49. EBPOMNEHEM NMopoLIoK ANns €Bpo lavichkep Benvka PakTa PapmacboTivi ITanis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/9945/01/02
pPO34uHYy Ana nTg BpuTaHis C.n.A. 3MiHK | TURYy - 3MiHK WOA0 peyernmom
iH'ekyinno 1,0r; 1 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsgy -
a6o 10 chnakoHiB 3 3MiHV BHECEHi y po3ain "YMoBu 36epiraHHa":
NMOPOLLKOM Y BW/IyYeHO iHGhopMaLito LWLoao cTabinbHOCTI
KapTOHHIl Kopoobui NPUroToBaHOro PO34nHy 3 METOK YHUKHEHHSA
ny6noBaHHA (iHchopmauis Wwoao cTabinbHOCTI
HaBefeHa y po3gini "Cnocib 3acTocyBaHHA Ta
[031" 3aTBEPAXEHOT IHCTPYKLUIT). BBeAeHHSA
3MiH NpoTAroMm 3-x micauis nicns
3aTBEPAKEHHS
50. 3MBOKC TabneTkn, BKPUTI Mdpaiizep IHkK. CWA BMPOBHMLTBO, CLlA/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/1969/01/01
NNiBKOBOIO nepBuHHE Ta HimeuyunHa 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenmom
060/10HKOI0, N0 BTOPVHHE NaKyBaHHS, nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
600 wmr, no 10 KOHTPO/b SKOCTI, [0faBaHHs LWITamMiB, MOTOBLLEHb abo iHLINX
TabneTok y BUMYCK cepii: MapKyBaHb, YK/Io4aoumn 3aMiHy abo
6nicTepi; no 1 Mdpaiizep AopasaHHsa hapb Ana MapKyBaHHSA
6nictepy B dapmactoTikans /1/1C, niKapcbKoro 3acoby (3miHa wramnis,
KapTOHHIlA KopoobLi CLA; nepBuHHe, NOTOBLLEHb ab0 iHLWMX MapKyBaHb) (3MiHa
BTOPVHHE NaKyBaHHS, Hanucy Ha TabneTkax YOpHUIOM Ha Hanuc
KOHTPO/b SKOCTI, LUSIAXOM TUCHEHHST) (TepMiH BBEAEHHS 3MiH
BUNYCK cepil: NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS);
Mdpaiizep 3MiHu | TUNYy - 3MiHK 3 siKocTi. FoTOBUIA
MeHodeKUYpPUHT nNikapcbkuii 3aci6. KOHTpoib roToBOro
[Joiunena rmoéxX, nikapcbkoro 3acoby. 3miHa napameTpis
HimeuunHa cneuudikavin Ta/abo fonycTuMmnx Mex
roTOBOrO /ikapCbKoro 3acoby (iHLi 3MiHK)
(He3HauHi 3miHM y cneuundikauii 13 3a
nokasH1kom «Onucs», ockinbku 3i cknagy M3
BU/TyYa€ETbCSA YEPBOHE YOPHUIIO -
3aTBEpAXEHO: «Big 6inoro Ao maiixe 6inoro
KONbopy i3 Hanncom «ZYVOX 600 mg»;
3anponoHoBaHo: «Big 6inoro Ao maixe
6in10ro Ko/1bopy Tab1eTKN BKPUTI 060/TOHKO
i3 TUCHEHHAM «ZYV>» 3 0fHOro 60Ky i «600» 3
iHworo) (TepmiH BBeAEHHS 3MiH NPOTSArom 6-
TW MicALiB NiCNsA 3aTBEPAKEHHS)
51. 3IKIAPA Kpem 3,75 % no MEJA Ab LBeuis 3M Xenc Kea Nimitep, Benvka BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3a UA/15272/01/01
250 wr B caule, no BpuTaHis 3MiHM | TUMy - 3MiHa HaliMeHyBaHHA Ta/abo peyenmom

14 cawe B
ynakoBLj

azpecy Micusi NPoBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IHOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBefEeHHS KOHTPOJ/IKO SKOCTI), abo
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
B/lacHuka mactep-tpaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/NPoOMKHOIo NPOAYKTY,
LLIO 3aCTOCOBYOTbCS Y BUPO6HULTBI ADI -
3MiHa Ha3BW BUPOGHUKA aKTUBHOI PEHOBWHM
(imikBimopg), 6€3 3MiHWN Micusi BUpOBHULTBA
52. 30/10PT® TabneTku, BKpUTI Mdpaizep IHk. CWA BMPOGHMLITBO, ITanis/ BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasiis: 3a UA/7475/01/01
NNiBKOBOO nepBuHHE Ta HimeuyunHa 3MiHu | TUnNY - 3MiHK 3 SKocTi. FoTOBMIA peyenmom

06010HKO0, Mo 50
mr; no 14
Tabnetok y
6nictepi, no 2
6nictepn y
KapTOHHIlA KopoobLi

BTOPVHHE NaKyBaHHS,
KOHTPO/b SKOCTI,
BUNYCK Cepil:
Xaynt dapma MlaTiHa
C.p.n., Itanis;
BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
Mdpaiizep
MeHtodek4ypuHr
[Loitunena rmoéxX,
HimeuunHa

nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHUL
BMPOGHMLTBA 15 YAaCTUHM ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
3acoby (AibHMUSA, Ha AKili NPOBOAATLCS
6yAb-AKi BUPOGHWYI cTagii, 3a BUHATKOM
BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO
Ta BTOPVHHOrO NakyBaHHs, A1
HeCTepWIbHUX NiKapcbknx 3acobiB)
(BBELEHHA A0AATKOBOI AiNbHULI
BMpOG6HMLTBA MNdhaiizep MeHoekuypuHr
[Hoiuneng Mm6X, HimewunHa) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-x MicsLiB micns
3aTBEPMKEHHS); 3MiHM | TUMy - 3MiHK 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOBGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA ANs
4yacTHM abo BCbOro BUPOBHMYOro npouecy
roTOBOrO NiKapcbKOro 3acoby (AinbHUUA Ans
NepBUHHOIO NakyBaHHS) (BBEAEHHS
[04aTKOBOT AiNbHULI BUpo6HMLTBa Mdpaiizep
MeHtodekuypuHr foiiuneHg M6X,
HimeuunHa) (TepmiH BBEAEHHS 3MiH MPOTArOM
3-x MicsLiB Micns 3aTBEPKEHHS); 3MiHN |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBe/leHHs1 OAATKOBOI AiNbHULL BUPOBHMLITBA
NS YacTHM abo BCbOro BUPOBHNYOro
npoLecy rotToBoro Nikapcbkoro 3acoby
(BiNbHULA AN BTOPUHHOIO MakyBaHHS)
(BBELEHHA A0AATKOBOT AiNbHULI
BMpOG6HULTBA MNdhaiizep MeHoekuypuHr
[Hoiuneng Mm6X, HimewunHa) (TepMiH
BBEEHHS 3MiH NPOTAroM 3-x MicsLiB micns
3aTBEPMKEHHS); 3MiHM | TUMy - 3MiHK 3
akocTi. FoToBwWiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6 (iHLi
3MiHW) (KOPEKTOPCLKI NpaBKW B ONUCI
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nakyBaslbHVX KOMMOHEHTIB Ta B HOMepax
meTogiB igeHTudikayii B po3gini 3.2.P.7.
CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6;
X BigNoBigHi cneuudikadii Ta aHaniTUYHI
MeToAMN 3aNNWNANCA HE3MiHHUMMK) (TepMiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK 3
sKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHa iMNopTepa/3MiHu, Lo
CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/II0
AIKOCTi rOTOBOrO JlikapcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHMKA, WO BigNoBigae
3a BBE3€eHHA Ta/abo BMnyck cepii) -
Bktoyaroun KOHTPOb/BUNpo6yBaHHS cepii
(BBELEHHA 00AATKOBOT AiNbHULI
BMpO6HMLTBA lMdhaiizep MeHoekuypuHr
[oiuneng Mm6X, HimewunHa) (TepmiH
BBEEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEepPKEHHSR); 3MiHuM I TNy - 3MiHK 3
sKocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHM y
BUPOGHMUTBI. 3MiHU y MpoLeci BUpO6HULTBA
rOTOBOrO JIiKapCbKOro 3acoby, BKIYaUn
NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCA NpY
BMPOOHULITBI FOTOBOTO J1iKAPCLKOro 3acoby
(cyTTeBa 3MiHa y npoLeci BUPO6HMLTBA, sika
MOXe MaTu iCTOTHWI BNMB Ha AKICTb, 6e3neky
Ta ePeKTUBHICTb JIiKapCbKOro 3acoby) (3miHu
y BUpo6Hnyomy npoueci (p. 3.2.P.3.3.)
roTOBOrO /iKapCbKOro 3acoby y 3B’A3KY 3
peecTpaLlieto 404aTKOBOr0 BUPO6HYMKa
Mdpaiizep MeHodekuypuHr foiiuneng M6X,
HimeyuunHa: - 3amiHa rpaHynsaTopa 3 Masium
3yCUNNAM 3CyBY/TOPU3OHTaIbHOMO
rpaHynisTopa Ha rpaHynsaTop 3 BEMKAM
3yCUNIAM 3CyBY/BepTUKaUIbHUI FPaHyNsTop
(eTan 2 Bupo6HUYoro npotiecy — Bonora
rpaHysisLis akTMBHOI CyMiLLi); - AofaBaHHA
eTarny npocitoBaHHA HEaKTUBHOI CyMilli nepeq,
I NOEQHAHHAM 3 aKTVBHOK CYMILLILLIO; -
3amiHa nogpibHoBaYa y4apHOro/MoaoTKOBOro
Tuny (eTan 4- NpocitoBaHHS aKTUBHOI CyMiLLIi)
Ha cuToBMIA NoapiGHIOBay/noapi6HIOBaY TNy
KpunbyaTku, Wo obeptaetbes (eTan 4 1a 6 —
NPOCIitOBaHHS aKTUBHOTO rPaHyNATY i
HeaKTVBHUX CyMilleit); - 3amiHa V-nogibHoro
3milmyBaya (eTan 6 — 3MmilLyBaHHSA aKTVBHOMO
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rpaHynAaTy i 06po6KM HEAKTUBHOI CyMiLLi Ta
eTan 7 — 3MillyBaHHS rOTOBUX TabneTok) Ha
Tamb6nep-3millyBad (etan 6a — 3MmiLLlyBaHHS
aKTVMBHOI i HEAKTUBHOI CyMilli Ta eTan 7 —
3MillyBaHHS rotoBux Tabnetok) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPKEHHS)
53. 30OMETA® pO34uH Ans Hosaprtic ®apma LLBeiuapis HosapTic ®apma LLiBefiuapis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/8368/02/01
iHdpy3iiA, 4 mr/100 Al LTeitH Al 3MiHu || TUNYy - 3MiHK A0 IHCTPYKLT ANs peuenmom
w1 no 100 mny MeAUYHOro 3aCToCcyBaHHA y po3gin “MobivHi
dhnakoHi; no 1 peaxuii”. BBeeHHSA 3MiH NpoTArom 3-x
hnakoHy B MiCAILiB Micnsa 3aTBepAKEHHS
KOpoOL,i 3 KApTOHY
54. IBAB-7,5® TabneTku, BKpUTI CKAH BIOTEK IHais BadgHa IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/13834/01/01
N1iBKOBOIO nTa dapmacstoTikanc T4, 3MiHK | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, N0 HasBW Jlikapcbkoro 3acoby (byno - IBAB-7,5)
7,5 mMr no 14
Tabnetok y
6nictepi, no 2
6nictepu B
KapTOHHiiA
yNakoBLUi
55. IBAB-7,5® TabneTku, BKpUTI CKAH BIOTEK IHais BadgHa IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/13835/01/01
N1iBKOBOIO nTa dapmacsbtoTikanc f1a. 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
060/10HKOI0, MO Ha3Bu nikapcbkoro 3acoby (6yno - IBAB-7,5)
7,5 mr in bulk
Ne1000: no 1000
Tabnetok y
nonieTnaeHoBoMy
naketi, no 1
nakeTy B
KOHTeliHepi; in
bulk Ne 1400: no
14 TabneTok y
6nicTepi, no 100
6nictepiB y
KapTOHHI
ynakoBLi
56. IBODPA cnpeii HasanbHWiA, Na6opatopii ®paHuisa CodpapTekc PpaHLin BHECEHHS 3MiH 40 peecTpalinHux maTepiasiis: 3a UA/2830/01/01
po3uumH 8000 Bywapa 3MiHM | TuMy - 3mMiHa y MeTogax peyenmom
MO/mn no 15 mny Pekopparti BMNPOBYBaHHSA rOTOBOTO JIIKAPCLKOro 3acoby -

pnakoHi 3
posnuatoBayem,
no 1 chnakoHy B
KapTOHHI Kopobui

He3HauHi 3MiHY B METOAML Ki/IbKiICHOTO
BM3HAYEHHS dopamileTnHy cynbdary; 3MiHu |
TUMy - 3MiHa napameTpis cnevudikawii
Ta/abo fonyCTMMUX MEX rOTOBOro
NiKapCcbKoro 3acoby (3BY)XEHHSA AOMYCTUMMUX




68

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
MEX) - 3BY)XXEHHS NiMITIB B cneuundikauii Ha
TepMiH NpUAAaTHOCTI
MeTunnaparigpokcnbeHsoary,
[OMOBHEHHSA PO3paxyHKOBOI chopmyn
nepepaxyHKOM Ha YMCTOTY CTaHAapPTHOro
3paska; CynyTHs 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMKEHNX METOAaX
BMNPO6YBaHHSA)
57. IHAOMETALINH- TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH 40 peecTpaliiniHux MmaTepiasis: 3a UA/5763/01/01
3400POB'A 060/10HKOI0, 06MexeHot BMPOGHMLITBA, 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHWN. 3MiHa peyenmom

KMLLKOBOPO3YMHHI BiANOBIAALHICTIO KOHTPO/b SKOCTI, HaliMeHyBaHHs Ta/abo agpecy Micus
no 25 wmr, no 10 "®apmMaueBTNYHa BUWMYCK Cepii: NPOBaKEHHS AiSNIbHOCTI
TabneTok y KoMnaHis ToBapwvCTBO 3 BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro
6nictepi, no 3 "3popoB'a” 06MeXeHo 3aco0by, BKIKYaK4MN AiNbHULL BUNYCKY cepii
6nictepu y BiANOBIAAILHICTIO abo MmicLe NnpoBefeHHS KOHTPO/TH0 SKOCTI.
KapTOHHIiA "papmMaueBTNYHa (misnbHICTB, 3a AKy Bignosigae
Kopob6ui; no 30 KoMnaHis "3gopos'a”, BMPOBHUK/IMNOPTEP, HE BKIOYAKYN BUMYCK
Tabnetok y YkpaiHa; cepiii) (MpvBeAeHHs agpecu Micua
6nicTepi, no 1 BCi cTagii NpoBapKeHHA Y BiANOBIAHICTb 40 NiLeH3ii Ha
6nictepy y BMPOBHULTBA, BUPOGHMUTBO); 3MiHU | TUNy - 3MiHW 3 AKOCTI.

KapTOHHIl Kopoobui

KOHTPONb AKOCTI:
ToBapucTso 3
06MexeHot
BiANOBIAAILHICTIO
"®APMEKC Irpyn",
YKpaiHa

[oTOBWIA Nikapcbkunii 3aci6. KoHTposb
roTOBOrO JlikapcbKoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo
[0MyCTUMMX MEX FOTOBOTO NiKapCbKoro
3acoby (foMoBHeHHS cneuudikalii HOBUM
NOKa3HUKOM 3 BiNOBIAHUM METOAO0M
BMNpo6yBaHHS) ([oNoBHEHHS creumdikavi
Ta MeToAiB BunpobysaHHsa /13 n.
"lpeHTudpikauis TutaHy giokena'(6apBHUK y
cknagj cyxoi cymiwi "Akryl-eze white"); 3miHn
| TNy - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKuii
3aci6. KoHTpOo/1b rOTOBOro NiKapcbkoro
3acoby. 3MiHa y meTogax BUNpobyBaHHsS
roOTOBOrO NiKapPCbKOro 3acoby (OHOBIEHHS
npoeaypy BUNpo6yBaHHS A1 NPUBELEHHS Y
BIANOBIAHICTb 3i 3MiIHEHOIO 3arasibHOK
ctatTeto AdY abo €sponeiicbKoi
hapmakonei) (OHOBNEHHS npoueaypu
BMNPOOGYyBaHHS 3a T. "CepegHa maca”
(BHeceHo nocunaHHa AdY 2.9.5); 1. "Tanbk,
TUTaHy AioKCua, KPEMHIIO fioKcna KONoigHUIA"
(B1nyyeHo nocunaHHs Ha [dY nepLuoro
BUAAHHSA, 3MiHN )OPMY/IIOBaHHSA MeToAy
BMNPO6YBaHb); 3MiHW | TUNY - 3MiHW 3 AKOCTI.
oTOBWI1 NNikapcbkunii 3aci6. KoHTposb
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roTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHK) (HE3HAYHI 3MiHK
napameTpiB cneuudikauii Ta MeTogis
BUNpo6yBaHHsa 13 T. "Onuc" ( BUnIy4eHo
TEPMiH "MypMYpOBICTb" i BKpan/IeHHS), 3MiHN
B IHCTPYKL,i
T. "OAHOPIAHICTb [030BaHNX
oAVHMLE"(2.9.40) 3miHa dhopmyoBaHHA
mMeToay BMNpobyBaHb) (TepMiH BBeAEeHHS
3MiH NpoTAroM 3-x micsauis nicns
3aTBepmxeHHs) CynyTHS 3MiHa - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKapCbKoro 3acoby. 3miHa y
MeToAax BUNPoGYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBepLKEHNX MeToAax BUNPOOYBaHHS);
3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTpOob AONOMIKXHMX
peyoBuH. 3MiHa NapameTpiB cnevuudikauiii
Ta/abo fonycTMMmNX Mex ANs [ONOMIKHOT
peyoBuHM (iHWi 3MiHK) (3MmiHa y cneumdikau,i,
MeToAax BUNpo6yBaHb AOMOMIXHOI PEeYOBUHN
[ONA BXiAHOr0 KOHTPONtO: -BapBHMK XK0oBTWiA
3axig FCF (E110) 3a n. "PeyoBuHu,
Hepo34MHHI y BoAi", "KifibkicHe BU3HAUYEeHHS
(axTBHWIA 6apBHUK) ", -Cyxa cymil «Acryl-
eze white» 3miHun 3a .
"laeHTudikauis'(BHeceHo BUNPO6yBaHHA o1
TUTaHyZAioKcuay), BUMy4YeHo n.
"[ncnepcHictb". CynyTHA 3MiHa - 3MiHK 3
sKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX PevyoBUH. 3MiHa y MeToAax
BMNPOGYBaHHA JOMOMDKHOI PEYOBUHM (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BKIHOHatoUn
3amiHy abo gogasaHHs); 3MiHu | Tuny - 3MiHK
3 aKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponelickkiii
thapmakonei/moHorpadii. 3mMiHun, nos'A3aHi 3
HeoOXiJHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi
thapmakonei, abo iHLOI HaLioHa/IbHOI
hapmakonei gepxasu E€C (3miHa y
crneundikalisx, nos'asaHa 3i 3amiHamy B 1dY,
ab0 Eponeiickkin dhapmakonei, abo iHwWil
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HaujoHanbHIli hapmakonei gepxasu €C)
(He3HauHi 3MiHM y 3aTBEpPXEHUX MeToAax
BMNPOOYBaHb AONOMIXHOT PEUOBUHN: -
Kpoxmasib KyKypya3siHWiA NnprBeAeHHs
cneumdikauii, MeToAiB BUNpoGyBaHb 3a .
"loeHTudpikauis A, "CTOPOHHI SOMILLKM
BiANOBIAHO A0 BMMOr MOHorpadii gjroyoro
BuaaHHsa EP; n. "Mikpob6ionoriyHa uncrora”
npuBefeHHs cneundikadii, metosis
BMNpo6yBaHb BiAMOBIAHO A0 BUMOT 3arasibHoi
MoHorpadii fitouoro BugaHHs EP - MarHito
cTeaparT 3MiHM y cneumdpikauii 3a n. "Onuc”,
BHeceHO n. "Po3mip yacTok" BignoBigHo 8o
BVMOTr MOHorpadii Ajtovoro BugaHHs EP -
KpocnoBifoH n. Pe4YoBMHY, L0 PO3YMHHI Y
Boai", "[omiwka A, "KinbkicHe BU3Ha4eHHs",
BHeceHo n. "TigpaTyBaHHs", "O6’em
ocapKeHHs" BIANOBIAHO A0 BUMOr MOHOrpadii
giroyoro BugaHHA EP; - Tanbk n. "Kanbuin®,
"CBuWHeUpb" npuBeAeHHs cneuudikaii,
MeToZiB BUNpobyBaHb 4,0 BUMOT MOHOrpadii
aitoyoro BnaaHHsa EP - BapeHuk XXoBTuit
3axig FCF (E110) BHeceHoO n.
"Mikpob6ionoriyHa yncroTa" BignosigHO A0
BVIMOr 3arasibHOI MOHorpadii gitouoro
BuAaHHsa EP - Cyxa cymiw Acryl-eze white n.
"Mikpo6ionoriyHa yncToTa" npuBeLeHHs
cneupudikauii, MetToais BUNpPobyBaHb
BiANOBIAHO A0 BMMOr MoHorpadii gjtoyoro
BuAaHHA EP) CynyTHA 3MiHa - 3MiHU 3 AIKOCTI.
[oTOBWIA Nikapcbknit 3aci6. KoHTposb
[OMOMDKHUX PeyoBMH. 3miHa y meTodax
BUNPOBYBaHHA AOMOMIXHOI PEHOBUHM
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPOGYBaHb); 3MiHKM | TMNy - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI €BpONenchbkili
thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
HeOobXIifHICTIO NPUBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii AdY a6o €Bponencbkoi
thapmakonei, abo iHLOI HalioHa/TbHOI
thapmakonei gepxasu €C (3miHa y
cneumdikauisix, NoB'A3aHa 3i 3aMiHOK BUMOT
MoHorpadii APY abo iHLWOi HaLioHanbHOT
thapmakonei gepxasu €C Ha BUMOrn

MoHorpadii €Bponeiicbkoi hapmakonei)
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(HesHauHi 3MiHM y 3aTBEpAKEHNX MeTodax
BMNpo6yBaHb, 3aMiHa BuMor JdY Ha BUMor
EP Ana ONOMKHVX PEYOBUH: - KDEMHIO
Aiokcua, KonoigHuiA 6e3BOAHWIA , MarHito
CTeaparT, Lentoo3a MikpoKpucTamuHa,
KPOCNOBIAOH, Tasbk N. "MikpobionoriyHa
yucToTa" - NakTosa , MoHorigpar n.
"Po3unHHicTb", "laeHTudikauia A,B",
"Mpo30opicTb po3unHy", "3abapBneHHs
po3yMHy”, "ONTUYHa rycTmHa",
"MikpobionoriyHa unctoTa”, BHECEHO .
"Po3mip yacTok", "HacunHa ryctvHa Ta
rycTUHa MiC/1a 0CaKeHHS NMOPOLUKY");
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuH. 3MiHa y MeTogax B1npobyBaHHs
[OOMOMIKXHOT peYOBUHN (HE3HAYHI 3MIHU Y
3aTBEPMXEHNX METOAaX BUNPOOYBaHb);
3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMiA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMYyCTUMUX MEX NEPBUHHOI YNakoBKY
roTOBOr0 Nikapcbkoro 3acoby (iHLUi 3MiHK)
(OHoBnEeHHsA p. 3.2.P.7 Cuctema ynakoBku: -
nniBka NoniBiHINX0pUAHA 4151 BUTOTOB/IEHHS
Tapu nig xap4osi npoaykTv Ta /13 3a n.
"Mikpob6ionoriyHa uncrorta" - donbra
a/TloMiHiEBA 3a M. "30BHIiLWHI BUrIag",
"Mikpob6ionoriyHa ymcTtoTa"; BU1y4eHo
"npasuna npuinomy") CynyTHs 3MiHa - 3MiHK 3
AKocTi. [oToBwMiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa y
MeTofax BUNPOOYBaHHS NEPBNHHOT YNakoBKM
roTOBOrO JlikapCcbKoro 3acoby (iHLi 3MiHW y
MeToAax BUNpobyBaHb (BK/IOYAKUUN 3aMiHy
abo gopasaHHs); 3MiHW | TURy - 3MiHK 3
AKocTi. [oToBwMiA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
noctavasibH1Ka nakyBasibHUX maTtepianis abo
KOMMNIEKTYUMX (FKLLO 3a3Ha4YeHO B [OCbE)
(3amiHa abo fofaBaHHA nocTavasibHUKa)
(JopaBaHHs nocTavasnibHuka AT "
TexHonoris" YkpaiHa, TOB " Antpeiig",
YKkpaiHa [0 3aTBeppKeHuX noctavyasibHuKIB

NepPBUHHOIO NakyBaHHA (oNbrv aloMiHIEBOI)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
BAT «Pycan CasiHan», Pocilicbka
degepauis); 3MiHM | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
rOTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco6y (BHECEHHS 3MiH [0 [OCbE Micns
OHOBJ/IEHHS 3araslbHOT CTaTTi Ha rOTOBY
nikapcbky dpopmy y AdY/EBponeiichkiii
dapmakonei) (MpuBeaeHHs cneundikaii,
MeTogiB BMnpo6ysaHb /13 g0 BUMOr AjtoHoro
BUAaHHA DY T. "Po3umHeHHs" (4PY 2.9.3) ,
"MikpobionoriyHa uncrora"(4Py. 5.1.4,
2.6.12,2.6.13); - BBEAEHHS NOCUIAHHA Ha
aitoye BugaHHa AdY 3a HacTynHumu p. "
laeHTudikanis. lHogomeTayin", "
laeHTudikauisa. XosTwuii 3axig FCF",
"Po3nagaHHsa", "CynpoBigHi fOMiLLKn",
"Po3unHenHs. KucnotHa cragis', "KinbkicHe
BM3HauYeHHsA") CynyTHs 3MiHa - 3MiHU 3 SKOCTi.
[oTOBWIA Nikapcbkmii 3aci6. KoHTposb
rOTOBOrO JliKapCbKOro 3acoby. 3miHa y
mMeTogax BUNpobyBaHHSA rOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPoOyBaHHS)
58. KAHABIT pO34uH Ans BB ®apma a.c. Yecbka EiiuBiEm ®apma c.p.o. CnoBaubka | BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/12630/01/01
iH'ekujin 10 mr/mn Pecny6nika Pecny6nika 3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuenmom
no 1 mn B amnyni HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
KOPWYHEBOrO CKNa; (BNacHvka peecTpauiiHoro NocBig4YeHHs)
no 5 amnyn (3miHa agpecu 3anBHUKa); 3MiHU | TUNy -
BMILLYOTb B AfMiHicTpaTuBHI 3MiHK. 3miHa kogy ATX
ynakoBKy 3 MJ/1iBKN (BHECEHO [0 PO3Ainy IHCTPYKLUIT
PVC;no 1 "®apmakoTepanesTnyHa rpyna. Kog ATX".
N1acTUKOBIi HasBy dhapm.rpynu ytouHeHo, kog ATX
ynakosL|i B 3MiHeHO BIAMNOBIAHO [0 KnacugikaTopa
KapTOHHIlA KopooLi hapm.rpyn i kogis ATX BOO3) (TepmiH
BBE/EHHS 3MiH MPOTAroM 3-X micsiB nicns
3aTBEPKEHHS)
59. KBALEBIT® TabneTku, BKPUTI MAT "KuniBcbkuii YkpaiHa MAT "KuiBcbKuiA YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/8633/01/01
NAiBKOBOIO BiTaMiHHWIA 3aBoA" BiTaMiHHMIA 3aBo4" 3MiHK | TUNy - 3MiHa y MeTogax peyenma
060/10HKO0, No 10 BMMPOOYBaHHA rOTOBOTrO NiKapCbKOro 3acoby
TabneTok y (He3HayHa 3MiHa y 3aTBeppkKeHnX meTofax

6nictepi, no 3

6nicTepy B navL;
no 15 tabneTtok y
6nicTepi; no 4 abo

BMNPOOYBaHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
6 6nicTepiB y
nayui
60. KBETUPOH XR Tabnetku TOB "dapma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/14089/01/03
50 MPOJIOHroBaHoI Aji Crapt” 3MiHu | TURY - 3MiHK Woao peyenmom
no 50 mr, no 10 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
TabneTtok y (iHWi 3MiHW) (BUTYYEHHS TEKCTY MapKyBaHHS
6nictepi; no 1 abo POCIICbKOK MOBOIO, 3 pPaHill 3aTBEPAKEHOTO
no 3, abo no 6 YKPaiHCBKOIO Ta POCICLKOI0 MOBamK, a TakoX
6nictepiB y nauui BHECEHHS 10roTUNy KoMnaHil Ta iHwoi
3 KapTOHY TEXHiYHOI iHchopMmaL,ii Ha NepBUHHY Ta
BTOPWHHY ynakoBku) (TepMiH BBEEHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/IA 3aTBEPAXKEHHS);
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHWi 3miHW) (BHECTU 3MiHW B IHCTPYKLi0 AN
MeAUYHOro 3acTocyBaHHs iHhopau,ii Woao
KOHTaKTIB i3 NMUTaHb LWo0 6e3nekn Ta
no6ivHMX edpekTiB Tay p. "Ynakoska" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI MapKyBaHHS
ynakoBokK) (TepMiH BBEAEHHS 3MiH NPOTATOM
6-TW MicALIB Nicnsa 3aTBEPKEHHS)
61. KOrHYMm Tabnetkn no 500 MAT "KuiBcbKkuii YkpaiHa MAT "KniBcbknii YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/13717/01/02
mr no 10 TabneTtok | BiTamiHHWIA 3aBOA" BiTamiHHWI 3aBoA” 3MiHW, L0 NOTPeOYOTb HOBOT peecTpavii peuyenmom
y 6nicTepi; no 5 (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460).
6nicTepiB y nayui 3MiHa cunu aii, nikapcbkoi hopmm Ta cnocoby
3aCTOCYBaHHA: 3MiHa abo foAaBaHHA HOBOT
Lii/po3BefeHHs: foaatkosa [03a)
MepiognyHICTb NoAaHHA perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 34iicHeHHs1 hapmakoHaraagy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Haka3sy
MiHicTepcTBa OXOPOHM 3[40PO0B’st YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb -
BiAANOBIAHO [0 NepPioANYHOCTI AK ANs
NiKkapcbKoro 3acoby nicns gepXxaBHOT
peecTpauii B YkpaiHi, K y nepLuiii kpaiHi
CBITY.
62. KOMNAKCOH®- pO34uH Ans TeBa I3painb BMPOGHMLITBO 3a I3pains/ BHECEHHS 3MiH 40 peecTpaliiHux MmaTepiasiis: 3a UA/6307/01/01
TEBA iH'ekwii, 20 mr/mn $apmaueBTikan NOBHWUM LUKOM: Benuvka 3MiHu 1l TUny - 3MiHu Woao peuyenmom
nolmny IHpacTpi3 74, Tesa ®apmaveBTikas Bputanis/ 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
nonepegHL0 IHgacTpi3 /T4,., Higepnangn BHeceHHs1 abo 3MiHa(1) A0 3060B'A3aHb Ta
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

HanoBHeHOMY I3pains; / YMOB BuAaui peecTpauiliHoro nocsigyeHHs,

wnpuui; no 1 BMPOGHMLITBO 3a YropwuHa/ BK/IIOYatoum MnaH ynpasniHHA pusnkammu

wnpuuy B NMOBHWUM LMK/IOM: I3painb (3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)

KOHTYPHIi AMBEKC noAasIbLIOro 06r'pyHTYBaHHSA HOBUMMU

YapyHKOBIl dapmackloTrkans oK, [04aTKOBMM JaHVMU, L0 MaloTb Hajasatucs

ynakosLi; no 28 Benvka bputaHisi; KOMMNETEHTHNUM OpPraHoM, OCKi/IbKU

LNpuLiB Y KOHTPO/Ib cepii (noBHe BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM

KOHTYPHUX TeCcTyBaHHs, opraHom) (BukoHaHHs1 3060B's13aHb

YapyHKOBUX BK/THOHAKOUN Ha BignoBigHO A0 NianyHKTY 1.13 nyHKTY 1,

ynakoBkax y
KapTOHHIlA KopoobLi

CTEPW/IbHICTb Ta
bakTepianbHi
©HA0TOKCUHN, ane
oKpiM 6ios10riyHOro
TECTYBaHHS):
$apmaxemi b.B.,
Higepnangu;
KOHTPO/b cepii (TiNbKu
6ionoriuHe
TECTYBaHHS):

AT dapmaueBTUUHNI
3aBof TEBA,
YropLumHa;
KOHTPO/b cepii (TiNbKu
6ionoriuHe
TECTYBaHHS):

AT dapmaueBTUYHNI
3aBof TEBA,
YropLumHa;
KOHTPO/b cepii (TiNbKu
MikpoGiosnoriuHe
TECTYBaHHS):
TeBa ®apmaveBTikas
IHpacTpi3 NT4,.,
I3pains;
KOHTpO/b cepii
(aHanitnyHe
TECTyBaHHs Ta
BUBYEHHSA
CTabisIbHOCTI):
MnaHTtekc 14,
13painb;
KOHTPOb cepil (Tinbkn
6ionoriuHe
TECTYBaHHS):
AGIK /lT4., 13pains;
KOHTpPO/b cepii

nignyHkTy 2.3 NyHKTY 2 gogatky 15 go
MopsiaKy NpoBeAEeHHS eKcnepTu3n
peecTpauiiiHux MaTepiasiiB Ha Nikapchbki
3aco6w, Lo NojatTbCs Ha AePXKaBHY
peecTpadjiio (MepepeecTpaLiio), a Takox
eKcnepTM3n Mmartepiasiis NPo BHECEHHS 3MiH
[0 peecTpaviiHnx MmaTtepiasiiB NnpoTarom gii
peecTpauiiHoro NocBig4YeHHs,
3aTBepxeHoro HakasoMm MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
(aHaniTnyHe
TecTyBaHHs Ta
BMBYEHHSA
cTabinbHoCTI):
Asist Kemikan
IHpacTpi3 NT4,.,
I3painb
63. KoconTt Kpansi oYHi, CaHTeH AT PiHNAHAIA Na6opaTtopii Mepk PpaHuis BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/12581/01/01
pO34MH Mo 5 MmNy LWapn i Joym Ln6pe 3MiHW | TUNY - AQMIHICTPATUBHI 3MiHN. peuenmom
na1acTUKOBOMY BunyyeHHs BUPO6GHMYOT AinbHULI (BKIHOYAKOUM
donakoHi Tuny OinbHUUi ana A®l, npomikHOro npoAykTy abo
OkymeTp Mnoc®, roTOBOrO liKapCbKOro 3acoby, AiNbHuLi Ans
no 1 chnakoHy B NpoBeAEHHS NaKyBaHHS, BUPOOHMKaA,
KapTOHHIlA KopoobLi BiANOBIAa/IbHOrO 3a BUMYCK Cepiii, MicLe
npoBeAeHHS KOHTPOo cepii) abo
noctavajibH1Ka BUXigHoOro marepiasny,
peareHTy abo A0MNOMiXHOI Pe4OBMHY (AKLLO
3a3HayeHo Yy [0Cbe) (BUyYEHHS BUPOBHMNYOT
AinbHuui Mepk Wapn i floym B.B.,
HigepnaHaw) (TepmiH BBe4EHHA 3MiH
npoTAarom 3-X MicsLiB Nicns 3aTBepKEHHS)
64. NAKTOBIT kancynu no 10 Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/0160/01/01
POPTE Kancyn y 6nictepi; NimiTeq BpuTaHis dapmacbloTukanc 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
no 3 6nictepu B Mpisart NimiTeq, HalimeHyBaHHs Ta/abo agpecu micus
KapTOHHIN NPOBaZKEHHS AiS/TbHOCTI
Kopo6ui; no 7 BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
Kancyny énictepi; 3ac06y, BKIIOYAUN [ibHUL BUNYCKY cepii
no 2 abo no 4 abo Micue NPoBeAEHHST KOHTPOJHO SIKOCTI.
6nictepu B (OisanbHICTb, 3a Ky Bignosigae
KapTOHHIA KOpO6L BMPOGHUK/IMNIOPTEP, BK/IOYAOUN BUMYCK
cepii) (3miHa agpecu BupobHuka N'M13 Menpo
dapmacbtoTukanc MNpisart Jlimites, 6e3 3miHu
Micus BUpo6HULTBA) (TEpPMIH BBEEHHS 3MiH
NpoTSArom 6-T MiCSILiB Mic/s1 3aTBEPAKEHHS)
65. NAMI®EH Tabnetkn no 250 MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/6136/01/01
Mr, N0 7 TabneTok "®ITODAPM" 3MiHM | TUny - 3mMiHa y MeTofax peyenmom

y 6nicTepi, no 1
a6o 2, abo 4
6nictepn y nauui 3
KapTOHY

BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(oHOBNEHHA npoLeaypy BUNPobyBaHHA Ans
npuBeeHHs Y BiANOBIAHICTb 3i 3MiHEHOIO
3arasibHot cTatTelo Y abo EBponeicbKoi
hapmakonei); CynyTHs 3miHa: 3miHa
napameTpiB crneuudikaLiii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco6y (BHECEHHS 3MiH 10 JOCbE Micns
OHOBJ/IEHHS 3arasibHOI CTaTTi Ha roToBYy
nikapcbky chopmy y AdY/EBponeichkii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
hapmakonei)
66. NE®HO® TabneTku, BKpUTI KYCYM IHais Kycym Xentxkep MsT IHais BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/6367/01/02
060/10HKO10, M0 20 XENTXKEP MBT. nrth 3MiHu Il TUny - 3MiHK Woao peuenmom
mr, no 10 nTa. 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Tabnetok y BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
6nictepi, no 3 YMOB Buaui peecTpauiiiHoro noceigyeHHs,
6nictepu y BK/OYatoun MnaH ynpasniHHA pu3nkamu
KapTOHHIA (3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
ynakoBLi noAanbLIoro 06rpyHTYBaHHA HOBMMU
[04aTKOBMM AaHVMU, L0 MarTb HagaBaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BUMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) (BuKOHaHHSi 3060B'si3aHb
BignoBigHO 40 NianyHKTY 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no
Mopsaaky NpoBeAEeHHS ekcnepTuan
peecTpauiiHux MaTepiasiB Ha Nlikapchbki
3aco6u, LU0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKcrnepTm3n martepiaslis NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis npoTarom aii
peecTpauiniHoOro NocBigYeHHs,
3aTBepxkeHoro Hakaszom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big,
23.07.2015 Ne 460)
67. MAHIT pO34uH Ans MpusaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/4535/01/01
iHdy3iin 15% no akujoHepHe TOBapUCTBO "[Hcpy3isa" 3MiHu | TUNY - 3MiHK 3 AKocTi. FoToBWMIA peyenmom
100 mn, no 200 TOBapucTBO nNiKapcbkuii 3aci6. 3mMiHNM y BUPOOHMLTBI.
M, no 400 mn 'y "IHcpy3ia" 3amiHa abo BBeAeHHS [,0AaTKOBOI AiNbHUL

nnsaLwkKax

BMPOGHMLITBA 151 YaCTUHM abo BCbOro
BMPOBGHNYOro NpoLecy roToBoro NikapcbKoro
3acoby (ginbHWLSA, Ha SiKili NPOBOAATLCSA
6yAb-AKi BUPOGHWYI cTagii, 3a BUHATKOM
BUNYCKY Cepii, KOHTPOSIIO AKOCTI Ta
BTOPWHHOTO MakyBaHHSA 415 CTEPUNbHUX
niKapcbknx 3acobis (BKIOYAKOYM BUPOG/IEHI
acenTUYHNM METOAOM), KPIiM NiKapCbKnx
3aco06iB 6i010r4YHOro/iMyHOOrYHOTO
NOXOKEHHS) (BBEAEHHS [OAATKOBOI AiNTbHUL,

BMPOGHMUTBA: YKpaiHa, 23219, BiHHMUbKa
0611., BiHHWLBKNMIA p-H, €. BiHHULbKI XyTOpWU,
BY/1. HemupiscbKe wwoce, 6. 84 A. Cxema,
TEeXHOJIOTiYHI CTagil BUPOGHMLTBA, NapaMeTpu
KOHTPO/1I0 B NPOLECi BUPOBHULITBA, PO3MIp
cepii He 3MiHIOTbCA. He3HauHi 3MiHY B

061a4HaHHI Bignosigatotb Bumoram GMP;
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Homep

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsioYeHHs

3MiHa BUKNafeHHs iHchopmauii y cxemi i onuci

BMPOGHMLUTBA) CynyTHSA 3MiHa - 3MiHM 3
siKocTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHN y
BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[04aTKOBOT AiNbHULI BUPOGHMLTBA AN
4yacTnHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO /iKapCbKOro 3acoby (AinbHuUA Ans
BTOPUHHOIO NakyBaHHs) - 3MiHW 3 SIKOCTI.
[OTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
roTOBOrO NiKapCbKOro 3acoby, BKIoYaoun
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOOGHULITBI FOTOBOrO /liKApPCbKOro 3acoby
(iHWi 3MiHW); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkumii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SAKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
abo gofaBaHHs BUPOOHUMKA, LLO BiANOBIAae
3a BBE3€eHHS Ta/abo Bumnyck cepii) -
Brk/itoyatoumn KOHTPOIb/BUNPOBYBaHHA cepii
(BBEAEHHA [,08aTKOBOI AiNbHULI KOHTPOO
AKOCTI | BUNyCKy cepii: YkpaiHa, 23219,
BiHHULbKa 061, BIHHALBKWIA p-H, €. BiHHWLbKI
XyTopw, Byn. Hemupiscbke woce, 6. 84 A.
(3aranbHa KiNbKiCTb YNakoBOK 3 HOBOHO
a/lpecolo CTaHOBUTb 5 LUTYK, L0 NOB'A3aH0 3
BVIKOPVCTAHHAM Y BUPOGHULTBI MASALLIOK ABOX
TVNIiB 3 AilaMeTpoM ropsioBuHM 17 Mm Ta 3
AiamMeTpoM ropsioBYHU 22 MM)

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasis:

3a

UA/12149/01/01

68.

MEAOIPENb

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKOH0, N0 75
mr, no 10
Tabnetok y
6nictepi, no 3
6nictepy B
Kopobui

Mepokemi NTA

Kinp

AkTasic /IT[, ManbTa;
BMPOGHMLITBO
Hepo3dacoBaHoro
NpPoOAyKTY, KOHTPOb
SAKOCTI, A03BiN Ha
BUNYCK cepil:
Megokemi T
(UeHTpanbHuii
3aBog), Kinp;
nepBuHHE Ta
BTOPVHHE NaKyBaHHS:
Megokemi NT], (3aBog

AZ), Kinp;

Kinp/
MasibTa

3MiHu | TUnYy - 3MiHK 3 sKocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHUL
BMPOGHMLTBA A/15 YaCTUHM ab0 BCbOro
BMPOBHMYOro NpoLecy roToBoro NikapcbKoro
3aco6y (AinbHWLA AN NePBUHHOTO
nakyBaHHs) (BBeLEeHHs A04aTKOBOI Ai/TbHULL
BUpo6HMUTBa Mepnokemi 1T/ (3aBog AZ),
Kinp (nepBuHHe nakyBaHHs) (TepMiH
BBEEHHS 3MiH NMPOTAroM 3-x MicsuiB nicns
3aTBEpXeHHS) CynyTHS 3MiHa - 3MiHM 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/IbHUL BUPOBHULTBA AN1A
4yacTuHM abo BCbOro BUPOGHUYOro npotecy

peyerimom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

roTOBOrO NiKapCbKOro 3acoby (AinbHuUA Ans
BTOPVHHOIO NakyBaHHS) (BBEAEHHSA
[04aTKOBOT AiNibHULL BUPOBHULTBA MefokeMi
NTA (3aBog AZ), Kinp (BTOpUHHE nakyBaHHS)
(TepmiH BBeAEHHS 3MiH MPOTAroM 3-X MicsiLiB
nicns 3aTBepKeHHs); 3MiHu | Tuny - 3miHn 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/0
SIKOCTi FOTOBOTO JIiKapCbKOro 3acoby (3amiHa
abo foJaBaHHS BMPOGHMKA, LU0 BiAnoBigae
3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KOHTPOnb/BUNpobyBaHHA cepii
(BBEAEHHA [OAATKOBOI AiNbHUL
BMpoGHMLUTBa Megokemi ITA (LeHTpanbHuii
3aBog), Kinp (KOHTpO/b SKOCTI, A03BIN HA
BMNyckK cepii) (TepMiH BBeAEHHS 3MiH
NPOTArom 3-X MiCALB NiCNa 3aTBePAXKEHHS);
3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMiA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI.
3amiHa abo BBeleHHA [0AAaTKOBOI Ai/TbHULL
BMPOGHMLITBA A4/15 YaCTUHU abo BCbOro
BMPOBGHNYOro NpoLecy roToBoro Nikapcbkoro
3acoby (ginbHMLSA, Ha siKili NPOBOAATLCSA
6yAb-AKi BUPOGHWYI CTagii, 38 BUHATKOM
BUWMYCKY Cepiii, KOHTPO/IIO SKOCTi, MEPBUHHOIO
Ta BTOPVMHHOTIO NakyBaHHSA, AN
HeCTepWIbHUX Nikapcbknx 3acobiB)
(BBEAEHHA [OAATKOBOI AiNbHULI
BMpoGHMLTBa Megokemi 1T (LeHTpanbHuii
3asop), Kinp (BupobHULTBO
Hepo3dacoBaHOro Npoaykty) (TepmiH
BBEJEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPKEHHS)

69.

ME/IBEK®

PO34MH ANa
iH'ekujin, 15 mr/1,5
mnnol5mMnB
amnynax, no 3
amnysnv B
KapTOHHIW
ynaxoBLi

HOBE/ INAY
CAHAI BE
TIOXKAPET A.LL.

TypeuunHa

lgon lnay Jonym
CaHai Be TigxapeT

TypeuunHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaKeHHA Aif/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro /likapcbKoro
3ac00y, BK1IOYAKUN [iTbHUL BUNYCKY Ccepii
abo micue NpoBefeHHA KOHTPOJIIO SKOCTI.
(gisanbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNIOPTEP, BK/IOYAOUM BUMYCK
cepiid). 3MiHu | TURY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta thapMakoHarnagy
(iHWi 3MiHW) - 3aMiHa rpadpiyHoro

3a
peyenmom

UA/3933/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

0(POPM/IEHHA NEPBUHHOI Ta BTOPUHHOI
yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
BignoBigHVMKM 3MiHaMu 0 po3ginis MKA N3
(po3gin «pachiyHe ohopMneHHS» 3aMiHEHO
po3ainom «MapkyBaHHS») Ta BHECEHHS 3MiH
[0 iHdhopMaLiT Woao aapecy BUPobHMKa Ha
BTOPWHHIN yNakoBL,i.

70. ME/TOKCUKAM- Tabnetku no 7,5 MAT "KuniBcbkuii YkpaiHa MAT "KuiBcbKuii
KB Mr no 10 TabneTtok | BiTamiHHWIA 3aBOA" BiTamiHHWI 3aBoA”
y 6nicTepi; no 1
abo 2 6nictepu y
nauui

YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/3921/01/01
3MiHu | TUny - 3MiHK Woao peuenmom
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHUX AaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHVX faHnx Npo cuctemy
thapmakoHarnagy, 3miHa yrnosBHOBaXKeHo
ocob6u, BiAnoBigabHOI 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
dhapmakoHarnsagy 3asaBHuKa Ans 34ilCHeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YyNOBHOB&XeHOi 0cobu,
BiANOBiAA/IbHOT 32 3AiACHEHHS
hapmakoHarnsgy (Bknoyakouy KOHTakKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) (ditoua
pefakuis - lo6poxoToB Bonogmmup
[oHaToBuny. MNMponoHoBaHa pepakuis - Konaga
BikTopist BikTOpiBHA. 3MiHa KOHTAKTHUX AaHUX
YNOBHOBaXEHOI 0co6U. 3MiHa agpecun
3[iACHEHHS1 OCHOBHOT AiSNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3HaxoKeHHs
macTep-gaiina); 3miHa 3asiBHMKa (B/lacHUKa
peeCTpaLiinHOro NocBig4YeHHs)

71. ME/TOKCUKAM- Tabnetkv no 15 mr MAT "KuniBcbkuii YkpaiHa MAT "KuiBcbKuii

KB no 10 TabneTok y BiTaMiHHWi1 3aBoA" BiTaMiHHWi1 3aBOA"
6nictepi; no 1 abo
2 6nictepu y navui

YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/3921/01/02
3MiHu | TURY - 3MiHK WoAao peyenmom
6e3nekn/eddekTVBHOCTI Ta hapMakoHarisay.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHuX npo cuctemy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoT
ocob6u, BiAnNoBigabHOI 3a 3A4iICHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi ocobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34ilCHeHHS
hapmakoHarnsagy B YKpaiHi, Ko BoHa
BiMiHHa Bif, yNMOBHOBaXEHOT 0CO6H,
BiANOBIAA/IbHOI 32 34iliCHEHHSA
hapmakoHarnsagy (Bkaovaouy KOHTaKTHi
OaHi) Ta/abo 3MiHM Yy po3MileHHI MacTep-
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
thaiina cuctemun thapmakoHarnsagy) (dirova
pepakuis - flobpoxoToB Bonognmup
[oHatosuu. MNponoHoBaHa pefakuis - Konaga
BikTopis BikTopiBHa. 3MiHa KOHTaKTHWUX AaHWX
yMNOBHOBaXeHOT 0cobu. 3miHa agpecu
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarniagy. 3miHa MicLe3Hax0oLKeHHs
macTep-haiina); 3miHa 3asiBHMKa (B/lacHuKa
peecTpauiiHoro NocBigYeHHs1)
72. MEHOBAS3VH PO34unH Ans MPAT YkpaiHa MPAT "®ITODAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 6e3 UA/8167/01/01
30BHILIHbLOIO "®ITOPAPM" 3MiHu | TUNY - 3MiHa y MeTogax peyenma
3aCTOCYBaHHS, BMNPOOYBaHHA rOTOBOrO NiKapCbKOro 3acoby
cnupToBuiA no 40 (He3HauHa 3MiHa y 3aTBepipKeHX meTogax
MN Y prnakoHax BMMNPOGYBaHHS); CyNnyTHS 3MiHa: 3MiHa
CKNsAHUX abo napameTpiB cneuudgikauii Ta/abo
nosliMepHnX [0NYCTUMUX MEX FOTOBOTO JTiKapCbKOro
3acoby
73. METUNNPEOHI3 TabneTtku no 4 mr, TOB "dapma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/3183/01/01
OJIOH-®C no 10 TabneTtok y Crapt" 3MiHM | TUNY - 3MiHW 40 IHCTPYKUiT ANs peyenmom
6nicTepi; no 3 MeAMYHOro 3aCTOCyBaHHA [0 pPO34iniB
6nictepn y nauyui "apmakonoriuHi BnacTnsocTi”,
KapTOHHIN "MpoTmnokasaHHA", "B3aemogis 3 iHWMK
nikapcbkMmn 3acobamu Ta iHLWi BUuan
B3aemogiji", "OcobnnBoCTi 3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "34artHicTb BN/MBaT Ha
LIBMAKICTb peakLii npy KepyBaHHI
aBTOTPaAHCMOPTOM a60 iHWMMK
mexaHizmamu®”, "Litn" (yTOYHEHHS
iHdhopmawii), "Mo6iuHi peakuii" 3rigHO 3
iH(hopMaLi€eto Woa0 MegnMyHoro
3acTocyBaHHA pethepeHTHOro NikapCbKoro
3acoby (MEAPO/, Tabnetku, MNdalizep
ITanis). BBeAeHHS 3MiH NpoTArom 3-x micsiuis
nicns 3aTBepkKeHHs
74. METUNNPEOHI3 TabneTtky no 8 mr, TOB "dapma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3a UA/3183/01/02
ONNOH-®C no 10 Tabnetok y Crapt" 3MiHM | TURY - 3MiHW A0 IHCTPYKLT Ans peyenmom

6nictepi; no 3
6nicTepn y nauui
KapTOHHI

MeAMYHOro 3acToCyBaHHA [0 Po3ainis
"apmakonoriyHi BnacTneocTi”,
"MpoTrnokasaHHsa", "B3aeMogis 3 iHLLUMK
nikapcbknmu 3acobamu Ta iHLWi BUAN
B3aemogijit", "Ocob6/MBOCTi 3aCTOCYyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rofyBaHHs rpyaar”, "3aatHicTb BN/MBaT Ha
LIBMAKICTb peakLii npy KepyBaHHI
ABTOTPAHCMOPTOM a60 iHWMMK
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
mexaHismamu", "[iTn" (yTouHeHHs
iHcbopmaw,ii), “Mo6iyHi peakuii” 3rigHo 3
iH(hopMaLieto LWoao MeAnuyHOoro
3acTocyBaHHs pethepeHTHOro NikapCbkoro
3acoby (MEAPO/, Tabnetku, MNdaiizep
ITanis). BBegeHHs 3MiH NpoTArom 3-x micsuis
nicns 3aTBepipkKeHHs
75. MET®OPMIH- Tabnetkn no 850 TeBa I3painb TOB TeBa MonbLia BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/7795/01/02
TEBA Mr rno 10 Tabnetok dapmaueBTikan OnepeiiwH3 Monaxg, 3MiHK | TUNy - 3MiHa y MeTogax peyernmom
y 6nicTepi; no 3 IHgacTpi3 14, BMNPOOYBaHHSA rOTOBOTO JTiKAPCLKOro 3aco0y -
6nictepu y 3MiHa aHaniTMYHOro metoay, LWwo
Kopobui BMKOPUCTOBYETLCA AN151 iAeHTUdikauii giroyoi
PeyYoBUHY Y FOTOBOMY MPOAYKTI — 3MiHV B
MeToAwMLj BUNPo6YyBaHHA rOTOBOrO
NiKapcbKoro 3acoby 3a NokasHNKOM
«laeHTudikauis»
76. MET®OPMIH- Tabnetku no 500 TeBa I3painb TOB TeBa MonbLia BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/7769/01/01
TEBA Mr no 15 Tabnetok dapmaueBTikan OnepeiiwH3 Monaxg, 3MiHK | TUNy - 3MiHa y MeTogax peyenmom
y 6nicTepi; no 2 IHgacTpi3 T4, BMNPOOYBaHHS rOTOBOTO JTiKAPCLKOro 3aco0y -
6nictepu y 3MiHa aHaniTMYHOro MmeToay, Lo
KopooLi BMKOPUCTOBYETLCA 415 iAeHTudikavi gitoyor
PEYOoBMHM y TOTOBOMY NPOAYKTI — 3MiHU B
MeToAwMLj BUNPobyBaHHA rOTOBOrO
NikapcbKoro 3acoby 3a NoKasHUKOM
«lpeHTndikauis»
77. MOJEN/b TabneTkn, BKpUTI TOB "TeBa YkpaiHa BMPOGHMLITBO HiMeuunHa/ | BHECEHHS 3MiH 0 peecTpauiliHix maTepianis: 3a UA/14091/01/01
NblOP 060/10HKOI0, M0 21 YkpaiHa" Hepo3dgracoBaHol Xopsaris 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT AN peyernmom
Tabnetuiy NPOAYKLii, NnepB1MHHA MeAMYHOro 3aCTOCYBaHHSA y PO3LiNn:
6nictepi; no 1 Ta BTOPUHHA "MpoTmnokasaHHA", "B3aemogis 3 iHWKMKN
6nictepy B Kopo6Li ynakoBKa, KOHTPO/1b niKkapcbknmy 3acobamu Ta iHLWi BUAN
AaKocTi: XaynT ®apma B3aEMOZji" BignoBigHO A0 OHOB/IEHOT
MtoHcTep TM6X, iHbopMmawii 3 6e3nekn 3acTocyBaHHA Aito4ol
HimeuumnHa; f03Bin Ha peyoBuHW. BBEAEHHSA 3MiH NPOTAroM 3-X
Bunyck cepii: MNIBA MiCALIB MiCNSA 3aTBEPAKEHHS
Xpsarcka f.0.0.,
XopBaris
78. MOP®IHY pO34MH Ans TOB "XapkiBCbke YkpaiHa TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 3a UA/5174/01/01
rigpoxnopruj iH'ekuiin 1%, no 1 hapmaueBTUyHe hapmaueBTUyHe 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
M B amnysi; no 5 nignpueMcTBo nignpueMCcTBo nikapcbkuii 3aci6. Cuctema
amnyn y 6nictepi; "3p0poB's "3p0poB's Hapoay" KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
no 20 6nictepiB y Hapoay" pO3Mipy ynakoBK/ roTOBOrO NMikapCbKoro

KOpPOO6Lii 3 KApTOHY;
no 5 amnyny
6nictepi; no 1
6nictepy y
KOpO6L,i 3 KApPTOHY;

3aco6y (3miHa KinbKOCTi 0ANHULbL (Hanpuknag,

TabneTok, amnyn TOLW0) B ynakoBLi:) - 3MiHa

y fiana3oHi 3aTBep4KeHNX PO3MipiB yNnakoBKu

(BBEAEHHA [,0AATKOBKX YNAKOBOK: N0 5 aMnyn
y 6icTepi; no 1 6nictepy y kopobui (Ne5
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
no 5 amnyny (5x1)); no 5 amnyn y 6nictepi; no 2 6nictepu
6nicTepi; no 2 y kopo6ui (Nel10 (5x2)) 3 BianosigHUMM
6nictepn y 3MiHamMu y p. "Ynakoska")
KOpoOL,i 3 KApTOHY
79. HA30O®PAH cnpeii HasanbHWiA, TeBa I3painb TeBa Yex IHOacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/6758/01/01
cycneHsis, 50 dapmaueBTikan c.p.o. Pecny6nika 3MiHu | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
Mkr/go3y no 120 IHpacTpi3 174, HalilMeHyBaHHs Ta/abo agpecu Micus
a6bo no 150 go3 y NpoBaKeHHA Aif/IbHOCTI
dhnakoHi; no 1 BMpO6HMKa/iMnopTepa roToBOro /likapcbKoro
donakoHy B 3aco6y, BKIYAKUMN AiNbHULL BUNYCKY cepil
KapTOHHIlA KopoobLi abo MicLe NpoBefeHHS KOHTPOJIH SIKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMIOPTEP, BK/IOYAKOUM BUMYCK
cepiii) (3mMiHa agpecy BUpo6HMKa TeBa Yex
IHAacTpi3 €.p.o., 6e3 3MiHn Micus
BMpo6HULTBa) (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tu MicsILIB NicNsa 3aTBepAKEHHS)
80. HA30O®PAH cnpeii HazanbHWiA, TeBa I3painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 10 pTeeCTpaLiiHux 3a UA/6758/01/01
cycneHsisi, 50 dapmaueBTika c.p.o. Pecny6nika mMartepianis: 3miHu Il TMny - 3MiHK Wo[0 peyenmom
MKr/go3y no 120 IHpacTpi3 T4, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
abo no 150 go3y BHeceHHA ab0 3miHa(1) Ao 3060B'A3aHb Ta
donakoHi; no 1 YMOB BMaui peecTpauiiiHoro noceig4yeHHs,
donakoHy B BK/IIOYa0UM MNnaH ynpasniHHA pusnkamu
KapTOHHIA KOpO6L (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMM
[0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKiSIbKK
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
opraHoMm) (BrkoHaHHs 3060B'A3aHb
BiAnoBigHo Ao niagnyHkTy 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 go
Mopsiaky NpoBeAEHHS eKcnepTu3n
peecTpavuiiiHux maTepiasiiB Ha Nikapchbki
3aco6u, L0 NOAATLCA Ha fepXKaBHy
peecTpavuito (nepepeecTtpadito), a Takox
eKcnepTM3n mMmaTtepiasiiB Npo BHECEHHS 3MiH
[0 peecTpauiiHnX MmaTepiasiiB NpoTarom gii
peecTpauiiHoro NocBig4eHHs,
3arBepxeHoro Hakasom MO3 Bif 26.08.2005
Ne 426 (y pegaxuii Hakasy MO3 Big,
23.07.2015 Ne 460)
81. HATPIO pO34uH Ans MpuBaTtHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepinais: 3a UA/13557/01/01
xnoeung iH'ekuji, 9 Mr/mn akuioHepHe TOBapuUCTBO "flekxim- 3miHu |l Tuny - 3MiHK 3 sKocTi. FoToBWMIA peyenmom
no 5 mn B amnyni; TOBapucTBo Xapkis" nikapcbkuii 3aci6. Cuctema

no 10 amnyn y
nauui 3 KapToHy 3

"Mekxim-Xapkis"

KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
PO3Mipy YNakoBKW roTOBOrO JliKapCbKOro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

neperopogxamu; 3acoby (3miHa macu/o6'emy BMICTY
no 5 mn B amnyni; KOHTelHepa 6araTtof030B0Oro CTepu/IbHOro
no 5 amnyny nikapcbKoro 3acoby (abo 04HOA030B0OrO,
6nicTepi; no 2 4acTKOBOrO BYKOPUCTaHHSA) Ta
6nicTepn y nayuj 3 6araTto1030BOro NiKapCcbKOro 3acoby
KapToHy; no 5 mn 6i0N10ri4YHOro/iMyHOIONYHOTO NOXOKEHHS
B amnyni; no 100 [0/151 NapeHTepasibHOr0 3aCTOCYBaHHS)
amnyn B kopobu,j 3 (BBEAEHHS [,0AATKOBOrO PO3Mipy NEPBUHHOI
neperopogxamu; yNakoBKM rOTOBOTO J1iKapCbKOro 3acoby
no 10 mn B o06'emom o 10 mn B amnyni 3 BiANOBIAHUMY
amnyni; no 10 3MiHaMK y p. "YnakoBka'") CynyTHsl 3miHa -
amnyn y navui 3 3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KapTOHy 3 KOHTpPO/Ib FOTOBOrO NiKapcbKoro 3acoby.
neperopogxamu; 3miHa napameTpiB cneyudikauii Ta/abo
no 10 mn B [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
amnyni; no 5 3aco06y (iHWi 3MiHW) (y 3B’A3KY 3 BBEA,EHHAM
amnyn y 6nictepi; [04aTKOBOro 06’'eéMy NepBUHHOT YMakoBKU MO
no 2 6nictepu y 10 mn B amnyni BHOCATLCSA BifHOBIAHI 3MiHM B
nauuj 3 KapToHy; Cnevyucpikauito / MeToay KOHTPO/HO AKOCTI
no 10 mn B roTOBOrO /iKapCbKOro 3acoby 3a NoKa3HKOM
amnyni; no 100 "O6'eM, L0 BUTATYeTbCA" Ta po3gin "Cknag')
amnyn B Kopobu,i 3
neperopogkamm

82. HENPOAWKNOBI | kancynu, no 10 TOB "BAJIEAHT YkpaiHa 1. dapma MM6X, ABCTpIst BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/5909/01/01

T kancyn y 6nictepi, PAPMACBIOTIKA ABCTpIsi; BUPOGHUK 3MiHW | TURY - 3MiH Woa0 peyenmom

no 3 abo no 5 n3" BiANOBigabHUIA 3a 6e3nekn/edeKTUBHOCTI Ta dapmakoHarnsgy -
6nictepiB y BUMycK npoaykty: I".J1. 3MiHW BHECEHO A0 TEKCTY MapKyBaHHS
Kopobui dapma 'm6X, ABCTpIs YNaKOBKM NiKapCbKoro 3acoby

83. HIMIA® ®OPTE Tabnetku, in bulk KYCYM IHais Kycym Xentxkep MsT IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/12052/01/01
Ne 10x2000: no 10 XENTXKEP MBT nTg 3MiHu Il TUnRy - 3MiHK Woao
TabneTok y nTa 6e3nekn/eddekTVBHOCTI Ta hapMakoHariaay.
6nicTepi; no 2000 BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
6nicTepis y YMOB BUAaui PeECTPaLiiiHOro NOCBiAYEeHHS,

KapTOHHIi KOpOoOLyi

BK/IIOYaoum MnaH ynpasniHHA pusnkamu
(3acTocyBaHHA 3MiH(K), siKi(a) BUMaratoTb(€)
noAasbLIOro 06rpyHTYBaHHSA HOBUMMU
[0AAaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKifTbKn
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) (BuKOHaHHS1 3060B'si3aHb
BignoBigHO A0 NianyHKTY 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 fo
Mopsiaky NpoBefeHHs ekcnepTu3n
peecTpauiiHux MaTepiasiB Ha Nikapcbki
3aco6u, Lo NoAaITLCA Ha AepXaBHY
peecTpau,iio (nepepeecTpadito), a Takox
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
eKcnepTM3n MaTtepiasliB Npo BHECEHHS 3MiH
[0 peecTpauiiHnx mMatepianis NpoTarom Aii
peecTpauiiHoro NocBig4eHHs,
3arBepxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
84. HIMIA® ®OPTE Tabnetku, no 10 KYCYM IHAjsa Kycym Xentxkep BT IHAjsa BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasiis: 3a UA/4240/01/02
Tabnetok y XENTXKEP MBT nTg 3MiHu 1l TUny - 3MiHu Woao peyenmom
6nictepi; no 1 nTa 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
6nicTepy B BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KapTOHHIA YMOB Buaui peecTpauiiiHoro nocBigYeHHs,
ynakosLi; no 10 BK/IIOYa0UM MnaH ynpasniHHA pusnkamu
Tabnetok y (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
6nicTepi; no 1 noAasibLIoro 06rpyHTYBaHHS HOBMMU
6nictepy B [0AaTKOBUM AaHVIMW, L0 MaloTb HajaBaTucs
KapTOHHIW KOMMETEHTHUM OpraHoM, OCKifIbKu
ynakosLi; no 10 BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
yNakoBOK y opraHom) (BukoHaHHsi 3060B'si3aHb
KapTOHHIl KopoobLi BignoBigHo Ao nignyHkTy 1.13 nyHkTy 1,
nignyHKTY 2.3 NyHKTY 2 gogatky 15 no
MopsiaKy NPoOBEAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha Nikapcbki
3aco6wm, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKcnepTM3n MaTepiasiiB NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NpoTarom Aii
peecTpauiiiHOro NocBigYeHHs,
3arBepaxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Bif,
23.07.2015 Ne 460)
85. HITPOINILEPUH | KoHUeHTpaT ans ToBapucTBo 3 YkpaiHa KOHTPO/b SKOCTI, YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHnx maTtepiasnis 3a UA/5412/01/01
PO34nHy Ans 06MeXeHOH0 BUMYCK cepii: (noBTOpPHWMIA po3rnag): peyernmom
iHdpy3iid, 10 mr/Mn BiANOBIAALHICTIO ToBapucTBo 3 3MiHY | TUMy - 3MiHa YyNoBHOBaXKeHOT 0cobu,
no2mne "[locnigHuii 3aBog, 06MEXEHO BiANOBIAA/IbHOT 32 3AiICHEHHS

amnynax Ne 10; no
5 mn B amnynax
Ne 5, Ne 10

"rHuCc

BiANOBIA&/IbHICTIO
"[locnifHnii 3aBog,
"THUNC", YkpaiHa;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoI0
BiANOBIA&/IbHICTIO
"papmMaLeBTnYHa

KoMnaHisa "3g0poB'a”,

thapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
YkpaiHa
86. HITPOINILEPUH | KoHueHTpaT ans ToBapucTBO 3 YkpaiHa KOHTPO/b SIKOCTI, Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/5412/01/01
pPO34uHYy Ana 06MEeXEHO BUNYCK cepil: 3MiHu Il TUny - 3MiHK Woao peyernmom
iHcpysii, 10 mr/mn, BiANOBIAAILHICTIO ToBapucTBo 3 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
no 2 mna B amnyni; "[locnigHuii 3aBog, 06MEXeHOo BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
no 10 amnyny "rHUAC" BiANOBIAAILHICTIO YMOB Buaui peecTpauiiiHoro noceigyeHHs,
nauuj, no 2 Mn B "flocnigHuii 3aBog, BK/OYatoun MnaH ynpasniHHA pu3nkamu
amnyni; no 10 "THUNC", YkpaiHa (3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
amnyn y énictepi; BCi cTagii noAanbLIoro 06rpyHTYBaHHA HOBMMU
no 1 6nictepy B BMPOGHMLITBA, [04aTKOBVM JaHVMK, WO MaloTb HaJaBaTucs
nauui, no 5 mn B KOHTPO/b SIKOCTI, KOMNETEHTHUM OpraHoM, OCKifTbKn
amnyni; no 5 BUMyCK cepii: BUMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
amnyn y énictepi; ToBapucTBo 3 opraHom) (BuKOHaHHSi 3060B'si3aHb
no 1 6nictepy B 06MexeHo BignoBigHO 40 NianyHKTY 1.13 nyHKTY 1,
nauui BiANOBIAAILHICTIO nignyHKTy 2.3 NyHKTY 2 gogatky 15 no
"papmMaueBTNYHa Mopsaky NpoBefeHHs ekcrnepTusn
KomMnaHis "3gopos'a” peecTpauiiHux MaTepiasiB Ha Nlikapchbki
3aco6u, LU0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKcrnepTm3n martepiaslis NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis npoTarom aii
peecTpauiniHoOro NocBigYeHHs,
3aTBepxkeHoro Hakaszom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big,
23.07.2015 Ne 460)
87. HITPO®YHIH pO34uH Ans TOB "TeBa YkpaiHa TeBa Yex IHOacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/10177/01/01
30BHILUHLOrO YkpaiHa" c.p.o. Pecny6nika 3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma

3acTocyBaHHs, 10
Mmr/mn; no 25 mny
thnakoHi; no 1
onakoHy B
KopoobLi

HaliMeHyBaHHs1 Ta/abo agpecu micus
NpoBaPKEeHHA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro
3aco6y, BK/IYaKUM AiNbHULL BUNYCKY cepil
abo micue NpoBefeHHA KOHTPO/II0 SKOCTI.
(aisnbHIiCTb, 3a AKy Bignosigae
BMPOGHUK/IMMOpTEpP, BK/IOYAKOUMN BUMYCK
cepiii) (BBefeHHS1 3MiH NPOTArom 6-T MicsALIiB
nicns saTeepmkeHHs); 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) (3MiHK y
MapKyBaHHi NePBUHHOT Ta BTOPUHHOT
YNaKoBKM JTiKapCbKOro 3acoby: BUTyYEHHS
TEKCTYy MapKyBaHHS POCIiCbKOK MOBOHO
(6yno: yKpaiHCbKOH Ta poCiliCbKo; cTasno:
YKpalHCbKO0) Ta BBEAEHHS iHhopmauil Wwoa0
NOroTUNy KOMNaHii Ta iHWOT TEXHIYHOT
iHchbopmawii) (TepmiH BBEEHHS 3MiH
NpoTSArom 6-T MiCSILiB MicAsi 3aTBEPAKEHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
88. OKYNOXEE/Ib Kpansi o4Hi no Bionoriwe HimeuunHa BUpO6HMK, L0 HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx maTepiais: 6e3 UA/8258/01/01
0,45 mMn1 po3unHy B XainbmitTTens BignoBigae 3a 3MiHu | TUnYy - 3MiHK 3 SKocTi. FoToBMIA peyenma
nonieTueHoBil Xeenb Mv6X BTOPWHHE NaKyBaHHSA nikapcbkuii 3aci6. KOHTpOb roToBOro

kancyni; no 15
(5x3) kancyn y
KapTOHHIlA KOopooLi

Ta BUNycK cepil:
Bionoriwe
XannbmitTenb Xeesnb
'm6X, HimeuunHa;
Brpo6HMK
Hepo3gacoBaHOro
NpOAYyKTY, NEPBUHHE
nakyBaHHs:
Xononak
PepnakyHrCTekHIK
M6X, HimeuumnHa;
MMepBrHHE NaKyBaHHS:
Xornonak
depnakyHrCTekHIk
'm6X, HimeuunHa;
Brpo6HMK
Hepo3dacoBaHoro
NpoAyKTY, NePBUHHE
nakyBaHHS:
dapma LUTynbH MM6X,
HimeyunHa

nikapcbkoro 3acoby. 3MiHa y MeToaax
BMNPOGYBaHHSA roTOBOrO MiKapCbKoro 3acoby
(iHWi 3mMiHM Yy MeTogax BUNpobyBaHb
(BKOY@KOUN 3aMiHy abo [OMOBHEHHS))
(BMAaneHHs onvcy MeTofy KOHTPONIo ANs
nokasHuKa «3anax», OCKi/Ibku MeToamka
onucaxa B odpiuiliHii dhapmakonei (HAB),
TOMY BU3HAYEHHS 3aBX/N BUKOHYETbCA
BignoBiaHO Ao Aitoyoi Bepcii HAB H 2.2.1.,
HOPMYBaHHS HE 3MIHIOETBCS; - fl0AaBaHHSA
a/lbTEPHATUBHOIO MeToAy KOHTposto (MeTog,
1) ons nokasHuka «KosbopoBiCTb» BignoBigHO
[0 €D 2.2.2., HOPMYBaAHHSA HE 3MIHIOETLCS; -
aganTauis (hopMy/toBaHHA AN NMOKa3HUKa
O6'eM, LLO BUTAraeTbCA» - 3aTBEpAXeHO: (He
MeHwe 0,45 mn);
3anponoHoBaHo: (MiH.0,45 mn/kancyny); -
YTOYHEHHSI METOAVKM Ta A0faBaHHS
BiACYTHbOI hopMynn pospaxyHky A1s
nokasHuka «OcmonanbHicTb» B MKA MN3,
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
[OO0CbE; - 3aMiHa NocunaHHaA 4n1sa metogy
KOHTPO/H0 NokasHuka «OAHOPIAHICTE Mack»
€.2.9.5. Ha feTa/bHWiI1 onuc MeToay
BMNPOGYBaHHS, OCKifIbKM Nikapcbka hopma
«Kancynu/kpansii oO4YHi» He 3a3HaveHa B
Tabnuui 2.9.5.1.€®.); 3MiHu | Tuny - 3miHn 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHULL BUPOGHMLTBA ANS
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
roTOBOrO JlikapCbKoro 3acoby (AinbHULSA, Ha
AKili NpoBOAATLCA ByAb-siKi BUPOGHMYI cTagi,
3a BYHATKOM BUNYCKY Cepii, KOHTPOSIHO SKOCTI
Ta BTOPMHHOTO NakKyBaHHA A5 CTEPUNBbHUX
nikapcbknx 3acobis (BKIOYaOUM BUPOG/IEHi
acenTUYHUM METOLOM), KPIM STiKapCbKmx
3ac06iB 6i010ri4YHOro/iMyHOOriYHOTO
NOXOKEHHS) (BBEAEHHA [104aTKOBOrO
BMPOGHMKa Hep03dhacoBaHOrO NPOAYKTY ,
NepBUHHOTO NakyBaHHa: ®apma LUTynbH
Mv6X, HimeuyunHa (BUpOGHMK
Hepo3chacoBaHOro NPoAyKTYy , NepBUHHE
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
nakyBaHHs)
89. OMHOIMOH-3H pO34uH Ans TOB "XapkiBcbke YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/5179/01/01
iH'ekuii no 1 mn B thapmaueBTUyHE hapmaueBTUyHe 3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA peuenmom
amnyni; no 5 nignpueMcTBo nignpueMcTBo nikapcbkuii 3aci6. Cuctema
amnyn y 6nictepi; "3a0poB's "3[0poB'a Hapoay" KOHTeliHep/3aKynopoBa/ibHWii 3aci6. 3MiHa
no 20 6nictepiB y Hapoay" pO3Mipy ynakoBK/ roTOBOrO NikapCbKoro
Kopob6ui; no 5 3aco6y (3miHa KinbKocTi 0AnHMLL (Hanpuknag,
amnyn y 6nictepi; TabneTok, amny TOLW0) B ynakoBLi:) - 3MiHa
no 1 6nictepy y y Aiana3oHi 3aTBepKeHNX PO3MipiB ynakoBKM
Kopobui; no 5 (BBEOEHHA [0OATKOBKX YNaKoBOK: Mo 5 amnyn
amnyn y 6nictepi; y 6nicTtepi; no 1 6nictepy y kopobui (Ne5
no 2 6nictepuy (5x1)); no 5 amnyn y 6nictepi; no 2 6nictepu
Kopoobui y kopob6uji (Ne10 (5x2)) 3 BignosigHUmu
3MiHamu y p. "Ynakoska")
90. OTO®DA Kpanni ByLLHi, Na6opaTopii ®paHuisa Na6opaTopii bylapa PpaHLin BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/2690/01/01
PO34uH, 26 Mr/Mn Bywapa PekopgaarTi 3MiHM | TUNY - NO4AHHS HOBOTO cepTudikaTy peyenmom
(20000 MO/mn) no Pekopparti BiANOBIAHOCTI EBponeiickkili hapmakonei ans
10 mn y onakoHi, Ai04O0T peyvoBVHN pudamniLnHy HaTpIlo Bif
no 1 donakoHy 3 3aTBEPAKEHOI0 BUPOBHMKA, 3MiHa Ha3BM Ta
nineTkoro y afpecu BUpo6HMKa
KapTOHHI KOpo6Li
91. NAMA30/- Tabnetkn no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 6e3 UA/6207/01/01
AAPHNLA TabneTok y "®apmavueBTnyHa "®apmavueBTnyHa 3MiHu | TUNY - 3MiHa y MeTogax peyenma
KOHTYpHIl ipma "AapHuua" ipma "AapHuua" BuNpobysaHHA APl abo BuxigHOro
YapyHKOBIl mMarepiany/npoMiXHOro NpoayKTy/peareHTy,
ynakosLi; no 1 LLIO0 BUKOPUCTOBYETLCA Y NpoLeci
KOHTYpHIl BMPOG6HULTBA AP (iHLWI 3MiHW Y MeTogax
YapyHKOBIl BMNpPo6YyBaHHSA (BK/IHOYatouM 3amiHy abo

ynakoBLi B nayui

[0noBHEHHS) APl abo BUXIAHOTO/NPOMIXHOro
NPOAYKTY); CYNyTHA 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo

[0NYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BVIXiAHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BUKOPVCTOBYIOTHCS y NpoLeci BUPobHMLTBA
A®I; 3miHM | TMNY - 3MiHa nepiofy NOBTOPHMX
BMNpo6yBaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHs A®I (3a BigCyTHOCTI Yy
3aTBEPAXEHOMY AOCbe cepTudikara

BiANOBIAHOCTI EBponeiickbkili hapmakonei, wo

BK/IIOYAE Mepiog, NOBTOPHOrO BUNPOGYBaHHS)

— 3MiHU [0 po3giny «TepMmiH 36epiraHHsa» AdI

Manasepuny rigpoxnopug: 3anponoHosaHo: 5

neT, ¢ nocneayoLWwyM NePeKoHTPONEM; 3MiHN

| TMNy - 3MiHa y NnapameTpax cnewudikadii
Ta/abo foNyCTUMUX MEX, BUSHAUEHUX Y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

cneundikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHCS Y NpoLeci BUPobHMLTBA
A®I; 3miHu | TMNy - 3MiHa y meTogax
BMNpo6yBaHHA A®I| abo BuxigHOro
mMartepiany/npombKHOro NPoAyKTy/peareHTy,
LLIO BUKOPWUCTOBYETLCSA Y MPOLECI
BMpobHULUTBa API (iHWI 3MiHKM Y MeTogax
BUNPO6YBaHHSA (BKIOUAOUM 3aMiHy abo
[0NoBHEHHS) A®| abo BUXiAHOro/NPOMIXKHOTO
NPOAYKTY); CyNyTHA 3MiHa: 3MiHa Y
napameTpax cneuudikadii Ta/abo
[ONYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWIA/NPOMIDXHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYHOTbCS Yy MpOLEeci BUpoBHMLTBA
A®I (iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y
MeTogax BUNpo6yBaHHSA rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHW y MeToAax
BMNpoGyBaHb (BK/IOYaloumM 3amiHy abo
[ONOBHEHHS)); CyNyTHA 3MiHa: 3MiHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco6y (iHLWi 3MiHK)

92.

NPEAHI3OMNOH-
JAPHULA

Tabnetkv no 5 wmr,
no 10 Tabnetok y
KOHTYPHIi
YapyHKOBIW
ynakosLi, no 4
KOHTYpPHI
YapyHKOBI
yNakoBKM B naui

MpAT
"GapmaueBTnyHa
thipma "JapHuus"

YkpaiHa

MpAT
"@apmavueBTnyHa
thipma "JapHuus"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis:
3MiHu | TUNY - 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO S1iKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMAXEHUX MeTogax
BMNPOGYBaHHS); CyNnyTHS 3MiHa: 3MiHa
napameTpiB cneuudgikauii Ta/abo
[0MYyCTUMNX MEX FOTOBOTO NiKapCbKoro
3ac006y (iHLWi 3MiHK); 3MiHK | TUNy - 3MiHa
napameTpiB cneuudgikauii Ta/abo
[0MYyCTUMNX MEX FOTOBOTO NiKapCbKoro
3aco0y (3BY)XXEHHS AONYCTUMUX MEX);
CYNnyTHS 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHSA roTOBOrO MiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMXEHNX METOAaX
BMNPOBYBaHHS); 3MiHK | TUNY - 3MiHa Y
MeTodax BunpobysaHHs A®l abo BUXigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
LLLO0 BUKOPMUCTOBYETLCS Y NpoLeci
BMpo6HULTBa API (iHLWI 3MiHM Y MeTogax
BUMPOOYBaHHA (BK/IIOYa0OUM 3aMiHy abo
[onoBHEeHHS1) AD| abo BUXIAHOTO/NPOMIXHOr0o
NpoAyKTY); CYNyTHA 3MiHa: 3MiHa Yy

3a
peyerimom

UA/2587/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

napameTpax cneuudikauin Ta/abo
AONYCTUMUX MEX, BU3HAYEHUX Y
cneumaikayisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
AD| (iHWi 3MiHK); 3MiHK | TUNY - 3MiHK 3
AKocTi. [oTOBWIA Nikapcbkuii 3aci6. Onuc Ta
cknap, (iHwi 3MiHn) — y po3gini «Cknag»
pefakuiiiHi BUNpaBneHHs; 3MiHu | Tuny - 3MiHa
nepiofy NoBTOPHWX BMNPOGYBaHb/nepiogy
36epiraHHa abo ymMoB 36epiraHHs A®I (3a
BifICYTHOCTi Y 3aTBEp)KEHOMY [0CbE
cepTugikaTa BignoBigHOCTI €EBpONEeChbKiii
dhapmakonei, Wwo BkIoYae nepiog NOBTOPHOTO
BUNPo6yBaHHS) (Nepiog NOBTOPHOIO
BMNpOGYBaHHs/Nepiog, 36epiraHHs) -
36iNbLUEHHS ab0 BBEAEHHS nepioay
NOBTOPHOro BUNpobysaHHsA/nepioay
36epiraHHsA Ha OCHOBI pe3ynbTaTisB
[OcCnigpKeHb y peanbHOMY Yaci — 3MiHa
TepMmiHy 36epiraHHs A®I; 3mMiHK | Tuny - 3MiHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3aco6y (iHLi 3MiHK); CynyTHA 3MiHa: 3MiHa Y
MeToAax BUMPO6YyBaHHS rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/IOYAKUYM 3aMiHy abo
[OMNOBHEHHS))

93.

NMPO3EPUH

PO34MH ANa
iH'ekujin 0,5 mr/mn
no 1 mn B amnyni;
no 10 amnyny
KOpoOL,i 3 KapTOHYy;
no 1 mn B amnyni;
no 5 amnyny
6nictepi; no 2
6nictepn y
KOpOOGLii 3 KAPTOHY;
no 1 mn B amnyni,
no 10 amnyn y
6nicTepi, no 1
6nictepy y
Kopobui

ToBapucTso 3
o6MexeHo
BiANOBIAALHICTIO
"XapkiBcbke
thapmaueBTUyHE
nignpueMcTBo
"3p0poB's
Hapoay"”

YKpaiHa

BCi cTagii
BMPOBHULTBA,
KOHTPO/b SKOCTI,
BUNYCK Cepil:
ToBapucTso 3
06MeXeHOoI0
Bif4NoBiAaIbHICTIO
"XapkiBcbke
thapmavueBTuyHe
nigNpUeEMCTBO
"340p0B'a Hapoay",
YkpaiHa; BCi cTagji
BMPOGHMLITBA,
KOHTPOb AKOCTI:
ToBapucTso 3
06MeXeHoI
BiANOBIAALHICTIO
"PapmMaLeBTNYHa

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBaKeHHA Aif/IbHOCTI
BMpO6HMKa/iMnopTepa roToBOro /likapcbKoro
3ac00y, BK1IOYAKUN [iTbHUL BUNYCKY cepii
abo micue NpoBefeHHA KOHTPOJIIO SKOCTI.
(aisnbHICTb, 3a AKy BigNOBIgaE
BMPOGHUK/IMNOPTEP, HE BKIHOYAKOUN BUMYCK
cepili) (3MiHa Ha3BU Ta agpecy BUPOGHMKaA,
BiANOBIAA/ILHOIO 3a BCi CTail BUPOGHULTBA,
KOHTPONb AKOCTi, 6€3 3MiHW Micus
BMPOGHULTBA); 3MiHM | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHYBaHHs
Ta/abo agpecy MicLA NPOBaXEHHS
[iSIbHOCTI BUpPO6HUKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUAKUN AiNTbHULL
BMNYCKy cepii abo MicLe NpoBeAeHHs

3a
peyenmom

UA/8836/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KomnaHisa "3gopos'sa",
YkpaiHa

KOHTPOJIIO SKOCTI. (AIANbHICTb, 3a AKy
BiANoOBiAae BMPOGHMK/IMNopTep, BKIOYaoun
BWMYCK cepiit) (3MiHa Ha3BW Ta agpecu
BMPOGHMKA, BifasibHOro 3a Bei cTagil
BMPOGHULITBA, KOHTPO/Ib SIKOCTI, BUMNYCK cepil,
6e3 3MiHN MicuAa BUpo6HMLTBa) (TepMiH
BBE/EHHS 3MiH MPOTArom 3-Xx MicsuiB nicns
3aTBEpMKEHHS); 3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA (BNacHUKa
peecTpavuiiHoro nNocBig4yeHHs) (3MiHa Ha3BK
Ta afpecy 3asBHMKa (BNacHUKa
peeCTpaLiinHOro NocBig4YeHHs)

94.

NMPO3EPUH

MOPOLLIOK
(cybeTaHuin) y
naketax noTpinHWUX
i3 naiBKK
nonieTnneHoBoil
ab60 y 6aHkax 3i
cKiomacu ans
BMPOGHULTBA
CTepWIbHUX Ta
HeCTepUIbHUX
nikapcbknx gopm

ToBapucTso 3
[04aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAAILHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - 3MiHK 3 aKocTi. A®Il. KoHTposb
A®|. 3miHa y meTogax BunpobyBaHHs Ad|
abo BMXigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHN Y
MeToAax BUNpobyBaHHA (BKIOYaUMN 3aMiHy
abo fonoBHeHHs) APl abo
BUXiAHOTrO/NPOMIXXHOTO NPOAYKTY) - HE3HAYHI
3MiHM B MeToAax BunpobysaHHsA Ad| 3a
nokasHukamu «pH», «OnNTuyHa ryctuHa» Ta
«3a/IMLLKOBA KiNbKICTb OpraHiyHnx
PO3YMHHUKIB»; — HE3HAYHA 3MiHa B
cneundikavii Ta meTogax KoHTposno Adl 3a
nokasHukoM «MikpobiosioriyHa uncToTax.
3MiHW | TUnY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHoCTI/IE-cepTucpikat BignosigHoCTI
€Bponeiicbkiin hapmakonei/moHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIAHICTIO MPYBEAEHHS
y BiANOBIAHICTb A0 MoOHorpacii 4PY abo
€Bponeiicbkoi hapmakonei, abo iHLWoi
HauioHas1bHOT hapmakonei gepxasun €C
(3MmiHa y cneumdikauii HedhapmakoneiHoro
A®| ona npuBedeHHs y BIANOBIAHICTb A0
Bumor [IdY abo €sponelicbkoi hapmakoner,
a60 iHWOT HaLioHanbHOT hapmakonel
nepxasun €C) - A®I - npuBegeHHs
cneunqikauii Ta MeToaiB KOHTpoo APl
Npo3epuHy A0 BUMOT MOHorpadii
«Neostigmine metilsulfate» EP. CynyTHs
3MiHa - 3MiHu 3 AkocTi. A®l. KoHTposib AdI
(iHWi 3miHKW) - NpuBeAeHHs cneumdikalii Ta
MeTOoZiB KOHTPO0 NPOMKHUX NpoAyKTiB Ad|

UA/7351/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
(Npo3epuvH nepekpucTanisoBaHnii, NPO3epyH
CYXWii, NPO3epuH Hepo3dacoBaHuii) [0 BUMOT
MoHorpadii «Neostigmine metilsulfate» EP
95. NMPO3EPUH- PO34unH Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/6208/01/01
AAPHNLSA iH'exUin, 0,5 mr/mn "®apmMaueBTNYHa "papmMaueBTNYHa 3MiHu 1l TUny - 3MiHu Woao peyenmom
no 1 mn B amnyni; thipma "OapHuus" thipma "JapHuus" 6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
no 5 amnyny BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KOHTYPHIit YMOB Buaudi peecTpauiiiHoro nocBigYeHHs,
YapyHKOBIl BK/IIOYa0UM MnaH ynpasniHHA pusnkamu
ynakosLi; no 2 (3acTocyBaHHs 3MiH(1), Ki(a) BUMaratoTb(€)
KOHTYpHiI noAasibLLIOro 06I'pyHTYBaHHSA HOBUMM
YapyHKOBI [0AaTKOBUM AaHVMW, L0 MaloTb HajaBaTucs
yNakoBKM B NauLi KOMNETEHTHUM OpraHoM, OCKifTbKn
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
opraHom) (BukoHaHHsSi 3060B'si3aHb
BignoBigHo Ao nignyHkTy 1.13 nyHkTy 1,
nignyHKTy 2.3 NyHKTY 2 gogartky 15 no
MopsiaKy NPoBEAEHHS eKCNepTU3n
peecTpavuiiiH1X MaTepiasiiB Ha Nikapcbki
3aco6u, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTpalito), a Takox
eKcnepTM3n MaTepiasliB NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis NpoTarom Aii
peecTpauiiHoro NocBigYeHHs,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big,
23.07.2015 Ne 460)
96. NMPOMEAON-3H PO34unH Ans TOB "XapkiBcbke YkpaiHa TOB "XapkiBcbke YkpaiHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/5157/01/01
iH'ekwii, 20 mr/mn, hapmaueBTUyHe hapmaueBTuyHe 3MiHu | TUNy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenmom
no 1 mn B amnyni; nignpueMcTBo nignpueMcTBo nikapcbkuii 3aci6. Cucrema
no 5 amnyny "300poB's "3[0poB's Hapoay" KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
6nicTepi; no 20 Hapoay" pPO3Mipy yNnakoBK/ roTOBOrO NikapCbKoro
6nicTepis y 3aco6y (3MiHa KinbKOCTi 0ANHULL (Hanpuknag,
Kopobui; no 5 TabneTok, amny TOLLO) B yNakoBLi:) - 3MiHa
amnyn y 6nictepi; y fiana3oHi 3aTBepKeHNX PO3MipiB ynakoBKu
no 1 6nictepy y (BBEAEHHS AOAATKOBMX YNakoBoOK: No 1 Mn B
Kopobui; no 5 amnyni; no 5 amnyn y 6aictepi; no 1 6nictepy
amnyn y 6nictepi; y kopobui (Ne5 (5x1)); no 1 mn B amnyni; no 5
no 2 6nictepuy amnyn y 6nictepi; no 2 6nictepun y kopoobLii
Kopobu,i (Ne10 (5x2)) 3 BiANOBIAHMMU 3MiHAMU Y p.
"YnakoBka")
97. NYNbMIKOPT cycneHsis gns AcTpa3eHeka Ab LBeuis AcTpa3eHeka Ab LLiseuis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3a UA/5552/01/01
po3nunexHs, 0,25 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom

Mr/Mn; No 2 MmNy
KOHTeliHepi; no 5
KOHTEHepiB y

HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaKEHHS AiSNIbHOCTI
BMpPO6HMKa/iMnopTepa roToBoro JlikapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
KOHBepTI; No 4 3ac00y, BKIIOYAKUN [iTbHUL BUNYCKY Cepii
KOHBEPTN Y abo micue NpoBefeHHA KOHTPOJII0 SKOCTI.
KapTOHHIlA KOpooLi (OisnbHICTB, 3a Ky Bignosigae
BMPOGHUK/IMNOPTEP, BK/IOYAOUM BUMYCK
cepili) (3miHa agpecu Bupo6bHuka M3, 6e3
3MiHM MicLa BUPO6HULTBA) (TepMiH BBEAEHHS
3MiH NpoTArom 3-x MicauiB nicns
3aTBEPKEHHS)
98. NYNbMIKOPT cycneHsisa gns AcTtpa3eHeka Ab Lseuis AcTtpa3eHeka Ab LLseuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/5552/01/02
posnuneHHs, 0,5 3MmiHu | TUny - AgMiHICTpaTuBHI 3MiHW. 3MiHa peyenmom
Mr/mn; no 2 mMny HalilMeHyBaHHs Ta/abo agpecu Micus
KOHTeliHepi; no 5 NPOBaPKEHHS AiSNIbHOCTI
KOHTENHepiB y BMpPO6HMKa/iMnopTepa roToBOro /likapcbKoro
KOHBepTi; no 4 3aco0y, BK1H0YAKUN [i/TbHUL BAMYCKY cepii
KOHBEPTMN Y abo micLe NpoBefeHHA KOHTPOJIIO SIKOCTI.
KapTOHHI KOpOOLyi (aisnbHICTb, 3a SKy Bignosigae
BUPOGHMK/iIMMOPTEP, BKIOYAKOUN BUMYCK
cepili) (3miHa agpecn BUpo6HUuKa M3, 6e3
3MiHM micus BupobHuuTBa) (TepmiH BBeAEHHS
3MiH NpoTAroM 3-x micauis nicns
3aTBEPKEHHS)
99. NYNbMOBPI3® TabneTkn, BKPUTI Mogi Xenc Mm6X LLIBeliyapis CaBa Xenckea /1Tg, IHgis/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/10212/01/01
060n0HKot0, No 9 IHAis; peuis 3MiHu | TUNY - 3MiHK 3 siKoCTi. FoTOBMIA peyenma
TabneTok y Knesa CA, lpeuis; nikapcbkuii 3aci6. Cucrema
6nictepi; no 1 Bannec KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
6nictepy B dapmacbtoTikanc MeT. PO3Mipy yNakoBKW roTOBOrO /iKapCbKOro
KapTOHHiiA nra., IHpis 3aco6y (3MiHa KinbKOCTi 0ANHULL (Hanpuknag,
ynakosui; no 20 TabneTok, amny TOLLO) B yNakoBLi:) - 3MiHa
TabneTok y y fiana3oHi 3aTBepKeHNX PO3MipiB ynakoBKu
6nicTepi; no 1 abo (BBEAEHHA [0OAATKOBOI YNakosku no 9
no 2 6nictepu B TabneTok y 6nictepi, no 1 6nictepy B
KapTOHHIiA KapTOHHIA ynakoBL,i, 6e3 3MiH/ NaKyBa/IbHOro
ynakoBLij marepiany, 3 BifnoBiAHUMYN 3MiHAMU Y p.
«YnakoBka») (TepmiH BBEAEHHS 3MiH
NPOTArom 6-Tu MicsILIiB NicNs 3aTBEPAKEHHS)
100. | PEBETO/1® Kancynu Teepgi no LWepiHr-Mnay LBeliuapis Bnpo6HMLTBO CLUA/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/3979/01/01
200 wr, mo 21 CeHTpan lct Al Hepo3dacoBaHoi Benbris 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom
Kancyniy énictepi; NPOAYKLUIT: HalilMeHyBaHHs Ta/abo agpecy Micus

no 8 6nictepis y
KapTOHHIA KopoobLi

MCA IHTepHeLwHn
vM6X (dinis MyepTo-
Piko) TOB, CLUA,;
MepBuHHa Ta
BTOPMHHA ynaKoBKa,
[103BiN Ha BUMNYCK
cepii:
LUepiHr-Moay /1abo

NPOBaKEHHS AiSNIbHOCTI BUPOGHMKA
(BktOYatOuM, 3a HeOOXIAHOCTI, Micue
NpoBeAeHHS KOHTPOJIO AKOCTI), abo BNacHuMKa
macTep-haiina Ha A®l, abo noctayanbHUKa
Ad|/BMXigHOrO
mMartepiany/peareHTy/npoMKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPOGHULTBI ADI
(KLU0 3a3HAYEHO Y OCbE Ha NiKapCbknii
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
H.B., Benbris 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponelickkili hapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOBHMKA HOBOT
[0MOMDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y
[ocbe) (3MiHa HallMeHyBaHHS BUPOGHMKa
4itoyoi pevoBuHY PnbasiprHy, 6€3 3mMiHu
Micus BUpo6HMLTBa) (TEpMiH BBEAEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPIKEHHS);
3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBaibHWiA 3aci6. 3MiHa
PO3Mipy ynakoBKW roTOBOrO /iKapCbKOoro
3ac06y (BUyYEHHS YMaKoOBKN NEBHOTO
po3mipy) (BUy4YeHHs ynakoBku no 10 kancyn
y 6nicTepi; no 14 6nicTepiB y KAPTOHHIl
Kopobui Ta no 20 kancyn y 6nictepi; no 7
6nicTepiB y KapTOHHI kopobL, 3
BigNoBIAHMMM 3MiHaMK y p. "Ynakoska'")
(TepmiH BBEAEHHS 3MiH MPOTSAroM 6-Tn
MicALB Nic/1a 3aTBepAKEeHHs)
101. | PENI®® cynosuTopii TOB "Baiiep” YkpaiHa IcTiTyTO Oe Anxeni ITania BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/7089/01/01
AABAHC pekTasibHi no 206 C.p.n. 3MiHa 3asiBHMKa (BNacHMKa peecTpauiinHoro peyenma
Mr, 1o 6 noceigyeHHs1) (TepmiH BBeieHHSA 3MiH
CynosuTopiiB y NPOTArom 6-Tv MIiCAILiB MiCNS 3aTBEPOYKEHHS)
cTpwni, no 2
cTpunn y
KapTOHHI KopoobLi
102. | PENMI®® Masb peKTasibHa, TOB "baiiep” YkpaiHa damap A.B.E. AB/oH Ipeuis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 6e3 UA/1953/01/01
AOBAHC 200 mr/rno 28,4 r MnaHt 3MiHu | TUNYy - 3MiHW A0 IHCTPYKLUT ANs peyenma
y Ty6i; no 1 1y6i y MeAUYHOro 3aCTOCyBaHHA y po3ainu:
KOMMNJIEKTi 3 "MpoTnnokasaHHA", "B3aemogis 3 iHWMK
annikatopom y nikapcbkMmn 3acobamu Ta iHLWi BUuan
KapTOHHIlA KopooLi B3aemogijit", "Ocob/MBOCTi 3aCTOCYyBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo
rofyBaHHs rpyaar”, "34artHicTb BN/MBaT Ha
LIBMAKICTb peakLii npy KepyBaHHI
aBTOTPAHCMOPTOM a60 iHWMMK
MexaHismamu", "Cnocib 3acTocyBaHHS Ta
fo3n" (gogaHo nonepemxkeHHs: "He
3acTocoByBaTH, AKLLO 3aXMCHe NOKPUTTA
BiiCyTHE ab0 nolukomkeHe"), "ditn".
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
103. | PUB'AYNN XXUP Kancynu no 500 TeBa I3painb AT dapmaueBTUYHWIA YropwmHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/6681/01/01
Mmr; no 10 kancyny dapmauesTikan 3asog TEBA 3MiHn |l Tuny - 3MiHn Wwoao peyenma
6nicTepi; no 7 abo IHgacTpi3 /T4, 6e3nekn/eddeKTVBHOCTI Ta ddapMakoHarisay.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

10 6nicTepiB y
KapTOHHIli KopoobLi

BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta
YMOB Buadi peecTpauiiiHoro nocBigyeHHs,
BK/IIOYa0UM MnaH ynpasniHHA pusnkammu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHSA HOBUMU
[0AaTKOBUM AaHVMW, L0 MaloTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbKK
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM
opraHom) (BukoHaHHs1 3060B's13aHb
BiAgnoBigHo Ao nignyHkTy 1.13 nyHkTy 1,
nianyHkTy 2.3 NyHKTY 2 gogatky 15 go
MopsiaKy NPoBEAEHHS eKCnepTu3n
peecTpavuiiiH1X MaTepiasiiB Ha ikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY
peecTpavuito (nepepeecTpaLito), a Takox
eKcnepTM3n MaTtepiasliB Npo BHECEHHS 3MiH
[0 peecTpauiiHnx mMatepianis NpoTarom Aii
peecTpauiiHoro nNocBig4eHHs,
3arBepaxeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big,
23.07.2015 Ne 460)

104.

PO3AMET®

Kpem 1% no25r
y Ty6i; no 1 Ty6iy
KapTOHHIlA KopooLi

Aapax-
[aneHcbknii

Na6oparopiii A.4.

Xopsaris

AppaH-TaneHcbknii
Na6opaTopin a.4.

Xopsaris

BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis:
3MiHu |l TNy - 3mMiHa napameTpis
cneuudikayin Ta/abo fonycTumMmnx Mex
rOTOBOrO NiKAPCbLKOro 3acoby - PO3LUMPEHHS
HVXXHBbOT MEXi BMICTY KOHCEpPBaHTIB
(MeTunnaparigpokcmbeH3oary,
nponinnaparigpokcmoeH30aTy) NPOTArom
TepMiHy NpUMAATHOCTI

3a
peyerimom

UA/7256/01/01

105.

CEHALEKCUH

Tabnetku no 70
mr; no 10
TabneTok y
6nictepax

MAT
"Nly6Hnchapm"

YkpaiHa

MAT "ly6Huchbapm"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis:
3MiHu | TMNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y MeToaax

BMNPOOGYBaHHSI TOTOBOTO J1iKapCbKOro 3acoby

(&nsa npuBeAeHHs y BiANoBigHicTL 3 AdY abo

€BponeicbKolo hapMaKkoneeto Ta BUIyUYeHHs

NOCW/IaHHA Ha 3acTapinnii BHYTPRILLHIA MeTog,

BMNPOO6YBaHHS i 1ioro Homep) (BUyYEHHS
nokasHuka «Tasbk» 3 cneumndikavii MN3);
3MiHu | TMNY - 3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
cKnagi (4oNoOMiXHUX peyoBMHax) roToBoro

NiKapcbKoro 3acoby (iHwi 3MiHM) (BUYYEHHS 3

cknagy NikapcbKoro 3acoby A0NOMKHOT
PEYOBUHN — aHTUMIKPOBGHOrO KOHCEPBaHTY
MeTuanaparinpokcnbeHsoar CynyTHsl 3MiHa -

6e3
peyenma

UA/5432/01/01




95

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
3MiHuM 3 iKOCTi. [OTOBWIA NiKapcbknii 3aci6.
KOHTpO/1b rOTOBOrO /iKapCbKoro 3acoby.
3miHa napameTpiB cneyudikaii Ta/abo
[0MYyCTUMNX MEX FOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHN) (BUSTyYEHHS 3
cneumaikauii /13 nokasHuka «KinbkicHe
BM3Ha4YeHHs1 MeTunnapabeH
(meTunnaparigpokcnbeHsoar)»); 3miHu | TUny
- 3MiHU 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHA roTOBOro
niKapcbKoro 3acoby (iHWi 3MiHM y MeTogax
BMNpoGYBaHb (BK/IOYaouM 3amiHy abo
[OMNOBHEHHS)) (MPYBEAEHHS KPUTEPITB
NPUIAHATHOCTI 38 NOKAa3HVKOM
«MikpobionoriyHa unctoTa» y BiANOBIAHICTb
[0 BUMOT fjtoyoro BugaHHa oY 5.1.8., sk
07151 TOTOBMX POC/IMHHUX JTIKAPCbKUX 3ac06iB
[O/15 Opa/IbHOrO 3aCTOCYBaHHS)
106. | CENTE®PPUN®- Tabnetkn no 0,2 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: 6e3 UA/6210/01/01
AAPHNLA mr; no 10 "®apmaueBTnyHa "®apmaueBTnyHa 3MiHu Il TUny - 3MiHK Woao peyenma
Tabnetok y thipma "AapHuus” thipma "AapHuus" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
KOHTYPHIit BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YapyHKoBIl YMOB Buaui peecTpauiiiHoro noceigyeHHs,
ynakosui, no 1 a6o BK/OYatoumn MnaH ynpasniHHA pu3nkamu
M0 2 KOHTYPHI (3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
YapyHKOBI noAanbLIOro 06rpyHTYBaHHA HOBMMU
ynakoBKW y nauwy; [04aTKOBMM AaHVMU, L0 MaroTb HagaBaTucs
no 10 TabneTtok y KOMNETEHTHUM OpraHoM, OCKifTbKn
KOHTYPHUX BUMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
YapyHKOBMX opraHom) (BrvKoHaHHs 3060B'A3aHb
ynakoBkax BignoBigHO 40 NianyHKTY 1.13 nyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no
Mopsaaky NpoBeAEeHHS ekcnepTuan
peecTpauiiHux MaTepiasiB Ha Nikapcbki
3aco6u, LU0 NOAATLCA Ha AepXaBHY
peecTpavuiio (nepepeecTtpadito), a Takox
eKcrnepTm3n matepiaslis NPo BHECEHHS 3MiH
[0 peecTpauiiHnx Matepianis npoTarom aii
peecTpauiniHoOro NocBigYeHHs,
3aTBepxkeHoro Hakaszom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Big,
23.07.2015 Ne 460)
107. | CENTE®PPUN®- Tabnetkn no 0,2 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/6210/01/01
OAPHNLUA mr; no 10 "®apmMaLeBTnYHa "papmMaLeBTnYHa 3MiHY | TUNy - 3MiHa napameTpis peyenma
TabNeTokK y ipma "JapHuus” dipma "JapHuus” crneungikauii Ta/abo AoNYCTUMUX MEX
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
KOHTYPHili rOTOBOrO NiKApCbKOro 3acoby; CynyTHS 3MiHa:
YapyHKOBIl 3MiHa y MeTogax BUNpobyBaHHS roTOBOr0
ynakosLi, no 1 a6o niKapcbKoro 3acoby (iHWi 3MiHW y MeTogax
Mo 2 KOHTYpHI BMNPOGYBaHb (BK/IOYAKYM 3aMiHy abo
YapyHKOBI [IONOBHEHHSY)); 3MiHK | TUMY - 3MiHa Yy MeToAax
yNaKkoBKM y nauylLl; BMNpo6yBaHHA APl abo BUXigHOro
no 10 TabneTok y marepiany/npoMiKHOro NPoayKTy/peareHTy,
KOHTYPHUX LLLO BUKOPUCTOBYETLCA Y NpoLeci
YapyHKOBUX BMPOOHULTBA AP (iHLWIi 3MiHM Y MeToAax
ynakoBKax BMNPOGYBaHHS (BKIOUAKOUM 3aMiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMIXXKHOTO
NPOAYKTY); CYNyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikauin Ta/abo
AONYCTUMUX MEX, BU3HAYEHUX Y
cneumaikayisx Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/pearexT, Wwo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®I; 3miHM | TUNY - 3MiHa Nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAXEHOMY AOCbe cepTudikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei, wo
BK/1HOUAE Nepiof, NOBTOPHOr0 BMNPOGYBaHHS)
- 3MiHa yMoB 36epiraHHa APl
108. | CENTONETE® A, nacTuikv no 1 mr KPKA, g.4., HoBo CnoBeHis BiANOBigaIbHUI 3a CnoBeHis BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasis: 6e3 UA/3010/01/01
31 CMAKOM no 10 nacTuniok y MecTo KOHTPO/b cepii Ta 3MiHu | TUnNY - 3MiHK 3 SKocTi. FoTOBMIA peyenma
MEHTONY 6nictepi, no 3 BUNYCK cepil: nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y

6nictepu B
KapTOHHIA
Kopob6ui; no 15
nacTuoK y
6nicTepi, no 2
6nictepu B
KapTOHHIl Kopoobui

KPKA, 4.4., HoBo
mecTo, CnoBeHis;
BiAnoBiganbHUii 3a
BMPO6HMUTBO "in bulk”,
nepBuHHE Ta
BTOPUHHE MaKyBaHHS:
KPKA, 4.4., HoBo
MecTo, CnoseHis

cKnagi (4oNOMiXHUX pe4yoBMHax) roToBOro
nikapcbKoro 3acoby (iHLWwi AOMoMKHi
peyoBuMHK) - Byab-Aka He3HauYHa 3MiHa
KifIbKICHOTO CK1agy AOMOMDKHUX PEYOBUH Y
roTOBOMY NiKapCbkoMy 3acobi (3mMiHa
KiNIbKiCHOTO Ck1agy AOMOMDKHUX PEYOBUH Y
roTOBOMY JliKapCbKOMY 3ac006i y 3B'sI3Ky 3
BMPOGHNYOL0 HEOOXIAHICTIO A/15 NOKPALLEHHS
060/10HKM NacTU/KK Ta 3anobiraHHs
YTBOPEHHS TPIiLuH) (TepMiH BBEAEHHS 3MiH
NPOTArOM 6-TW MICALIB NIC/1A 3aTBEPIXKEHHS);
3MiHu | TUNY - 3MiHK 3 siKocTi. FoTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWii 3aci6. 3miHa y
NepBUHHIlA yNakoBL,i rOTOBOrO JlikapcbKoro
3aco6y (SKiCHWI Ta KinbKicHUiA cknag) -
Teepai nikapcoki popmu (3miHa marepiany
6nictepa BHOCUTLCA Y 3B'A3KY 3 BUPOOHMYOLO
HeobXiAHICTIO, OCKINIbKM HOBUIA MaTepian Mae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KpaLli BNacTUBOCTI AN 3aXUCTY BiA Aji cBiTNa
Ta Bosoru) (TepmiH BBEL,EHHS 3MiH MPOTAroM
6-TK MicAUIB Nicnsa 3aTBEPLAKEHHS); 3MiHK |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. Onuc Ta cknag. 3miHa y cknagi
(8ONOMKHMX peyoBUHaX) rOTOBOro
nikapcbKoro 3acoby (cmakoBi fob6aBku abo
6apBHVKN) - [loAaBaHHs, BUNyYEHHS abo
3amiHa (3MiHa y ckiagi ONOMDKHUX
peyoBUHaX roTOBOrO MikapCbKoro 3acoby,
6apBHVKN) (TEpMIH BBEAEHHS 3MiH NPOTArOM
6-TK MicAUIB Nicnsa 3aTBEPLKEHHS); 3MiHK |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKumii
3aci6. KOHTpo/ib AONOMDKHMX PEYOBUH. 3MiHa
napameTpiB cneuudgikauii Ta/abo
[ONYyCTUMUX MEX A/15 AONOMDKHOI PEYOBUHN
(iHwWi 3miHKW) (3miHa y cneumdikawi
[0MOMKHOT peyoBuHM «Kanon 600 dhapma»
(Acid Value, Arsenic, Heavy Metals) y 3B’A3ky
3 MMCbMOBUM CMOBILLEHHAM Bif, BUPOOHMKA
[0MOMDKHOT peYOBMHM NPO iMNeMeHTaL,iio
umx 3mi) (TepMiH BeAEeHHS 3MiH NpOTArom 6-
TV MicSILiB NicNs 3aTBePAKEHHS)

109.

CENTOJIETE® 31
CMAKOM
MEHTONY

nactuniku no 1 wmr;
no 15 nactnnok y
6nicTepi, no 2
6nictepu B
KapTOHHIl KopoobLi

KPKA, a.4., HoBo
MecTo

CnoBeHis

KPKA, a.4., HoBo
mecTo, CrnoBeHis
(BignoBiganbHUiA 3a
KOHTPONb cepii Ta
BWMYCK Cepii;
BiANOBiAA/IbHWIA 3a
BUPOGHMLUTBO "in bulk",
nepBuHHE Ta
BTOPWHHE MakKyBaHHS)

CnoseHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHn | TUnYy - 3MiHK 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTPOb AONOMIXHMX
peyoBuWH. 3MiHa NapameTpiB cneuudikauiii
Ta/abo fonycTMMNX MeX AN [ONOMIKXHOT
pevoBUHY (iHWi 3MiHK) - 3MiHa Yy cneuudikawii
[L0MOMKHOT peyoBuHM «Kanon 600 dhapma»
(Acid Value, Arsenic, Heavy Metals) y 3B’A3ky
3 MMCbMOBVIM CMOBILLEHHAM Bif, BUPOOHMKa
[L,0MOMDKHOT peYOBMHM NPO iMNEMeHTaL,ii0
LX 3MiH BBEEHHS 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepkKeHHs. 3MiHu | Tuny -
3MiHu 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40NnoMiKHUX
peyoBMHax) roToBOro MikapCbKoro 3acoby
(cmakoBi fo6aBku ab60 6apBHUKN) -
[lofaBaHHs1, BUTyYeHHst abo 3amiHa. 3MiHa y
cKnagi AONOMKHMX peYOBUHAX rOTOBOrO
niKapcbKoro 3acoby, 6apBHUKM 3aTBEPIKEHO:
BapBHWK xiHoniHOBWIA XoBTUIA (E 104),
IHaurotuH (E 132); 3anponoHoBaHo: bapBHUK
cah/1Iopu KOHLLEHTPOBAHWIA, MifiHi KOMMEKCH
xnopodininis (E 141) 3 yTOYUHEHHSAM p.

6e3
peyenma

UA/3010/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

«Onuc» MNN3 BBEAEHHA 3MiH NPOTATOM 6-TW
MicAUiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.

Cuctema KOHTelHep/3aKynoproBasibHWiA 3aci6.

3MiHa y NepBuHHIli ynakoBLi roTOBOro
NiKapcbKoro 3aco6y (SKiCHWIA Ta KinbKicHUiA
cknag) - Teepai nikapcoki oopmn. 3miHa
Marepiany 6nictepa BHOCUTLCS Y 3B'A3KY 3
BMPOBHNYOK HEOOXiJHICTHO, OCKiNIbKM HOBUIA
MaTepian Mae Kpawli BNacTMBocCTi g5
3axuCTy Big, Ail cBiT/1a Ta Bosiorn
3aTBepaxeHo: PVC/PVDC; 3anponoHoOBaHo:
PVC/PE/PVDC. BBeAEHHS 3MiH NPOTArOM 6-
TV MicALiB Nic/1a 3aTBepAKEHHS.

110.

CIHAPTA®

pO34MH ANa
iH'ekuiin, 200 mMr/mn
no 2 M po34uHy B
amnyni (amnyna
A) y kKomnnekTi 3 1
MJ1 PO34YNHHMKA
(oieTaHonamiH,
BOAA ANS iH'EKLin)
(amnyna B); no 5
amnyn Aino5
amnyn By
6nicTepax
BignosigHo; no 1
6nictepy 3
amnynamm Aino 1
6nictepy 3
amnynavmuv B B
nauui

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:

3MmiHu | TUNYy: AgMiHICTPaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BK/1I0YAKUN [i/TbHUL BUMYCKY cepii
abo Mmicue NpoBefeHHs1 KOHTPOJIO SKOCTI.
(misnbHiCcTb, 3a AKy BigNoBifae
BUPOGHMK/iIMMIOPTEp, BKIOYAKOUN BUMYCK
cepiii) (3miHa agpecu); 3MiHu | TUNy: 3MiHK 3
AKOCTi. [0TOBWIN Nikapcbknii 3aci6. KOHTposb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA rOTOBOrO
nNikapcbKoro 3acoby (BUyYEHHS MeToay
BUMPOOYBaHHS, AKLLO BXe 3aTBepaKeHui
anbTepHaTUBHUI MeToa)(BUTYYEHHS 3 .
"laeHTudpikauis” N3 meTtog TLUX ockinbku
BMU3HAYeHHs n. "CynpoBigHi foMmiLLku”
npoBoauTbCs MeTogoM BEPX 3amicTb
meTtogy TLUX); 3MmiHu Il Tuny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO JliKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo
[0MyCTUMUX MEX roTOBOTO NiKapCbKOro
3acoby (3miHa 3HaxoauTbCA nosa
3aTBEPAKEHUMY AONYCTUMUMUN MEXaMu
cneuudikayii)(3miHa go p. "CynposigHi
nomiwkn" (amnyna A) 3amiHa meToay
Bunpo6yBaHHA TLUX Ha meTog BEPX 3i
3MIHOK KpUTEPIiB MPUIAHATHOCTI 3rigHO 3
Bumoramum ICH Q3 B Impurities in New Drug
Products Ta Ha OCHOBI AaHWUX CTabisIbHOCTI B

3a
peyenmom

UA/12122/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

NOPIBHAHHI 3 pedhepeTHMK NpenapaTamu
[oHa, ApTpin , po34nH Ans i exuiii 200
Mmr/mn (BupobHuuTBa PoTTadapm /1ta,
ITanis), CynyTHsi 3miHa: 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KoHTposb
roTOBOrO JliKapCbKoro 3acoby. 3miHa y
MeToAax BUMPO6YyBaHHS rOTOBOrO
nikapcbKoro 3acoby (OHOB/IEHHS NpoLieaypuy
BUMNPOOYBaHHA A7 NPUBEAEHHS Y
BIANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
ctatTeto Y abo €sponeiicbkol
hapmakonei) (3mMiHa KpUTepiiB NPUAHATHOCTI
no n. "Onuc" (amnyna A, Amnyna A+B nicns
3MillyBaHHS) AONOBHEHHS HOPMYBaHHSM
nokasHuka B npoueci 36epiraHHs Ha OCHOBI
pes3ynbTaTiB CTabifibHOCTI)

111.

COJNIIAH® 200 MI

Tabnetku no 200
mr Ne30 (10x3): no
10 TabneTok y
6nicTepi; no 3
6nictepu B
KapTOHHIl Kopoobui

TOB "CaHodi-
ABeHTIC YkpaiHa"

YKpaiHa

LENb®APM [KOH

PpaHuis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NpoBapKeHHA Aif/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro /likapcbKoro
3ac00y, BK1IOYAKUN [iTbHUL BUNYCKY Cepii
abo micue NpoBefeHHA KOHTPOJIIO SKOCTI.
(gisanbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNIOPTEP, BK/IOYAOUM BUMYCK
cepiii) (3MiHa Ha3BM Ta agpecu BUpPOGHKKa
N3, 6e3 3miHn Micus BUpobHULUTBA) (TepMiH
BBEJEHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/4292/01/03

112.

CONMNAAEIH®
AKTUB

TabneTku, BKpUTI
060/10HKOI0, Ne 12
(12x1) y 6nictepi

nakcoCmiTKnsinH
KoHcblomep
Xenckep (FOK)
Tpeigixr Nimites

Benuka
BpuTaHia

nakcoCmiTKnaiiH
[aHrapsaH Jlimiteq

Ipnangis

BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis:
3MiHK | TUNY - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeichkiii
hapmakonei Ansa Aito4oi peyoBrHU Kodeiny
Bi, 3aTBEpAKEHOr0 BMPOGHMKA, 3MiHA Ha3BM
BMPOGHMKa, 3anponoHoBaHo: R1-CEP 1998-
022-Rev 03, BUPOGHYK Ail04OT peHOBUHN
kopein SIEGFRIED PHARMACHEMICALIEN
MINDEN GMBH

6e3
peyenma

UA/12239/01/01

113.

CNIPUBA®

NOPOLLIOK ANSA
iHranauin, Teepaj
Kancynu no 18
MKr, no 10 kancyn
3 MOPOLLKOM A
iHranauin y
6nictepi; no 3
6nictepu B

Bepinrep
IHrenbxanm
IHTepHeLwHn TM6X

HimeyunHa

BepiHrep IHrenbxaiim
dapma M'mbX i Ko. KI

HimeyunHa

BHECEHHS 3MiH 1O peecTpaLjiiH1x maTepianis:
3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarnagy.
BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta
YMOB Buadi peecTpauiiiHoro nocBig4eHHs,
BKMtOYatoun MnaH ynpasaiHHA pusvkamu (iHLWi
3MiHM) (BMKOHaHHS 3060B'A3aHb BifNOBIAHO
00 NignyHKTy 2.3 NyHKTY 2 goaatky 15 Ao

3a
peyerimom

UA/6495/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
KapTOHHIW MopsifKy NpoBeAeHHs ekxcrnepTusn
kopo6ui; no 10 peecTpauiiHux MaTepiasiB Ha flikapcbki
kancyn 3 3aco6wu, LU0 NOAATLCA Ha AepXaBHY
NMOpPOLLUKOM A/15 peecTpavuito (nepepeecTpadito), a Takox
iHranauin y eKcnepTM3n Mmartepianis Npo BHECEHHS 3MiH
6nictepi, no 1 a6o [0 peecTpauiiHnx Matepianis NpoTarom aii
3 6nictepu B peecTpauiiHoro nocBig4eHHs,
KOMMNJIEKTi 3 3aTBepxeHoro Hakazom MO3 Big 26.08.2005
NPUCTPOEM Ne 426 (y pepaxuii Hakazy MO3 Bipg,
XeHnpgiXeinnep® B 23.07.2015 Ne 460)
KapPTOHHI KOpoOLii
114. | CMIPOHOJNNIAKTO | Ttabnetku no 50 mr CaHpo3 CnoseHis Cantotac dapma HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/14227/01/01
H CAHAO3® no 10 TabneTtok y dapmachbioTikan3 6X 3MiHM | TUNY - 3MiHW 40 IHCTPYKUiT ANs peyenmom
6nicTepi; no 2, a.a. Me[NYHOro 3acToCyBaHHA y po3ainu:
a6o no 3, abo 6 "MpoTmnokasaHHA", "B3aemopis 3 iHWKMMK
6nicTepis B nikapcbkMmn 3acobamu Ta iHLWi BUan
KapTOHHIlA KopoobLi B3aemogiin”, "Ocob/MBOCTi 3acTOCyBaHHA",
"Mepepo3yBaHHs", "Mo6IYHI peakuji”
BiAANOBIAHO A0 OHOBMEHOI iHChopMmaL,i 3
6e3neku gjtloyoi pevyoBnHU. BBeaeHHS 3MiH
nNpoTArom 3-x MicsiliB nicns 3aTBepKEHHS
115. | CMIPOHOJIAKTO | Ta6netku no 100 CaHnpos CnoBeHisi Cantotac dapma HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/14227/01/02
H CAHAO3® mr no 10 TabneTok dapmacbioTikan3 M6X 3MiHW | TUNY - 3MiHW 40 IHCTPYKUiT ANns peuyenmom
y 6nictepi; no 2, n0.o. MeANYHOro 3acToCyBaHHA NikapCbKoro
abo no 3, abo 6 3acoby y po3ginu: "MpoTmnokasaHHa",
6nicTepis B "B3aemogis 3 iHWMMK flikapCbkMMM 3acobamm
KapTOHHIlA KopooLi Ta iHWi BUAY B3aemogiit", "OcobnmBocCTi
3acTocyBaHHs", "Mepepo3yBaHHA", "M06IYHI
peakuii” BignoBigHO 4,0 OHOBNEHOT iHChopMaLi
3 6e3neku Aitoyoi pevoBuHU. BBegeHHs 3MiH
npoTsrom 3-x MicsiUiB Nicasl 3aTBEPKEHHS
116. | CTOMNAHIIH cnpeii gns TeBa I3painb TeBa Yex IHOacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/1831/01/01
poToBoi dapmauesTikan c.p.o. Pecny6nika 3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenma
MOPOXHUHK, 1,92 IHpacTpi3 N4, HaliMeHyBaHHs Ta/abo agpecu Micus

mr/mn no 30 mny
dhnakoHi; no 1
chnakoHy 3
MeXxaHi4YHUM
posnuaoBaveM,
ansikaTopom ans
poToBoi
NOPOXHUHU Ta
KPWLLIKOIO, SiKa
3axmLae
posnunoBay, B
Kopo6ui

NPOBaPKEHHA AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro NikapcbKoro
3ac00y, BK/IIOYAKUN [i/TbHUL BAMYCKY Cepii

abo Mmicue NpoBefeHHs1 KOHTPOSHO SAKOCTI.

(misnbHICTb, 3a AKy Bignosigae

BMPOGHMK/IMNIOpPTEP, BK/THOYAKOYM BUMYCK
cepiii) (3MiHa agpecy BUPOGHUKa, 6e3 3MiHK
Micus BUpo6HULTBA) (TEPMIH BBEAEHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/A 3aTBEPMKEHHS);

3MiHY | TUNY - 3MiHK Woao

6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) (BUTYYEHHST TEKCTY MapKyBaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
POCIICbKOK MOBOIO, 3 PaHill 3aTBEPAKEHOTO
YKPaiHCBKOIO Ta POCiiCbKOI0 MOBamu,
BHECEHHS 3anponoHOBaHOi agpecu
BMPOGHMKA HA BTOPVMHHHY YNakoBKy Ta
He3HauHWX pefakuiiHNX NPpaBoK Ha NePBUHHY
Ta BTOPUHHY ynakoBku) (TepMiH BBeAEHHS
3MiH NpPOTArom 6-Tu micsuiB nicns
3aTBEPKEHHS)
117. | CTONTYCUH cupon no 100 mny TeBa I3painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/10779/01/01
chnakoHi; no 1 dapmauesTikan c.p.o. Pecny6nika 3MiHM | TURy - 3MiHa HaliMeHyBaHHA Ta/abo peyenma
donakoHy pasom 3 IHpacTpi3 /T4, azpecy Micus NpoBaKEHHS AiSSIbHOCTI

MipHOLO MINeTKOo
y KOpooUj

BMPOGHMKa (BKIHOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOJII0 AKOCTI), abo
B/lacHuKa mactep-cpaiina Ha Adl, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLI0 3aCTOCOBYIOTLCS Y BUPOGHULTBI ADI
(AKLLO 3a3HAYEHO Y A0ChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [OCLE, ab0 BUPOOHVKA HOBOT
[,0MOMIDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) - agpecy BUPOOHMKa | BNacHuka
macTep-gaiiny Farmak a.s. Ha gjrouy
PeYoBUHY 3MIHEHO, BUPOOHUYA AiNbHNLA Ta
yci BUpo6HMYi onepadii 3anuwmnmcs
HE3MiHHUMU; 3MiHW | TUNY - BUPOBHUK AdD]
Farmak a.s. goaaB KOHTpPakTHY labopaTopito
AN NpoBeAeHHs MiKkpo6ionoriYHoro
KOHTPOIO; 3MiHW | TUNY - nogaHHsA
OHOBJ/IEHOrO cepTudikarta BifnoBigHOCTI
€Bponeiicbkoi thapmakonei R1-CEP 1999-
088-Rev 04 Big, y)xe 3aTBEpAXEHOro
BMPOGHMKA aKTMBHOIT PeYOBUHU
reandpeHesnHy; 3miHun | TUMy - BHECEHHSA
He3HauyHMX 3MiH B 3aTBEPKEHY aHaNiTUYHY
meToaunky "laeHTudikauis realieHesnHa,
Kncrnotu copbiHoBoi, Nponinranara i
6yTamipata umTtpara" (BEPX); BHeceHHs
He3HauyHVX 3MiH B 3aTBEPKEHY aHaNiTUUHY
mMeToaukKy “[omilkun reaiiheHesnHy" (BEPX)
— JeTanizalis NpuroTyBaHHs PO34uHIB;
BHECEHHS He3HauYHVX 3MiH B 3aTBEPAKEHY
aHaniTMYHy MeToauky «KinbkicHe BU3HaYEeHHS
reavicheHe3nHa, KUcnoTu cop6iHOBOT,

nponinrasara i bytamipara umtpata (BEPX) —
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
LeTanisauisi NpUroTyBaHHS PO34KHiB; 3MiHN |l
TMny - 3MiHM 3 aKkocTi. A®l. BUpo6bHMUTBO
(iHWi 3MiHW)
118. | TABAKYM-NNKOC | rpaHynv no 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasiis: 6e3 UA/8408/01/01
neHani "HaujoHasibHa [omeonaTnyHa 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenma
noniMepHomy a6o [omeonaTnyHa Cninka" HalilMeHyBaHHs Ta/abo aapecy 3asiBHMKa
chnakoHi 3 Cninka" (BNacHvka peecTpauiiHoro nNocBig4YeHHs)
KPULLIKOIO, Y maywi (3miHa agpecu 3anBHUKa); 3MiHU | TUNY -
3 KapTOHY 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cuctema KOHTelHep/3aKynopoBasibHWiA 3aci6.

3MiHa y NepBVHHIli ynakoBLi roTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[0faBaHHA HOBOTO KOHTellHepa) - Teepai,
M’'SIKi Ta HeCTepW/IbHI PifkKi Nikapcbki dhopmun
(mofaBaHHSA HOBOrO KOHTeHepa: hnakoHy 3
KPULLIKOIO, 3 BIANOBIAHUMY 3MiHAMU Y p.
«YnakoBka»); 3MiHu | Tuny - 3MiHW Woa0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
BBefeHHs abo 3MiHU [0 y3araslbHeHUX AaHnX
npo cuctemy thapmakoHarnsgy (BBefieHHs
y3arasibHeHNX faHunx npo cuctemy
hapmakoHarnsiay, aMiHa ynoBHOBaXKeHO|
0co6w, BignoBiganbHOI 3a 34iNCHEHHS]
thapmakoHarnsfy; KOHTakTHOi ocobu 3
hapmakoHarnsgy 3asiBHvKa Ans 34iCHEeHHS
hapmakoHarnsgy B YKpaiHi, AKLWO BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsagy (Bkaoyatouy KOHTakKTHI
OaHi) Ta/abo 3MiHM Yy po3MiLLeHHI MacTep-
thaiina cuctemun chapmakoHarnsagy) (diroua
pepakuis: Jawkens Bikropia CepriiBHa.
MponoHoBaHa pepakuin: bagba OneHa
AHaTtoniiBHa); 3miHu | Trny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy
(iHLWi 3MiHW) (3MiHW 8O0 IHCTPYKUiT oNns
Me[MYHOro 3aCTOCYBaHHS y p. «OCo6AnBOCTI
3aCTOCyBaHHSA»); 3MiHW | TUnNY - 3MiHK 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
noctavyasibHUKa nakyBasibHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B [JOCHE)
(3amiHa abo AofaBaHHA nocTavasibHMKA)
(mopaBaHHsA BNpo6HKKa MpAT «®dipma Enic»,
YkpaiHa y 38’A3Ky 3 BBE,eHHAM HOBOro

dh/1aKOHY 3 KPULLIKOIO LibOr0 BUPOBHUKA);
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3miHW) (3MmiHa rpadiyHOro ohopmaEeHHs
YNaKoBKM Ha MapKyBaHHs1 ynakoBKW)
119. | TENICAPTAH-H Tabnetku no 80 O-p Peppi'c IHAjia O-p Peppi'c IHAjia BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/14775/01/01
mr/12,5 mr, no 7 Nab6opaTopic fTg, Nab6opaTopic fTg, 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuenmom
Tabnetok y nikapcbkuii 3aci6. Cuctema
6nicTepi; no 2 abo KOHTeliHep/3aKynopoBa/ibHWii 3aci6. 3MiHa
4 6nictepun B pO3Mipy ynakoBK/ roTOBOrO NMikapCbKoro
KapTOHHI KOpOOLyi 3aco6y (3miHa KinbKoCTi 0AUHMLL (Hanpuknag,
TabneTok, amnyn ToLW0) B ynakoBLi:) - 3MiHa
no3a fjana3oHoM 3aTBEPXEHNX PO3MIpIB
yMakoBKM (BBEAEHHS AOAATKOBOrO Po3Mipy
ynakoBku no 7 TabneTtok y 6nictepi; no 4
6nicTepn B KApTOHHI KOpobLi, 6e3 3MiHW
NePBMHHOIO NakyBasIbHOro martepiany)
(TepMiH BBEAEHHS 3MiH NPOTArOM 6-Tn
MicALB Nic/sa 3aTBePAKEHHS)
120. | TENCAPTAH-H Tabnetku no 40 O-p Pepgij'c IHais O-p Pepgij'c IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/14776/01/01
mr/12,5 mr, no 7 Na6opaTopic T4, Na6opaTopic /T4, 3MiHu | TUNYy - 3MiHK 3 siKoCTi. FoTOBMIA peuyenmom
TabneTok y nikapcbkuii 3aci6. Cucrema
6nictepi; no 2 abo KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
4 6nictepu B PO3Mipy yNakoBKW roTOBOrO /1iKapCbKOro
KapTOHHIA KOpO6L 3aco6y (3MiHa KinbKOCTi 0ANHULL (Hanpuknag,
TabneTok, amny TOLLO) B yNakoBLi:) - 3MiHa
no3a fjana3oHoM 3aTBepXeHNX po3MipiB
yNakoBKM (BBEAEHHS A0AATKOBOrO Po3mipy
ynakoBKM No 7 TabneTok y 6nictepi; no 4
6nicTepn B KapTOHHIA KOpoo6Li, 6e3 3MiHn
NepPBUHHOrO NakyBasibHOro marepiany)
(TepMmiH BBEAEHHSI 3MiH MPOTAroM 6-Tu
MicsILIB Nicns 3aTBepAKEHHS)
121. | TIOUETAM® TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviitHux maTepianis: 3a UA/6941/01/01
POPTE MN/1iBKOBOIO "KvuiBmegnpenapa "Knismegnpenapar" 3MiHW | TUMY - BUYYEHHS BUPOOHUYOI peyenmom
060/10HKO10, M0 10 T ginbHuui A®| (nipaueTtamy)
Tabnetok y
6nicTepi, no 3 abo
no 6 6nictepiB y
nauuj
122. | PAPMATEKC cynosuTopii NabopaTtopis ®paHuisa IHHOTepa LLysi dpaHLis BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasiis: 6e3 UA/1340/03/01
BariHasbHi no 18,9 IHHOTEK 3MiHU | TUNY - 3MiHK y NpoLeci BUPO6HULTBA peyenma
Mr, o 5 IHTepHacblioHa/Tb rOTOBOrO JIiKApCbKOro 3acoby, BKIYaUn

Cyno3unTopiiB y
6nictepi, no 1 a6o
no 2 6nictepu B
KapPTOHHI KOpOoOLii

NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BUPOGHMLTBI rOTOBOIO NiKapCbKoro 3acoby -
He3HayHa 3MmiHa y npoLeci BUpo6HMLTBA;
3MiHK | TMny - 3MiHK, NOB'A3aHi 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
HeOoOXiJHICTIO NPUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii JdY abo Esponeiicbkoi
hapmakonei, abo iHLWOT HaLioHaNbHOT
thapmakonei gepxasu €C - 3MiHa y
cneumdikauii 418 LOMOMDKHOI peYOBUHM
riipokcunponinuentonosa 3rigHo MoHorpadii
EP; 3minu Il TUny - 3miHa napameTpis
cneuudikayin Ta/abo AoNycTUMUX MeX A4N1s
[LOMOMDKHOT PEYOBUHM - 3MiHW Y crieuudikavii
[0NOMDKHOT PEYOBWHU - TBEPAUIA
HaniBCUHTETUYHWIA rniuepug type Witepsol S
51: 3BY)KEHHSI AONYCTUMMX MEX AN1sa TecTa
«Peroxide value» («MepokcngHe uncno»);
BUNy4YeHHs TecTy «Decomposition products»
(«MpoaykTn po3nagy»); AOAAHHS TeECTOM
«Heavy metals» («Baxki MeTann») 3
BiANOBIAHO cneundikauieto; Tect
«Appearance» («Onuc») 6yB po3giieHunii Ha
2 Tectn «Appearance» («Onuc») Ta
«Solubility» («PO34MHHICTb»)
123. | PITOCEA® MOpPOLLIOK MAT YkpaiHa MAT "Ximdhapm3asop, YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - UA/13151/01/01
(cybeTaHuin) 3 "Ximchapm3sasog "UepBoHa 3ipka" 3MiHu | TMNYy - 3MiHK 3 aKocTi. A®Il. Cuctema
CYMiLLi fliKapCbKoT "UepBoHa 3ipka" KOHTeliHep/3akynoproBasibHWii 3aci6. 3miHa y
POC/IVHHOT 6e3nocepeHiit ynakosui A®I (iHWi 3MiHM) -
CUPOBUHU Y 3aMiHa NoNieTUNEHOBMX NAKETIB HA NanepoBi
nanepoBmx MiLKax MiLLKK, 3 BiANOBIAHUMU 3MiHAMKU [0 po34iny
[ANs BUPOGHMLTBA «YnakoBka»
HeCcTepUIbHNX
NiKapcbknx popm
124. | PO3NKAPA® Tabnetku no 5 mr AxTtasic rpyn AT IcnaHgais AxTasic AT, IcnaHgis; Icnangis/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/4844/01/01
no 10 TabneTtok y dapmaueBTUYHA i Cepbis 3MiHM | TUNY - 3MiHW 40 IHCTPYKUiT ANs peyenmom
6nicTepi; no 3 XimiyHa IHaycTpis, Me[NYHOro 3aCToCyBaHHA y po3ainu:
6nictepu B 3apasne AT, Cepbis "B3aemogis 3 iHWMMK flikapCbkMMK 3acobamu
KapTOHHIN Ta iHWi B1an B3aemogiin”, "OcobmBOoCTi
Kopo6ui; no 14 3acTocyBaHHA" BifMnoBigHO 40 OHOB/EHOT
TabneTok y iHchopmaii 3 6e3nekn 3acTocyBaHHA Aito4oi
6nictepi; no 2 peyoBUHW. BBEAEHHS 3MiH MPOTArOM 3-X
6nictepu B MiCAILiB Micnsa 3aTBepIKEHHS
KapTOHHI KOpo6Li
125. | PO3NKAPA® Tabnetky no 10 mr AxTasic rpyn AT IcnaHgis AkTaBic AT, IcnaHgis; IcnaHgis/ BHECEHHS 3MiH 40 peecTpavliiiHux MmaTepiasiis: 3a UA/4844/01/02
no 10 Tabnetok y dapmaueBTUYHa i Cepbis 3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANns peuyenmom

6nictepi; no 3
6nictepu B
KapTOHHilA
Kopobui; no 14
TabneTokK y

XimiyHa IHaycTpis,
3apasne AT, Cepbis

MeAMYHOr0 3aCTOCYBaHHS y PO3LiNn:
"B3aemogis 3 iHWMMK flikapCbkumm 3acobamu
Ta iHWi BUAY B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHA" BifMoBigHO [0 OHOBMNEHOI
iHdbopMmalii 3 6e3nekn 3aCToCyBaHHA Aiko4ol
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
6nicTepi; no 2 peyoBuHW. BBEAEHHS 3MiH MPOTAroM 3-X
6nictepu B MicsALIB MiCNsA 3aTBEPAKEHHS
KapTOHHIA KopooLi
126. | PO3NKAPLA® Tabnetky no 20 mr AkTasic rpyn AT IcnaHgis AkTaBic AT, IcnaHgis; IcnaHgis/ BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/4844/01/03
no 10 Tabnetok y dPapmaueBTUYHa i Cepbis 3MiHW | TUNY - 3MiHW 40 IHCTPYKUiT AN peyenmom
6nictepi; no 3 XimiyHa IHaycTpis, MeAUYHOro 3aCTOCyBaHHA y po3ainu:
6nictepu B 3apasne AT, Cepbis "B3aemogis 3 iHWMMK flikapCbkumm 3acobamu
KapTOHHIA Ta iHWi B1AK B3aemogiit”, "OcobmBOoCTi
Kopob6ui; no 14 3acTocyBaHHA" BifMNOBIAHO A0 OHOBMEHOT
Tabnetok y iHchopmawii 3 6e3nekn 3acTocyBaHHS Aito4ol
6nicTepi; no 2 peyoBuHW. BBeEHHS 3MiH NPOTAroMm 3-x
6nictepu B MiCAILiB Micnsa 3aTBepAKEHHS
KapTOHHI Kopobui
127. | XNOPFrEKCUAWH | po3uuH ans TOB "Cnasist YkpaiHa TOB "Cnasiss 2000" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/13263/01/01
30BHILUHLOrO 2000" BUNPAaBNEHHS TEXHIYHNX NOMWUIOK Y MeToAax peyenma
3aCToCyBaHHs KOHTPO/0 SIKOCTi Ha SlikapcbKkuii 3aci6, y
0,05 % no 100 mn MeToAuLji BUNPOOYBaHHS NoKa3HUKa
y thnakoHax «lgeHTudikalis. Kucnora rnokoHosa.»
128. | XONYAEKCAH Kancynv TBepgi no «YOPNL Benvka YOoPA4 MEANLINH TypeuunmHa | BHECEHHS 3MiH [0 peecTpauiiHnux MaTepianis: 3a UA/14162/01/01
300 mr no 10 MEANUNH BpuTaHia INAY CAH. BE TIK. 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHN. peuyenmom
Kancyn y 6nictepi, NIMITE» AL BunyyeHHs BUPOBGHWYOT AinbHULI (BKTHOYAK0UM
no 2 6nictepu B OinbHUUi ana A®l, npomikHOro npoaykTy abo
KapTOHHIlA KopooLi roTOBOrO J1iKapCbKOro 3acoby, AiNbHuLi Ans
NPOBEefEHHS NakyBaHHs1, BUPOGHUKA,
BiAMNOBIA&/TbHOrO 3a BUMYCK Cepiii, MicLe
NpoBELEHHS KOHTPOJIH cepii) abo
noctavajibHMKa BUXigHOro martepiasny,
peareHTy abo [OMOMKHOI PEUYOBUHM (SIKLLO
3a3HayveHo Yy 0CbE) (BUTYUYEHHS
anbTepHaTMBHOrO BUpo6HuKa M3 «AB[|
IBPAXIM Inay CaHaBai Be TimxapeT A.LL.,
TypeyunHa», BiANOBIfaIbHOIO 3a
BMPOGHWLTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHS, NPOBEAEHHS KOHTPOJIHO SKOCTi Ta
BUMYCK Cepii)
129. | ULENb T Tabnetku, no 50 Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTepiais: 6e3 UA/0020/02/01
Tabnetok y XainbmitTens XalinbMmiTTens Xeenb 3MiHM | TuMy - 3mMiHa y MeTogax peyenma
KOHTEeliHepi Xeenb Mv6X v6X BMNPO6YBaHHA rOTOBOTO JIiKAPCLKOro 3acoby -
noinponineHoBOM He3HayHa 3MiHa 40 T. " CTUpaHHICcTb", y 38"
y,nol A3KY 3 NPUBEAEHHSM Y BiANOBIAHICTb A0

KOHTEliHepy y
KOpo6L,i 3 KapTOHY

BuMor EP; pepakuiliHa 3mMiHa (hopMy/toBaHHs
nokasHuka "MikpobiosioriyHa unctoTa”; 3miHu |
TUMy - 3MiHa napameTpiB cnevudikawii
Ta/abo foNyCTUMUX MEX rOTOBOro
nNikapcbKoro 3acoby - 3MiHN napaMmeTpis
crneundikauiii T. "MikpobionoriyHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
yncToTa'"BignosigHo [0 BuMor EP; 3minm I
TUMy - 3MiHa napameTpiB cnevudikawii
Ta/abo foNyCTUMUX MEX rOTOBOro
nikapcbKoro 3acoby (3MiHa 3HaxoAMTbCsA No3a
3aTBEPMKEHNMUN JONYCTUMUMU MEXAMU
cneuudikayiin) - 3miHn go p. "CTiilkicTb oo
po3gasnoBaHHa" (415 TEPMiHY NPUAATHOCTI),
3anponoHOBaHO: BUNPOBYBaHHA NPOBOAATL Y
BignosigHoCTI Ao BUMor EP 2.9.8.,
HopMyBaHHs: npu Bunycky: 30-70 H; ans
TepMiHy npuaaTHocTi He meHwe 30 H
130. | LE®DA3O/IH- MopoLUoK AN MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/6216/01/01
AAPHMNLUA po3uunHy gna "®apmMaueBTNYHa "papmMaueBTNYHa 3MiHM | TUny - 3mMiHa y meTogax peyenmom
iH'ekuinno0,5r, 1 thipma "OapHuus” hipma "OapHuus” BMNpo6yBaHHA A®Il abo BuxigHOro
hNakoH 3 mMartepiany/npombKHOro NPoAyKTy/peareHTy,
MOPOLLKOM B LLIO BUKOPWUCTOBYETLCSA Y MPOLEC
naJui; 5 dpnakoHis BMpOG6HMLTBA ADI (iHWi 3MiHM B MeToAax
3 NOPOLLKOM B BUNPOGYBaHHSA (BKIOUAKOUM 3aMiHy abo
KOHTYPHIi [OOMNOBHEHHA) ANS peareHTy, Wo He
YapyHKOBIl CMPUYNHAE ICTOTHOTO BM/IMBY Ha AKICTb ADI);
ynakosLi; no 1 CynyTHS 3MiHa: 3MiHa y napameTpax
KOHTYPHIi cneundikaui Ta/abo AONYCTUMUX MEX,
YapyHKOBIl BM3HA4YeHNX Y cneyudikauisx Ha Adl, abo
ynakoBLji B navLi; BVXiAHWIA/NPOMIDKHWIA NpOAYKT/pearexT, Wwo
1 chnakoH 3 BMKOPUCTOBYIOTLCS Y NPOLLECI BUPOOHULTBA
NMOPOLLUKOM Y A®I (iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y
KOMnNnekTi 3 1 MeToAax BUNpo6yBaHHSA rOTOBOrO
amny ok nikapcbKoro 3acoby (iHLWi 3MiHM y MeToAax
po3unHHuKa (Boga BUNpobyBaHb (BK/IKOYa0UM 3aMiHy abo
Ans iH'ekuUili- [OOMNOBHEHHS)); CynyTHA 3MiHa: 3MiHa
[JapHuus) no 5 mn napameTpiB cneuudikauii Ta/abo
B KOHTYPHIl [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro
YapyHKoBIl 3aco6y (iHLWi 3MiHK)
ynakosui; no 1
KOHTYPHIit
YapyHKoBIl
ynakoBLji B nau;
40 cpnakoHiB 3
MOPOLLKOM Y
Kopobui
131. | UE®D®A3ONIH- NopoLIoK ANns MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/6216/01/02
OAPHNLUA po3unHy ana "®apmMaLeBTnyHa "papmMaLeBTnYHa 3MiHM | TUny - 3MiHa y MeTofax peyenmom

iH'ekuinno1,0r; 1
hNakoH 3
NOPOLLKOM B
nayui; 5 qpiakoHis

ipma "JapHuus”

ipma "fapHuus”

BMNPoGyBaHHs APl abo BUXigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy,
LLLO BUKOPUCTOBYETLCS Y NpoLeci
BMpo6HMUTBa API (iHWi 3MiHM B MeTogax
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1

ynakoska)

3 NOPOLUKOM B BMNPOGYBaHHS (BKIOUAKOUM 3aMiHy abo

KOHTYPHIi [OOMOBHEHHSA) AN peareHTy, Wo He

YapyHKOBIl CMPUYUHSAE ICTOTHOTO BM/IMBY Ha AKICTb ADI);

ynakosLi; no 1 CYMyTHS 3MiHa: 3MiHa y napameTpax

KOHTYPHIi cneundikauii Ta/abo AONYCTUMMX MEX,

YapyHKOBIl BM3HA4YeHuUxX y cneyudpikauisx Ha A®l, abo

ynakoBLi B nayLi; BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo

1 dpnakoH 3 BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA

NOPOLLKOM Y A®I (iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y

KoMnaekTi 3 1 MeTofax BUNpobyBaHHS rOTOBOrO

ammnysor nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax

po3uuHHuKa (Boga BMNPO6YBaHb (BK/IOYAKUM 3aMiHy abo

ONst iH'eKUii- [IONOBHEHHS)); CYMNYTHA 3MiHa: 3MiHa

[JapHuus) no 10 napameTpiB cneundikauii Ta/abo

M/ B KOHTYPHIi [0MyCTUMUX MEX rOTOBOTO NiKapCbKOro

YapyHKOBIl 3ac006y (iHLi 3MiHK)

ynakosui; no 1

KOHTYPHIit

YapyHKOBIW

ynakoBLi B naui;

40 cpnakoHiB 3

MOPOLLKOM Y

Kopo6ui

132. | ULE®@TPUAKCOH- | nopoliok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/6340/01/01
AAPHMNLUA po3uunHy gna "®apmMaueBTnYHa "papmMaLeBTNYHa 3MiHn |l Tuny - 3MiHn Wwoao peyenmom

iH'ekuin no 0,5y
dhnakoHi; 1
pNakoH i3
MOPOLLIKOM Y
naJui; 5 dpnakoHis
3 MOPOLUKOM Y
KOHTYPHIit
YapyHKoBIl
ynakosui, no 1
YapyHKOBIl
ynakoBLi y nauwy;
1 cdonaxoH 3
MOPOLLIKOM Y
KomnnekTi 3 1
amnysior
po3unHHuKa (Boga
Ans iH'ekuUili-
[JapHuus) no 5 mn
Y KOHTYpHili
YapyHKoBIl
ynakosui, no 1

thipma "OapHuus”

thipma "OapHuus”

6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHA abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BuAaui peecTpauiiiHoro noceigyeHHs,
BK/tOYatouun Mnax ynpasniHHA pusvkamu
(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
[0AaTKOBMM AaHVMU, L0 MaloTb Hajasatucs
KOMMETEHTHUM OpraHoM, OCKiSIbKK
BMMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM
opraHoMm) (BrKoHaHHs 3060B'A3aHb
BignoBigHO A0 nianyHKTY 1.13 NyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 go
Mopsaaky NpoBeAEeHHA ekcnepTu3n
peecTpavuiiiHux MaTepiasiiB Ha Nikapchbki
3aco6wu, Lo NojatTbCs Ha AePXKaBHY
peecTpaduito (nepepeecTpadito), a Takox
eKcnepTM3n matepiasiis NPo BHECEHHS 3MiH
[0 peecTpaviiHnx MmaTtepiasiiB npoTarom gii
peecTpauiiHOro NocBigYeHHs,
3aTBepKeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)

KOHTYPHIi 23.07.2015 Ne 460)
YapyHKOBIl
ynakoBLi y nauL;
no 40 cnakoHis y
Kopo6ui

133. | ULE®@TPUAKCOH- | nopoliok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/6340/01/02

AAPHMNLUA po3uunHy gna "®apmMaueBTNYHa "hapmMaLeBTNYHa 3MiHn |l Tuny - 3MiHn Wwoao peyenmom

iH'ekuinno 1,0 ry thipma "OapHuus” thipma "OapHuus” 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
dhnakoHi; 1 BHeceHHA abo 3miHa(1) [0 3060B'A3aHb Ta
chnakoH i3 YMOB BuAaui peecTpauiiiHoro nocsigyeHHs,
MOPOLLIKOM Y BK/IIOYa0UM MNnaH ynpasniHHA pusnkamu
naJui; 5 dpnakoHis (3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
3 MOPOLUKOM Y NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMMU
KOHTYPHIl [0AaTKOBUM AaHVIMW, L0 MaloTb HagasaTucs
YapyHKOBIl KOMNETEHTHUM OpraHoM, OCKifTbKn
ynakosui, no 1 BMMaraeTbCs CyTTeBA OLjiHKa KOMNETEHTHUM
YapyHKOBIl opraHoMm) (BrkoHaHHs 3060B'A3aHb
ynakoBLi y nauwy; BignoBigHO A0 nianyHKTY 1.13 NyHKTY 1,
1 cdonakoH 3 nignyHKTy 2.3 NyHKTY 2 gogatky 15 go
MOPOLLKOM Y Mopsiaky NpoBeAEeHHS ekcnepTu3n
KomnaekTi 3 1 peecTpavuiiiHux MaTepiasiiB Ha Nikapchbki
amnysior 3acobu, Lo NoAaTbCA Ha AepxasHy
po3uuHHuKa (Boga peecTpaduito (nepepeecTpadito), a Takox
Ans iH'ekuUili- eKcnepTM3n matepiasiis NPo BHECEHHS 3MiH
[JapHuugs) no 10 [0 peecTpauiiHnx matepianis npoTarom aii
M1y KOHTYpHIli peecTpauiiHOro NocBigYeHHs,
YapyHKoBIl 3aTBepKeHoro Hakasom MO3 Big 26.08.2005
ynakosui, no 1 Ne 426 (y pepaxkuii Hakazy MO3 Big,
KOHTYPHIit 23.07.2015 Ne 460)
YapyHKoBIl
ynakoBLi y nayu;
no 40 donakoHiB y
Kopobui

134. | UMKNO 3® ®OPT | kancynu TBepai, M'ep ®abp dpaHuis M'ep ®abp dpaHuis BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/7550/01/01
no 10 kancyny MegunkameHT MeaukameHT 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peuyenmom
6nicTepi; no 3 MpogakLuH HalimeHyBaHHs Ta/abo agpecu micus

6nictepu B
KapTOHHIiA
ynakoBLij

NPOBaZKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3ac06y, BKIIOYAUN [ibHUL BUNYCKY cepii

abo Micue NPOBeAEHHST KOHTPOJHO SIKOCTI.
(misnbHICTB, 3a AKy BignoOBigae
BMPOGHUK/IMNIOPTEP, BK/IOYAOUN BUMYCK
cepiit) (3miHa agpecu micus NPoBaKeHHS
OisNbHOCTI BUpo6HUMKa /13, 6e3 3MiHN MicLA
BMpo6HULTBa) (TepMiH BBEAEHHSA 3MiH
npoTsirom 6 MicsLiB MicNsl 3aTBEPAKEHHS);
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHu | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMmakoHarnsgy
(iHWi 3miHW) (3amiHa rpadiuHOro 0hopMIEHHS
Ha TEeKCT MapKyBaHHA NepBUHHOI Ta
BTOPUHHOI YNakoBKM, 3 BiANOBIAHOK 3aMiHOO
po3ziny "IpadivuHe 306paXkeHHsT ynakoBKn" Ha
po3zin "MapkyBaHHS". 3amiHa TEKCTY
MapKyBaHHS YKPaiHCbKO Ta POCIiCbKO
MOBOIO Ha TEKCT MapKyBaHHS YKpPaiHCbKOO
MoBoto) (TepMiH BBEAEHHSA 3MiH NMPOTSAroMm 6
MicALB Nic/1a 3aTBepAXEHHS)

135.

UMHAPU3NH

MOPOLLOK
(cybeTaHuis) y
nakerax
noaBinHMX
nonieTneHoBmX
ans
thapmaveBTUUHOr
0 3aCTOCyBaHHSA

MpAT
"®apmMaueBTNYHa
thipma "OapHuus”

YKpaiHa

dnemiHr NlebopeTepis

Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MmiHu | TYny - AgMiHICTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHSA AiSNIbHOCTI BUPOOHMKa
(BKKOUatOUM, 3a HEOOXiZHOCTI, Micue
NpoBefeHHA KOHTPOJII0 SIKOCTi), abo BnacHuka
macTep-paiina Ha A®l, abo noctavasibHuKa
Adl/BnxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY,
LLI0 3aCTOCOBYIOTLCA Y BUPOGHULTBI ADI
(AKLLLO 3a3HAYEHO Y A0ChE Ha NMiKapCbKuii
3acib) 3a BigCYyTHOCTI cepTudiikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOGHMKA HOBOT
[OMOMDKHOT PEHOBUHY (AKLLIO 3a3Ha4YEeHO Y
[0cbe) (3MiHa agpecu BUPOGHMKa Aitoyoi
peyoBuHW LinHapn3nH, 6e3 3miHn micus
BMPOGHULTBA); 3MiHM | TUny -
AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs
BMPOGHMYOT AiNbHUL (BKIHOYAKOUMN AifIbHULL
ons A®l, npomikHOro npoaykTy abo rotoBoro
nNiKapcbKoro 3acoby, AinbHUL ANs
NpoBefEeHHs NakyBaHHSs, BUPOGHYKa,
BiAMNOBIAa/IbHOrO 3a BUNYCK Cepiii, MicLe
npoBeAeHHS KOHTPOIO cepii) abo
noctavyajibH1Ka BUXigHoOro marepiasny,
peareHTy abo AO0MNOMiXHOI PeYOBUHY (AKLLO
3a3HayeHo y A0CLE) -

BUYYEHHS aaMiHICTpaTUBHOT agpecu
BMPOGHWYOT Ai/TbHUL AiH040i PeYOBUHM
LinHapu3nH.

UA/6252/01/01

136.

LMHKY OKCUA,

MOPOLLOK
(cybceTaHuis) B
4OTUPULLIAPOBYUX
aboy

AT "lekxim-
Xapkis"

YKpaiHa

EBEPLIVIHK
HEJEPNAHJ, B.B.

Higepnangn

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis:
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar signosigHocTi
€Bponeiicbkin papmakonei/MmoHorpadii.

UA/15019/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby c¢hopma, nocsioYyeHHs1
ynakoska)
noninponineHoBmx MoaaHHA HoBOro abo OHOBNEHOTO
abo y TpuwapoBmx cepTudikaTa BiANOBIAHOCTI a60 BUYyYEHHS
MiLlkax ans cepTudikaTa BiANOBIAHOCTI EBPONEiCHKIlt
thapmaveBTU4HOr thapmakonei: ana A®l; gns suxigHoro
0 3aCTOCyBaHHS marepiany/peareHTy/npomMiKHOro NPoAyKTY,
LLIO BUKOPUCTOBYIOTLCH Y BUPOOHMLTBI AdI;
ANs AONOMDKHOT peyoBuHY (cepTuddikat
BiANOBIAHOCTI E€Bponelickkili hapmakonei) -
OHOB/EHWIA cepTUdikaT Bif yxe
3aTBEpA)KEHOro BUPOOHYMKa (NogaHHs
OHOBJ/IEHOTO cepTudikaTta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2012-
347-Rev 02 ans gitoyoi pevoBrHK Zinc oxide
Bif] BXXe 3aTBEepKEeHOro BUpobHMKa
EBEPUVHK HEAEPNAH/ B.B.,
Higepnavgn / EVERZINC NEDERLAND B.V.,
The Netherlands i3 3miHOI0 Ha3BM BYPOGHMKA
Adl)
137. | UATOBIP® -3 kancynu, no 12 ToBapucTBO 3 YkpaiHa LinTomen Oro PiHNAHAiA BHECEHHS 3MiH 40 peecTpaLliiniHux MmaTepiasiis: 6e3 UA/12580/01/01
kancyn y 6nictepi; 06MexeHot 3MiHu | TUNY - 3MiHK 3 SKocTi. FoTOBMIA peyenma
no 1 6nictepy B BiANOBIAAILHICTIO nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
nauuj 3 KapToHy; "KOHCANTUHIO 3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHUL
no 12 kancyny BA TPYMNA BMPOGHULITBA A4/15 YACTUHU abo BCbOro
KOHTeliHepi; no 1 "BIBHECOH" BMPOBHMYOro NpoLEecy roToBOro JiKapCbKOro

KOHTEliHepy B
naJi 3 KapToHy

3acoby (AibHMUSA, Ha Kili NPOBOAATLCS
6yAb-AKi BUPOGHWYI CcTagii, 3a BUHATKOM
BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBVUHHOIO
Ta BTOPVHHOrO NakyBaHHs, A1
HECTEpPUIbHUX NiKapcbknx 3acobiB) (3aMiHa
LinbHUL BUPO6GHMLTBA) CynyTHA 3MiHa: 3MiHU
3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Aji/IbHUL BUPOOHULTBA AN1A
YyacTuHM abo BCbOro BUPOGHUYOro npotiecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUA Ans
BTOPWHHOIO NakyBaHHSA). 3MiHW 3 SKOCTI.
[oTOBWIA NikapcbkWit 3aci6. 3MiHN Yy
BMPO6HULTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Aji/IbHUL BUPOBHULTBA AN1A
4yacTuHM abo BCbOro BUPOGHNYOro npotiecy
roTOBOrO JliKapcbKoro 3acoby (AinbHuUA Ans
NepBUHHOIO NMakyBaHHS) (3aMiHa LibHULL
BMPOGHMLTBA); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkumii 3aci6. 3miHN Yy
BMPOBHULTBI. 3MiHa iMNopTepa/3amMiHu, Lo
CTOCYHOTbCS BUMYCKY Cepil Ta KOHTPO/IH0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka
¢opma,
ynakoska)

3assHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

SIKOCTi FOTOBOTO JIiKapCbKOro 3acoby (3amiHa
abo foJaBaHHS BMPOGHMKA, LU0 BiAnoBigae
3a BBe3eHHA Ta/abo Bunyck cepii) -
Bkntoyaroun KOHTPOb/BUNpobyBaHHSA cepii
(3amiHa AinbHULUI BUPO6GHMLTBA); 3MiHK | TURY
- 3MiHK Wwoa0 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3miHn) (3amiHa
rpachiyHoro ohopmMIEHHS YNakoBKu Ha TeKCT
MapKyBaHHs)

138.

IOHOPM®

cupon, 4,0 mr/ 5
M, no 50 mny
chnakoHi, no 1
pN1akoHy 3 MipHUM
MPVUCTPOEM Yy nauLi

TOB "lOpis-®apm”

YkpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH 40 peecTpaliiniHux MmaTepiasis:
3MiHu | TUnNY - 3MiHK Woao
6e3nekn/edhekTVBHOCTI Ta hapMakoHarniagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHuX/ribpuaHMx/6ionogibHmNX
nikapcbkUx 3aco6iB nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX
[oaTKoBUX faHux) (3MiHWM BHECEHO A0
IHCTPYKUIi ANA MeAUYHOTO 3aCTOCYBaHHSA
niKkapcbKoro 3acoby y po3ginu: "IMokasaHHs",
"Mepepo3yBaHHS", "Mob6iuHI peakwyii”
BiANOBIAHO iHChopmaLii WoA0 MeaNYHOro
3acTocyBaHHs pethepeHTHOro Nikapcbkoro
3acoby (Zofran® Syrup 4 mg/5 ml, He
3apeecTpoBaHuii B YkpaiHi) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 3-X micsuiB nicns
3aTBEPKEHHS)

3a
peyerimom

UA/14069/01/01

HauyanbHuK YnpaBniHHA chapMaleBTUYHOI
OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPoAYKLUiT

T.M. JIackoBCbKUM
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