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

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

HAKA3Y1O:

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

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

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).



4. KOHTpOJIb 3a BUKOHAHHAM LJbOI'0 HaKa3y MOK/IaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



NMEPENIK

Aopartok 1
[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

13.07.2018 Ne 1313

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUNYHNX IMYHOBIO/IOINYHUX NPEMNAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa snikapcbKo20

Popma sunycky

n/n 3acoby

1. AKCETWH

(nikapcbka ¢hopma,
ynakosKa)
TabneTku, BKPUTI

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayiliHo2o

2. | AKCETUH

NNiBKOBOI 060/I0HKOK

500 wmr; no 10 TabneTtok
y cTpuni, no 1 ctpuny B
KapTOHHI KOpo6Lyi

TabneTkn, BKpUTI

Mepokemi 1T

Kinp

Mepokemi T4
(3aBog C)

Kinp

peecTpaList Ha 5 pokis
MepiognyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BITYy 3 6e3nekun BiANOBIAHO
0o Mopsaaky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOPOHY
30,0p0B’sA YKpainu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainuun 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
300pOoB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMN Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyerimo
M

He
niosisieae

nocBi04Y€eHHs1
UA/8714/02/02

NNiBKOBOK 060/10HKOO

250 mr, no 10 TabneTok
y cTpwvni, no 1 ctpuny B
KapTOHHI KopooLyi

Megokemi NTA

Kinp

Megokemi T4
(3aBog C)

Kinp

peecTpauis Ha 5 pokis
MepiognyHICTb NofaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BiANOBIAHO
0o Mopagky 3aiicHeHHs
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuji

3a
peuyenmo
M

He
nionsieae

UA/8714/02/01
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Ne | Ha3sa nikapcbkoz2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
30,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn Y
nepiogNYHOCTI NOAAHHSA
PErynsipHUX 3BiTiB 3 6e3neKu
3. BPIHENPA po3uunH ans iHdysiii 30 BioMapuH Ipnangis roToBwiA Nikapcbkuii HimeyunHa/ peecTpadist Ha 5 pokis 3a He UA/16841/01/01
mr/mn (150 mr/5 ma) no IHTepHeLwHA MlimiTeq 3aci6: 06pobka Cnony4eHi MepiognyHICTb NOgAHHSA peyenmo niossieae
5 M po3unHy gns niKapcbKoro 3acoby LWratn perynsipHoO OHOBJIOBAHOTO M
iHdpysiil y npo3opomy Ta nepBuHHE Amepunku/ 3BiTy 3 6e3neku BiANOBIAHO
cknsiHomy donakoi (| nakyBaHHs IpnaHgis/ 0o Mopsagky 34iRCHeHHS
TUMy), 3aKynopeHomy (HanoBHeHHS BenukobputaH thapmakoHarnagy,
Npo6Koto (ByTUNKay4yk) rOTOBUM JliKapPCbKUM i 3aTBEPKEHOrO Haka3oM

Ta 06TUCHYTOMY
asloMIHIEBOIO KPULLIKOO
Tuny flip-off seal 3
N1acTUKOBUM
KOBMa4YKkOM 3e/1eHOro
KONbOopy.

Mo 5 Mn po3uvHy ans
NPOMUBAHHA y
NpO30pPOMY CK/IAHOMY
hnakoHi

(I Tviny), 3aKynopeHomy
Npo6Koto (ByTUNKay4yk)
Ta 06TUCHYTOMY
asloMIHIEBOIO KPULLIKOO
Tuny flip-off seal 3
N1acTUKOBUM
KOBMa4KOM >KOBTOrO
KONbOopy.

Mo 2 donakoHa 3
PO34MHOM A5 iHAy3ii y
KOMMeKTi 3 1
¢1aKOHOM 3 PO3YMHOM
AN NPOMUBaHHSA B
KapTOHHI KopooLyi

3acobom) Ta
BMNPOGYBaHHSA
KOHTPOSIO SKOCTi

(koHTpoOsb B NMpoueci

BMPOGHMLTBA:
ineHTMdikauisn,
Bi3yasibHUIA
KOHTPO/b,

6ioOHaBaHTaXeHHsA Ta

KOHTPO/b NpY
BUMYCKY:
CTEPW/IbHICTb,
H6akTepianbHi
€HJ,0TOKCUHM)
PO34MH ANna
NPOMUBAHHS:
06pobka

nikapcbKoro 3acoby

Ta NepBuHHE
nakyBaHHS
(HanoBHeHHs
pO34YnHOM ANsi
NPOMMBAHHS) Ta
BMNPO6YBaHHSA
KOHTPOJIO SKOCTI

(koHTpO/b B Mpoueci

BUpPOGHULTBA:
ineHTndikauis,
Bi3yasibHUIA
KOHTPONb,

6GiOHaBaHTaXKEHHS,

MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHmnii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpokamu, 3a3HavyeHumun y
nepiognMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.
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Ne | Ha3sa nikapcbkoz2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

KOHTPO/b NpY
BUMYCKY:
CTEPW/IBHICTb,
HakTepianbHi
€HO0TOKCUHN)
BeTtTep dapma-
®depTiryHr rm6X i
Ko. KI', HimeuunHa

roTOBWIA NiKapCbKnii
3aci6:
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI
(koHTpO/b B Npoueci
BMPOGHULTBA:
ineHTndikauis,
Bi3yasibHUIA
KOHTPOSb,
6iOHaBaHTaXKeHHS Ta
KOHTPO/b Npy
BUMYCKY:
CTEPW/IbHICT,
6akTepiasibHi
€HA0TOKCUHW)
PO34MH ANna
NPOMMBAHHS:
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI
(koHTpO/b B Npoueci
BMPOGHULTBA:
ineHTndikauis,
Bi3yasibHWiA
KOHTPOSb,
6iOHaBaHTaXKeHHs Ta
KOHTPO/b Npy
BUMYCKY:
CTEPW/IbHICT,
6akTepiasibHi
€HA0TOKCUHW)
BeTtTep dapma-
®depTiryHr rm6X i
Ko. KI', HimeuunHa

roToBWiA Nikapcbknii
3aci6:
BMNPOGYBaHHSA
KOHTPOSIO AKOCTi
(kOHTpoO/Ib B Npoueci
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Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs

n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

BMPOGHMLTBA:

BUPOGHUKa

ineHTudikauin) Ta
BMNPOGYBaHHSA
CTabifIbHOCTI
PO34MH ANna
NPOMUBAHHS:
06pobka
nikapcbKoro 3acoby
(BpO6HULTBO
Hepo3acosBaHoro
MPOMIDKHOTO PO34nHY
AN NPOMVBaHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI
(koHTpOsb B npoueci
BMPOGHMLTBA:
iaeHTuikauia Ta
BMNPOGYBaHHSA
cTabiNbHOCTI)
BioMapuH
dapmacbloTukan
IHK., CronyyeHi
LTatn AMepukm

roTOBWIA NiKapCbknii
3aci6: 36epiraHHa Ta
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI
(koHTpO/b B Npoueci
BMPOGHULTBA:
Bi3yasibHUIA
KOHTPO/b)
po3uunH ans
NPOMWBAHHS:
36epiraHHsa Ta
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI
(koHTpO/b B Npoueci
BMPOGHULTBA:
Bi3yasibHUIA
KOHTPO/b)
BeTttep dapma-
®depTiryHr rm6X i
Ko. KI', Himeuunna

roTOBWIA NiKapCbKnii
3aci6:

BMNPO6YBaHHSA
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n/n

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTPOJTIO AKOCTI
(koHTpONb NpY
BUMYCKY: KPiM

CcTepunbHOCTI) Ta
BMNPOGYBaHHSA

cTabinbHOCTI Ta

BUMYCK cepil
PO34MH ANna
NPOMUBAHHS:
06pobka
nikapcbKoro 3acoby
(BpO6HULTBO
Hepo3acosBaHoro
MPOMIDKHOTO PO34NHY
[ANA NPOMVBaHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI
(koHTpOsb B npoueci
BMPOGHMLTBA:
ineHTudikauis,
KOHTPO/b NpYt
BWMYCKY: KpiM
CTepW/IbHOCTI),
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BMNyCK cepil
BioMapuH
IHTepHewHn
NimiTepn,
Ipnangis

roToBWiA Nikapcbknii
3aci6: BTOPUHHE
nakyBaHHS
(MapkyBaHHA Ta
npovec KiHLeBoro
nakyBaHHs1)
PO34MH ANna
NPOMUBAHHS:
BTOPWHHE
nakyBaHHs
AHpgepcoHBpeKoH
(KOK) NimiTen,
BenukobpuTaHis

ETAHO/ 96

po3uunH ans
30BHILLHLOIO
3acTocyBaHHA 96 % no
100 mn y chriakoHax

TOB "BioHIK"

Ykpaina

ToBapucTso 3
obmexeHor
BiANOBIAA/ILHICTIO
"®apma Yepkac"

Ykpaina

peecTpauist Ha 5 pokis

3a
peyernmo
M

He
niossieae

UA/16842/01/01
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Ne | Ha3sa nikapcbkoz2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
5. INOH® KNACIK Masb, no 25, 50 r, 100 Llecpa HimeuyunHa Bunyck cepii: HimeyunHa peecTpaList Ha 5 pokis 6e3 niosnsieae UA/16843/01/01
ry Ty6i Ne 1 ApuHalimitTens Llecpa peyenma
M6X i Ko. KI' ApuHaiimiTTens
v6X i Ko. KT,
HimeuunHa
Brpo6HMUTBO
Hepo3acoBaHoro
NpoAyKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHS:
eton
[esyHpxaiiTcndpnere
- yHA
Papmanpogykre
'mM6X, HimeuunHa
6. | Mm3ounmy nopoLuok (cybcTaHuis) B MAT "dapmak” YkpaiHa Nizouymm HigepnaHgn peecTpauis Ha 5 pokis - He UA/16844/01/01
rigpoxnopruj nakeTtax b6araroLlapoBux MaHydekuypiHr niossieae
0Nns hapMaLeBTUYHOTO Komnani Bi.Bi.
3aCTOCYBaHHS
7. MEMAME/] TabneTkn, BKpUTI Mepokemi NTA Kinp nepBuHHE Ta Kinp peecTpauis Ha 5 pokis 3a He UA/16845/01/02
NNiBKOBOI 060/I0HKOI BTOPUHHE MepiognyHICTb NOAAHHSA peyenmo nionsieae
20 wr, no 10 TabneTok y nakyBaHHS roTOBOro perynsipHoO OHOBJIOBAHOTO M
6nicTepi, no 3 abo 6 nikapcbKoro 3acoby: 3BiTYy 3 6e3neku BiANOBIAHO
6nicTepiB B KAPTOHHIl Mepokemi 1TA 0o Mopaaky 3aiicHeHHs
KopoobUi (3aBog AZ) hapmakoHarnsgy,
Kinp 3aTBEPKEHOrO HaKka3oMm
MiHicTepcTBa 0OXOPOHU
BMPOBHMLTBO 3a 34,0p0B’s YKpaiHu Big 27
NOBHUM LK/IOM: rpyaHsa 2006 poky Ne 898,
Mepokemi 1TA 3apeecTpoBaHuii B
(LleHTpanibHuii MiHicTepcTBi tocTuLil
3aBsog), Kinp Ykpainu 19 rpygHs 2016
poky 3a Ne 1649/29779 (y
peaakuii Hakasy
MiHicTepcTBa OXOpPOHU
370poB’sA YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CcTpokamu, 3a3HavyeHnuMun y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
8. | MEMAME] TabneTkn, BKpUTI Mepnokemi 1T Kinp nepBrHHE Ta Kinp peecTpauist Ha 5 pokis 3a He UA/16845/01/01
NNiBKOBOIO 060/I0HKOI BTOPVHHE MepiognyHICTb NogaHHA peyenmo niosnsieae
10 wmr, no 10 TabneTok y nakysBaHHsA rotoBOro perynspHo OHOB/11OBAHOr0 M

6nicTepi, no 3 abo 6

NiKapCcbKoro 3acoby:

3BiTy 3 6€3nekun BiANoBiAHO
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Ne | Ha3sa nikapcbkoz2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6nicTepiB B KAPTOHHI Megokemi T4 0o Mopsaaky 34iACHeHHS
KopooLi (3aBog AZ) thapmakoHarnsgy,
Kinp 3aTBEPKEHOrO Hakasom
MiHicTepcTBa 0XOPOHU
BMPOGHMULTBO 3a 30,0p0B’sA YKpainu Big 27
NOBHUM LK/IOM: rpyaHsa 2006 poky Ne 898,
Mepokemi T4 3apeecTpoBaHuii B
(UeHTpanbHuii MiHicTepcTBi tocTuLii
3asop), Kinp Ykpaiuu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
300pOoB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMN Y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.
9. HOKCUBIH® cnpeii HasanbHuiA, 0,5 TOB Pecny6nika TOB Pecny6nika peecTpaList Ha 5 pokis 6e3 niosnsieae UA/8735/02/01
mr/mn, no 10 mny "®apmTexHonoris” Binopycb "®dapmTexHonoris” Binopycb MepiognyHICTb NOgAHHSA peyenma
chnakoHax perynsipHoO OHOBJIOBAHOTO
nonieTuneHoBux 3 3BiTy 3 6e3neku BiANOBIAHO
PO3NUIOIYO0I0 0o Mopsaaky 34iACHeHHS
HacagKo dhapmakoHarnsgy,
noninponineHoBow 3aTBEPAKEHOIO HaKka3oMm
Has3a/bHOI Ta B MiHicTepcTBa 0XOpOHU
KapTOHHUX navkax 300pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHmnii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i
CTpoKkamu, 3a3HavyeHumun y
nepiognMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3
6e3neku.
10. ®PEHIPAMIHY nopoLuok (cybcTaHuis) y MpuBaTHe YkpaiHa Cynpisi /laiicpcaiiHc IHais peecTpauis Ha 5 pokis - He UA/16847/01/01
MANEAT noAgiliHnx akuioHepHe nra. nionsieae
nonieTuneHoBmx TOBapuCTBO "/lekxim
nakertax ans - Xapki"
thapmaLeBTUYHOro

3aCTOCyBaHHS
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n/n

11.

Hasga snikapcbko20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Howmep

peecmpayiliHo2o

12.

LLEEdPABOPA KOP

Kpanni opasibHi no 50 mn
a6o no 100 mny
hnakoHax Nel

Llechak KI

HimeuunHa

Lledpak KI

HimeyunHa

peecTpauis Ha 5 pokis
MepiognyHICTb NogaHHA
perynsipHoO OHOB/IOBAHOTO
3BITy 3 6e3nekun BiANOBIAHO
o Mopagky 3ailicHeHHs
thapmakoHarnagy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOPOHU
30,0p0B’sA YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NoAAHHS
perynsipHux 3BiTiB 3
6esneku.

6e3
peyenma

niossieae

nocsio4YeHHs
UA/16848/01/01

13.

LE®ENIM AHAHTA

NMOPOLLOK A/151 PO34UHY
onsiH'ekuiinolry
hnakoHax Nel

AHaHTa Megikeap

nro.

Benvka
BputaHis

Csicc NepeHTepasic

nro.

IHais

peecTpauist Ha 5 pokis
MepioguyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6e3nekn BiANOBIAHO
0o Mopsagky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpOHU
304,0p0B’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil
Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHU
300pOB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyernmo
M

He
niossieae

UA/16849/01/01

LE®ENIM AHAHTA

NOPOLLIOK A/t PO3UUHY

ans iH'ekuiino 2ry

AHaHTa Megikeap

Nita.

Benvka
BputaHis

Csicc NepeHTepasic

Ntg.

IHais

peecTpaList Ha 5 pokis

MepiognNyHICTb NOAAHHS

3a

He

nidssieae

UA/16849/01/02

peyenmo




11

Ne | Ha3sa nikapcbkoz2o ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asB8HUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
thnakoHax Nel perynspHO OHOBJIOBAHOrO M

3BiTy 3 6e3neku BiANOBIAHO
0o Mopsaky 34iAcHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3om
MiHicTepcTBa 0XOPOHU
300poB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainu 19 rpygHa 2016
poky 3a Ne 1649/29779 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i
CTpokamu, 3a3HavyeHnumun y
nepiognMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3

6e3neku.

HauvanbHUK YnpaBniHHA (hapmaLeBTUYHOI
AIANBHOCTI Ta AKOCTiI (hapmaueBTUYHOT NPOAYKLiT

T.M. NAacKOBCbKUU



NMEPENIK

Jopartok 2
[0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’'A YKpaiHu
13.07.2018 Ne 1313

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATBLCA AO AEP>XXABHOI'O PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Ne HasBga snikapcbko20 dopma sunycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknavys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
ynakoska) nocBi0O4Y€eHHs1
1. ANTENKA cupon no 100 mny MAT "Tanuucpapm" Ykpaina MAT "Tanuucapm” YkpaiHa MepepeecTpavis Ha 6e3 niosnsieae UA/12480/01/01
FAIMYOAPM GaHLi CKNsHin abo y HEOBMEXEHWI TEPMIH. peuyenma

chnakoHi cknsHomy; no 1

6aHLi a6o dhnakoHy 3
JIOXKOI MipHOIO B

nauyj ; no 100 mny
donakoHi nonimepHoMmy;
no 1 donakoHy 3 I0XKKO
MipHOIO B nayyj; no 200
My priakoHi CKNsiHOMY
abo nonimepHomy; no 1
chnakoHy 3 /IOKKO
MipHOIO B nauLii

3MiHM Wwoao
6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn nikapcbKoro 3acoby,
a6o pocnigxeHb 3 6e3nekn
3aCcTOCYyBaHHS NikapCcbKoro
3acoby B nic/ispeecTpavyinHmii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 JOC/IKEHD,
npoBefeHnX BignoBigHO 40
nnaHy neaiaTpUdHNX
pocnigpkens (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHW BHECEHO A0 IHCTPYKLiT
AN MegnvHoro
3acToCyBaHHSA Nikapcbkoro
3acoby [0 po3giny
"Oco61MBOCTI 3aCTOCyBaHHS"
Bi4NOBIAHO O OHOB/EHOT
iHchopmawuii 3 6esneku
[OMOMIKHUX PEYOBUH
nikapcbKkoro 3acoby.
MepiognyHiCTb NOAaHHSA
perynsipHoO OHOBJ1KOBAHOTO
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

3BiTy 3 6€3MeKu BignoBigHO
0o Mopagky 3aiicHeHHs
thapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 30PO0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamy, 3a3Ha4eHnuMun y
nepiognYHOCTI NoJaHHsA
perynspHux 3BiTiB 3 6e3neku.

ANTEUKA
FTAJIMYHOAPM

cupon in bulk: no 100 mn
y 6aHLj cknsHii, abo y
donakoHi cknsiHomy, abo
chnakoHi noniMepHomy;
no 48 6aHOK CK/ISHMX,
a60 hNakoHIB CKASHNX,
abo dhnakoHis
nosiMepHUX y Kopoobi
KapToHHOMy; in bulk: no
200 mn 'y doriakoHi
CKNsAHOMY abo dhakoHi
nonimepHomy; no 30
h1aKoHIB CKISAHUX abo
oNakoHiB NONIMEPHUX Y
KOpOb6i KapTOHHOMY

MAT "ranuucpapm”

YkpaiHa

MAT "ranuudpapm”

YkpaiHa

MepepeecTpadis Ha
HEO0OMEXEHWI TEPMIH.
MepiognyHiCTb NOgAaHHSA

perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO
00 MNopsaky 34iCHEHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0OXOPOHYU
340pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

He
niosnsiecae

UA/12481/01/01

FYHA-®IY

rpaHynu, no 1 r rpaHyny
Ty6i; N0 6 Ty6 y
KapTOHHIA Kopoo6Li

lN'yHa C.n.a.

ITanis

l'yHa C.n.a.

ITanisa

MepepeecTpalis Ha
HeobMeXeHWn TEPMIH.
3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKUiT Ans

6e3
peuyenma

nionsicae

UA/12639/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1

MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOBJOBAHOrO 3BITY 3
6e3nekn nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHS NikapCbKoro
3acoby B nic/ispeecTpavyinHmii
nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOC/IKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHnx
pocnigxeHb (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCYyBaHHS NikapCcbKoro
3acoby [0 po3ginis
"apmMakonorivHi
BnacTuBocCTi"(pefaryBaHHs
po3giny), "OcobnusocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof
BariTHOCTi Ta roflyBaHHs
rpyaar”, "3aaTHictb
BN/IMBATW Ha LWUBUAKICTb
peakuii Mpy KepyBaHHi
aBTOTpaHcnopToM abo
IHLWIMMKW MexaHi3mamun"
Bi4MNOBIAHO A0 OHOB/IEHOT
iHchopMmawii 3 6e3neku airounx
peyoBuUH Ta matepianis
peecTpauiiHoro J0CbeE.
MepiognyHiCTb NOAaHHSA
perynsipHo OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO
0o Mopagky 3aiicHeHHs
thapmakoHarnagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaku,i
Haka3y MiHicTepcTBa
OXOPOHW 30PO0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne

996), CTaHOBUTb: 3rigHO 3i
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Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep

peecmpayiliHo2o

nocsio4eHHs

3ATPWH 250

CTpOKamu, 3a3HavyeHnMn y
nepiognYHOCTI NoJaHHsA
perynspHux 3BiTiB 3 6e3neku.

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOHO,
no 250 mr in bulk: no
1000 Tabnetok y
NNacTMKOBMX GaHKax

€Bpo /aiidkep
nra

Benuka
BpuTaHis

o AC NiviTepq,

IHgis

MepepeecTpadis Ha
HEOOMEXEHWI TePMIH.
MepiognyHiCTb NOgaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBIAHO
00 MNopsaky 34inCHEHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
340pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

He
nionsicae

UA/6636/01/02

3ATPUVH 250

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOLO,
no 250 mMr no 6 Tabnetok
y 6nicTepi; no 1
6nicTepy B ynakosLii

€Bpo faiidkep
nrp,

Benvka
BpuTtaHis

®AC Nimiten,

IHais

MepepeecTpalis Ha
HeobMeXeHWn TepMiH. 3MiHK
| TMny - 3MiHu Woao
6e3nekn/edhekTVBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y
KOPOTKill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHnX/ribpuaHunx/éionos
iBHUX NiKapcbknx 3acobis
nicns BHeCeHHn Tiel camoi
3MiHV Ha pedhepeHTHW
npenapar (3miHa He noTpebye
HafaHHA XOOHWX HOBUX
[0[4aTKOBUX AaHuX) - 3MiHN
BHECEHIi [0 IHCTPYKUii y
po3gin "TMokasaHHA"; a Takox
y po3ginu: "®apmakonorivHi
BN1ACTUBOCTI",
"MpoTunokasaHHsa",
"B3aemogis 3 iHWMun
nikapcbknMmn 3acobamu Ta

3a
peyenmom

He
niosnsiecae

UA/6635/01/02




Ne Hasga siikapcbko20

16

n/n 3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

6. | 3ATPUH 500

iHWIi BUAW B3aemogiin”,
"Oco6NMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHictb
BN/IMBATW Ha LWUBUAKICTb
peakuii Mpy KepyBaHHi
aBTOTpaHcnopToM abo
iHWMK MeXxaHi3mamm”,
"Cnoci6 3acTocyBaHHS Ta
no3n", "Mo6ivHi peakuii”
BiANOBIAHO A0 iHdhopmaLi
pedhepeHTHOro /likapCbKoro
3acoby (Cymamep, Tabnetku
BKPUTi NNIBKOBOO
060/10HKOI0, MO 250 Mr).

MepiognyHiCTb NOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBiAHO

0o Mopsaaky 34iAcHeHHs

dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

MiHicTepcTBa 0OXOPOHU

300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3HavyeHMn y
nepioguyHOCTi NoJaHHA
perynsipHmx 3BiTiB 3 6e3neku.

TabneTku, BKPUTI
NAiBKOBOK 060/TI0HKOHO,
no 500 mr in bulk: no
1000 TabneTok y
NAacTUKOBMX GaHKax

€Bpo faiidkep
nrp,

Benvka
BpuTtaHis

®AC Nimiten,

IHais

MepepeecTpalis Ha
HEOOMEXEHWI TEPMIH.
MepioguyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTY 3 6€3MeKu BignoBigHO
0o Mopsaaky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27

rpyaHsa 2006 poky Ne 898,

He
niosnsiecae

UA/6636/01/01
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

3ATPUH 500

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOHO,
no 500 mr no 3 TabneTkn
y 6nicTepi; no 1
6nicTepy B ynakosLi

€po Jlaiickep
nTg,

Benvka
BpuTtaHis

®AC Nimiten

IHgis

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu
| TMny - 3MiHK Woao
6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsagy. 3miHu y
KOPOTKIili XxapakTepucTui
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyHux/ribpugHux/6ionog,
iBHMX NikapcbKnx 3acobis
nicns BHeCeHHs Tiel camoi
3MiHW Ha pedhepeHTHUIA
npenapar (3miHa He noTpebye
HaaHHSA XOAHWX HOBUX
[0[ATKOBUX AaHuX) - 3MiHN
BHECEHi [0 IHCTPYKUii y
po3zin "MokasaHHA"; a Takox
y po3ginu: "®apmakonorivHi
BN1ACTVBOCTI",
"MpoTmnokasaHHsa",
"B3aemogis 3 iHWy1MK
nikapcbknMmn 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof
BariTHOCTi abo rofyBaHHs
rpyaar”, "3aartHictb
BMN/IMBATW Ha LBUAKICTb
peaxuii npu kepyBaHHi
aBTOTpPaHCMOPTOM abo
iHWMMK MexaHi3mamn”,
"Cnocib 3acTocyBaHHs Ta
no3un", "Mo6iuHi peakuyi™
BiANOBIAHO A0 iHopMmaLi
petepeHTHOro Nikapcbkoro
3acoby (Cymamenq, 1abnertku

3a
peuyerimom

He
niosisieae

UA/6635/01/01
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

BKPUTi MIBKOBOO
060/10HKO10, M0 250 Mr).

MepioguyHiCTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsagky 34iACHeHHS

dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpoKamu, 3a3HavyeHumun y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

30/TI0TOTUCAYHUK
A TPABA

Tpasa no 75 ry naykax 3
BHYTPILLHIM MakeToMm; no
1,51y chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y
nauuj 3 BHyTpILLHIM
naketom; no 1,5ry
inbTp-nakeTi; no 20
hiNbTp-nakeTiB y naui

MpAT "NikTpasn”

Ykpaina

MpAT "MikTpasn”

YkpaiHa

MepepeecTpayis Ha
HeobMeXeHW TepMIH.

MepiognyHiCTb NOgaHHSA
perynsipHoO OHOBJIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO

00 MNopsaky 34inCHEHHs

dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHYU

340pOB’sA YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiogNYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiecae

UA/8472/01/01

IHXECTA® OKCI

PO34UH A5t iH'eKL;iA
12,5% B eTnnoneari no

MAT "®apmak”

YkpaiHa

MAT "®apmak”

Ykpaina

MepepeecTpaujs Ha
HeobMeXeHWin TEPMIH.

3a
peyenmom

He
niossieae

UA/8922/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
3MiHM Wwoao

1 mn B amnyni; no 5 abo
10 amnyn y nayuyi; no 1
M B amnysni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepun y nayui 3
KapToHy

6e3nekn/edhekTBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHS NikapCbKoro
3acoby B nic/ispeecTpavyinHmii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 JOC/IKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHmx
pocnigpkens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHWN BHECEHO [0 IHCTPYKLU,i
AN MegnyHoro
3acToCcyBaHHS Nikapcbkoro
3acoby y po3ginu:
"MpoTunokasaHHa",
"3acTocyBaHHSA y nepios
BariTHOCTi abo rogyBaHHs
rpyaao”, "3paartHictb
BN/IMBATW Ha LWBUAKICTb
peakLii npu KepyBaHHi
aBTOTpPaHcnopToM abo
IHLIMMK MexaHi3mamn®,
"Mo6iuHi peakuii" BiANOBIAHO
[0 OHOBJEHOI iHGhopMaL;i 3
6e3nekun Aito4oi PpeHOBUHN.

MepioguyHicTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Meku BignoBigHO

0o Mopsagky 34iCHeHHS

dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu

19 rpyaHs 2016 poky 3a Ne
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpOKamu, 3a3Ha4YEHNMN Y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
10. | KAPBANEKC 300 MI' | Ta6neTku TOB "BAJIEAHT YKpaiHa r.11. ®apma MM6X ABCTPIs MepepeecTpauis Ha 3a He UA/6914/01/02
PETAPJ, NPOJIOHroBaHoI Aji No SAPMACBIOTIKA HeobMeXeHW TepMIH. peyenmom niosisieae

300 wmr, no 10 TabneTok
y 6nictepi; no 10
6nicTepiB y KApTOHHIi
Kopobui

na"

3MiHV Woao
6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHvx npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOi 0co6H,
BignoBiganbHOI 3a
3[iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 papmakoHarnsagy
3asBHVKa AN 34iiICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0cobu,
BignoBiga/bHOI 3a
3piicHEHHs hapMakoHarnsay
(BKNHOYAKOUM KOHTAKTHI aHi)
Ta/abo 3MiHW y PO3MiLLLEHHI
macTep-haiina cuctemu
thapmakoHarnagy) - ditoua
pefakLisi: YNoBHOBaXeHa
ocoba 3asBHUKa,
BiANOBiAa/IbHA 3a
thapmakoHarnsg Dr.Claudia
Ulrich. KoHTakTHa ocoba
YnoBHOBaXeHOi 0cobu
3as1BHMKA, BignoBigasibHa 3a
thapmakoHarnag B YkpaiHi
Morogaes M.B. MNMponoHoBaHa
pefakLisi: YNoBHOBaXeHa
ocoba 3asBHUKa,
BiANOBiAa/IbHA 3a
thapmakoHarnsag Dr. Silke
Gries-Barteschlager;
KoHTakTHa ocob6a
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
nocsio4eHHs1

ynakosKa)

YnoBHOBaXkeHOi 0cobu
3asBHIKa, BignoBigasbHa 3a
hapmakoHarnsag, B Ykpaini
NeBuubkuii KOpiii
Bacunbosuy. 3miHa
KOHTaKTHUX AaHWX
yMOBHOBaXeHOT 0cobu. 3miHa
KOHTaKTHUX AaHNUX KOHTaKTHOT
ocobu. 3miHa agpecu
macTep-haina. 3miHa
agpecy 34ifACHEHHS! OCHOBHOT
AiSNbHOCTI 3
hapmakoHarnsagy. 3miHu
woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y
KOPOTKIil XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJOBAHOrO 3BITY 3
6e3nekn nikapcbKoro 3acoby,
abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHS NikapCbKoro
3acoby B nic/ispeecTpavyinHmii
nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 JOC/IPKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHnx
pocnigxeHb (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCcTOCYyBaHHS NikapCcbKoro
3acoby Ao posgainis "Croci6
3acTocyBaHHsa Ta no3n"
(yTOouYHeHHs iHchopmawii),
"Mo6iuHi peakwi’,
"MNepepo3yBaHHA",

"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHsA
rpyaa” (YyTOYHEHHs
iHchbopmawii), "ditn" (6yno -
AOiTAam Big 1 poky, cTasno -
4itam Big 5 pokis),
"Oco61MBOCTI 3aCTOCyBaHHA",
"B3aemogisi 3 iHWnMun
nikapcbknmy 3acobamu abo
iHWi BUAW B3aemogiii"




22

n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

Bi4MNOBIAHO A0 OHOB/IEHOT
iHchopmawii 3 6e3neku gitoyoi
peyoBuHW. MNepiognuHicTb
noAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34iiCHEeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpoKamu, 3a3HavyeHumun y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.

11.

KAPBAJEKC 600 Ml
PETAP[,

Tabnetkun
NPOJIOHroBaHoI Aji No
600 wmr, no 10 TabneTok
y 6nictepi; no 10
6nicTepiB y KApTOHHIi
Kopobui

TOB "BAJIEAHT
PAPMACBIOTIKA
na"

Ykpaina

I.J1. dapma M'm6X

AscTpis

MepepeecTpayis Ha
HeobMeXeHW TepMIH.
3MiHV Woao
6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX faHux npo
cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0co6H,
BignoBiganbHOI 3a
3[iAiCHEHHS
hapmakoHarnsgy; KOHTakTHoT
ocobu 3 papmakoHarnsagy
3asBHVKa AN 34iCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHA Bif,
YMOBHOBaXEHOI 0Ccobu,
BignoBiga/bHOI 3a
3piicHEHHs hapMakoHarnsay
(BKNHOYAKOUM KOHTAKTHI aHi)
Ta/abo 3MiHW y PO3MiLLLEHHI
macTep-haiina cuctemu
thapmakoHarnagy) - Jitoya

3a
peuyerimom

He
niosisieae

UA/6914/01/01
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Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1

pefakLisi: YNoBHOBaXKeHa
ocoba 3asBHMKa,
BiAnoBiAa/bHa 3a
thapmakoHarnsg Dr.Claudia
Ulrich. KoHTakTHa ocoba
YnoBHOBaxeHoi 0cobu
3as1BHMKA, BignoBigasibHa 3a
thapmakoHarnag B YkpaiHi
Morogaes M.B. MNMponoHoBaHa
pefakLjisi: YNoBHOBaXeHa
ocoba 3asBHMKa,
BiAnoBifasbHa 3a
thapmakoHarnsag Dr. Silke
Gries-Barteschlager;
KoHTakTHa ocoba
YnoBHOBaXeHOi 0cobu
3asBHVKa, BignosigasibHa 3a
hapmakoHarnsag, B Ykpaini
NeBuubkuii KOpiii
Bacunbosuy. 3miHa
KOHTaKTHUX AaHWX
yMOBHOBaXeHOIT 0cobu. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOT
ocobu. 3miHa agpecu
macTep-aiina. 3miHa
agpecy 34ifACHEHHS! OCHOBHOT
AiSNbHOCTI 3
hapmakoHarnsgy. 3miHu
woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Ha
nigcTasi perynspHo
OHOBJOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxeHb 3 6e3nekn
3aCTOCYyBaHHS NikapCbKoro
3acoby B nic/ispeecTpavyiinHmii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 JOC/IKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHnx
pocnigxeHb (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO [0
IHCTPYKUIT oNs MeguyHoro
3aCTOCYBaHHS NikapCcbKoro




24

Ymosu

n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Bionycky

ynakosKa)

IcnaHis

3acoby Ao posainis "Croci6
3acTocyBaHHsa Ta no3n"
(yTOouYHeHHs iHchopmawii),
"Mo6iuHi peakw,i”,
"MNepepo3yBaHHA",
"3acTocyBaHHA y nepiof
BariTHOCTi abo rogyBaHHs
rpyaa” (YyTOYHEHHs
iHchbopmawii), "ditn" (6yno -
AOiTAam Big 1 poky, cTasno -
4itam Big 5 pokis),
"Oco611BOCTI 3aCTOCyBaHHA",
"B3aemogisi 3 iHWnMKn
nikapcbknmu 3acobamu abo
iHWi BMAW B3aemogiii"
Bi4MNOBIAHO A0 OHOB/EHOT
iHchopmawii 3 6e3neku gitoyoi
peyoBuHW. MNepiognuHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34jiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Hakas3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
MepepeecTpauis Ha

6e3

Peknamys Homep
aHHs peecmpayiliHo2o
nocsio4eHHs1
nionseae UA/8393/01/01

12.

KONAPEKC®
MAKCIPUM 3l
CMAKOM /IMMOHY

MOPOLLIOK ANs
Op&a/IbHOTO PO34nHy, 5
a60 10 nakeTukis y
KapTOHHI/ KopoobLi

"nakcoCmiTKnsaiiH
KoHcblomep

Xenckep (FOK)

TpengiHr Nimiteq,

Benvka
BpuTtaHis

CMIiTKNsiiH Biuem
C.A.

HeoOMeXeHW TepMiH
MepiognyHiCTb NOAaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO
0o Mopagky 3aiicHeHHs
hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU

340poB’A YKpainu Big 27

peyernma




25

n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuULii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 30PO0B’A YKpaiHu
Bif, 26 BepecHsA 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4eHnuMun y
nepiognYHOCTI NoJaHHsA
perynspHux 3BiTiB 3 6e3neku.

13.

NEBOCWH

masb, no 40 r y Ty6i, no
1 1y6i B nayL,i 3 kKapTOHY

NAT
"Ximthapmsasoz,
"UepsoHa 3ipka"

YkpaiHa

NAT
"Ximchapm3asop
"YepBoHa 3ipka"

YkpaiHa

MepepeecTpadlis,Ha
HEe0OMeXeHW TepMiH. 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapaktepucTuyj
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekmn Nnikapcbkoro 3acooy,
abo gocrigkeHb 3 6e3nekn
3acTOCyBaHHS Nikapcbkoro
3acoby B nicrsipeecTpayinHnin
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BignoBigHO 40
nnaxy negjiatpuuHnx
pocnipkeHs (PIP) (3miHy
Y3roKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeguvHoro
3aCTOCyBaHHSA NiKapCcbkoro
3acoby fo po3giny
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamu Ta
iHLWi BMAW B3aemopijin”
BiAANOBIAHO [0 OHOBMEHOT
iHchopmawii 3 6e3nekn gitounx
PEYOBUH.

MepioguyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOTO
3BiTy 3 6€3MeKm BignoBigHO

6e3
peyenma

niosisieae

UA/8326/01/01
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

0o Mopsagky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
nepioguYHOCTI NodaHHS
perynspHux 3BiTiB 3 6e3neku.

14.

MACTOANHOH®

Tabnetku; no 20
TabneTtok y 6nictepi; no
3 abo no 6 6nicTtepis y
KapTOHHI/ KopoobLi

BioHopuka CE

HimeuunHa

BioHopuka CE

HimeyunHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH. 3MiHu
Il TMny - 3MiHn Wwoao
6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIili XxapakTepucTui
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPyKUiT ans
MeAMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMK 3
SIKOCTi, AOK/TIHIYHMMM,
KNHIYHUMY faHMK Ta
LaHumn 3 hapmakoHarnsgy -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHS NMikapCcbKoro
3acoby [0 po3ginis
"Oco61BOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHs Ta
[03n" (YTOUYHEHHS
iHdhopmauii), "aitn"
(peparyBaHHs TekcTy Byno:
Yepes HefoCTaTHICTb AaHUX
npenapar He
peKOMeHAYETLCS
3acTocoyBatu Aitam; Ctasno:
Hemae gaHunx npo
3aCTOCYBaHHS LbOro
npenapary gitam. [itam Ta
nignitkam Bikom Ao 18 pokis
He cnifg 3acTocoByBaTtH

6e3
peyenma

niosnsiecae

UA/6239/02/01
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

Tabnetkn MacTOAUHOH),
"Mo6iyHi peakui™ BigNoBigHO
[0 maTepianis
peecTpauiiHoro J0CbeE.

MepiognyHiCTb NOfaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBIAHO

0o Mopsaaky 34iicHeHHs

dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

MiHicTepcTBa 0OXOPOHYU

300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguyHOCTi NoJaHHA
perynsipHmx 3BiTiB 3 6e3neku.

15.

MEHOBAS3MVH

po3unH Ans
30BHILUHLOTO
3acTocyBaHHs,
cnupToBMiA No 40 MmNy
donakoHax

MNAT
"Nly6Hnchapm”

YkpaiHa

MAT
"Ny6Hn1chapm"”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

be3s
peyenma

nionsicae

UA/8824/01/01

16.

METOTPEKCAT-
TEBA

pO34uH A4 iH'ekuiid, 100
mr/mn, no 10 mny
chnakoHi; no 1 donakoHy
B KOpPOOLi

TeBa
dapmaLeBTikan
IHpacTpi3 /174,

13painb

Papmaxemi b.B.

HigepnaHnaun

MepepeecTpadis Ha
HeoOMEXEHWI TePMIH

MepiognyHiCTb NogaHHA
perynsipHo OHOB/IOBAHOTO
3BiTY 3 6€3Meku BignoBigHO

0o MNopagky 34iicHeHHs

thapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOpPOHU

3[10pOB’A YKpaiHu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULii Ykpainm
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 3[,0POB’SA YKpaiHu

3a
peyenmom

He
nionsicae

UA/0818/01/02
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpOKamu, 3a3Ha4YEHNMN Y
nepioguYHOCTI MoJaHHS
perynsipHux 3BiTiB 3 6e3neku
17. HEO-BPOHXO/I® nactunkm no 15 mr, no Oneadpapma M6 X HimeuyunHa Bunyck cepii: HimeyunHa MepepeecTpayis Ha 6e3 nionsiecae UA/4003/01/01
10 nactunok y 6nicrepi; [OvBadchapma HeobMeXeHW TepMIH. peyenma
no 2 6nicrepu y 'M6X, HimeuuunHa; 3MiHV Woao
KapTOHHI/ KopoobLi Brpo6HMUTBO, 6e3nekn/edekTMBHOCTI Ta
nepBuHHe Ta thapmakoHarnsgy. 3miHa y
BTOPWHHE KOpOTKill XapakTepucTu,i
nakyBaHHs, nNikapcbKoro 3acoby, TeKCTi
KOHTPO/b AKOCTI: MapKyBaHHs Ta iHCTPYKUiT Ans
Bongep MeAMYHOro 3aCTOCYBaHHA Ha

ApuHarimitTTens
'M6X eHg Ko. K,
HimeuyunHa

nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun Nikapcbkoro 3acooy,
abo gocnigxeHb 3 6e3nekn
3aCTOCyBaHHSA NiKapCcbKOro
3acoby B nic/sspeecTpaviiHmii
nepiog, abo sik pesynbTar
OLiHKM 3BITY 3 [OC/TiKEHD,
npoBeAeHnX BignoBigHoO 40
nnaHy negiatpuyuHnx
pocnigmkens (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MeanvHoro
3acTOCyBaHHS NMikapCcbKoro
3acoby [0 po3ginis
"Oco61BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwji " BIANOBIAHO
[0 OHOBJEHOI iHGhopMaL,i 3
6e3nekun 4ityoi pevyoBUHN.
3MiHM Woao
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs
ab60 3MiHN [0 y3arasibHeHNX
[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX faHux npo
cuctemy hapmakoHariagy,
3MiHa YNOBHOBaXEHOT 0cobU,
BiANOBIAA/ILHOI 3a
3[iiCHEHHS
hapmakoHarnagy; KOHTakTHOl
ocobu 3 chapmakoHarnsgy
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

3asBHMKA 41 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3ailicHeHHs chapMakoHarnaay
(BKHOUAKOUM KOHTAKTHI fjaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-calina cucremm
thapmakoHarnagy) -
KoHTakTHa ocoba 3asBHVKa B
YkpaiHi ans 3giicHeHHA
thapmakoHarnagy. fitoua
pefakuis - MameTtosa [jiHa.
lMponoHoBaHa pegakuis -
KpaBuyH lMNasio Masnosuy.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA B
YkpaiHi Ans 34jiiCHEHHS
thapmakoHarnagy. 3miHa
MicLs 3AilACHEHHSI OCHOBHOI
LisiNbHOCTI 3
chapmakoHarnsgy
MepiognyHiCTb NOfaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOBIAHO
0o Mopsaaky 34iAcHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340P0B’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioguyHOCTi NoJaHHA
perynsipHmx 3BiTiB 3 6e3neku.

18.

MAHTOMPA3ON
HATPIO
CECKBITAPAT

nopoLUoK (cybeTaHuis) y
noABINHNX
nonieTMNeHoBUxX
nakeTtax gns
dhapmMaLeBTUYHOIO

TOB "KYCYM
PAPM"

YkpaiHa

Bacyaxa ®apma
Yem Nimiteq,

IHais

MepepeecTpauis Ha
HeobMeXeHWn TepMiH

He
niosnsiecae

UA/13190/01/01
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
3aCcTOCyBaHHSA
19. MIBOHII HACTOWKA HacTolika, no 50 mn abo TOB "OKnM Ykpaina TOB "[AKM YkpaiHa MepepeecTpavia Ha 6e3 nionsieae UA/8490/01/01
100 mn y chnakoHi; no 1 "papmaLeBTUiHa "papmMaLeBTNYHa HeobMeXeHWn TepMiH. 3MiHK peyenma
chnakoHy B nauuj; no 50 thabpuka" thabpuka" | Tuny - 3miHn Wwoao

M1 a6o no 100 mny
dhnakoHax

6e3nekun/ehekTVBHOCTI Ta
hapmakoHarnsgy. 3miHa 'y
KOPOTKIill XapakTepucTuyj
niKkapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby,
a6o pocnigxeHb 3 6e3neku
3acTOCyBaHHS NMikapCcbKoro
3acoby B mic/iAspeecTpavyiiHmii
nepiog, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iKEHD,
npoBefeHnX BignoBigHO 40
nnaHy negjatpuuHnux
pocnigpkens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHN BHECEHO A0 IHCTPYKL,i
AN MegnyHoro
3acTOCyBaHHS Nikapcbkoro
3acoby fo po3ginis
"Oco6nMBOCTI 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHs Ta
[031"BigNOBIAHO A0
OHOBJIEHOT iHhopmalLii 3
6e3nekn 3acTocyBaHHS
LjiH040i pEYOBUHN.

MepiognyHiCTb NOAaHHSA
perynsipHoO OHOB/IOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO

0o Mopagky 3aiicHeHHs

hapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU

340pOB’A YKpainu Big 27

rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakui
Haka3dy MiHicTepcTBa
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nauuj 3 KapToHy

6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKIill XapaktepucTuuj
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHSA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekmn nikapcbkoro 3acooy,
abo JocnigkeHb 3 6e3nekn
3acTOCyBaHHS Nikapcbkoro
3acoby B nicrsipeecTpayinHnin
nepiog, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IAXEHb,
npoBefeHnX BignoBigHO 40
nnaxy negjiatpuuHnx
pocnipkeHs (PIP) (3miHy
Y3roKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MeguYHoro
3aCTOCyBaHHSA NiKapCcbkoro
3acoby fo po3ainis
"B3aemogis 3 iHWy1MK
nikapcbknMmn 3acobamu Ta
iHWI BMAW B3aemogiin”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHS Ta
[031" (YTOUHEHHS
iHchopmawii), "3gaTHiCTb
BMN/IMBATW Ha LBUAKICTb
peakLiii Npn KepyBaHHi
aBTOTpPaHCMOPTOM abo
iHWMMK MeXaHi3mamn'
Bi4NOBIAHO 4O OHOB/IEHOT
iHchopmawii 3 6esnekn
3acTocyBaHHs Aitoyoi
PeyoBUHN.

Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
OXOPOHW 30PO0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHnMn y
nepiognYHOCTI NoJaHHsA
perynspHux 3BiTiB 3 6e3neku.
20. | CKUNNAAPHA masb no 25 r y Ty6ax; no TOB YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 6e3 niosisieae UA/8606/01/01
MA3b 25ry 1y6i no 1 1y6i B "TepHodhapm" "TepHodhapm" He0OMeXeHW TepMiH. 3MiHK peuyenma
| TMny - 3MiHK Woao
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n/n

3acoby

Hasga siikapcbko20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o

21.

MepioguyHicTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Mneku BignoBigHO

0o Mopsagky 34iACHeHHS

dhapmakoHarnsgy,
3aTBEPKEHOrO Hakas3oMm

MiHicTepcTBa 0XOpOHHK

3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,

3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YKpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioguYHOCTI MoJaHHS
perynspHux 3BiTiB 3 6e3neku.

nocsio4eHHs

22,

CTPENTOUMAOBA
MAS3b 10 %

TUPO3YP

Ma3b 10 % no 25ry
Ty6ax; no 25 r y Ty6i, no
1 1y6i B nayL,i 3 kKapTOHY

TOB
"TepHochapm"

Ykpaina

TOB
"TepHodhapm"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMIH.
MepiognyHiCTb NOAaHHSA
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3MeKu BignoBigHO
0o Mopagky 3aiicHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakui
Haka3y MiHicTepcTBa
OXOPOHW 30P0B’A YKpaiHu
Bif, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognYHOCTI NoJaHHA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiecae

UA/1090/02/01

MOPOLLIOK HaLLKipHWiA, 1
mr/r, no 5ra6o no 20 r
MOPOLLKY Y (pNaKoHi; no
1 dpnakoHy B KapTOHHIl
Kopobui

EHrensrapg
ApuHaiimiTTens
M6X & Ko. KI

HimeuunHa

EHrensrapg
ApuHaiimitTTens
M6X & Ko. KI

HimeuunHa

MepepeecTpadis Ha
HeobMeXeHuit TepPMIH.
3MiHM Woao
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs

ab60 3MiHU [0 y3arasibHeHNX

6e3
peyenma

nionsizae

UA/7786/01/01
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n/n

Hasga siikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayiliHo2o
nocsio4eHHs1

[aHux npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX faHux npo
cuctemy hapmakoHariagy,
3MiHa YNOBHOBaXEHOT 0co6bM,
BiANOBIAa/IbHOI 3a
3[iACHEHHS
thapmakoHarnagy; KOHTakTHol
ocobu 3 chapmakoHarnsgy
3as1BHMKA 41 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif,
YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
3ailicHeHHs chapMakoHarnaay
(BKNHOUAKOUN KOHTAKTHI fjaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-calina cucremm
hapmakoHarnsgy) -fivova
pefakuisi: KOHTakTHa ocoba
yMOBHOBaXEHOI 0cobu,
BignoBiga/IbHOI 3a
hapmakoHarnsg —
Kpacoscbkuit Tumyp
NeoHifgosny, nponoHoBaHa
pefakuisi: KOHTakTHa ocoba
yNOBHOBaXEHOI 0cobu,
BignoBiga/IbHOI 3a
dhapmakoHarnsg — BoiTeHko
AHTOH eoprilioBuy
MepioguyHicTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Meku BignoBigHO
0o Mopsagky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3om
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumun y
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
nepioguYHOCTI MoJaHHS
perynspHux 3BiTiB 3 6e3neku.
23. | TOPACEMIA nopoLloK (cybeTaHuis) y MNAT "®dapmak” YKkpaina Xy6ei bioko3 Kutaii MepepeecTpauis Ha - He UA/8657/01/01
BE3BOAHUN nakeTax XelineH HeoOMeXeHW TepMiH niosisi2ae
nosieTuIeHoBMX dapmacboTikan
noAgiviHMX ANs Ko., T4
BMPOGHULITBA
HecTepuIbHNX
nNikapcbkunx opm
24. | YTPUH® mMaca nogpibHeHa NAT Ykpaina MAT YkpaiHa MepepeecTpavis Ha - He UA/13300/01/01
(cybeTaHuis) 3 cymili "Ximthapm3sasoz "Ximthapm3asop HeoOMEXEHWI TePMiH nionseae

NiKapcbKoi POCANHOI
CUPOBWHW Y MiLLIKax
nanepoBux Ans
BMPOGHULITBA
HecTepuIbHNX
niKkapcbknx hopm

"YepsoHa 3ipka"

"YepBoHa 3ipka"
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Ne Hasga siikapcbko20 ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
25. | ®NATMIN® Cyno3unTopii BariHasibHi TOB "CaHodi- YkpaiHa tOHiTep NikBig, ®paHuisa MepepeecTpauis Ha 3a He UA/8410/01/01
no 500 mr, Ne10 (5x2): ABeHTIC YKpaiHa" MaHydekuypiHr HeoOMEXEeHWI TepMiH peyenmom niosnsieae
no 5 cynosutopiis y

CTpuWMi; NO 2 cTpUNuM B
KapTOHHilA KOpooLi

3MiHV Woao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy. 3mMiHn y
KOpOTKili XapakTepucTu,i
nNikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeMYHOro 3aCTOCYBaHHA y
3B'A3KY i3 HOBUMM JaHUMK 3
AKOCTI, AOKTIHIYHUMM,
KMIHIYHUMK AaHMun Ta
AaHuMu 3 hapMakoHarnsagy -
3MiHV BHECEHO [0 IHCTPYKLUIT
AN MegnvHoro
3aCTOCyBaHHSA NiKapCbKOro
3acoby [0 po3ginis
"B3aemogis 3 iHW1MK
nikapcbknMmn 3acobamu Ta
iHWI BMAOW B3aemogiin”,
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwji " BiANOBIAHO
0o matepianis
peecTpauiiHoro f0cbe.
MepioguyHicTb NoAaHHSA
perynsipHoO OHOBJIOBAHOTO
3BITY 3 6€3Meku BignoBigHO
0o Mopsagky 34iACHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULiT YkpaiHu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 34,0pPOB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i
CTpoKamu, 3a3HavyeHumun y
nepioguYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
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HayanbHuK YnpaBniHHA (papmaleBTUYHOT AiANBbHOCTI Ta .
sIKoCTi chapmauieBTUYHOT NPOAYKLiT T.M. JlackoBCbKUn



NEPENIK

Jopatok 3

[0 Hakasy MiHicTepcTBa OXOPOHMU

3[00pOB’A YKpaiHu
13.07.2018 Ne 1313

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NPENAPATIB), LLIOAO AKX BY/TN BHECEHI 3MIHU A0 PEECTPALJINHNX MATEPIANIB, AKI
BHOCATbLCA 40 AEPXXABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHA

Ne Ha3sBsa snikapcbko2o Popma sUMyCcKy 3asasHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby BionyckKy peecmpayitiHo
20
nocgioYeHHs1
1. DL- KpucTanivyHMin NopoLIoK ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/15298/01/01
CYNIb®OKAM®POPHA (cybeTaHuis) y 06MeXeHo 06MeXeHo 3MiHu | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
KNCNOTA noNieTUNEHOBUX MilLKax BifNOBIAA/IbHICTIO Bi4NoOBiAa/IbHICTIO HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
4ns hapmaleBTUYHOro "PAPMXIM" "®APMXIM" (BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3aCcTOCyBaHHA 3MiHa agpecu 3asBHuKa: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecun micLsa NPOBaMXEHHS AisfIbHOCTI
BMPOGHMKa (BK/OYaKoUn, 3a HeO6XigHOCTI,
MicLie NpoBeAEHHS KOHTPOJTH SIKOCTI), abo
BNacHuka macTep-thaiina Ha A®l, abo
noctavanibHuka Adl/BnxigHoro
MaTepiany/peareHTy/NMpoMKHOro NPoAyKTy, Lo
3aCTOCOBYHOTLCH Y BUPOOHMLTBI API (SKLLO
3a3HayYeHo y AOCLE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepgkKeHoMy
[0Cbe, ab0 BMPOOHUKA HOBOI A,0MOMIXKHOI
PEYOBUHM (AKLWO 3a3HAYEHO Y A0CbE) 3MiHa
afpecy BUpobHUKa, 6e3 3MiHW Micus
BMPOGHMLTBA:
2. | ADEMMNAC® TabneTku, BKPUTI Baiiep Al HimeyunHa BCi cTagii HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/14101/01/05
NAiBKOBOK 060I0HKOIO, BMPOGHULITBA: 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
no 0,5 mr Ne 42: no 21 Baliep Arl, HaliMeHyBaHHs Ta/abo agpecu micus
TabneTui y 6nictepi; no HimeuuunHa; NPOBa/PKEHHS AiSNIbHOCTI BUPOOHUKA
2 6nicTepun B KAPTOHHiIl BTOPUHHE (BKKOUAlOUM, 3a HEOOXiAHOCTI, Micue
nauui; Ne84: no 21 nakyBaHHS: NPOBEeieHHS KOHTPOJII0 AKOCTI), @60 BNacHMka
TabneTui y 6nictepi; no LLTeremaHH MacTep-haiina Ha A®l, abo nocTavanbHMKa

4 6nicTepu B KAPTOHHIlA
nauui

NoHdepnakyHr &
NoricTiwep Cepsic
e.K., HimeuunHa

Adl/suxigHoro
MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
3aCTOCOBYOTHCS Y BUPOOHULTBI ADI (SKLLO
3a3Ha4YeHo y A0ChE Ha Nikapcbkuii 3acib) 3a
BiJICYTHOCTI cepTudpikata BignoBigHOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponeiickkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CkE) - 3MiHa
Ha3Bu BUpPoOHMKa AD| Baiiep ®apma Ar,
Bynneptasb, HimeuunHa, 6e3 3MiHu1 Micua
BMPOGHMLTBA. 3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii NPOBAKEHHA AiSNIbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepii abo
MiCLie NpOBEeEHHS KOHTPO/IHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAKUM BUMYCK cepiii)
3miHa Ha3BuM BUpo6HUKa baiiep ®apma Ar,
INeBepky3eH, HimeuurHa, Lo Bignosigae 3a BCi
cTagji BMpobHuULTBa, 6€3 3MiHN Micus
BMPOGHMLTBA. 3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKA
(BKTroHatoun, 3a HeobXiAHOCTI, Micue
NpOBEefEHHS KOHTPOSIIO AKOCTI), @60 BNacHMKa
macTep-chaiina Ha A®l, abo noctayvanbHUKa
Adl/BMXigHOrO
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHKKA HOBOI [OMOMKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BwW BUpPOGHUKa AP| Bailep ®apma Al,
BepniH, HimeuuunHa, 6e3 3miHu micus
BUPOGHMLTBA. 3MiHa 3asiBHMKa (BNnacHuKa
peecTpaLiiHoro NocBigYeHHs!)

AJEMMAC®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 2,5 mr Ne 42: no 21
TabneTui y 6nictepi; no
2 6nicTepun B KAPTOHHiIl
nauuj; Ne84: no 21
TabneTui y 6nictepi; no
4 6nicTepun B KAPTOHHIl
nauu

Baiiep Al

HimeuunHa

BCi cTagii
BMpOOHULTBA:
Baliep Arl,
HimeuyuunHa;
BTOPUHHE
nakyBaHHs:
LteremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., Hiveuunna

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
(BKKOYAtoUM, 3a HeObXiAHOCTI, Micue
NpOBeLEHHS KOHTPO/IO SKOCTI), ab0 BnacHuka
MacTep-caiina Ha A®l, abo noctavanbHMKa
Adl/BuxigHOro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIICYTHOCTI cepTucpikaTa BiANoBigHOCTI

3a
peyenmom

UA/14101/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponeiickkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CkE) - 3MiHa
Ha3Bu BUpPoOHMKa AD| Baiiep ®apma Ar,
Bynneptasb, HimeuunHa, 6e3 3MiHu1 Micua
BMPOGHMLTBA. 3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii NPOBAKEHHA AiSNIbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepii abo
MiCLie NpOBEeEHHS KOHTPO/IHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAKUM BUMYCK cepiii)
3miHa Ha3BuM BUpo6HUKa baiiep ®apma Ar,
INeBepky3eH, HimeuurHa, Lo Bignosigae 3a BCi
cTagji BMpobHuULTBa, 6€3 3MiHN Micus
BMPOGHMLTBA. 3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKA
(BKTroHatoun, 3a HeobXiAHOCTI, Micue
NpOBEefEHHS KOHTPOSIIO AKOCTI), @60 BNacHMKa
macTep-chaiina Ha A®l, abo noctayvanbHUKa
Adl/BMXigHOrO
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHKKA HOBOI [OMOMKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BwW BUpPOGHUKa AP| Bailep ®apma Al,
BepniH, HimeuuunHa, 6e3 3miHu micus
BUPOGHMLTBA. 3MiHa 3asiBHMKa (BNnacHuKa
peecTpaLiiHoro NocBigYeHHs!)

AJEMMAC®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 2,0 mr Ne 42: no 21
TabneTui y 6nictepi; no
2 6nicTepun B KAPTOHHiIl
nauuj; Ne84: no 21
TabneTui y 6nictepi; no
4 6nicTepun B KAPTOHHIl
nauu

Baiiep Al

HimeuunHa

BCi cTagii
BMpOOHULTBA:
Baliep Arl,
HimeuyuunHa;
BTOPUHHE
nakyBaHHs:
LteremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., Hiveuunna

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
(BKKOYAtoUM, 3a HeObXiAHOCTI, Micue
NpOBeLEHHS KOHTPO/IO SKOCTI), ab0 BnacHuka
MacTep-caiina Ha A®l, abo noctavanbHMKa
Adl/BuxigHOro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIICYTHOCTI cepTucpikaTa BiANoBigHOCTI

3a
peyenmom

UA/14101/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponeiickkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CkE) - 3MiHa
Ha3Bu BUpPoOHMKa AD| Baiiep ®apma Ar,
Bynneptasb, HimeuunHa, 6e3 3MiHu1 Micua
BMPOGHMLTBA. 3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii NPOBAKEHHA AiSNIbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepii abo
MiCLie NpOBEeEHHS KOHTPO/IHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAKUM BUMYCK cepiii)
3miHa Ha3BuM BUpo6HUKa baiiep ®apma Ar,
INeBepky3eH, HimeuurHa, Lo Bignosigae 3a BCi
cTagji BMpobHuULTBa, 6€3 3MiHN Micus
BMPOGHMLTBA. 3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKA
(BKTroHatoun, 3a HeobXiAHOCTI, Micue
NpOBEefEHHS KOHTPOSIIO AKOCTI), @60 BNacHMKa
macTep-chaiina Ha A®l, abo noctayvanbHUKa
Adl/BMXigHOrO
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHKKA HOBOI [OMOMKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BwW BUpPOGHUKa AP| Bailep ®apma Al,
BepniH, HimeuuunHa, 6e3 3miHu micus
BUPOGHMLTBA. 3MiHa 3asiBHMKa (BNnacHuKa
peecTpaLiiHoro NocBigYeHHs!)

AJEMMAC®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 1,0 mr Ne 42: no 21
TabneTui y 6nictepi; no
2 6nicTepun B KAPTOHHiIl
nauuj; Ne84: no 21
TabneTui y 6nictepi; no
4 6nicTepun B KAPTOHHIl
nauu

Baiiep Al

HimeuunHa

BCi cTagii
BMpOOHULTBA:
Baliep Arl,
HimeuyuunHa;
BTOPUHHE
nakyBaHHs:
LteremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., Hiveuunna

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
(BKKOYAtoUM, 3a HeObXiAHOCTI, Micue
NpOBeLEHHS KOHTPO/IO SKOCTI), ab0 BnacHuka
MacTep-caiina Ha A®l, abo noctavanbHMKa
Adl/BuxigHOro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIICYTHOCTI cepTucpikaTa BiANoBigHOCTI

3a
peyenmom

UA/14101/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponeiickkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CkE) - 3MiHa
Ha3Bu BUpPoOHMKa AD| Baiiep ®apma Ar,
Bynneptasb, HimeuunHa, 6e3 3MiHu1 Micua
BMPOGHMLTBA. 3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii NPOBAKEHHA AiSNIbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepii abo
MiCLie NpOBEeEHHS KOHTPO/IHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAKUM BUMYCK cepiii)
3miHa Ha3BuM BUpo6HUKa baiiep ®apma Ar,
INeBepky3eH, HimeuurHa, Lo Bignosigae 3a BCi
cTagji BMpobHuULTBa, 6€3 3MiHN Micus
BMPOGHMLTBA. 3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKA
(BKTroHatoun, 3a HeobXiAHOCTI, Micue
NpOBEefEHHS KOHTPOSIIO AKOCTI), @60 BNacHMKa
macTep-chaiina Ha A®l, abo noctayvanbHUKa
Adl/BMXigHOrO
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHKKA HOBOI [OMOMKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BwW BUpPOGHUKa AP| Bailep ®apma Al,
BepniH, HimeuuunHa, 6e3 3miHu micus
BUPOGHMLTBA. 3MiHa 3asiBHMKa (BNnacHuKa
peecTpaLiiHoro NocBigYeHHs!)

AJEMMAC®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 1,5 mr Ne 42: no 21
TabneTui y 6nictepi; no
2 6nicTepun B KAPTOHHiIl
nauuj; Ne84: no 21
TabneTui y 6nictepi; no
4 6nicTepun B KAPTOHHIl
nauu

Baiiep Al

HimeuunHa

BCi cTagii
BMpOOHULTBA:
Baliep Arl,
HimeuyuunHa;
BTOPUHHE
nakyBaHHs:
LteremaHH
JNoHbepnakyHr &
NoricTiwep Cepsic
e.K., Hiveuunna

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
(BKKOYAtoUM, 3a HeObXiAHOCTI, Micue
NpOBeLEHHS KOHTPO/IO SKOCTI), ab0 BnacHuka
MacTep-caiina Ha A®l, abo noctavanbHMKa
Adl/BuxigHOro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BIICYTHOCTI cepTucpikaTa BiANoBigHOCTI

3a
peyenmom

UA/14101/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponeiickkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEeYOBUHM (SIKLLO 3a3HAYEHO Y A0CkE) - 3MiHa
Ha3Bu BUpPoOHMKa AD| Baiiep ®apma Ar,
Bynneptasb, HimeuunHa, 6e3 3MiHu1 Micua
BMPOGHMLTBA. 3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLii NPOBAKEHHA AiSNIbHOCTI
BMPOGHMKa/immopTepa roToBoro /ikapcbKoro
3acoby, BKIHOYAKUN [i/TbHUL BUNYCKY cepii abo
MiCLie NpOBEeEHHS KOHTPO/IHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAKUM BUMYCK cepiii)
3miHa Ha3BuM BUpo6HUKa baiiep ®apma Ar,
INeBepky3eH, HimeuurHa, Lo Bignosigae 3a BCi
cTagji BMpobHuULTBa, 6€3 3MiHN Micus
BMPOGHMLTBA. 3MiHM | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKA
(BKTroHatoun, 3a HeobXiAHOCTI, Micue
NpOBEefEHHS KOHTPOSIIO AKOCTI), @60 BNacHMKa
macTep-chaiina Ha A®l, abo noctayvanbHUKa
Adl/BMXigHOrO
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHNLTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHKKA HOBOI [OMOMKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y A0CLE) - 3MiHA
Ha3BwW BUpPOGHUKa AP| Bailep ®apma Al,
BepniH, HimeuuunHa, 6e3 3miHu micus
BUPOGHMLTBA. 3MiHa 3asiBHMKa (BNnacHuKa
peecTpaLiiHoro NocBigYeHHs!)

ASAPIrA®

Kpanni o4Hi, no 5 mn y
donakoHi-kKpanesbHULj
"fipon-TeiHep®", no 1
hnakoHy-KpanenbHuLj y
KOpo6Li 3 KapTOHY

HoBapTic ®apma Al

LLiseiiuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHK |l TNy - 3MiHK A0 IHCTPYKUiT oNns
MeJMYHOro 3aCTOCYBaHHSA [0 pO34iniB

"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y
nepiog BariTHoOCTi abo rolyBaHHs rpyaar”,
"Cnoci6b 3acTocyBaHHA Ta fo3un", "MoGiuHi
peakuii”. BBefjeHHA 3MiH NpoOTSArom 3-x
MicauiB nicnA 3aTBepAKEeHHsA

3a
peyenmom

UA/10400/01/01

A3SUTPOMILUUNH-KP

kancynu no 0,25 r no 6
Kancyn y 6nictepi; no 1
6nictepy y nauui 3
KapToHY

NAT
"Ximchapm3sasop
"UepsoHa 3ipka"

YkpaiHa

NAT
"Ximchapm3zasos
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:

3MiHM | TUNY - 3MiHa NapameTpiB crnewumdikauii

Ta/abo fonyCTMMUX MEX rOTOBOrO NiKapCbKoro
3ac06y (3BY)XXEHHS fOMYCTUMUX MEX)

3a
peyerimom

UA/9068/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
9. | ASUTPOMIUWNH-KP Kancynu no 0,5rno 3 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/9068/01/02
Kancynum y 6nictepi; no 1 "Ximchapmsasos "Ximchapmsasos 3MiHK | TUNY - 3MiHa NapameTpiB cnewudikadiii peyenmom
6nictepy y nauuj 3 "YepBoHa 3ipka" "UepsoHa 3ipka" Ta/abo [oMyCTVMUX MeX roTOBOro MiKapCbKoro
KapToHY 3ac006y (3BYXXEHHS JONYCTUMUX MEX)
10. | ANNNEPBEN TabneTkun, BKPUTI A-p Peagi'c IHAis [-p Peggpi'c IHAisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 6e3 UA/15436/01/01
NAiBKOBOK 060I0HKOLO, Na6opaTopic /T4, Na6opaTopic NTa, 3MiHM | TURY - 3MiHK WoA0 peyenma
no 5 mr no 10 Tabnetok IHais; O-p Pepai'c 6e3nekun/edpekTBHOCTI Ta thapmakoHarniagy.
y 6nictepi, no 1 a6o 2 Na6opartopic /114 BBefeHHst ab0 3MiHW [0 y3araslbHEHUX AaHWX
6nicTepn B KapTOHHIi (BupobHunya npo cuctemy chapmakoHarnsay (BBeAeHHs
KopoobLi oinbHuus - V1), y3araslbHeHUX AaHux npo cuctemy
IHAiA thapmakoHarnsgy, 3miHa yrnoBHOBaXeHO|
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pegakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy
11. ANNEPTEK® HA30 cnpeii HasasTbHUiA, MepaHa ®apma MonbLa "papmea” PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/14933/01/01
[,030BaHuii, cycnexsis, AKLjiOHepHe BUNPAaB/IEHHSI TEXHIYHOI noMunkn y MKA, a peyenmom
50 mkr/go3y no 60 abo ToBapucTBO came y KpUTepisix NPUAHATHOCTI 3a MOKa3HUKOM
120 a6o 140 po3 «KinbKiCHe BU3Ha4YeHHA»
cycneHsii B MNET-
hnakoHi 3 4O3yoUnM
HacocoM-[103aTOpPOM-
posnunoBayem; no 1
h1aKoHy Y KapTOHHI
Kopo6ui
12. | AIOPOM niHiMeHT no 30 r y Ty6i, MAT "ly6Huchapm" YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/4584/01/01
no 1 Ty6i y nauui 3 "Jly6Hnpapm" 3MiHu Il TUny - 3MiHK Woa0 peyenma

KapToHy

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta
YMOB BMa4i peecTpauiiiHoro noceig4yeHHs,

BK/ItO4atoun MnaH ynpaBniHHA py3nkamu
(3acTocyBaHHs 3MiH(1), Ki(a) BUMaratoTb(€)
NoAasTbLIOr0 06r'pPyHTYBaHHSA HOBUMM
[04aTKOBUM JaHUMK, L0 MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbkM BUMaraeTbCs

CYTTEBA OLliHKa KOMMETEHTHUM OpraHoMm) -
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BunkoHaHHSA 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHkTy 1, NignyHKTY 2.3 NYHKTY
2 popatky 15 no Mopsiaky npoBefeHHs
eKcnepTu3n peecTpauiliHnx MaTepianis Ha
nikapcbki 3acobu, Lo NOAAITLCA Ha AepXaBHYy
peecTpadito (nepepeecTpawiio), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHix MaTepianis NpoTsrom aii
peecTpauiiiHOro NocBigYeHHs1, 3aTBEPAKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).

13.

AMBPOKCON

Tabnetku no 30 mr no 10
Tabnetok y 6nictepi; no
2 6nictepun y navuyi

MAT
"Knismegnpenapar

Ykpaina

MAT
"KuiBmegnpenapa
T

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHU | TUNY - 3MIHW B IHCTPYKUIT ANns
MeZMYHOro 3aCTOCYBaHHA y po3ginu

"®apmakoTepaneBTuyHa rpyna” (Loao HasBu),

"apmakonoriyHi BnactnsocTi”,
"MpoTmnokasaHHA", "OcobamMBOCTI
3acTocyBaHHs", "3acTocyBaHHS y nepiog

BariTHOCTi abo rogyBaHHA rpyaar”, "3aaTHicTb

BNAMBaTW Ha LUBUAKICTb peakLii Npu KkepyBaHHi

aBTOTPaAHCNOPTOM abo iHLWMMK MexaHisMamu'",

"Cnocib 3acTocyBaHHA Ta f031" (pefaryBaHHs),
"Mo6iuHi peakwyji" 3rigHO 3 iHhopMaLjelo Woa0
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro
nikapcbKoro 3acoby (/la3onsaH, TabneTkn no
30 mr). BBeAeHHsA 3MiH NPOTArom 6-Tn
MicsiLiB nicnsA 3aTBepAKeHHsI

6e3
peyenma

UA/2084/01/01

14.

AMINIAP IC

Tabnetkn Ans
PO3CMOKTYBaHHs, Nno 8
TabneTok y 6nictepi; no
1 a6o 2 6nictepu B
nauuj 3 KapToHy

ToBapucTBo 3
[04aTKOBOKO
BifNOBIAA/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[0AaTKOBOIO
Bi4NOBiAa/IbHICTIO
"IHTEPXIM",
Ykpaina
(BMPOGHMK,
BiAnoBigabHU 3a
BUMYCK Cepii;
BMNPOOYBaHHSA
KOHTPO/H0 AKOCTI
(hi3nyHiI/XiMiUHi,
Mikpob6ionoriyHa
uncToTa),
36epiraHHs
roToBOI NPOAYKL,i;
BMPOBHULITBO,
36epiraHHs
(rotoBoi
npoayKuii,
CMPOBUHMN Ta

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:

3MiHW | TRy - 36iNbLUEHHSA TepMiHy 36epiraHHs

A®| anbykaiHy rigpoxnopugy. 3anponoHoBaHo:
4.5 poku

6e3
peuyenma

UA/14891/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa
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Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

15.

AMINIAP IC

marepianis);
BUNPOBYBaHHSA
KOHTPO/HO AKOCTI
(chi3nyHi/XiMiYHI))

16.

AMINIAP IC

TabneTkn ons
PO3CMOKTYBaHHS 3i
CMakoMm anesibCuHy, no
8 TabneTok y 6nicTepi;
no 1 abo 2 6nictepu B
nauti 3 KapToHy

ToBapucTBo 3
[04,aTKOBO
BIANOBIA&/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[0AAaTKOBOIO
BiANOBIf&/IbHICTIO
"IHTEPXIM",
YkpaiHa
(BUPOBHUK,
BiANOBIAaIbHNI 3a
BUMYCK Cepii;
BUNPOBYBaHHSA
KOHTPOJIHO SIKOCTI
(chi3nyHiI/XiMiuHi,
Mikpo6ionoriyHa
uncToTa),
36epiraHHA
roToBOI NPOAYKLi;
BMPOOGHMLITBO,
36epiraHHsA
(rotoBoi
npoAyKuii,
CUPOBWHM Ta
martepianis);
BMNPOBYyBaHHSA
KOHTPO/IO AKOCTI
(ci3nyHi/XiMiYHI))

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHM | TUMy - 36iNbLIEHHSA TepMiHy 36epiraHHs

AdI gubykaiHy rigpoxnopugy. 3anpornoHOBaHoO:

4.5 poku

6e3
peyenma

UA/14892/01/01

Tabnetkn ons
PO3CMOKTYBaHHS 3i
CMakKOM BWLLHI, Mo 8
TabneTok y 6nictepi; no
1 a6o 2 6nictepu B
nauui 3 KapToHy

ToBapucTBO 3
[04aTKOBO
BiANOBIA&/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIA&/IbHICTIO
"IHTEPXIM",
YKpaiHa
(BUPOGHUK,
BiANOBIAaIbHUI 3a
BMNYCK Cepil;
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
(hiznyHi/XimiuHi,
Mikpo6ionoriyHa
yucToTa),
36epiraHHsA
roToBOI NPOAYKLi;
BMPOBHULITBO,
36epiraHHsA
(rotoBoi

NpoAyKUii,

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHM | TUMy - 36iNbLUEHHSA TepMiHy 36epiraHHs
AdI gnbykaiHy rigpoxnopuay. 3anpornoHOBaHO:

4.5 poku

6e3
peyenma

UA/14893/01/01
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CUPOBWHM Ta
marepianis);
BMNPOOYBaHHSA
KOHTPO/IO AKOCTI
(i3nyHi/Ximi4HI))
17. ANCUBUNH TabneTku, BKPUTI [-p Peggi'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/15095/01/02
NNiBKOBOK 060/I0HKOIO, Na6opatopic NTg, Na6opaTopic it 3MiHM | TUNY - 3MiHK Woa0 peuenmom
no 500 mr no 10 (BupobHuunii 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
TabneTok y 6nictepi; no Bigain - 7) BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX
1 a6o 12 6nictepis B npo cuctemy hapmakoHarnsgy (BBeAeHHs
KapTOHHI Kopoo6Li y3araslbHeHNX AaHux npo cucrtemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, KLU0 BOHa
BiAMIHHA Bif YNOBHOB&XeEHOi 0Co6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI gaHi)
Ta/ab0 3MiHM y pO3MiLLeHHI MacTep-thainna
cucTeMu dpapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3piicHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
dhapmakoHarnsgy
18. | ANCUBVH TabneTkn, BKpUTI O-p Pepai'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15095/01/01
NAiBKOBOI 060/I0HKOIO, Nabopatopic /Tg, Na6opaTopic /T4 3MiHK | TURy - 3MiHK Woao peuyenmom
no 150 mr no 10 (BupobHuuunii 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi; no Big4in - 7) BBeneHHst ab60 3MiHM [0 y3arasibHEHUX AaHKX

1 a6o 6 6nicTepis B
KapTOHHI Kopoo6Li

npo cuctemy thapmakoHarnsgy (BBeAeHHs
y3arasibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBigasnibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6y,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
cuctemn chapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3AiicHeHHs hapMakoHarnagy: NponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
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BiANOBIAa/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsagy

19.

APME®IO®

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 50 wr; no 10
TabneTok y 6nictepi; no
1 a6o no 3 6nictepu B
KapTOHHI Kopoo6Li

CninbHe TOBapUCTBO
3 06MEXEHOI0
BiANOBIAANbHICTIO
"Nekcpapm” (CTOB
"Nekdapm")

Pecny6nika
Binopycb

CninbHe
TOBapUCTBO 3
obmexeHo
BiANOBiga/IbHICTIO
"Nekdpapm” (CTOB
"Nekchapm")

Pecny6nika
Binopycb

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHuM | TNy - 3MiHa po3mipy cepii (BKoyatum
AjianasoH po3mipy cepil) roTOBOrO /likapCbKoro
3aco0y - 36i/IbLIEeHHS po3Mmipy cepii:
3anponoHoBaHo: TabneTkun BKpUTI NiBKOBOKO
o060n0Hkoto no 50 mr: Po3mip cepii: 80 kr (Ne
10:45,357-57,382 Tuc. yn); (Ne 30:15,119-
19,128 tuc. yn); 120 kr (Ne 10:68,035-86,072
Tuc. yn); (Ne 30:22,679-28,691 Tuc. yn.); 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapCbKuii
3aci6. Onuc Ta cknag - BUganeHHs iHopmavii
3 onucy TabneTkn «Buz B NonepeyHomy
po3pisi» 3 BiANOBIAHMMN 3MiHAMK B
crneundikavii Ta MeToAax KOHTPOJIH0 AKOCTI
rOTOBOrO JIiKapCbKOro 3acoby. 3anponoHOBaHO:
Creuudikauis «Onunc» «Kpyrnble
[BOSIKOBbINYK/ble Ta6NeTKN, NOKPbITble
N/IEHOYHOM 060/104KOl 6€/10r0 UK NoYTH
6enoro ueTa. MeToan KOHTPO0 «OnNnc»
..... Kpyrnble fBOSKOBbINYK/ble TabneTtku,
NOKpPbITbIE NAIEHOYHOI 060/104KO 6enoro nnu
noytn 6enoro ugeta

6e3
peyenma

UA/11712/01/01

20.

APME®NHO®

TabneTkn, BKpUTI
N1iBKOBOK 060/10HKOIO,
no 100 mr; no 10
Tabnetok y 6nictepi; no
1 a6o no 3 6nictepu B
KapTOHHI KopooLi

CninbHe TOBapnCTBO
3 06MEXEHO
BifNOBIAA/IbHICTIO
"Nekdpapm” (CTOB
"Nekchapm”)

Pecny6nika
Binopycb

CninbHe
TOBapuUCTBO 3
06MexeHot
BiANOBIA&/IbHICTIO
"Nekcpapm” (CTOB
"Nekdapm"”)

Pecny6nika
Binopycb

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHKM | TUNY - 3MiHa po3Mmipy cepii (BKouarum
Jiana3oH po3mipy cepil) roToBOro /ikapcbKoro
3acoby - 36i/1bLUEeHHSA po3Mipy cepii:
3anponoHoBaHo: TabneTkv BKpUTI NAIBKOBOO
0600Hkoto no 100 mr: Po3mip cepii: 120 kr (Ne
10: 34,774-41,979 tnc. yn); (Ne 30: 11,592-
13,993 tuc. yn.); 3miHu | Tvny - 3MiHM 3 AKOCTI.
[oToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag, -
BUAaNEHHS iHopMaLil 3 onucy TabneTkn «Bup,
B NonepeyHoMy po3pisi» 3 BiAMNoBigHUMN
3MiHamu B cneumdikauii Ta MeTofax KOHTPOI
SIKOCTi rOTOBOrO fikapCbKoro 3acoby.
3anponoHosaHo: Cneuudikauis «Onuc»
«Kpyrnble ABOSKOBbINYK/ble TAbNeTKN,
MOKPbITbIE NIEHOYHON 060104KOl 6enoro nnn
nouTy 6enoro useta. MeToam KOHTPOSHO
«Oonue» ... Kpyrnble ABOAKOBbLINYK/bIE
TabneTku, NOKPbITbIE MIEHOYHOW 060/104KOM
6€e10ro 1am NovTn 6e0ro useTa

6e3
peuyenma

UA/11712/01/02

21.

APTEXA
KOMMJIEKC®

kancynm no 30 a6o 60
Kancyn y KoHTeliHepi; no
1 KOHTelHepy B naui;

MPAT "®ITO®APM"

YkpaiHa

Brpo6HMK,
BifNOBigabHWIA 32
BMPOGHULITBO,

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix MuaTepiasiis:
3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
Ha3BW J1iKapCbKOro 3acoby - BBeAeHHsi 3MiHN

6e3
peyenma

UA/4461/01/01
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n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
no 6 kancyny énicrepi; nepBrHHe, 06yMOB/IEHO MapKETUHIOBOKO CTpaTerieto.
no 5 a6o no 10 BTOPUHHE HasBa nikapcbkoro 3acoby Aitouoi pegakuii
6nicTepiB y naui nakyBaHHs1, «XOHAPOITUH KOMIMJ/IEKC», Ha3Ba
KOHTpO/b Ta nponoHoBaHoi pegakuii <KAPTEIDKA®
BUMYCK Cepii: KOMMNEKC (ARTEDJA COMPLEX)».
MPAT BBefeHHs 3MiH NnpoTArom 6-Tv MicAuUiB nicas
"®ITOPAPM", 3aTBepKEHHS. 3MiHN Il TUny - 3MiHW 3 AKOCTI.
YkpaiHa; A®|. BUpobHMLTBO. 3MiHa BUPOGHMKA
Brpo6HuK, BVXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BiANoOBigabHUIA 3a BUKOPUCTOBYHOTLCH Y BUPOOGHUYOMY NpoLECi
BMPOBHULITBO, A, abo 3miHa BUpobHMKa (BKIHOYaOUK, e
nepBUHHE, HeobXxiHO, MicLie NPOBEAEHHS KOHTPO/II0
BTOPWUHHE AKocTi) AdI (3a BiagcyTHOCTI cepTudpikata
nakyBaHHs, BiNOBIAHOCTI E€BpPONeNCchKiin thapmakonei y
KOHTPO/b AKOCTI: 3aTBEPAKEHOMY [OChE) (BBEAEHHA HOBOrO
TOB BMpOGHUKa A®| 3 HagaHHAM MacTep-thaiina Ha
"AcTpadapm", A®l) BBefeHHs a/lbTepHaTUBHOTO BUPOOHUKA
YkpaiHa Lit040T peyoBNHU XOHAPOITUHY HAaTPItO

cynbhaty "BIOBERICA S.A.U.", Spain o Bxe
3aTBEPKEHNX BUPOBHVIKIB XOHAPOITUHY HATPItO
cynbgaty Yantai Dongcheng Biochemicals Co.,
Ltd, Kutaii; Jiaxing Hengjie Biopharmaceutical
Co., Ltd., Kutaii. - 3miHu 3 sikocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMarepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(He3HauHi 3MiHV Y 3aTBEpIKEHUX MeToAax
BMNpobyBaHHA) BBefeHHs fofaTkoBoro
MeTOAY KOHTPOJIH0 3aUTMLLKOBOI Ki/IbKOCTI
OopraHiYHMX PO3YMHHKKIB NPU BXiGHOMY
KOHTPOSI AKOCTi A®| XOHAPOITUHY HaTPI0
cynbhaty BupobHuyTea "BIOBERICA S.A.U.",
Spain. 3miHu Il Tuny - 3MiHu 3 AKkocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BVXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A, abo 3miHa BUpobHMKa (BKIHOYaOUK, e
HeobXxiHO, MicLie NPOBEAEHHS KOHTPO/II0
AKocTi) AdI (3a BiagcyTHOCTI cepTudpikata
BiNOBIAHOCTI E€BpPONeNCchKiin thapmakonei y
3aTBEPAXEHOMY [JOCbE)(BBEAEHHS HOBOIO
BMpOGHUKa APl 3 HagaHHAM MacTep-thaiina Ha
A®l) BBefeHHs a/lbTepHaTUBHOTO BUPOOHUKA
Ait040T pevoBMHN XOHAPOTTUHY cynibdhaTy "Inno
Biotechnology Co., Ltd", KuTaii go Bxe
3aTBEPKEHNX BUPOBHWKIB XOHAPOITUHY HATPItO
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cynbpaty Yantai Dongcheng Biochemicals Co.,
Ltd, Kutaii; Jiaxing Hengjie Biopharmaceutical
Co., Ltd., KuTaii. 3minu Il Tuny - 3MiHM 3 AKOCTI.
A®I. Bupo6HULTBO. 3MiHA BUPOGHMKA
BWXi4HOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®I, ab0o 3MiHa BUpPOGHYMKa (BKIOYaouY, ae
HeoObXifHO, MicLie NPOBEAEHHS KOHTPO/IIO
akocTi) A®| (3a BifcyTHOCTI cepTuddikata
BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE) (BBEAEHHSA HOBOIO
BMpo6HMKa APl 3 HagaHHAM MacTep-thaiina Ha
Adl)

BBefeHHs anbTepHaTUBHOIO BUPOGHMKA AitoyoT
peyoBvHM NtoKo3amiHy rigpoxnopuay
"BIOBERICA S.A.U.", Spain g0 Bxe
3aTBEPAKEHNX BUPOOHWKIB I0KO3aMiHy
cynbaty Zhejang Candorly Pharmaceutical
Co., Ltd, Kutaif; Yantai Dongcheng
Biochemicals Co.,Ltd., Kutaii; Zhejiang
Zhoushan Putuo Xinxing Pharmas Co., Kutaii.

22.

APTEL)XA®
EMYNbIrENb
(ARTEDJA EMULGEL)

emynbrenb ans
30BHILLHLOIO
3acTocyBaHHA 5% no 25
raéo40ry 1y6i; no 1
Ty6i B nayLj 3 KApTOHY

MPAT "®ITO®APM"

YKpaiHa

MPAT
"OITOPAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
Has3BU NikapcbKoro 3acoby
BBegeHHS 3MiHM 06YMOBNEHO MapKeTUHIOBOD
cTparterieto. Hassa nikapcbkoro 3acoby aitouoi
pepakuii «xXOHAPOITUNH-®ITO®APM», Ha3Ba
nponoHoBaHoi pegakuii kKAPTELKA®
EMY/IbIENb (ARTEDJA EMULGEL)».
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBeEpPKEHHS. 3MiHM Il TUNY - 3MiHU 3 AKOCTI.
A®|. BUpobHuLTBO. 3MiHa BUPOGHMKA
BUWXi4HOro/MpoOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLLECi
A, abo 3miHa BUpobHMKa (BKIOYaKOuK, e
HeobXxiAHO, MicLie NPoBEAEHHS KOHTPO/TH0
AKocTi) AdI (3a BiACyTHOCTI cepTudpikata
BiANOBIAHOCTI €Bponelickkil thapmakonei y
3aTBEPAKEHOMY [OChE) (BBEAEHHA HOBOrO
BMpOGHUKa A®| 3 HaaHHAM MacTep-thaiina Ha
A®l) BBefeHHs aslbTepHATUBHOTO BUPOOHUKA
Lito40T pevyoBNHU XOHAPOITUHY HaTpIto
cynbgaTty "Inno Biotechnology Co., Ltd", Kutaii
[0 BXe 3aTBepAKEHNX BUPOOHWKIB
XOHAPOITVHY HaTpito cynbdaty Yantai
Dongcheng Biochemicals Co., Ltd, Kutai;
Jiaxing Hengjie Biopharmaceutical Co., Ltd.,

6e3
peuyenma

UA/4699/01/01
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Kutaii. 3miHu Il Tuny - 3miHu 3 sikocTi. AL,
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BUXi4HOro/MPOMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECi
A, abo 3miHa BUpobHMKa (BKIHOYaOuK, e
HeobXxiHO, MicLie NPOBEAEHHS KOHTPO/II0
AKocTi) AdI (3a BiagcyTHOCTI cepTudpikata
BiNOBIAHOCTI E€BpONeNchkiin thapmakonei y
3aTBEPAKEHOMY [JOCbE)(BBEAEHHS HOBOIO
BMpOGHUKa A®| 3 HagaHHAM MacTep-thaiina Ha
A®l) BBefeHHs a/lbTepHaTUBHOTO BUPOOHUKA
Lit0Y0T pevyoBNHU XOHAPOITUHY HATPItO
cynbaty "BIOBERICA S.A.U.", Spain o BXxe
3aTBEPKEHNX BUPOBHVIKIB XOHAPOITUHY HATPItO
cynbgaty Yantai Dongcheng Biochemicals Co.,
Ltd, Kutaii; Jiaxing Hengjie Biopharmaceutical
Co., Ltd., Kutaii. CynyTHsa 3miHa - 3MiHuW 3
akocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHuuTea AdI
(He3HauHi 3MiHV Y 3aTBEpIKEHUX MeToAax
BUNPOBYBaHHS) - BBEAEHHA AOAATKOBOrO
MeTOAY KOHTPOJIH0 3aUTMLIKOBOI Ki/IbKOCTI
OpraHiYHMX PO3YMHHKKIB NPU BXiGHOMY
KOHTpO#i sikocTi A®| BUpo6HMLITBA
"BIOBERICA S.A.U.", Spain.

23.

ACUBPOKC

Tabnetku Wwunydi no 600
mr, no 12 TabneTok y
neHai; no 1 neHany B
KapTOHHI Kopo6Li; no 2
Tabnetkn y ctpuni; no 5
a6o 10 cTpunis y
KapTOHHIA KOpooLi

POTA®APM
NIMITEL,

Benwvka
BputaHis

$apmaEcrTika
MaHyhakTypiHr
(PapmaEcrTika
MaHyakTypiHr
TOB)

EcToHif

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3ac00y, BK/II0YAKUN AifTbHUL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPOTO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM BUMYCK Cepiii)
3MiHa Ha3BW BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHK | TNy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHW) 3amMiHa rpadhiyHOro ohopMIEHHS
NepBUHHOI Ta BTOPUHHOT YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMW 3MiHAMMN
[0 po3ginis MKA N13 (po3gin «MpadivHe
0hOpMIEHHS» 3aMiHEHO PO34iNoM
«MapKyBaHHs»).

6e3
peuyenma

UA/14270/01/02

24.

ACUBPOKC

TabneTku wunydi no 200

POTA®APM

Benvka

dapmaEcTika

EcToHis

BHECEHHS 3MiH [10 peecTpaLiiiHMx maTepiasis:

6e3

UA/14270/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Mr, N0 24 TabneTkn y
neHani; no 1 neHany B
KapTOHHI Kopo6uj; no 2
Tabnetkn y ctpuni; no 5
a6o 10 cTpunis y
KapTOHHI KOpoo6Li

NIMITEL

BpuTaHis

MaHyakTypiHr

(PapmaEcrTika

MaHythakTypiHr
TOB)

3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AiNbHOCTI
BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro
3aco6by, BKIYauu AinbHNL BUNYyCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/THO AKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK CEPiid)
- 3MiHa Ha3BW BNPOGHKKa, 6e3 3MiHW Micus
BUPOGHMUTBA. 3MiHW | TUNY - 3MiHM LWOA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnagy
(iHWWi 3miHK)
3aMiHa rpadiyHoro opopmaIEHHS NEPBUHHOI Ta
BTOPVHHOT YNAKOBOK Ha TEKCT MapKyBaHHs
yMakoBOK 3 BiANOBIAHUMY 3MiHAMK 40 PO34inis
MKSA N3 (po3gin «IpadivyHe ohopMaeHHs»
3aMiHEHO Po3Ai1oM «MapKyBaHHS»).

peyenma

25.

ACIHIC®

Kpanni opasibHi no 20
M, abo no 50 mn, abo
no 100 mn y dhnakoHax-
KpanenbHuusAXx; no 1
(h1aKOHY B KapTOHHIi
ynakoBLi

Pixapp BitTHep Al

ABcTpist

Pixappg BitTHep Al

ABCTpist

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 @60 3MiHW [0 y3araslbHeHUX faHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHa
BiAMIHHA Bif YNOBHOB&XeEHOi 0Co6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-thainna
cucteMu dpapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0cO6MU, BiANOBiJabHOI 3a
3pificHeHHs chapmakorarnagy: fliroya pegakuis
— llse Vanderlinden. MNponoHoBaHa peaakuis —
George Nicolas. 3MiHa KOHTaKTHUX SaHUX
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[jicHeHHs hapmakoHaragy. 3MmiHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0cobu

6e3
peyenma

UA/6406/01/01

26.

ATOKOP

TabneTkn, BKpUTI
NNiBKOBOI 060/1I0HKOI0,
no 10 mr no 10 Ta6neTok
y 6nicTtepi; no 1 a6o 3
6nictepmn y kopobuj

[-p Peagi'c
Na6opaTopic /T4,

IHais

[-p Pegpai'c

Na6opartopic /ITg

(Bupo6Huua
AinbHnuS - VI)

IHais

BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasis:
3MiHM | TUNY - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy thapmakoHarnsay (BBefeHHs
y3arasibHeHVX faHunx npo cuctemy
dhapmMakoHarnsgy, 3mMiHa ynoBHOBaXEHOT

3a
peyerimom

UA/1377/01/01
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n/n

3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

27.

ATOKOP

TabneTkn, BKpUTI

ocobu, BignoBifasnbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOB&XeHOi 0co6H,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoUun KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cucteMu dpapmakoHarnsgy) - 3MmiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
3ailicHeHHs chapMakoHarnsgy: NponoHoBaHa
pegakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT ocobwm,
BiiNOBIAaIbHOT 3a 34iICHEHHS
dhapmakoHarnsgy

28.

AT®-JIOHI®

NAiBKOBOI 060/I0HKOIO,
no 20 mr no 10 TabneTok
y 6nictepi; no 1 abo 3
6nictepun y Kopobui

Tabnetkn no 20 mr no 10

A-p Peppi'c
Nabopatopic NTg,

IHais

[-p Peapi'c
Na6opaTopic /T4
(Bupo6bHunya
LinbHuus - VI)

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TURy - 3MiHK Woao0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs1 @60 3MiHM [0 y3araibHeHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3ara/ibHeHUX JaHux npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHOT
0ocobu, BignoBifasibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobm 3
chapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-dhaiina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XXEHOT 0CO6MU, BiANOBiZa/IbHOI 3a
3piicHeHHs hapMakoHarsay: MponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnsgy

3a
peyenmom

UA/1377/01/02

TabneTok y 6nictepi; no
3 abo 4 6nictepu B
Kopoo6ui

TOB
"®apmaveBTnyHa
KomMmnaHis "®apKoC"

YkpaiHa

BUPOGHUK,
BignoBigasnbHWiA 3a
BUNYCK cepii
KiHL,eBOro
NpoayKTy Ta
BTOPUHHE
nakyBaHHs: MNMpAT
"GapmaueBTuyHa
thipma "PapKoC",

YKpaiHa,

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHK | TUNY - 3MiHW WOoA0

6e3nekn/edpekTMBHOCTI Ta thapmakoHarnsgy -

OHOBJ/IEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKW NiKapcbKoro 3acoby 3

BHECEHHSIM 3MiH [0 TEKCTY MapKyBaHHS:
[OMNOBHEHHA TEKCTY MapKyBaHHA NEPBUHHOT
ynakoBKW iH(pOpMaL,i€l0 CTOCOBHO [103yBaHHSA
niKkapcbKoro 3acoby

6e3
peyenma

UA/3121/01/02
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
BMPOGHMK
[030BaHOl hopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHsa: TOB
"ACTPAGAPM",
YkpaiHa; NoBHWiA
LK
BMpOGHMLTBA /13,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS,
KOHTPO/b AKOCTI,
BMNYycK cepii: TOB
"®apmMaueBThyHa
KoMMaHis
PapKoC", YkpaiHa
29. | ADNYBIH® Kpanni opasibHi no 20 Pixapp BitTHep Al ABcTpist Pixappg BitTHep Al ABCTpist BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis: 6e3 UA/1952/02/01
M, abo no 50 mn, abo 3MiHM | TUNY - 3MiHK Woa0 peuenma
no 100 mn y chnakoHax- 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
KpanenbHuusAXx; no 1 BeeieHHs1 @60 3MiHW [0 y3araslbHeHUX faHuX
(h1aKOHY B KapTOHHIi npo cuctemy hapmakoHarnsgy (BBefeHHs
ynakoBLi y3arasibHeHVX faHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT
ocobu, BignoBifasibHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHa
BiAMIHHA Bif YNOBHOB&XeEHOi 0Co6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoun KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-thainna
cucteMu dpapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0cO6MU, BiANOBiJabHOI 3a
3pificHeHHs chapmakorarnagy: fliroya pegakuis
— llse Vanderlinden. MNponoHoBaHa peaakuis —
George Nicolas. 3MiHa KOHTaKTHUX SaHUX
YNOBHOB&XXEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3[jicHeHHs hapmakoHaragy. 3MmiHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0cobu
30. ADNTYBIH® Tabnetkun no 12 Pixappg BittHep Al ABcTpis Pixappg BitTHep Al ABcTpist BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasis: 6e3 UA/10018/01/01
TabneTok y 6nictepi; no 3MiHM | TUNY - 3MiHK Woao peyenma

1, 2, 3 abo 4 6nictepn y
KapTOHHI Kopoo6Li

6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy thapmakoHarnsay (BBefeHHs
y3arasibHeHVX faHunx npo cuctemy
dhapmMakoHarnsgy, 3mMiHa ynoBHOBaXEHOT
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
ocobu, BignoBifasnbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, KLU0 BOHa
BiAMIHHa Bif, YNOBHOB&XeHOi 0co6H,
BignoBiAa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoUun KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cucteMu dpapmakoHarnsgy) - 3MmiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
3ailicHeHHs hapmakoHarnsagy: [ivoya pefakuis
— llse Vanderlinden. MNponoHoBaHa peaakuis —
George Nicolas. 3MiHa KOHTaKTHUX gaHUX
YNOBHOB&XXEHOT 0cO6MU, BiANOBiAa/IbHOI 3a
3[jicCHeHHs1 dhapmakoHaragy. 3MmiHa
KOHTaKTHUX AaHVX KOHTaKTHOI 0cobu
31. ADNTYBIH® Kpem 1 % no 2 r B Ty6i, TOB "OMETA YkpaiHa BMPOGHMLITBO 3a Benbris/ BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasiis: 6e3 UA/7440/01/01
NEHUWMKNOBIP no 1 Ty6i y KapTOHHii ®APMA YKPAIHA" NMOBHUM LMK/IOM: HimeuunHa 3MiHM | TURY - 3MiHK WoA0 peyenma
KopoobLi MemxeHikc 6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
Benentokc HB, BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX
Benbris; npo cuctemy chapmakoHarnsay (BBeAeHHs
BMPOGHMLTBO y3arasibHeHNX JaHnX nNpo cucTemy
nikapcbKoro thapmakoHarnsgy, 3miHa yrnoBHOBaXeHO|
3acoby, NepBUHHE 0co6w, BignoBiganbHOI 3a 34jiACHEHHS
nakyBaHHs1, chapmakoHarnsgy; KoOHTakTHoi ocobm 3
BTOPWHHE thapmakoHarnagy 3asiBHUKa ANs 34iICHEHHSA
nakyBaHHs, thapmakoHarnagy B YkpaiHi, K0 BoHa
KOHTPO/Ib SIKOCTI: BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
HosapTic ®apma BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
MpoaykuioHc hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
v6X, HimeyunHa Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AilicHeHHs hapMakoHarnsgy: NponoHoBaHa
pegakuis — George Nicolas. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6M, BiANOBiAabHOT
3a 3AjiicHeHHs1 hapMakoHarnsgy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu
32. BEH3W/BEH30AT- Masb, 250 mr/rno 30 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/4488/01/01
OAPHULUA Ty6i, no 1 Ty6i B nauui "®apmMaLeBTnyHa "®apmaLeBTnyHa 3MiHuM | TUNYy — 3miHa agpecy BupobHuka Adl, peuenma
dipma "flapHnus” dipma "fapHuus” 6e3 3MiHM Micus BUpoBHMLTBA
33. BEH3WNNEHILUNIH NOPOLLOK 47191 PO3UYUHY NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/3791/01/01
AN iv'ekuii no 500 000 "Kuismegnpenapart” "KuiBmegnpenapa 3MiHY | TUMy - 3MiHa y MeToax BUNpobyBaHHS peyenmom
O/ y conakoHax; no 10 T A®| abo BMXigHOTO MaTepiasy/npoMixXHOro

hNakoHIB 3 NOPOLLKOM Y
KOHTYPHIlA YapyHKOBIlA
ynakoBLi; mo 1

npoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl - BHECEHHS
He3Ha4YHMX 3MiH A0 MeToAiB BUNPOOYBaHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KOHTYPHIli YapyHKOBI
ynakoBLi B nauLyi

A®I, 30kpemMa: - 3a NOKa3HNKOM "CTepunbHiCTb"
BBEEHHSA ONVUCY METOAMK BUNPOOYBaHHSA 3
BMKOPUCTaHHAM YCTAaHOBKW 3aKpUTOro Ta
BiIKDUTOrO TUNYy; - 3a NOKa3HUKOM
"BakTepiasibHi €eHOO0TOKCMHW" BBEAEHHS Onucy
MeTOoAVKN BUNpoGyBaHHA. MeToam
BMNPOBYBaHb 3a/INLLINANCE HE3MIHHUMK; 3MiHU |
TUNy - 3MiHa y napameTpax cneumdikauiii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauiax Ha A®l, abo
BUXIZAHUIA/NPOMIXHWIA NPOAYKT/pearexT, o
BMKOPVCTOBYIOTbCS Yy NPOLLECi BUPOOHMLTBA
AD| - BUyYeHHs 3i cneumdikayii nokasHuka
"AHOMa/IbHa TOKCUYHICTL" 3 BifNOBigHUM
METOA0M BUNPO6YBaHHS

34.

BEH3WNEHILUIH

MOPOLLOK A4/151 PO3UNHY
Ans iH'ekuii no 1 000
000 O/ y chnakoHax; no
10 donakoHiB 3
MOPOLLKOM Y KOHTYpHIiA
YapyHKOBIl1 yrnakoBLi; No
1 KOHTYpHIiA YapyHKOBIlA
ynakoBLji B nauLyi

MAT
"Knismegnpenapar"

YKpaiHa

MAT
"Kuismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TNy - 3MiHa y MeToax BMNpobyBaHHS
A®I| abo BMxigHOro Matepiany/npoMixXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl - BHECEHHS
He3HayHMX 3MiH A0 MeTOAIB BUNPOGYBaHHS
A®I, 30kpemMa: - 3a NOKa3HNKOM "CTepusbHICTb"
BBEEHHS ONVCY METOAMK BUNPOOYBaHHSA 3
BUKOPVCTaHHAM YCTaHOBKM 3aKpUTOro Ta
BiKPUTOrO TUMY; - 38 NOKA3HUKOM
"BakTepiasibHi eHOO0TOKCMHW" BBEAEHHS onucy
MeTOoAVKM BUNpoGyBaHHA. MeToau
BUNPO6YBaHb 3aNULLININCL HE3MIHHUMU; 3MiHN |
TUMy - 3MiHa y napameTpax cneuudikawiii
Ta/abo [oNyCTUMUX MEX, BUSHAUEHUX Y
cneuundikauiax Ha A®l, abo
BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Yy NpOLeCi BUPOOHMLTBA
AD| - BUNyYeHHs 3i cneumdikayii nokasHuka
"AHOMa/IbHa TOKCMYHICTB" 3 BigMNOBigHUM
MeTOA0M BUNPO6YBaHHS

3a
peyenmom

UA/3791/01/02

35.

BEPNINMPUAN® NMNNOC
10/25

Tabnetkn no 10 mr/25 mr
no 10 TabneTok y
6nictepi; no 2 a6o no 3
6nicTepn B KapTOHHIiA
Kopoo6ui

BEPNIH-XEMI Al

HimeuunHa

BUPOGHMLTBO "in
bulk", KOHTpO/b
cepiii:
BEP/IIH-XEMI AT,
Himeuunna
KiHUueBe
nakyBaHHs1,
KOHTPO/b Ta
BMNYCK Cepil:
BEP/IIH-XEMI AT,
HimeuunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro nocsig4eHHs,
BK/TIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
[00aTKOBUM AaHnMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbest
CYTTEBA OLliHKa KOMMETEHTHUM OpraHom) -

3a
peyenmom

UA/5853/01/01
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n/n

3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20

36.

BEPOAYAN® H

BunkoHaHHSA 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHkTy 1, NignyHKTY 2.3 NYHKTY
2 popatky 15 no Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiliHnx MaTepianis Ha
nikapcbki 3acobu, Lo NOAAITLCA Ha AepXaBHYy
peecTpadito (nepepeecTpawiio), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHix MaTepianis NpoTsrom aii
peecTpauiiiHOro NocBigYeHHs1, 3aTBEPAKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).

nocBi04YeHHs1

37.

BEPOTEK® H

aepo30/1b [030BaHWA N0
10 mn (200 po3) y
MeTasIeBOMY GasloOHUMKY
3 [J03YH0UUM Kr1anaHom;
no 1 6a10H4MKy B
KapTOHHI Kopoo6Li

BepiHrep
IHrenbxaim
IHTEepHewwHn M'mbeX

HimeuunHa

BepiHrep
IHrenbxaim

dapma N'vbX i Ko.

Kl

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs @60 3MiHM [0 y3araslbHeHUX faHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3ara/ibHeHUX JaHnX Npo cucTemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOB&XeHOi 0Co6M,
BignoBifa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoUun KOHTaKTHI gaHi)
Ta/ab0o 3MiHM y po3MiLLeHHI MacTep-thainna
cuctemMu dpapmakoHarnagy) - 3MiHa KOHTakTHUX
[aHuX yrnoBHOBaXXeHOT 0co6Mu, BiANOBIgaNbHOT
3a (hapmakoHaraag

3a
peyenmom

UA/5322/01/01

aepo30/b [030BaHW,
100 mkr/go3y, no 10 mn
(200 po3) y meTaneBomy
6a10HUVKY 3 AO3YIOUUM
KnanaHom; no 1
6asTOHUMKY Y KapTOHHI
Kopoo6Li

BepiHrep
IHrenbxaim
IHTEepHewwHn M'meX

HimeuunHa

BepiHrep
IHrenbxaim
dapma N'mbX i Ko.
KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX faHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKeHO|
ocobu, BignoBifasbHOT 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobm 3
dhapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapMmakoHarnsay B YkpaiHi, KO BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0Co6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy (BKIYaoun KOHTaKTHI gaHi)
Ta/abo 3MiHN y po3MiLLeHHI MacTep-thainna
cuctemu chapmMakoHarnagy) - 3MiHa KOHTakTHUX
[aHuX YyrnoBHOBaXXEHOT 0co6MU, BiANOBIgaNbHOT

3a (hapmakoHaraag

3a
peyenmom

UA/3123/01/01
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38. BIO®/TIOPAKC cupon 670 mr/mn no 100 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/12878/01/01
mn abo 200 mny 06MexeHo obmexeHo 3MiHn | TURY - 3MiHK 3 SKOCTi. MeaunuHi peyenma
chnakoHi; no 1 chnakoHy BiANOBIAABLHICTIO BiANOBIAANbHICTIO npuCTpoi. 3mMiHa NPUCTPOIB A4/15 BUMIPIOBaHHS
pasom i3 nineTkor "XapkiBCcbke "XapkiBCcbke [031 abo BBEeAEHHS JliKapcbKoro 3acoby
[03yt040I0 Y KopoobLi 3 thapmaueBTyHe thapmavueBTuyHe (hopaBaHHs abo 3amiHa NPUCTPOLO, AKWI He €
KapToHY niaNpreMCTBO nigNpreMcTBO HEeBif'EMHOI0 YaCTUHOI NEPBUHHOI yNakoBKK) -
"340poB'sa Hapoay" "340poB'a MpucTpiid, Sknit Mmae CE-MapKyBaHHS -
Hapogy", YkpaiHa BBE/EHHSA [03Y040ro NpucTporo: NineTku
(dbacyBaHHs i3 "in [o3yto4oi 06’emom 5 mn, BUpo6HuyTBa Elm-
bulk" chipmu plastic GmbH, HimeuunHa. BBefieHHA 3MiH
"Fresenius Kabi NPOTAroM 3-X MIiCALIB MiC/A 3aTBEPKEHHS.
Austria GmbH",
ABCTpIsi)
39. | BPELEP nioghinizaT 419 po3unHy [O-p Pepgi'c IHAis [-p Peppi'c IHAisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 3a UA/15186/01/01
Ons iH'ekyii no 3,5 mr, 1 Na6opaTopic /T4, Na6opartopic /114 3MiHM | TURY - 3MiHK WoA0 peyenmom
donakoH 3 niodpinizatom (Bupo6bHUunii 6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
Y KapTOHHIli kopoobLi Bigain - 7) BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnX nNpo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pegakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy
40. BPOHXA/NIC-XEE/Ib Tabnetkun no 50 Bionoriwe HimeyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/1932/01/01
TabNeToK y KOHTEeHepi; XaiinbMmiTTens XalinbMmitrens 3MiHuM | TRy - 3MiHa po3mipy cepii (BkNtovyatum peuenma
no 1 KOHTeiHepy B Xeenb MTM6X Xeenb TM6X AjianasoH po3mipy cepil) roTOBOrO /likapCbKoro
KopooLi 3acoby - 3anponoHoBaHo: [liana3oH po3mipy
cepii — Big 30 kr fo 410 «r (30,2 kr, 101 kr, 201
Kr, 402 kr)
41. BA3AP H TabneTku, BKPUTI AkTasic rpyn AT IcnaHgis AkTasic NTA, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/5743/01/01
NAiBKOBOK 060I0HKOIO, ManbTa; Bonrapis 3MiHW | TNy - NogaHss OHOBNEHOrO cepTuddikaty |  peyernmom
no 80 mr/12,5 mr, no 10 BankaHdapma- BignosigHocTi €E® (R1-CEP 2010-072-Rev 00)
TabneTok y 6nictepi, no OynHuus AT, 0N Aiyol peyoBrHU BancapTaH Big
3 abo 9 6nicTepiB y Bonrapis 3aTBEpP)KEHOro BUPOBHYKa; 3MiHK | TURy -

KapPTOHHI KOpooL;i

noJaHsi OHOB/IEHOro cepTudpikarty BignoBigHOCTI
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€d (R1-CEP 2004-149-Rev 04) ans gito4ol
peyosuHM lMgpoxnopTiasng, Big 3aTBepikeHoro
BMPOOHWMKa, 3MiHa agpecn BnacHuka CEP, Ta,
AK HACNifoK, AoAaBaHHSA HOBOT BUPOBGHUYOT
AinbHuui PLIVA CROATIA LTD
42. | BASAPH TabneTku, BKPUTI AxTasic rpyn AT IcnaHgis AxTtasic NTA, ManbTa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/5743/01/02
NNiBKOBOK 060/I0HKOIO, ManbTa; Bonrapis 3MiHK | TUNY - NoAaHsA OHOBJ/IEHOrO cepTuduikaty | peuyenmom
no 160 mr/25 mr, no 10 BankaHdapma- BignosigHocTi €EP (R1-CEP 2010-072-Rev 00)
TabneTok y 6nictepi, no Oynuuus AT, 0N fAiloyoi pevoBrHN BancapTaH Big
3 abo 9 6nicTepiB y Bonrapis 3aTBEPKEHOr0 BUPOBHYWKA; 3MiHW | TUny -
KapTOHHI Kopoo6Li noAaHsi OHOBMEHOrO cepTudikaTy BignoBifHOCTI
€ (R1-CEP 2004-149-Rev 04) ans gitoyoi
peyoBuHM ligpoxnopTiasug Bif 3aTBEPAKEHOIO
BMPOGHMWKa, 3MiHa agpecun BnacHuka CEP, Ta,
AK HaCnNioK, AOAABaHHSA HOBOI BUPOGHMYOT
ginbHuui PLIVA CROATIA LTD
43. | BASBAPH TabneTkun, BKPUTI AxTasic rpyn AT IcnaHgis AxTtasic NTA, ManbTa/ BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/8900/01/01
NMiBKOBOK 060/10HKOIO, ManbTa,; Bonrapis 3MiHK | TUNY - NOAAHA OHOBMEHOTO cepTudikaTty | peyenmom
no 320 mr/12,5 mr, no 10 BankaHdapma- BignosigHocTi €EP (R1-CEP 2010-072-Rev 00)
TabneTok y 6nictepi, no [Oynuunus AT, ON17 Aitoyol pevoBrHN BancapTaH Big
3 abo 9 6nicTepiB y Bonrapis 3aTBEPKEHOr0 BUPOOHWKA; 3MiHK | Tuny -
KapTOHHIA KOopoo6Li noJaHsi OHOB/IEHOro cepTudpikaty BignoBigHOCTI
€ (R1-CEP 2004-149-Rev 04) ans gitoyoi
peyoBuHM ligpoxnopTiasug, Bif 3aTBEPAKEHOIO
BMPOGHMKa, 3MiHa agpecu BnacHuka CEP, Ta,
AK HacnNifgoK, AOAABaHHSA HOBOI BUPOGHMYOT
AinbHUUi PLIVA CROATIA LTD
44, BA3AP H TabneTku, BKPUTI AkTasic rpyn AT IcnaHgis Axtasic NTA, ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/5744/01/01
NAiBKOBOI 060/TI0HKOIO, ManbTa; Bonrapis 3MiHKM | TUNY - NoA4AaHsA OHOBJ/IEHOTO cepTuquikaty | peyenmom
no 160 mr/12,5 mr, no 10 BankaHapma- BignosigHocTi €EP (R1-CEP 2010-072-Rev 00)
TabneTok y 6nictepi, no [Oynuuus AT, AN Airyol pevoBrHN BanicapTaH Bif
3 abo 9 6nicTepiB y Bonrapis 3aTBEPAKEHOr0 BUPOOGHYMKA; 3MiHN | Tuny -
KapTOHHIA KopooLi nofaHsi OHOB/IEHOrO cepTudpikarty BifnoBigHOCTI
€d (R1-CEP 2004-149-Rev 04) ans gito4oi
peuoBuHM ligpoxopTiasng, Bif 3aTBEPAKEHOTO
BMPOGHMKa, 3MiHa agpecu BnacHuka CEP, Ta,
AK HaCnNifoK, AOAABaHHSA HOBOI BUPOGHUYOT
ginbHuui PLIVA CROATIA LTD
45, BA3AP H TabneTkn, BKpUTI AkTasic rpyn AT IcnaHgis AkTasic NTA, ManbTta/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/5744/01/02
NNiBKOBOK 060/I0HKOIO, ManbTa; Bonrapis 3MiHK | TUNY - NO4aHsA OHOB/IEHOTO cepTugikaTy peyenmom
no 320 mr/25 wr, no 10 BankaHdapma- BignosigHocTi E® (R1-CEP 2010-072-Rev 00)
TabneTok y 6nicrepi, no OynHuus AT, 0N Aiyol peyoBrHU BancapTaH Big
3 abo 9 6nicTepiB y Bonrapis 3aTBEPL)KEHOro BUPOOHYKaA; 3MiHK | Tuny -

KapTOHHI KOpoo6Li

noAaHsi OHOB/IEHOrO cepTudikaTy BifgnoBigHOCTI
€d (R1-CEP 2004-149-Rev 04) ans gito4ol
peyosuHM lMgpoxnopTiasng, Big 3aTBepakeHoro
BMPO6HMKa, 3MiHa agpecu BnacHuka CEP, Ta,
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AK HACNifOoK, AoAaBaHHSA HOBOT BUPOBGHUYOT
AinbHuui PLIVA CROATIA LTD
46. | BAKCIreun/ CyCneHsis aNs iH'exuii CaHodi MacTep C.A. ®paHuia MoBHWIA LMK ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/16356/01/01
VAXIGRIP no 0,25 mny BMPOOHULTBA, 3MiHu | TUNY - 3MiHK 3 SIKOCTI. FoTOBUIA peuenmom
CnNIT-BAKUMHA ANA | nonepefHbo KOHTPO/Ib SKOCTI, nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULTBI. 3amiHa
MPODINTAKTUKN 3aMoBHEHOMY LUMPUL; BTOPUHHE ab0 BBeAeHHS 40A4ATKOBOI AiNbHNL
reviny no 1 nonepegHLO nakyBaHHs, BUMYCK BMPOBOHULTBA ANS YacTUHU abo BCbOro
IHAKTUBOBAHA 3anoBHEHOMY Lnpuuy 3 cepii: BUPOBHMYOro NpoLEecy roToBOro NikapCbKoro
PIOKA MPUKPIN/IEHOIO TOKOK Y CaHodpi MacTep, 3ac006y (iHWi 3MiHK) (YTOYHEHHST dOYHKLA Ans
KapTOHHI Kopo6Lj; no PpaHuis BXe 3aTBepKeHUX Ai/TIbHULb BUPOOHULTBA);
0,5 M1y nonepesHbLO BTopuHHe 3MiHM | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA
3aMoBHEHOMY LUMPUL; naxyBaHHs: nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
no 1 nonepegHL0 CAHO®I a60 BBeieHHA 104ATKOBOI AiNbHULL
3anoBHEHOMY LUNpuLy 3 BIHTPOMN BMPOGHMLITBA A1 YACTUHM abo BCbOro
MPUKPIN/IEHOIO FO/KOK Y IHOACTPIA, BMPOGHMYOro NMPoLEeCy roTOBOro NikapCbKoro
KapTOHHIA KOpooLi PpaHuis 3aco6by (4ibHUUA 4719 BTOPUHHOTO NakyBaHHS)
(QopaBaHHs anbTepHATUBHOT AiNbHULI A11A
BTOPUHHOTO NakyBaHHs); 3MiHu | Tuny - 3miHu 3
sIKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTpob
rOTOBOrO /iKapCbkoro 3acoby (iHLLi 3MiHW)
(Mepe3aTtBepxeHHs AHaUTITUYHOT HOPMAaTUBHOT
nokyMeHTauii (AH) Ha MeToau KOHTPOI0
akocTi (MK) 3 meTolo nprBeAEeHHS 40 BUMOT
Haka3zy MO3 YkpaiHu Ne460 Big 23.07.2015 p.
MprBefeHHA Ha3B NOKa3HWKIB AKOCTI Ta
nocunaHb y MeTofax KOHTPO/o 40 MaTepiasnis
peeCTpauiiiHOro A0Cbe)
47. BAPIIPUKC™ | nioghinizaT 419 po3unHy nakcoCmiTKnsiiH Benvka nakcoCmiTKNsAiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15966/01/01
VARILRIX™ BAKUWHA | ans iH'ekuii no 1 gosi; 1 Ekcnopt flimiteq BputaHis Bionogxikans C.A. 3MiHM | TUNY - 3MiHa y napameTpax peyenmom

AN MPODINAKTUKA
BITPSIHOI BICM
XXUBA
ATEHYNOBAHA

donakoH 3 niodpinizaTom
Ta lamnyna 3
PO34MHHKKOM (BOAA ANs
iH'ekuin) B
nAacTKoBOMy
KOHTElHepi B KAPTOHHIi
Kopo6Li; 1 dnakoH 3
niocpinizatom Ta 1
nonepeaHL0
HanoBHEHWI Wwnpuy, 3
PO34MHHKKOM (BOAA ANA
iH'eKLi) y KOMNNeKTi 3
[ABOMa rosikamv B
nAacTKoBOMy
KOHTElHepi B KAPTOHHIi
Kopo6ui; 100 chnakoHis 3
niocpinizatom Ta 100
ammnysi 3 PO34MHHUKOM

cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3Ha4YeHuX y cneumdpikauisx Ha A®l, abo
BVXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCS Yy NpOLeCi BUPOOHMLTBA
A®I| - 3MiHa aHaNiTUYHUX NOCKIaHb Npu
BXiZJHOMY KOHTPOJIH0 CUPOBUHYM L-rayTamiH 3 in-
house moHorpadii Ha moHorpadito USP
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(Bofa ans iH'exuii) (B
YapyHKOBI ynakoBLi) B
OKPeMMnX KapTOHHUX
Kopobkax
48. BUHAY3A nioghinizaT 419 po3unHy A-p Peagi'c IHAis [-p Peggpi'c IHAisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 3a UA/16042/01/01
ONs iH ekyii no 100 wmr; Na6opaTopic /T4, Na6opartopic /ITg 3MiHM | TURY - 3MiHK WoA0 peyenmom
1 chnakoH 3 (Bupo6bHUunii 6e3nekun/edpekTBHOCTI Ta thapmakoHarniagy.
niogpinizatom y Bigain - 7) BBefeHHst ab0 3MiHW [0 y3araslbHEHUX AaHWX
KapTOHHI KopooLi npo cuctemy chapmakoHarnsay (BBeAeHHs
y3arasibHeHNX JaHnxX nNpo cucTemy
hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pegakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHWX YNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy
49, BUMNPOCAN B® masb no 30 r, 50 r abo AT "T'piHaekc" Nartsis AT TanniHHCbKuiA EcToHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/3885/01/01
75 1y TY6i; no 1 Ty6i B hapmaueBTUYHNI 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peuenma
KapTOHHIM nayui 3aBof, nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akKyrnoptoBanbHuii 3aci6. 3MiHa
pPO3Mipy ynakoBKy roTOBOrO NikapCbKoro 3acoby
(3miHa macu/o6'emy BMICTY KOHTeHepa
6araTo,030B0ro Jlikapcbkoro 3acoby Ans
HenapeHTepasibHOro 3acTocyBaHHs (abo
0[iHO030BOr0, YacTKOBOTO BUKOPUCTaHHS))

- BBEleHHS1 ,0AATKOBOT ynakoBku (Tyom
/1IOMIiHIEBOI) MO 75 r. 3MiHW | TNy - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BunpobyBaHb
(BKtOYAKOUM 3aMiHy @60 [OMNOBHEHHS)) - 3MiHM
y MeTogax KOHTposto M13: - 3a NOKa3HUKOM
«[MOAMMHHOCTL 1 KOIMYECTBEHHOE
onpefesieHne KNCNoTbl CANLMIOBON» 3aMiHa
CNeKTPodPOTOMETPUYHOIO METOAY BU3HAYEHHS
Ha meToq BEPX;
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Ha3sBsa nikapcbko20
3acoby
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20
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- NOKa3HUKN «IOAIMHHOCTL Kamdopbl
paLemn4eckoi 1 NoAIMHHOCTL Macna
TEPNEHTUHHOTO» PO3fi/IEHO Ta [O4aHO ONUC
KOXHOT METOAUKV OKPEMO; - BHECEHO
YTOUYHEHHSI NPOBELEHHA BUNPOOYBaHHS 3a
nokasHukom «CogepxaHue kamopbl
pauemMuueckoii» n «CogepxaHue macna
TEPNEHTUHHOr0». 3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneyudikaliii Ta/abo fonycTuMmnx Mex
rOTOBOrO J1iKapCbKoro 3acoby (iHLi 3MiHW) --
3MiHK g0 cneumdikauii M'13: - BHECEHHS
YTOYHEHb KpUTEPITB NPUAHATHOCTI Y 3B'A3KY i3
3MiHaMu J0 MeToAuK KoHTposto 13 3a
nokasHukamu «rMog/IMHHOCTb KACNOTbI
camumnoBoii, kamhopbl paLeMUYeckol,
Macna TepneHTUHHOIO»; - 3a MOKa3HNKOM
«Maca BMicTy Ty6u» gofaBaHHsi 06’emy 75T; -
[ofaBaHHA NPOLEHTHOro BMICTY KUCNOTU
casliumIoBOl 3a NoKasHMKOM «KinbkicHe
BU3HAYEHHSA KNCOTK caniLnioBoi», 6e3 3MiHu
T KiNbKOCTI . 3MiHM | TUNY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEiiChKilt
thapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOB/IEHOrO cepTudpikaTa BiANoOBIgHOCTI abo
BWJTyYEHHs cepTudikaTa BifnoBigHOCTI
€sponeiicbkili hapmakonei: ans A®l; ana
BMXiQHOrO Matepiany/peareHTy/npoMikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHLCS Y
BMPOGHULTBI API; ANt AONOMIXKXHOT PevyoBUHN
(cepTudpikaT BignoBigHOCTI EBpoONeNchKiii
hapmakonei) - OHOB/EHUIA cepTuddikarT Bif yxe
3aTBEPKEHOr0 BUPOOHYKA - NOAAHHSA
OHOBJ/IEHOTO CepTudikaTy BifNOBIAHOCTI
€poneiicbkoi ®apmakonei Ne R2 — CEP 1993-
008-Rev 05 (nonepegHs sepcia R2 — CEP
1993-008-Rev 03, R2 — CEP 1993-008-Rev 04)
Bif, 3aTBEpAKeHOro BMpobHunka APl Kucnora
caniunnosa NOVACYL, France. 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudgikauii Ta/abo AonycTUMmx
MeX roTOBOrO /iKapCbKOro 3acoby (3BY>KEHHS
O0NyCTUMUX MeX) - 3MiHa KpUTepiiB
NPUIAHSATHOCTI y cneumdikauii 13 3a
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

nokasHukamm «KinbkicHe BU3HauYeHHs kamdopu
paueMiyHoi» Ta «KifbkicHe BU3HaYeHHs onii
TEePNeHTUHHOI». 3MiHu | TNy - 3MiHK 3 SKOCTI.
CepTudpikat signosigHocTi/lE-cepTudpikat
BiZNOBIAHOCTI €Bponelickkilt
thapmakonei/MoHorpadii. 3mMiHu, NoB'A3aHi 3
HeOo6XiAHICTI0 NpMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii PY abo €Bponelicbkol
thapmakonei, abo iHLWOI HalioHa/IbHOI
thapmakonei gepxasu EC (3miHa y
cneundikauisix, nos'asaHa 3i smiHamu B 1dY,
abo Esponelicbkin dhapmakonei, abo iHLWii
HaujioHanbHili hapmakonei gepxasu €C) -
npusefeHHs cneundikauii A®l onii
TEpPNeHTUHOBOI Y BiAMNOBIAHICTb A0 EP: - 3miHa
nocunaHb 3 BP Ha EP; - yTOUHEeHHA 3a
po3ginom «Onuc»; - 3MiHa METOAMKM Ta
KpUTEepIiB NPUAHATHOCTI 3a po3Ainiom «Onucs
Ta «laeHTudikalis»; - fogaBaHHA NOKa3HWKIB
«OnTNYHE 06epTaHHs», «KMCNOTHE YNCNO»,
«[MepokcugHe uncno», «)XXnpHi macna ta
cMonuCTi edpipHi Macna», «XpomarorpadiuHuii
npoqiNb», «3a/IMLLOK HA BUMNAPIOBAHHA; -
peAakuiiHi yTOYHEHHS 3a NOKa3HWUKOM
«Mikpob6ionoriyHa unctota». 3miHu Il Tuny -
3MiHu 3 sKocTi. APl. BUpobHMLTBO. 3MiHa
BMPOBHUKA BUXiAHOro/NpoMiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci AD|, abo 3miHa
BMPOGHMKa (BK/TOYaouu, Ae HeobxigHo, micue
NpoBeeHHs KOHTPOsto AkocTi) AdI (3a
BiICYTHOCTI cepTucpikata BiAnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(BBEAEHHS HOBOro BUPOGHMKa API 3
HaflaHHAM MacTep-ghaiina Ha AdI) - 3amiHa
BMpOGHMKa A®| onii TepneHTMHHOT BAT
«Jleoximik», Pecnybnika Binopycb Ha HOBOro
BMpo6Huka APl Erey & Lau GmbH, HimeuuunHa,
3 HagaHHAM MacTep-haiiny, 3amiHa nos’s3aHa
i3 MApPKETUHIOBYMY MipKYBaHHAMW KOMMAHiII.

50.

BIBPOLN

cnpeli HaszanbHUiA no 10
My dh1akoHi 3
po3nunoBayem; no 1
h1aKoHy y KapTOHHIi
Kopoo6Li

HosaprTic
KoHcblomep Xesc
CA

LLiseiuapis

HosaprTic
KoHcblomep Xenc
CA

LLseiuapis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHW | TUMY - NOAAHHSA OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBpONEChkili
hapmakonei Ne R1-CEP 2000-145-Rev 07 ans
[i040T peYOBUHM Bif BXe 3aTBEPAKEHOrO
BMPOBHUKA 3i 3MIHOI Ha3BU

6e3
peyenma

UA/4564/02/01

51.

BIBUMNAK

PO34uH ANs iH'eKUin, 270

Ikunl Xenckea AC

Hopseris

[xul Xenckea

Ipnangis

BHECEHHS 3MiH [10 peecTpaLiiiHMx maTepiasis:

3a

UA/4254/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
Mr iogy/mn no 50 mn Ipnangis Nimiteq, 3MiHU | TUMY - BHECEHHSA HEe3HAUYHUX peuyenmom
a6o no 100 mny peaakuifiH1X NpaBoK y TEKCT MapKyBaHHS
chnakoHi; no 10 NepBMHHOI Ta BTOPUHHOI YNakoBOK
(h1aKOHIB Yy KapPTOHHIl
Kopoo6ui
52. BISUMAK pO34uH NS iH'ekuin, 320 [knl Xenckea AC Hopseris xnl Xenckea Ipnangis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/4254/01/02
mr iogy/mn no 20 mn, Ipnangis Nimiteq, 3MiHW | TUNY - 3MiHW Y TEKCTi MapKyBaHHS peuenmom
a6o no 50 mn, abo no NepPBVHHOI Ta BTOPMHHOI YNakoBKW NiKapCbKOro
100 mn, a6o no 200 mn, 3acoby
ab6o no 500 mny
dnakoHi; no 10
(h1aKOHIB Yy KapPTOHHiIl
Kopobui
53. | BITAMIHE Karncynu m'aki no 400 wmr; AT "KNIBCbKN YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH [I0 peecTpaujiiiHix MaTepianiis: 6e3 UA/0717/01/03
no 10 kancyn y 6nicTepi, BITAMIHHU BITAMIHHW 3miHu | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA peyenma
no 1 a6o no 3 6nicrepu 3ABO4" 3ABO4" nikapcbkuii 3aci6. KOHTpob roToBOro
y nauui nikapcbKoro 3acoby. 3MiHa y meTogax
BUNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXXEHNX METOAAX
BMNPOOYBaHHS) - HE3HAUHI 3MiHM Y MeTogax
BUMPOOYBaHHA 3a NOKasHMKamu:
Mikpo6ionoriyHa ynctoTa: y cneundgikawii
hopMy/toBaHHS LLIOAO BUMOT Ta METOAMNKN
aKkTyanisoBaHo BiAMNOBIAHO A0 Ai0YOI pefakuii
[OdY. KinbkicHe BU3HAYEHHS: - aKTyasi3oBaHO
BMKTAAEHHA METOAMKMN i3 3a/Ty4EHHAM
BiAMOBIAHMX TEPMIHIB Aitoyoi pegakuii AdPY;
BijKOPMrOBaHO CMiBBIAHOLLEHHS pyXoMuX a3
Ta 3a3Ha4yeHo Yac NPOMMBKM XpoMaTorpagivyHol
KOJTOHKW Y Tpafi€eHTHOMY pPexuMi aHauisy.
BkasaHi npaBku He NOTPe6yoTh A0AaTKOBOI
Banigauii, OCKinbkn cknag, Ta entoya
3[aTHICTb pyXOMOT (ha3u He 3MiHIOITbLCS.
[JopatkoBuii yac xpomatorpadyyBaHHs
HeooXigHUIA Ansa cTabinizau;i
XpomatorpadiuHoi KoNoHKW, TO6TO AN BUXOAY
KO/IOHKM Ha NOYaTKOBi YMOBY aHanisy
54, BITAMIH E Kkancynm m'ski no 100 mr AT "KNIBCbKI YkpaiHa AT "KMIBCbKI YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis: 6e3 UA/0717/01/01
no 10 kancyny BITAMIHHW BITAMIHHW 3MiHu | TMNY - 3MiHK 3 SIKOCTI. FoTOBUIA peuyenma
6nictepax; no 10 kancyn 3ABO4" 3ABO4" nikapcbkuii 3aci6. KOHTPOb roTOBOro

y 6nictepi; no 1, abo no
3, abo no 5 6nicTepiB y
naJui; no 20 kancyny
6nictepi; no 1, abo no 2,
abo no 3 6nictepu y
nadui; no 50 kancyn y
6nicTepi; no 1 6nictepy

nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOGYBaHHSI FOTOBOTO /liKapCbKOro 3aco6y
(He3HayHa 3MiHa y 3aTBEPAXEHUX MeTofax
BMNPOOGYBaHHS) - HE3HAYHI 3MiHN Y MeToAax
BUNpo6YyBaHHA 3a nokasHukamu: CepeaHa maca
BMICTY Karncy/nn: OANHWLO BU3HAYEHHS MacK
BMICTY Kancyav 3MiHeHo 3 "1 Ha "mr".




64

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

y nauui

OAHOPIAHICTb A030BaHUX OANHUL: Y
cneuudikaLii oopmynoBaHHS LWOAO BUMOT
BMK/1aeHO Bi4NOBIAHO 40 AiloYoi pegakuii
[OdY. MikpobionoriyHa uictoTa: y cneumdikauii
chopMytoBaHHSA LLLOAO BUMOT Ta METOAMKN
aKTyaUsli30BaHoO BiAMOBIAHO A0 Ait040i peaakuil
[OdY. KinbkicCHe BU3HAYEHHS: - aKTyasizoBaHO
BUKNAAEHHS METOAVKM i3 3a/lyYEHHAM
BIANOBIAHMX TEPMIHIB fAito4oi pegakuii 4PY;
BiZJKOPUroBaHO CriBBIAHOLLEHHSA pyXoMuX a3
Ta 3a3HavyeHo Yac NPOMMBKU XpoMaTorpagivyHol
KOIOHKM Y TPaAJIEHTHOMY PEXUMI aHani3y.
BkasaHi npaBku He NOTPebyoTb 40AaTKOBOI
Banigauii, OCKiNbkn cknag, Ta entoya
3[aTHICTb pyXoMoT dhasun He 3MIHIOITbCS.
[JopatkoBuii yac xpomatorpadyyBaHHs
HeoOXigHuI Ans ctabinisauil
XpomaTorpadyiyHoi KO/TIOHKW, TO6TO A58 BUXOAY
KO/IOHKM Ha NOYaTKOBI YMOBW aHanisy; -
OAVHULIO BU3HAYEHHS BMICTY Ait040i peYoBUHU
3MiHeHo 3 "1y "Mr"; 3miHu | Tuny - 3miHu 3
AKocTi. F0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo JonycTUMmx
MeX roTOBOro NikapCbKoro 3acoby (3BYXXeHHs
[OMYCTUMUX MEX) - 3BY)XXEHHS [ONYCTUMUX MEX
3a NOKa3HUKOM «KiflbKiCHEe BU3HAYEHHS»

55.

BITAMIH E

Kancynu m'ski no 200 mr
no 10 kancyny
6nictepax; no 10 kancyn
y 6nictepi; no 3
6nictepn y nauui

AT "KUIBCBKUA
BITAMIHHN
3ABOA"

YKpaiHa

AT "KMIBCbKUNA
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3minu | TMRY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3miHa y meTofax

BMNPOBYBaHHSA rOTOBOrO /liKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAXEHNX METoAax
BUNPOBYBaAHHSA) - HE3HAYHI 3MiHU Y MeToAax
BMNpOGYyBaHHA 3a nokasHukamu: CepeHsa Maca
BMICTY Kancysin: OAUHULI0 BU3HAYEHHSA MacK
BMICTY Kancyv 3MiHeHO 3 "I Ha "Mr".
OfHOPIAHICTb A030BaHMX OAVHULL: Y
cneuudikauii hopmynoBaHHS LLOAO BAMOT
BMKNaZeHOo BignoBigHO A0 Aitoyoi peaakuil
A®Y. MikpobionoriyHa unctota: y cneuudikauii
chopMyoBaHHSA LLIOAO BUMOT Ta METOANKN
aKTyanisoBaHo BIAMNOBIAHO A0 Ai0YOI pefakuii

[dY. KinbkicHe BU3HaYeHHS: - akTyani3oBaHo
BUKNAAEHHSA METOAVIKM i3 3a/lyYEeHHAM

BIAMNOBIAHMX TEPMIHIB Aitoyoi pegakuii AdPY;

BiIKOPUroBaHO CMiBBIAHOLLIEHHS PyXOMKX a3

6e3
peuyenma

UA/0717/01/02
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
Ta 3a3Ha4yeHo Yyac NPOMMBKM XpomaTorpadiyHol
KOMOHKW Y rPagiEHTHOMY pexumMi aHanisy.
BkasaHi npaBku He NOTpe6yloTb A0AAaTKOBOI
BasigaLii, oCKinbkM cKNag Ta entoya
3[aTHICTb pyXOMOT (ha3u He 3MiHIOITbLCS.
[Jopartkosuii yac xpomatorpadyyBaHHs
HeobXxiaHuIA gns crtabinizauii
XpomaTorpadiuHoi KOOHKW, TO6TO A58 BUXOAY
KO/IOHKM Ha NOYaTKOBi YMOBW aHanisy; -
OZVHULI0 BU3HAYEHHS BMICTY [il0H0T pe4yoBUHM
3MiHeHo 3"y "mr"
56. | BOAA ANS1 IH'EKLINA- PO3YUHHVIK ANS ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/9630/01/01
3400POB’A napeHTepasibHOro 06MeXeHo 06MEeXEHO 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
3aCTOCYBaHHSA Mo 2 M/ BiANOBIAANbHICTIO BiANOBIAANbHICTIO HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
abo 5 mn B amnyni, no "®apmaueBTUYHa "®apmavueBTUYHa (BNacHvka peecTpauiiHoro NocBigYeHHs) -
10 amnyn y KapTOHHii KoMnaHis "3go0pos'a” KOMNaHis 3MiHa agpecu 3asiBHVKa. 3MiHW | Tuny -
Kopob6ui; no 2 mn abo 5 "3nopos'a” AfMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHS
M B amnyni, no 5 Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
amnyn y 6nictepi, no 2 BUPOGHMKa/iMnopTepa roToBoro JlikapCbKoro
6nicTepU Y KapPTOHHIN 3aco6by, BKIYaK4K AiNbHNLI BUNYCKy cepii abo
Kopob6Li; no 2 mn B MicLie NpoBeAEHHS KOHTPOJIH SKOCTI.
amnyni, no 10 amnyn y (misnbHICTb, 3a Ky Bignosifae
6nictepi, no 1 6nictepy BMPOGHMK/IMNOpPTEpP, BK/OYAYM BUMYCK Cepili)
B KQpPTOHHI kopobLj 3MiHa agpecu BMPO6HUKa, 6e3 3MiHM MicLs
BUMPOGHMLITBA. BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILLiB NicNs 3aTBEPAKEHHS.
57. BOPNKOHA3O0I/ - NOPOLLOK 4719 PO3UYUHY MicTtpan Kenitan Benvka AkTasBic ITanis ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/16359/01/01
BICTA AC Ans iHdysili no 200 mr y MeHeXMeHT BpuTaHis C.n.A. 3MiHu | TMNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
nakoHi; no 1 dpiakoHy Nimiteq HaliMeHyBaHHSA Ta/abo agpecu 3asiBHUKA

B KapPTOHHI kopobui

(BNacHvka peecTpauiiiHoro NocBig4YeHHs) -
3MiHa agpecu 3asiBHVKa (BlacHMKa
peecTpauiiHoro noceigyeHHs). 3miHu Il Tuny -
3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHss abo 3miHa(M) fo
3060B'A3aHb Ta YMOB Buadi peecTpaLiiiHoro
nocCBiAYEeHHS, BKtoYatoun MnaH ynpasniHHA
pusmkKamm (3acTocyBaHHS 3MiH(1), ski(a)
BMMaralTb(€) NOAasIbLIOro 06r'pyHTYBaHHSA
HOBUMM JOJATKOBUM AaHUMU, L0 MatoTb
Ha/,aBaTncs KOMMETEHTHAM OPraHoM, OCKINbKU
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) - MYP BrkoHaHHS 3060B'A3aHb
BiANOBIAHO A0 NignyHkTy 1.8.2 nyHkTy 1.8
pofatky 5 go Nopagky nposefeHHA
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, L0 NoAATLCA Ha AePXaBHY
peecTpauito (nepepeecTpaLiio), a Takox
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
eKcrnepTn3n MaTepianis Npo BHECEHHS 3MiH 40
peecTpaLiiiHix MaTepianis NpoTsarom aii
peecTpauiiiHOro NocBig4YeHHs1, 3aTBEPAKEHOr0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
58. | BOPUKOHA3O/- TabneTku, BKPUTI Mictpan Kenitan Benuka BWMYCK Cepii: Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/16138/02/01
BICTA NNiBKOBOK 060/I0HKOIO, MeHeXMeHT BpuTaHis CiHTOH XicnaHis, Monba/ 3MiHu Il TUny - 3MiHK Woao peuenmom
no 50 wr, no 10 Nimiteq C.J1., IcnaHis; Bonrapis 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
TabneTok y 6nictepi; no BUPOGHUK, BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
1 6nicTepy y KapTOHHii nepBrHHE Ta YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
nauu BTOPUHHE BK/IOYatoun MnaH ynpaeniHHA py3nkamm
naxyBaHHs: (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
dapmaveBTUHNI noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
3aBo/ [0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
"Monbchapma” KOMMETEHTHVMM OpraHoM, OCKi/IbK/ BUMaraeTbCs
C.A., MonbLya; CyTTEBA OLjiHKA KOMMNETEHTHUM OpraHom) -
nepBrHHE Ta BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0
BTOPWUHHE nianyHkty 1.8.2 nyHkTy 1.8 pogatky 5 go
nakyBaHHS: MopsiaKy NPoBEeAEHHS eKCnepTu3m
xm | peecTpauiiHnx Matepianis Ha fikapcbki
dapmac'ioTikanc 3acobu, Lo NoAaloTbCA Ha AepXasHy
Nta., Bonrapis peecTpauito (nepepeecTpaLiio), a Takox
eKcnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTAarom aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
59. BOPUKOHA3O0/1- TabneTkn, BKpUTI MicTtpan Kenitan Benvka BMNYCK cepil: Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16138/02/02
BICTA NAiBKOBOI 060/I0HKOIO, MeHeKMeHT BpuTaHis CiHTOH XicnaHisi, Monba/ 3MiHu Il TUny - 3MiHK Woao peyenmom
no 200 mr, no 10 Nimiten C.J1.,, IcnaHis; Bonrapis 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
Tabnetok y 6nictepi; no BUPOBHUK, BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta
1 6nicTepy y KapTOHHii nepBrHHe Ta YMOB BUAaui peecTpauiiiHoro nocsig4eHHs,
nauui BTOPVIHHE BK/TIOHaK0UM MNnaH ynpasniHHA pusukamm
nakyBaHHs: (3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
dapmaLeBTUHWMI noAasIbLIOro 06rpyHTYBaHHSA HOBUMMU
3aBOf, [00aTKOBUM AaHnMK, WO MaloTb HagasaTucs
"Monbgapma” KOMNETEHTHUM OpPraHoM, OCKi/IbKM BUMaraeTbCcs
C.A., MonbLya; CyTTEBA OLjiHKA KOMNETEHTHNM OpPraHom) -
nepBuHHe Ta BnkoHaHHA 30608B'A3aHb BiANOBILHO A0
BTOPUHHE nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
nakyBaHHs: Mopsaky NpoBeAEeHHA ekcnepTuan
xm | peecTpauiiHnx MaTepianis Ha fikapcbki

dapmac'toTikanc
Nta., Bonrapis

3acobu, L0 NoJaloTbCA Ha AepXKaBHyY
peecTpauito (nepepeecTpaw,iio), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiasis NpoTarom aii
peecTpaLiiiHOro NocBigYEHHs, 3aTBEPAKEHOIO
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
60. | FAnonPUN PO34UH NS iH'eKUii, 5 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/6576/01/01
mr/mn, no 1 mn B 06MeXeHo BMPOOHULTBA, 3MiHW | TUNY - Y3roMKEHHS Po3L4iNny «YnakoBka» peuenmom
amnyni; no 10 amnyn y BiANOBIAANbHICTIO KOHTPO/Ib SKOCTI, MK$ roToBoro nikapcbkoro 3acoby 3
KOpoO6Lii 3 KapToHyY; Mo 1 "XapkiBCcbke BWMYCK Cepii: peecTpauiiHuMy maTtepianamu, 3a3HauyeHHs
M/1 B amnyni; no 5 thapmaueBTUyHe ToBapucTBO 3 NOBHOT iH(hopmaL,ii Wwoao Tuny amnysi; 3MiHu |
amnyn y 6aictepi; no 2 nigNPUEMCTBO 06MEeXEHO TUNY - BBEAEHHSA A04aTKOBOIO TNy amnysi
6nictepy B KOpOO6Lii 3 "340poB's Hapoay" BiZANOBIAANbHICTIO 3aTBepaxeHoro BupobHuka MAT «onTaBcbKuii
KapToHy; No 1 mn B "XapkiBcbke 3aBog, MmeanyHoro cknax» (IM Kl — 3 konboposuM
amnyni; no 10 amnyn y thapmavueBTuHe Kinbuem 3namy, IMN T3 — 3 Hagpi3om Ta
6nictepi; no 1 6nictepy niagnpMeEMCTBO KONbOPOBOIO TOUKOO 3n1amy, 1M KK - 3 aBoma
B KOpPOO6Lii 3 KAPTOHY "3p0poB's KiNbUAMY KOAyBaHHS). AK HAcNifoK,
Hapogay", YkpaiHa; [OMOBHEHHSA PO3Ainy «YnakoBKa»
BCi cTagii iHchbopmavieto: «[JonyckaeTbCs Npy NakyBaHHi
BMPOOHULTBA, nNiKkapcbKoro 3acoby B amnynu 3 Kinbuem 3samy
KOHTPO/Ib SIKOCTI: ab0 TOUKOH 31aMy i HaciYKoK He BKNagatu
ToBapucTBo 3 cKapudikaTop amnyibHUii» Ta BUTyYEHHS
06MEeXeHO iHbopmaii Wwoao TMnis amnyn y posgini
BiANOBIAANbHICTIO «Ynakoska» 3 MKS roToBoro nikapcbkoro
"®apmavleBTUYHa 3acoby (gns amnyn no 1 mn)
KoMMaHis
"3popos'sa”,
YkpaiHa
61. FEKCACNPEN cnpeii OpoMyKO3HWIA, Nab6opaTopii PpaHuis Nab6opaTopii PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6180/01/01
750 mr/30T,n030rYy Bywapa Pekopgaari Bywapa 3MmiHu | TURY - 3MiHK 3 SKocCTi. FoToBMIA peyenma
aepo30/1bHOMY h1aKoHi; Pekopparti nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa y
no 1 cpnakoHy B cknagi (4ONOMIKHUX pevyoBMHax) roTOBOrO
KapTOHHI KOpOOL niKapcbKoro 3acoby (cmMakoBi fo6aBkn abo
6apBHUKN) - [logaBaHHsA, BUNYyYeHHS1 abo
3aMiHa
3MiHa y CK/1ajj roToBOro NikapcbKoro 3acoby -
3amiHa cmakoBoil Ao6aBku "Onis aHicoBa" Ha
nob6asky "Onis 3ipyacToro aHicy" (EP 2108) 6e3
3MiHU Ki/IbKiCHOTO BMICTY L€l ONOMDKHOT
peyoBuHW. BBeAeHHS 3MiH NpoTAroM 6 micauis
nicnsa 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa po3mipy cepii (Bk1oYak4n
[iana3oH po3mipy cepii) roToBOro /ikapcbKoro
3acoby (36inblweHHsA Ao 10 pasiB NOpPiBHAHO i3
3aTBEPIXEHUM PO3MipOM) 36i/bLLEHHS PO3MipY
cepii go 1300 kr cycneHaii 6iknoTumony Ha
[0[aToK [0 3aTBEPAXKEHOr0 po3mipy - 1080 kr
cycneHsii 6iknoTumony. BeBefeHHs 3MiH
NpOTArom 6 MicsiLiB MicNs 3aTBEPIKEHHS.
62. FENbMIHTOKC TabneTkn, BKpUTI JlabopaTtopis dpaHuis IHHOTepa LLys3i PpaHujis BHECEHHS 3MiH 0 peeCcTpaLiiHnX maTtepiasiis: 6e3 UA/10137/01/01




68

Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
NNiBKOBOK 060JI0HKOH, IHHOTEK 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peuenma
no 250 mr, no 3 IHTepHacbiioHab HaliMeHyBaHHs Ta/abo agpecu micus
TabneTku y 6nictepi; no NPOBaPKEHHS AiNbHOCTI
1 6nicTepy B KapTOHHiIl BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro
Kopobui 3aco6by, BKIYauu AinbHNL BUNYyCKy cepii abo
MicLie NPOBEeAEHHS KOHTPO/THO AKOCTI.
(gisnbHICTb, 3a Ky Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK CEPiid)
- 3MiHa agpecu BupobHuka 13 IHHoTepa Lysi,
®paHLisa, 6e3 3MiHM MicLs BUPOOHMLTBA.
BBefieHHs 3MiH npoTarom 6 micAuis nicns
3aTBEPAKEHHS
63. FENbMIHTOKC TabneTtkn, BKpUTI Nab6opaTtopis PpaHuis IHHOTepa LLys3i PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/10137/01/02
NNiBKOBOI 060/I0HKOIO, IHHOTEK 3MiHu | TMNY - AGMIHICTPATUBHI 3MiHW. 3MiHa peyenma
no 125 mr, no 6 IHTepHacbiioHasTb HalilMeHyBaHHs Ta/abo agpecy Micus
Tabnetok y 6nictepi, no NPOBaPKEHHS AIS/IbHOCTI
1 6nicTepy B KAPTOHHIN BMPO6GHMKa/iMnopTepa roToBOro J1ikapCbKoro
Kopoo6Li 3aco0y, BKII0YAKUN AifTbHUL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/TO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNIOpPTEp, BK/IKOYAKUM BUMYCK Cepiii)
- 3MiHa agpecu Bupo6HuKa M3 IHHoTepa LLysi,
®paHuia, 6e3 3mMiHM Micus BUPOBHMLTBA.
BBeaeHHs 3MiH NnpoTarom 6 micsAuiB nicns
3aTBEPAKEHHS
64. FEPBIOH® CUPON cupon, 7 mr/mn, no 150 KPKA, a.4a., Hoso CnoBeHis BUPOGHUK, CnoseHis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/12176/01/01
AMOLWA MJ/1 cupony y dpsiakoHi; MecTO BiANoBigaIbHUIA 3a 3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBMIA peyenma

no 1 donakoHy pasom 3
NAacTMKOBOK MipHOH
JIOXKOIO B KApTOHHIiA
KopoobLi

BUPOGHMLTBO "in
bulk", nepsrHHe
nakyBaHHs Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis;
BUPOGHUK,
BiAnNoBigabHUIA 3a
KOHTPO/b Ta
BMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CroseHis

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUNYCKY cepil
Ta KOHTPO/IIO0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHA AifbHUL, Ha
AKili 30iiCHIOETLCA KOHTPO/b/BMNPOGYBaHHS
cepii) JlogaBaHHs BUPOGHMNYOT AiNbHUL
BiANoBiga/IbHOT 3a KOHTPONb cepii - KPKA, a.4.,
HoBo mecTo MoBxoBa yniya 5, 8501 Hoso
MecTo, CrioBeHis. 3MiHu | TUny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBeAEHHSA
[0AaTKOBOT AiNbHUL BUPOBGHMLTBA 415
4yacTuHK abo BCbOro BUPOBHNYOro npoLecy
rOTOBOrO /liKapcbkoro 3acoby (finbHUUs, Ha
AKili NpoBOAATLCA Oyb-5Ki BUPOGHMYI cTagii,
3a BMHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepBUHHOIO Ta BTOPUMHHOIO NakyBaHHA, ANs
HEeCTepWIbHUX Nikapcbknx 3acobiB). CynyTHs
3MiHa: 3MiHM 3 SIKOCTi. [OTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BBe[EHHS 04AaTKOBOI AifIbHUL BUPOGHMLTBA
A5 YacTUHU abo BCbOro BUPOGHMYOTO npouecy
rOTOBOrO J1iKapCbKOro 3acoby (AinbHULA Ans
BTOPWHHOrO nakyBaHHA) CynyTHS 3MmiHa: 3MiHW
3 AkoCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS
[04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
YacTvHK abo BCbOro BUPOGHMYOro npoLecy
rOTOBOrO /1iKapCbKOro 3acoby (AinbHULA Ans
NepBUHHOrO NakyBaHHs) 3aMiHa BUPOOHUYOT
AiNbHULI BigNoBiganbHOT 3a BUPOGHMLTBO "in
bulk", nepBMHHE nakyBaHHs Ta BTOPVHHE
nakyBaHHs1

65.

FPAHY®IHK® ®EMIHA

Kancynu Teepai no 10
Kancyn y 6nictepi; no 3
abo 6, abo 12 6nictepis
Y KapTOHHIli kopoobLi

TOB "OMETA

GAPMA YKPAIHA"

YkpaiHa

Owmera ®apma
MeHblodhekyepiHr
'M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHM | TURY - 3MiHK WoA0
6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnX nNpo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa
pegakuis — George Nicolas. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6M, BiANOBiAabHOT
3a 3AjiicHeHHs1 hapMakoHarnsgy. 3miHa
KOHTaKTHUX OaHUX KOHTaKTHOI 0cobu. 3miHa
NPOBaPKeHHSA OCHOBHOT AiAIbHOCTI 3
hapmakoHarnsagy ta 3bepiraHHs MacTep-
daviny

6e3
peyenma

UA/16305/01/01

66.

FYHA-oIY

rpaHynu, no 1 r rpanyny
Ty6i; o 6 Ty6 y
KapTOHHI Kopoo6Li

l'yHa C.n.a.

ITanisa

l'yHa C.n.a.

ITanisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micusa
NPoBaKEHHS Ai/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6by, BK/IYaKuK AiNbHNLI BUNYCKy cepii abo
MicLie NPOBEeAEHHS KOHTPOTHO AKOCTI.
(gisnbHICTb, 3a Ky BignoBigae
BMPOGHMK/iMNIOPTEp, BKKOYAYM BUMYCK cepii)

6e3
peyenma

UA/12639/01/01
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Ha3sBsa nikapcbko20
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Popma sUMYCKY

3asBHUK
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Bupo6Huk
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Homep
peecmpayitiHo
20
nocsioYeHHs1

- 3MiHa Ha3BM Ta agpecu BUpobHUKa, 6e3 3MiHU
MicLsi BUpO6HULITBA

67.

AAPINIA

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
3 mr/0,02 mr, no 28
(24+4) TabnetoK y
6nictepi; no 1 (1x24+4)
ab6o no 3 (3x24+4)
6nictepm pasom 3
NAackMM KapTOHHUM
dyTnapom gns
36epiraHHA brictepa,
TUXKHEBUM KaneHaapem-
CTiKEPOM Y KapTOHHiIl
yrakoBLi

BAT "TeneoH
PixTep"

YropwmHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
BK/IIOYaK0UM MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM A@aHVMK, L0 MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkTy 2.3 NyHKTY 2 goaatky 15 go Mopsgky
NpoBefEeHHA excnepTu3u peecTpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha iepXasHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTusu
mMaTtepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/11801/01/01

68.

DE3NOPATAAVIH-
ACTPA®APM

TabneTkn, BKpUTI
NAiBKOBOK 060/I0HKOID
no 5 mr, no 10 TabneTok
y 6nictepi, no 1
6nictepy B KOpPOOL;j

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) [0 3060B'A3aHbL Ta
YMOB BUAaui peecTpauiiiHoro nocsigyeHHs,
BK/TIOHa0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBUMMU
[00aTKOBUM AaHnMK, Lo MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbest
CyTTEBAa OLliHKa KOMMETEHTHUM OpraHoMm) -
BnkoHaHHA 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
Mopsaky NpoBeAEeHHA ekcnepTuan
peecTpauiiHnx MaTepianis Ha flikapcbki
3acobu, Lo NoAaloTbCA Ha AepXKaBHy
peecTpauito (nepepeecTpaw,iio), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiasis NpoTArom aii
peecTpavuiiiHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/15979/01/01

69.

AE3O0O®EMEH 75

TabneTkn, BKpUTI

Mi6e TM6X

HimeyunHa

Mi6e TM6X

HimeyunHa

BHECEHHS 3MiH 0 peeCcTpaLiiHnX maTtepiasiis:

3a

UA/16503/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
NiBKOBOK 060/10HKOI0, ApuHaimiTTeNb ApuHaimiTTeNb 3MiHU | TUNY - 3MiHa Y napameTpax peyenmom
no 0,075 mr no 28 cneumdikauii Ta/abo [ONYCTUMUX MEX,
Tabnetok y 6nictepi; no BM3HaYeHUX y cneundikauisix Ha A®l, abo
1 a6o no 3, abo no 6 BWXiAHWA/NPOMDKHWIA NpOAYKT/pearexT, Wo
6nicTepiB y KAPTOHHIi BMKOPUCTOBYHOTbCS Y MPOLEeCi BUpoBbHULTBA
Kopoo6L, A®I - 3MiHM fo cneyudikauii BXigHOro
KOHTpoNto A®I [lesorecTpen, a came 3BY)XXEHHS
KpUTepiiB NPUIAHATHOCTI 38 NOKA3HNKOM
«Po3mip YacTok»
70. | AEKAMETOKCUVH NnopoLUoK (cybCTaHuis) y ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/12128/01/01
noNieTUNEHOBKX MiLLIKax 06MexeHo obmexeHo 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
ANns BUpo6HULTBA BiANOBIAA/IbHICTIO BiANOBiga/IbHICTIO HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
CTePUIbHUX Ta "®APMXIM" "®APMXIM" (BnacHvKa peecTpauiiiHoro noceigyeHHs) 3MiHa
HECTEPUTbHUX afecu 3asBHUKa. 3MiHu | Tuny -
nikapcbknx chopm AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu MicLa NPOBaIXEHHS AisNIbHOCTI
BMPOGHMKa (BKIOYaK0UM, 3a HEO6XiAHOCTI,
MicLe NpoBefeHHS KOHTPOJIH0 SKOCTI), abo
BNacHuKa macTep-thaiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOHULTBI API (SKLLO
3a3HaYeHo y AOCLE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudcpikaTa BiAnoBigHOCTI
€Bponeiickkili hapmakonei y 3aTBepakKeHoMy
[0Cbe, abo BMPOOHUKA HOBOI AOMOMIXKHOI
PEYOBMHM (SKLLO 3a3HAYEHO Y [OChE)
3MiHa agpecu BUPO6HMKa, 6e3 3MiHK Micus
BMPOGHMLTBA
71. | AEKBAAON TabneTku ons AT "KNIBCbKWN YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/16837/01/01
PO3CMOKTYBaHHS 3 BITAMIHHWA BITAMIHHW 3MiHu | TUNY - 3MiHK 3 sIKOCTi. FoTOBUIA peyenma
JIMMOHHMM CMakoM no 6 3ABO4" 3ABO" nikapcbkuii 3aci6. Cuctema

TabneTok y 6nictepi; no
3 abo 5 6nicTepiB y
nauuj 3 KapToHy

KOHTeliHep/3akKyrnopoBanbHuii 3aci6. 3MiHa
pPO3Mipy ynakoBKy roTOBOrO NikapCbKoro 3acoby
(iHLWi 3MiHW) - BBEAEHO A0AATKOBI YNakoBkv Ans

'N3 3 3a3Ha4YeHHAM pi3HMX CMakiB. BBegeHHs
3MiH NpoTArom 3-X micsAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHW Woao
6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) 3MiHM TEKCTY MapKyBaHHS 3
ypaxyBaHHs foAaTKoBUX CMakiB. BBefeHHs
3MiH NpoTArom 3-x micsAuis nicns
3aTBEPAKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI.
[oTOBUIA Nikapcbknii 3aci6. KOHTPOsIb FOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
(iHwWi 3MiHW y MeTogax BUNpobyBaHb
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(BKNKOYAOUM 3aMiHy ab0 [ONOBHEHHS))
CynyTHsi 3MiHa - 3MiHW 3 AKOCTi. FOTOBUIA
nikapcbknii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneyudikaliii Ta/abo gonycTuMmnx Mex
roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) -
3MiHM Yy cneuudikauil Ta MeTogax KOHTPOSIo 3a
nokasHmkamm «Onuc» (3asHayeHo cMak Ta
3anax), «laeHTudikauis» (pegakuiiHi npaBku)
Ta 3MiHM Y MeToAMKax 3a nokasHukamu
«OfHOPIAHICTb A030BAHNX OAUHNLE
(npobonigrotoBka, hopmMynn po3paxyHky),
«KinbkicHe B13HaueHHs» (NpoboniaroToBka,
YyMOBM XpomaTorpadysaHHs, chopmym
po3paxyHky), «Mikpob6ionoriyHa umctoTa»
(y3aranbHeHO MeToAuKY BUMPOOYBaHHA Ha
OKpeMi BUAM MIKpoopraHiamis). BBefieHHs1 3MiH
NPOTArom 3-X MiCALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag,. 3miHay
cknagi (4oNOMiXXHNX peyoBMHAX) rOTOBOrO
nikapcbKkoro 3acoby (CMakoBi 06aBku abo
6apBHVKN) - [loAaBaHHs, BUNYyYEHHS abo
3aMiHa - BBE[JeHHS [OaTKOBNX CMaKOBUX
[06aBoK (apomaTunsarop xapyoBuii «/TMMOH»,
apomMaTtu3aTop xap4oBuii «CyHULs»,
apomartunsartop xap4osuii «ManmHa»
apomMartusartop xap4oBuii «Kokoc») A0 Bxe
3aTBepAXeHoro MN13 3 M'ATHUM CMakoM.
BBeaeHHs 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPKEHHS.

72.

JNEKBAJON

TabneTkn ons
PO3CMOKTYBaHHS 3
Ma/IMHOBMM CMakoMm Mo
6 TabneTok y 6nicTepi;
no 3 abo 5 6nictepiB y
nauti 3 KapToHy

AT “KI/ITBCbKI(JI/I
BITAMIHH1N
3ABO"

YKpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHH1IN
3ABO4"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3miHu | TMNYy - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa
PO3Mipy YNakoBKv roTOBOTO JlikapCbKoro 3acoby
(iHWi 3miHW) - BBEAEHO [04ATKOBI YNakoBKu AN
N3 3 3a3HAYEHHAM pi3HUX cMakiB. BBegeHHs
3MiH npoTarom 3-x MicauiB nicns
3aTBEePMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edpeKkTnBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHM) 3MiHW TEKCTY MapKyBaHHS 3
ypaxyBaHHS [0aTKOBMNX CMakiB. BBegeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3miHa y metogax

6e3
peyenma

UA/16838/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BUMNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(iHwWi 3miHW y MeTogax BunpobyBaHb
(BK/THOYAOUM 3aMiHy @60 JONOBHEHHS))
CynyTHs 3MiHa - 3MiHW 3 AKOCTi. F0TOBMIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaliin Ta/abo fonycTUMUX MeX
roTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW) -
3MiHM y crieumdpikaLii Ta MeTofax KOHTPOsIo 3a
nokKasHukamu «Onuc» (3a3HadeHo CMak Ta
3anax), «laeHtudikauis» (peaakuiiHi npaBku)
Ta 3MiHM Y MeToAMKax 3a NoKasHukamu
«OAHOPIAHICTb 4030BaHUX OAVHULb»
(npo6oniagrotoska, hopMynun po3paxyHky),
«KinbkicHe B13HaueHHs» (Mpo6oniaroToBka,
yMOBW XpomMatorpadysaHHs, hopmyu
po3paxyHky), «MikpobionoriyHa umctoTax»
(y3arasibHEHO MeTOAVKY BUMPODOYBaHHA Ha
OoKpeMi B1uau MikpoopraHiamis). BBeieHHsA 3MiH
NPOTAroM 3-X MIiCALIB MiC/1A 3aTBEPKEHHS.
3miHu | TURY - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y
cKnagi (4oNoMiXHUX peyoBMHaX) roToBOro
nikapcbkoro 3acoby (cMakoBi o6aBku abo
6apBHUKN) - [logaBaHHs, BUNYyYEHHS abo
3aMiHa - BBE[IEHHS JOJATKOBUX CMaKOBUX
[06aBOK (apomaTnsaTop Xxap4oBuil «/ITUMOH»,
apomMaTtu3aTop xap4oBuii «CyHULs»,
apomarmsartop xapyoBuii «ManmHa»
apomarusarop xapuosuii «Kokoc») Ao Bxe
3arsepakeHoro N3 3 M'ATHUM CMaKoM.
BBefeHHs 3MiH NpoTarom 3-x MicAuis nicns
3aTBEPAKEHHS.

73.

DEKBAJLON

Tabnetkn Ans
PO3CMOKTYBaHHS 3
KOKOCOBWM CMakoM 1o 6
Tabnetok y 6nictepi; no
3 ab6o 5 b6nictepiB y
nauuj 3 KapToHy

AT "KUIBCBKUA
BITAMIHHN
3ABOA"

YKpaiHa

AT "KMIBCbKUNA
BITAMIHHN
3ABOA"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TURY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHUii 3aci6. 3MiHa
PO3Mipy YNakoBKv roTOBOrO JlikapCbKOro 3acoby
(iHWi 3MiHW) - BBEEHO AOAATKOBI YNakoBKv ANs
'N3 3 3a3Ha4YeHHAM pi3HUX CMakiB. BBeaeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPMAKEHHA. 3MiHN | TUny - 3MiHW WoA0
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay
(iHLLi 3MiHM) 3MiHW TEKCTY MapKyBaHHS 3
ypaxyBaHHsA [0AaTKOBMX CMakiB. BBefeHHSA
3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPKEHHSA. 3MiHM | TMNYy - 3MiHM 3 SIKOCTI.

6e3
peuyenma

UA/16839/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBoro
nikapcbKoro 3acoby. 3MiHa y metofax
BMNPO6YBaHHSA rOTOBOrO /liKApCbKOro 3acoby
(iHwWi 3miHM y MeToaax BuNpobyBaHb
(BKIOYAKOUM 3aMiHy ab0 [ONOBHEHHS))
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX Mex
roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) -
3MiHM y crieymdikaLii Ta MeTofax KOHTPOso 3a
nokasHmkammn «Onmc» (3a3HayeHo cMak Ta
3anax), «laeHTudikauis» (pefakuiiHi npaBku)
Ta 3MiHV Y MeTofmMKax 3a nokasHukamu
«OAHOPIAHICTb A030BaHNX OAUHULb>
(npo6onigroToska, POPMY/IN PO3paxyHky),
«KinbkicHe BU3HaYeHHs» (Npobonigrotoska,
YMOBW XpomaTtorpadpyBaHHs, chopmynm
po3paxyHky), «MikpobionoriyHa umctotTax»
(y3araslbHeHO MEeTOAUKY BUMPOOYBaHHS Ha
OKpeMi BUAM MIKpOOpraHiamis). BBeieHHS 3MiH
NpoTArom 3-X MicsLiB NiCNA 3aTBEPLKEHHS.
3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. Onuc Ta ckiad. 3miHa y
cknagi (4oNOMIXXHUX pevyoBMHax) roOTOBOrO
nikapcbKoro 3acoby (cmakoBi fo6aBkM abo
6apBHUKN) - [loAaBaHHs, BUNYyYEHHS abo
3aMiHa - BBE[EHHS [O4aTKOBUX CMaKOBUX
[06aBOK (apoMaTn3aTop XapyoBuit «/TUMOH»,
apomMaTtunsaTop xap4oBuii «CyHULsA»,
apomartmnsarop xapyoBuii «<ManmHa»
apomMartusartop xap4oBuii «Kokoc») Ao Bxe
3arBepxeHoro /13 3 M'ATHAM CMaKoM.
BBefeHHA 3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPKEHHS.

74.

JNEKBAZON

Tabnetkn ans
PO3CMOKTYBaHHS 3
M'ATHUM CMaKoMm; no 6
TabneTok y 6nictepi; no
3 abo 5 6nicTepiB y
nauuj 3 KapToHy

AT "KWTBCBKUI
BITAMIHHU
3ABOS"

Ykpaina

AT "KWTBCBKIAI
BITAMIHHWA
3ABOS"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edpeKkTNBHOCTI Ta thapmakoHarnsgy
(iHLWi 3MiHM) 3MiHW TEKCTY MapKyBaHHS 3
ypaxyBaHHS [0aTKOBMNX CMakiB. BBegeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(iHWi 3mMiHM Yy MeTogax BUNpobyBaHb
(BK/IHOYAKOYM 3aMiHY 260 JONOBHEHHS))

6e3
peyenma

UA/14989/01/01




75

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

CynyTHs 3MiHa - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaliin Ta/abo fonycTUMUX MeX
roTOBOrO /iKapCbkoro 3acoby (iHLi 3MiHW) -
3MiHM y crieumdpikaLii Ta MeTofax KOHTPOsIo 3a
nokasHukamu «Onuc» (3a3HadeHo CMak Ta
3anax), «laeHtudikauis» (peaakuiiHi npaBku)
Ta 3MiHM Y MeToAMKax 3a NoKasHukamu
«OHOPIAHICTb 1030BaHUX OAVHULb»
(npo6oniagrotoska, hopMynun po3paxyHky),
«KinbkicHe B13HaueHHs» (Mpo6oniaroToBka,
yMOBW XpomMarorpadysaHHs, hopmyu
po3paxyHky), «MikpobionoriyHa umctoTax»
(y3arasibHEHO MeTOAVKY BUMPODOYBaHHA Ha
OoKpeMi B1uau MikpoopraHiamis). BBeieHHsA 3MiH
npoTArom 3-x MicALIB Micaa 3aTBEPMAKEHHS..

75.

JNEKCAMNON

Kpani O4Hi, cycrneHsis
(1 mr + 3500 MO + 6000
MO)/1 mnno5wmny
MET dpnakoHi-
KpanenbHUL,i 3 KPULLIKOO
3 rapaHTiiHUM KiSlbLieM;
no 1 donakoHy B navi 3
KapToHy

BapLuaBcbkuii

hapmaLeBTUYHNI
3asof Monbdha AT

Monba

BapLuascbkuii

hapmaLeBTUYHNI
3aBof Monbha AT

Monba

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis:
3MiHu |l TNy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
BK/IIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM A@aHVMK, WO MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkty 1.8.2 nyHkTy 1.8 pogatky 5 fo
MopsiaKy NPoBEeAEHHS eKCnepTu3m
peecTpauifiHMx MaTepianis Ha Nikapcbki
3acobu, Lo NoAaloTbCA Ha AepXasHy
peecTpauito (nepepeecTpaLiio), a Takox
eKCcnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakasom MOS Bif 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15434/01/01

76.

IDKAPAIHC®

TabneTkn, BKpUTI
NAiBKOBOK 06010HKOHO,
no 25 mr no 10 TabeTok
y nepcdopoBaHomy
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHIl
KopobLi

BepiHrep
IHrenbxaiim

IHTEepHewwHn M'm6X

HimeuunHa

BMPOBHULITBO,
nakyBaHHs,
MapKyBaHHS,

KOHTPO/1b AKOCTI,

BUMYCK Cepii:
BepiHrep
IHrenbxainm

dapma 'mbX i Ko.

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHY | TUNY - 3MiHWM Y BUPO6HULTBI. 3MiHA
iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii
Ta KOHTPOJIIO0 AKOCTi FOTOBOTO NiKapCbKoro
3ac00y - BBEJEHHSA a/lbTEPHATUBHOIO
BMPOGHMKA BiANOBIAaNbHOIO 3a KOHTPO/b Cepilt
(6e3 BHECEHHS 10 peecTpaLiliHoro
nocsigueHHs) PACT esenbwadt gop

3a
peyenmom

UA/14980/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
KI', HimeuuunHa; dapmauoliiTiwe KyanitetcreHgapac moX,
anbTepHaTvBHa ajpeca MicLs NPoBaXEHHS Ais/IbHOCTI
OinbHUUA ans KapgiHan-Bengenb-LUTp. 16 66424 Xombypr,
BTOPWHHOTO Himeyunna
nakyBaHHs:
Papwm/lor dapma
NoppxicTik TM6X,
HimeyuunHa;
LLiteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
Himeuunna
77. | DXXAPAIHC® TabneTkun, BKPUTI Bepinrep HimeuunHa BMPOOGHULITBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 3a UA/14980/01/02
NAiBKOBOK 060I0HKOIO, IHrenbxainm nakyBaHHs1, 3MiHM | TUNY - 3MiHKM Y BUPO6HULTBI. 3MiHA peyenmom
no 10 mr no 10 TabeTok IHTepHewHN Mv6eX MapKyBaHHs, iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY cepil
y nepcopoBaHoMy KOHTPO/Ib SIKOCTI, Ta KOHTPOJ1t0 SAKOCTi FOTOBOTO NiKapCbKOro
6nictepi; no 1 a6o 3 BUMYCK Cepii: 3ac00y - BBeiEHHS a/lbTEPHATUBHOIO
6nicTepun y KapTOHHiIl BepiHrep BMPOGHMKA BifNOBIAaNIbHOIO 3a KOHTPOSb Cepilt
Kopobui IHrenbxanm (6e3 BHECEHHS1 A0 peecTpaLiiiHoro
dapma 'm6X i Ko. noceigueHHs1) PACT lesenbliadt rop
KI', HimeuumnHa; dapmauoliiTilwe KyanitetcreHgapac moX,
anbTepHaT/BHa ajpeca MicLs NPoBaXeHHS Ais/IbHOCTI
OinbHUUA ans KapgiHan-Bengenb-LUTp. 16 66424 Xombypr,
BTOPWHHOTO HimeyunHa
nakyBaHHS:
dapm/lor dapma
NoppxicTik TM6X,
HimeyuunHa;
LteremaHH
JNboHdbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
78. | AUKNODEHAK cynosuTopii no 50 mMr no nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH MonbLia BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/6360/01/01
5 cynosuTopiie y Excnopt flimiTeq, BpuTaHis dapmacbloThkans3 3MiHu 1l TUny - 3MiHK Woao peyenmom
C.A. 6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.

6nicTepi; no 2 6nictepn
B KApPTOHHIli Kopobu,i

BHeceHHA abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBig4yeHHs,
BK/IIOYaK0UM MNaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[00aTKOBUM A@HVMK, L0 MaloTb HajaBaTmcs
KOMMETEHTHMM OpraHoM, OCKifIbK1 BUMaraeTbCcs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom)
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0

nignyHkTy 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY




Ha3sBsa nikapcbko20

Popma sUMYCKY

77

n/n

3acoby

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

79.

AVNKNO®EHAK

cynosuTopii no 100 mr

nakcoCmiTKnsiAH

Benwvka

nakcoCmiTKnsiiH

2 popatky 15 fo lMNMopagky nposefeHHsA
eKCnepTun3n peecTpauiliHnx Matepianis Ha
nikapcbki 3acobwu, Lo NoAalTbCs Ha AepXaBHy
peecTpauito (nepepeecTpaL,iio), a Takox
eKkcnepTn3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
3MiHu 1l TUny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro noceigyeHHs,
BK/TIIOYaK0UM MNaH ynpasniHHS pusukamm
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[00aTKOBUM A@aHVMK, L0 MaloTb HajaBaTncs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm)
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0
nignyHkty 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY
2 popatky 15 fo lNMopagky nposefeHHsA
eKCnepTun3n peecTpauiliHnx Matepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpauito (nepepeecTpaL,iio), a Takox
eKkcnepTn3n matepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom Aii
peecTpaLiiHoro nNocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).

no 5 cynosutopiis y
6nicTepi; no 2 6nictepn
B KapTOHHIi Kopo6Lyi

Ekcnopt flimiteq

BputaHis

dapmacbloThKan3
C.A.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu Il TMRYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) [0 30608B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro noceigyeHHs,
BK/TIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBMMU
[0[aTKOBUM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbesl

CYTTEBA OLjiHKa KOMMNETEHTHVIM OpraHoM)
BukoHaHHS 3000B's3aHb BiAMNOBIAHO A0
nignyHKTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 no Mopsaky npoBefeHHs
eKCnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, L0 NoAATLCA Ha AePXaBHY

peecTpauito (nepepeecTpaLiio), a Takox

3a
peyenmom

UA/6360/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

eKcrnepTn3n MaTepianis Npo BHECEHHS 3MiH 40
peecTpaLiiiHix MaTepianis NpoTsarom aii
peecTpauiiiHOro NocBig4YeHHs1, 3aTBEPAKEHOr0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHA abo 3miHa(1) 40 3060B'A3aHb Ta
YMOB BMaui peecTpauiiiHoro noceig4veHHs,
BK/IIOHa0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HagaBaTmcs
KOMMETEHTHUM OpraHoM, OCKi/IbK1 BUMaraeTbCcs
CyTTEBA OLLIHKA KOMMETEHTHUM OpPraHoMm)
BurkoHaHHSA 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHkTy 1, NignyHKTY 2.3 NYHKTY
2 popatky 15 no Mopsiaky npoBefeHHs
eKcnepTu3n peecTpauiliHnx MaTepianis Ha
nikapcbki 3acobu, Lo NOAAITLCA Ha AepXaBHy
peecTpadito (nepepeecTpavito), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHS 3MiH 40
peecTpaLiiHix MaTepianis npoTsarom Al
peecTpauiiiHOro NocBigYeHHs1, 3aTBEPAKEHOr0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).

80.

ANNPOCATNIK®

masb no 30 ry Ty6i; no 1
Ty6i B KAPTOHHI KOpOO6Li

Lepinr-Mnay
Centpan lct Al

LLiseiiuapis

LepiHr-Mnay
Na6o H.B.

Benbris

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu |l TUNY - 3MiHK OO IHCTPYKLT AnA
MeZJMYHOro 3aCTOCYBaHHSA [0 pO34iNiB
"Oco6nmBOCTiI 3acTocyBaHHS", "T06IYHI

peaxuii”.

BBegeHHA 3MiH npoTArom 3-x micAwiB nicnsa

3aTBEPAKEHHSA

3a
peyenmom

UA/4114/02/01

81.

ANMPOCATNIK®

nocbiioH no 30 Mn y
dhnakoHi 3 Npo6bKoto-
KpanenbHuueto; no 1
(h1aKOHY B KapTOHHii
Kopoo6ui

LWepiHr-Mnay
CeHtpan lct Al

LLiseiiuapis

CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHSA A0 Po3AiNnis
"Oco6mBocTi 3acTocyBaHHA", "Mo6IYHI

peakuji”.

BBepeHHs 3miH npoTsiroM 3-xX MicAuiB nicns

3aTBEPAKEHHSA

3a
peyenmom

UA/4114/01/01

82.

JVNNPO®ON® EATA

eMy/ibCis Ans iHdya3ii,
20 mr/mn no 20 mn B
amnyni; no 5 amnyn y
nadui, no 20 mny
chnakoHi; no 1 a6o 5,
a6o no 10 chnakoHis y
nayui, no 50 mny

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis:

3MiHK | TNy - 3MiHa Yy MeToAax BUNpPoGyBaHHS

roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEpLKEHNX MeToax BUNPOGYBaHHS)

3a
peyenmom

UA/15942/01/02
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
donakoHi; no 1 dpnakoHy
y nayui
83. | AIA30NIH-AAPHUNUA Tabnetkun no 100 mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 6e3 UA/0278/01/01
10 TabNeToK y KOHTYpHiIlA "®apmaueBTUyHa "GapmaueBTuyHa 3MiHK | TNy - 3MiHW WoA0 peyenma
YapyHKOBIl ynakoBLi; no dipma "lapHnua” dipma "fapHuua” 6e3nekn/edeKTMBHOCTI Ta dapmakoHarnsgy -
1 KOHTYpHI YapyHKOBIl 3amiHa rpad)iyHoro opopmsIEHHS NEPBUHHOI Ta
ynakoBLji B nayuj BTOPWHHOT YNakoBOK Ha TEKCT MapKyBaHHS
yMakoBOK 3 BiANOBIAHUMY 3MiHAMK A0 Po34inis
MeTOZiB KOHTPOJIIO AKOCTI NiKapCbKOro 3acoby
(po3gin «pachiyHe ohopmMIeHHs» 3amMiHEHO
po3ginom «MapkyBaHHs»). BBefeHHA 3MiH
NPOTArom 6-Tu MicsAUiB Nic/sA 3aTBEpPAYKEHHS
84. | AlOKCUAWNH NnopoLUoK (cybeTaHuis) y ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/11443/01/01
NoNieTUNEHOBKX MiLLIKax 06MexeHo obmexeHo 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
ANns BUpo6HULTBa BifNOBIAA/IbHICTIO Bi4NoOBiAa/IbHICTIO HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
CTepUIbHUX Ta "PAPMXIM" "®APMXIM" (BNacHvKa peecTpauiiHoro NocBigYeHHs) -
HecTepusbHUX 3MiHa agpecu 3asBHuKa. 3MiHu | Tuny -
niKkapcbknx opm AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecun micLa NPOBaMXEHHS AisNIbHOCTI
BMPOGHMKa (BK/IOYaKoUn, 3a He06XigHOCTI,
MicLie NpoBeAEHHS KOHTPOJTH SIKOCTI), abo
BNacHuka macTep-thaiina Ha A®l, abo
noctavanibHuka Adl/BnxigHoro
MaTepiany/peareHTy/NMpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCH Y BUPOOHMLTBI API (SKLLO
3a3HayYeHo y AOCLE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepgkKeHoMy
[0Cbe, ab0 BMPOOHUKA HOBOI A,0MOMIXKHOI
PeyYOoBUHM (AKLLO 3a3HAYEHO Y OCLE) - 3MiHA
afpecy BUpobHUKa, 6e3 3MiHW Micus
BMPOGHMLTBA:
85. | AIOKCU30/b®- po3uuH no 50 r abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/8021/01/01
AOAPHUUA 100 r y chnakoHax abo "®apmMaLeBTnyHa "®GapmaLieBThyHa 3MiHM | TUNy - 3MiHa agpecu BUpobHuKa Ad| peyenmom
6aHkax, no 1 donakoHy ipma "JapHuus” ipma "dapHuus” LiokcnaunHy, 6€3 3MiHM Micus BUPOOHMLTBA.
abo 6aHLui y nayui; no BBefeHHs 3MiH NpPOTArom 6-Tu micauis
500 r a6o no 1000 r y nicna saTBepAKeHHsA
dhnakoHax abo 6aHkax
86. | AOPUTPULUNH® Tabnetkn ans Megiue ®apma HimeyunHa BMPOBGHULTBO 3a HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/12066/01/01
PO3CMOKTYBaHHs, no 10 v6X Ta Ko. KI NOBHUM LMK/TOM: 3MiHW | TURY - 3MiHN WOA0 peyenma

TabneTok y 6nictepi, no
1 6nicTepy y KapTOHHii
Kopoo6ui

Megiue
ApuHaiimiTTens
MoTTep NM6X &

Ko. KI

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHst @60 3MiHM [0 y3araibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnX npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
0co6wu, BiANoOBifabHOI 3a 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOB&aXeEHOi 0CO6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina
cuctemu dhapmakoHarnsgy) - KoHtaktHa ocoba
3asBHUKA B YKpaiHi AN 3MiACHEHHS
thapmakoHarnagy. [itoya pegakuis - HOnis
Basunescbka. MponoHoBaHa pefakuis -
MwupoHeHko Ceprili OnekcaHapoBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U 3asiBHMKa
B YKpaiHi Ans 3aiiicHEHHA hapMakoHarnsay
87. | AOLUETAKTIH KOHLeHTpaT Ans AxTasic rpyn AT IcnaHgis CiHpgaH ®apma PymyHis/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 3a UA/9406/01/02
po3uunHy Ans iHgysiii, 20 CPN, PymyHis; ITanisa 3MiHW | TURY - 3MiHW 80 IHCTPYKUIiT Ans peyenmom
mr/mn, no 1 mn, abo 4 AxTasBic ITania MeANYHOro 3aCTOCyBaHHA y po3ainu
M, abo 7 M/ B CKISIHUX C.n.A, Itania "B3aemogjs 3 iHWMMK nikapcbkuMu 3acobamm
chnakoHax; no 1 Ta iHWi B1An B3aemogiin”, "Oco6mBocCTi
(h1aKOHY Y KapTOHHiA 3acTocyBaHHSA", "3acTocyBaHHS y nepiopg,
Kopoo6ui BariTHOCTi abo rogyBaHHs rpyaar”, "3aaTHicTb
BNMBaTW Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMU MeXaHi3mamu',
"Mo6iuHi peakwji" BigNOBIgHO A0 OHOBNEHOI
iHcbopmaw,ii 3 6e3neku fjtoyoTi pevoBUHH.
BBefeHHsA 3MiH npoTsromM 3-x MicsAuis nicnsa
3aTBepAKEHHSA
88. EBKABAJI® 600 CALLE | nopoLuok ans Ecnapma M'm6X HimeyunHa Ninpodapm M6X HimeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/16272/01/02
OpasibHOro PO34YunHy No 3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBUIA peyernma
600 wmr; no 3 r B calue; nikapcbkuii 3aci6. Cuctema
no 10, a6o no 20, a6o KOHTeliHep/3akKyrnoptoBanbHuii 3aci6. 3MiHa
no 50 catle B KapTOHHii pO3Mipy ynakoBK¥ roTOBOrO iKapcbkoro 3acoby
ynakoBLi (3miHa KiNlbKOCTi ognHUUG (Hanpukiag,
Tabs1eToK, amny TOLLO) B yNakoBLi:) - 3MiHa y
[iana3oHi 3aTBepKeHNX PO3MIpiB yNakoBKU -
[logaBaHHA HOBOro po3Mipy ynakoBku: o 3 T B
cawe; no 10 calle B KapTOHHIli ynakoBLyji.
BBeneHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.
89. EK3NDIH® Tabnetku no 250 mr no 4 O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3a UA/4720/02/01
Tabnetkn y 6nictepi, no Nab6opatopic NTg, Na6opaTopic it 3MiHM | TUNY - 3MiHK Woao peuenmom
4 6nicTepn B KAPTOHHIN (Bnpo6Hunya 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
KopooLi LinbHuus - VI) BBefieHHst ab0 3MiHM [0 y3ara/lbHEHUX AaHnX

npo cuctemy thapmakoHarnsgy (BBefeHHs
y3ara/ibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT
ocobu, BignoBifasIbHOT 3a 3AiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOB&aXeEHOi 0CO6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina
cuctemn chapmakoHarnagy) - 3miHa
YNOBHOBaXXEHOT 0co6MU, BiANOBiAaIbHOI 3a
3piicHeHHs1 hapmakoHarsgy: MponoHoBaHa
pegakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnsgy
90. EKCEOPVH TabneTkn, BKpUTI HoBapric LLiBeiyapis CaHpos pyn TypeuunHa/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/9438/01/01
NAiBKOBOK 060I0HKOIO, KoHcblomep Xesc Carnik YpyHnepi CWA 3MiHM | TUNy - NogaHHsa oHoBneHoro CEP Ne peyenma
no 10 TabneTtok y CA Inaknapi CaH. Be R1-CEP 1998-022-Rev 03 ans A®l KodeiHy Big,
6nictepi; no 1 a6o 2 A.C., TypeyunHa; BXe 3aTBepA)KEHOro BUPOOHMKA, L0
6nictepm y kopobui HoBaprTic 06yMOB/IEHO 3MiHOIO Ha3BW BMPOGHUKa AdPI
KoHcbromep Xernc,
IHK., CLLA
91. ENIOKOM® nocbiioH 0,1 % no 30 mn LWepiHr-Mnay LLiBeiiuapis damap MoHpeanb KaHapa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/6293/03/01
y thnakoHi-kpanenbHuLj, CeHTpan lct Al IHK. 3MiHu |l TUNY - 3MiHW B IHCTPYKLT AnA peuenmom
no 1 dnakoHy y MeJMYHOro 3aCTOCYBaHHS B PO3A4i/n:
KapTOHHI Kopoo6Li "Oco6nmBOCTi 3acTocyBaHHS", "T106IYHI
peakui”. BBefieHHA 3MiH npoTarom 3-x
MicAiLliB MicnsA 3aTBepAKEHHSA
92. ENNOKOM® masb 0,1 % no 15 r abo LWepiHr-Mnay LLiBeiiuapis LWepiHr-Mnay Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/6293/01/01
30 ry Ty6i, no 1 Ty6i y CeHTtpan lct Al Na6o H.B. 3MiHY Il TURY - 3MiHW B IHCTPYKUIT Ans peyenmom
KapTOHHI KOpoOLj MeAMYHOro 3aCTOCYBaHHS B PO34i/n:
"Oco6n1BOCTi 3acTocyBaHHS", "T06IYHI
peakui”. BBefieHHA 3MiH npoTarom 3-x
MicsiLiB nicnsA 3aTBepAKEeHHs
93. E/NTOKOM-C® Masb no 15 ry 1y6i, no 1 LWepinHr-Mnay LLiBeiiuapis 3eHTiBa Canik TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/4787/01/01
Ty6i B KAPTOHHIli KOpOOLi CeHTtpan Ict Al YptoHnepi CaHal 3MiHY Il TUNY - 3MiHW B IHCTPYKUIT Ans peyenmom
Be TigpxapeT A.LL. MeJMYHOro 3aCTOCYBaHHS B PO34i/n:
"Oco611BOCTi 3acTocyBaHHS", "T06IYHI
peakuii”. BBefeHHA 3MiH npoTarom 3-x
MicsiLiB nicns 3aTBepAKeHHsI
94. EHAM Tabnetku no 2,5 mr no O-p Pepai'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/2251/01/01
10 TabneTok y cTpuni; Nabopatopic NTg, Nab6opatopic /T4, 3MiHK | TURy - 3MiHK Woao0 peuyenmom
no 2 cTpunu y navui Brpo6Huya 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
AinbHnus - 1 BBeeHHs @60 3MiHM [0 y3araibHeHUX AaHnX

npo cuctemy thapmakoHarnsgy (BBeAeHHs
y3arasibHeHUX JaHnX npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
ocobu, BignoBifasibHOI 3a 3MiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobm 3
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n/n

3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

95.

EHAM

Tabnetkn no 5 mr, no 10

dhapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOB&aXeEHOi 0CO6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHW y po3MiLLeHHI MacTep-daiina
cuctemn chapmakoHarnagy) - 3miHa
YNOBHOBaXXEHOT 0co6MU, BiANOBiAaIbHOI 3a
3pificHeHHs chapmakoHarnsagy: fitoya pegakuis
— Dr.Y. Kiran Kumar. NponoHoBaHa pefakuisi —
Dr. Vijay Kumar Talla. MiHa KOHTaKTHUX faHux
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jiCHEHHs1 hapMakoHarnsay

96.

EHAM

TabneTok y cTpuni; no 2
CTpUnM y navui

[O-p Pegpi'c
Na6opaTopic /T4,

IHais

[-p Pegpai'c

Na6opaTopic NTa,

Bupo6bHuya
AinbHUUS - 11

IHais

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHM | TURY - 3MiHK WoA0
6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnX nNpo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3pificHeHHs chapmakoHarnsgy: fitoya pegakuis
—Dr.Y. Kiran Kumar. lMponoHoBaHa pegakuis —
Dr. Vijay Kumar Talla. MiHa KOHTaKTHUX JaHux
YNOBHOB&XXEHOT 0cO6MU, BiANOBiJabHOI 3a
3[ifiCHEHHs hapmakoHarnsay

3a
peyerimom

UA/2251/01/02

Tabnetkn no 10 mr, no
10 TabneTok y cTpuni;
no 2 cTpunun y navi

I-p Peapi'c

Na6opatopic NTg,

IHAjA

I-p Peapi'c

Na6opatopic /T4,

Brpo6Huya
AinbHUUA - I

IHAjia

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BBeieHHs1 @60 3MiHM [0 y3arasibHeHUX faHux
npo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnisgy, 3miHa yrnoBHOBaXKeHO|
ocobu, BignoBifasbHOT 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0cobm 3
dhapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
hapMmakoHarnsay B YkpaiHi, K0 BOHa

BiAMIHHA Bifl YNOBHOB&XeEHOI 0co6u,

3a
peyenmom

UA/2251/01/03




83

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-dhaiina
cuctemn chapmakoHarnagy) - 3miHa
YNOBHOBaXEHOT 0co6MU, BiANOBiAa/IbHOI 3a
3pificHeHHs chapmakoHarnsagy: fitoya pegakuis
—Dr.Y. Kiran Kumar. MNponoHoBaHa pefakuis —
Dr. Vijay Kumar Talla. MiHa KOHTaKTHUX faHux
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[jfiCHEHHs1 hapMakoHarnsay

97.

EHAOOMETPUH

TabneTkn BariHanbHi No
100 wr, o 6, 15 a6o 30
TabneToK y KOHTEeHepi;
no 1 KoHTeHepy 3
annikatopom Ans
BHYTPILLUHbOBAriHa/IbHOT
0 BBE[IEHHS Y KAPTOHHIi
Kopo6ui

PeppiHr
dapmaueBTikans
nTAa

I3painb

BeH-LLUnmoH
dnopic N174,.

I3painb

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHM | TUNY - BBEAEHHSA A0AATKOBOTO PO3MIpy
cepii roToBOro Jlikapcbkoro 3acoby - 360000
Tabnetok (451 kr). NMponoHoBaHa pegakuis:
Po3wmip cepii: 180000 TabneTok (225 «kr);
[LopatkoBuii po3mip cepii: 360000 TabneTok
(451 «r)

3a
peyerimom

UA/7764/01/01

98.

EHTPOMN®

Tabnetku no 50 mr no 10
TabneTok y 6nictepi, no
1 a6o 2 6nictepn y
nauui

TOB "OJTPA"

YKpaiHa

AT "OnaitHdpapm"

Nartsia

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK |l TUny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro nocsigyeHHs,
BK/tOYatoun MnaH ynpasniHHA pusvkamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBUMM
[0[aTKOBUM JaHuMK, L0 MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbk1 BUMaraeTbCs
CyTTEBAa OLliHKa KOMMETEHTHUM OpraHom) -
BnkoHaHHA 30608B'A3aHb BiANOBILHO A0
nignyHKTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 fo Mopsiaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, L0 NoAATbLCA Ha AePXaBHY
peecTpauito (nepepeecTpaw,iio), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiasis NpoTarom aii
peecTpavuiiiHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peuyenma

UA/5233/01/01

99.

EHTPOMN®

Tabnetkn no 100 mr no
10 TabneTok y 6nicTepi,
no 1 a6o 2 6nictepu y
nauui

TOB "OJ/1PA"

YKpaiHa

AT "OnaitHpapm”

Narteis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis:
3MiHu |l TNy - 3miHK Wwoao
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'sA3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
BK/IIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratTb(€)

Ne 10 — 6e3
peyenma;
Ne 20 — 3a
peyenmom

UA/5233/01/02
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0
nignyHkty 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY
2 popatky 15 fgo lNopsaaky nposefeHHs
eKCnepTun3n peecTpauiliHnx Matepianis Ha
nikapcbki 3acobu, Lo NoAalTbCs Ha AepXaBHy
peecTpauito (nepepeecTpaL,ito), a Takox
eKkcnepTn3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
100. EMNANAPA® pO34uH ANs iH'ekuid, 100 TOB "CaHodi- YkpaiHa CaHocdhi-ABeHTIC HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/10240/01/01
Of./mn, Ne 5:no 3mny ABeHTiC YkpaiHa" [onunang MmoX 3MiHW | TUMY - 3MiHK y MeToAax BUNpPoByBaHHS peyenmom
KapTpuaxi; mo 5 A®I - BU3HAUYEHHS BMICTY BUCOKOMOIEKYNSAPHUX
KapTpuaXiB y 6icTepHii 6inkis8 (HWMP) MeTo0M eKCK/H03UBHOT
yMaKkoBLji B KAPTOHHIl xpomatorpadii (SEC) - 3miHu B
Kopo6ui; Ne 5: no 1 npo6oniAroToBLi NPUroTyBaHHi 6ydepHoro
KapTpuaKy no 3 mn, PO34MHY, OHOB/IEHHS iHChopMaLii Mpo
BMOHTOBaHOMY B CTabiNbHICTb AOCNILKYBaIbHOTO PO3UKHY,
0iHOPAa30BMIA NPUCTPIi - pepakuiiHi npaBku; 3MiHW | TURY - 3MiHK Y
LUNPUL-PYYKY MeToAax BUNpobyBaHHA AD| — T.
ConoCtap® (6e3 ronok iaeHTudikauis, KinbkicHe BU3HaYeHHS Ailo4oi
Ans iH'ekuiii), no 5 PEeYOBUHM, BMICT CNOPIAHEHMX OOMILLIOK AN
LINPUL-PYHOK Y iHCYNiHY TNONI3UHY - 3MiHW YMOB
KapTOHHI Kopo6ui; Ne 1: XpomatorpadysaHHs (MoandikaLis pyxomoi
no 10 MA y cknsHoMy dhasn, fKa BUKOPUCTOBYETLCA B KiHL
donakoHi; no 1 dpakoHy €/1100BaHHS IHCYIHY [/1I0Ni31HY 3 METOH
B KQpPTOHHI kopooLi NPOMMBAaHHSA KO/TOHKM), OHOBJ/IEHHS iHdhopMaLLii
npo cTabiNbHICTb AOCNIMKYBa/TBHOIO PO3UMHY,
pefakuiiiHi npaBku; 3MiHK | TUNY - foAaBaHHS
anbTepHaTMBHOIO MeToAy A1 BUSHAYEHHS
BMICTy BOAW Y Aitouili pe4oBuHI - MeToay
Ky/TOHOMETPUYHOro TUTPyBaHHA Kapna diwepa
(EP 2.5.32) g0 BXe 3aTBEPAKEHOro MeToay
06°emHoro TuTpyBaHHs Kapna ®iwepa (EP
25.12
101. ECMNEPA/TIb® Tabnetkn no 500 mr Ne TOB "CaHodi- YkpaiHa Codchapumekc - MopTyranis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/5332/01/01
20: no 20 TabneTok y ABeHTIC YKpaiHa" IHaycTpia Kimika e 3MiHM | TUNY - 3MiHa NapameTpiB crnewmdikauii peyenmom
donakoHi, No 1 dpakoHy dapmaceyrTika, Ta/abo foNyCTMMUX MEX rOTOBOrO NiKapCbKoro
B KQPTOHHI kopobui C.A. 3acoby
102. ETUOBUA E®IP 6- NOpOLLIOK (cybcTaHUis) y ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: - UA/10262/01/01
BPOM-5-TA4POKCW-1- nonieTUNEHOBUX MiLLIKax 06MexeHo obmexeHo 3MiHn | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa

METWUN-4

[N151 BUPO6HMLTBA

BiANOBIAA/TbHICTIO

BiANOBIAA/IbHICTIO

HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKA
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

103.

nn-2-

N-3-KAPBOHOBOI
KncnoTtu
rigPoxnoprus
MOHOTIAPAT

ANMETUNTAMIHOMET

DEHINTIOMETUNIHAO

HecTepuIbHNX
nNikapcbknx hopm

"®APMXIM"

"OAPMXIM"

(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHVKa: 3MiHuW | Tuny -
AZMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHSs
Ta/abo agpecun micua NPOBaIXEHHS OisNIbHOCTI
BUPOGHMKa (BKIOYAKOUM, 38 HEOOXIAHOCTI,
MicL,e NpoBefeHHS KOHTPOJTH0 SKOCTI), abo
BNacHuKa macTep-thaiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCcTOCOBYHOTLCA Y BUPOOHMLTBI API (AKLLO
3a3HaYeHo y A0ChE Ha Nikapcbkuii 3aci6) 3a
BiICYTHOCTI cepTucpikaTa BiANoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOChE) 3MiHA
agpecy BUpPoGHWKa, 6e3 3MiHM Micus
BMPOGHMLTBA:

104.

ETUNOBUN E®IP a-

BOI KUCNOTU

IHAANAMIA-

BPOMISOBAJIEPIAHO

pignHa (cybcTaHuis) y
nonieTNeHoBUx
KaHicTpax ans
BMPOGHMLTBA
HecTepuIbHNX
nikapcbknx hopm

ToBapucTBO 3
06MexeHot
BiANOBIAANbHICTIO
"OAPMXIM"

Ykpaina

ToBapucTBO 3
obmexeHoo
BiANOBIAANbHICTIO
"®APMXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvka peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHVKa. 3MiHW | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa (BKIKOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBefEeHHSA KOHTPOJII0 AKOCTI), abo
BNnacHuka macTep-taiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BianoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIKXHOI
PeYoBUHM (SIKLLIO 3a3HaYeHo y Aocke) (A.4. |A)
3MiHa agpecu BUPo6HMKa AdI.

UA/12775/01/01

ACTPA®APM

TabneTkn, BKpUTI
060/10HKOI0 M0 2,5 Mr,
no 30 TabneTok y
6nictepi, no 1 6nictepy
y Kopo6Lj

TOB "Actpadapm"

YKpaiHa

TOB
"AcTpadchapm”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro nocsig4eHHs,
BK/TIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
[00aTKOBUM AaHnMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbest

CYTTEBA OLliHKa KOMMETEHTHUM OpraHom) -

3a
peyenmom

UA/11734/01/01




86

Ymosu

Homep

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

BUKOHaHHSI 3060B'A3aHb BigMnoBiAHO A0

Bionycky

peecmpayitiHo
20
nocsioYeHHs1

nignyHkTy 1.13 nyHkty 1 popatky 15 o
Mopsiaky NpoBeAEeHHS ekcnepTu3m
peecTpauiiHnx MaTepianis Ha slikapcbki
3aco6u, WO NojatTbCs Ha AePXaBHY
peecTpadito (nepepeecTpawiio), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHix MaTepianis NpoTsrom aii
peecTpauiiiHOro NocBigYeHHs1, 3aTBEPAKEHOT0
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

UA/15576/01/01

105.

IPUHOTEKAHY
rAPOX/TIOPUA,

KOHLeHTpaT Ans
pO34uHy ans iHgysili, 20
mr/mn, no 2 mn abo no 5
My dhakoHax; no 1
h1akoHy Yy 3amnobixHil
NAacTMKOBIN KOpobLi Ta
y nautli 3 KapToHYy

AT "Jlekxim-XapkiB"

Ykpaina

AT "Nexxim-
Xapkis", YkpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk

ipMn-B1pobHUKa
Ksiny
dapmaueyTikan
(XaiiHaHb) Ko.,
Ntp., Kutaid)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu 1l TUny - 3MiHK Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
BK/IIOYaK0UM MnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM A@HVMK, L0 MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm)
BukoHaHHSs 3060B'A3aHb BIAMOBIAHO A0
nianyHkty 1.8.2 nyHkTy 1.8 pogatky 5 go
MopsiaKy NPoBEeAEHHS eKCnepTu3m
peecTpauifiHMx MaTepianis Ha Nikapcbki
3acobu, Lo NoAaloTbCA Ha AepXasHy
peecTpaduito (nepepeecTpaLiio), a Takox
eKcnepTn3n marepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTarom aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:

3a
peyenmom

3a

UA/6822/01/01

106.

KANBLIIO XNOPUA-
JAPHULA

PO34uH ANs iH'ekuiid, 100
mr/mn, no 5 mn abo no
10 mn B amnyni; no 5
amnyn y KOHTYPHIi
YapyHKOBIl yrnakoBLi, No
2 KOHTYpPHI YapyHKOBI
ynakoBKM B naulLl

MpAT
"PapmaueBTnyHa
ipma "dapHnus”

YKpaiHa

MpAT
"®GapmaLieBThyHA
ipma "dapHnus”

YKpaiHa

3MiHu Il TUny - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) [0 3060B'A3aHbL Ta
YMOB BUAaui peecTpauiiiHoro nocsig4eHHs,
BK/tOYatoun MnaH ynpasniHHA pusnvkamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBUMMU
[0[AaTKOBUM JaHuMK, L0 MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbK1 BUMaraeTbCs
CyTTEBAa OLliHKa KOMMETEHTHUM OpraHom) -
BnkoHaHHA 30608B'A3aHb BiANOBIAHO A0
nignyHKTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY

2 nofatky 15 no Mopsiaky npoBefeHHs

peyenmom
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

eKcnepTu3n peecTpauiliHnx MaTepianis Ha

nikapcbki 3acobu, Lo NOAAITLCA Ha AepXaBHy

peecTpadito (nepepeecTpavito), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHS 3MiH 40

peecTpaLiiHix MaTepianis NpoTsarom aii
peecTpauiiiHOro NocBigYeHHs1, 3aTBEPAKEHOr0

Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460).

107.

KAHECMOP® HABIP

Ma3b [/159 30BHILLHBOr0
3acTocyBaHHs, no 10 ry
Ty6i 3i CMyXKamu
BOAOCTINKOrO niactTupy
Ne 15, ckpebkom ans
HirTiB Ne 1 y kopob6uji

Baiiep KoHcblomep
Kep Al

LLiseiiuapis

Bupo6HuK
NPOMIXHOI CyMiLLli:
Baliep Arl,
HimeuunHa;
Bupo6Huk in-bulk;
nepBuHHE Ta
BTOPVIHHE
nakyBaHHS;
KOHTPO/Ib SIKOCTI;
BUPOGHUK,
BiANoBigabHUIA 3a
BUMYCK Cepii:
KepH ®apma C.J1.,
Icnanis;
[opaTkosi
BMPOGHWKM ANs
cTafjii BTOPUHHOIO
nakyBaHHs
roToBOro
NPOAYKTY:
Ciceam, C.A,,
IcnaHis;
Hosadpapm N1AB,
C.N., IcnaHis;
Na6opaTtopi
dyHaauio JAY,
Icnanis

HimeuunHa/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu micus
NPOBaPKEHHS AiSNIbHOCTI BUPO6HUKA
(BKKOUatoUM, 3a HeOb6XiAHOCTI, Micue
NpOBeLEHHS KOHTPO/IO SKOCTI), ab0 BnacHuka
MacTep-caiina Ha A®l, abo noctavanbHMKa
Adl/BuxigHOro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCA Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BianoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHUKA HOBOT A0MOMIKHOI
PEeYoBUHM (SKLLO 3a3HAYEHO Y A0CbE) - 3MiHa
Ha3Bu BUpo6HMKa Ad| bihoHasony 3 Bayer
Pharma AG, Germany Ha Bayer AG, Germany,
6e3 3MiHn Micua BUpobHULTBa. 3MiHW | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLsa NPOBaMXEHHS OisNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro MikapcbKoro
3aco0y, BKII0YAKUN AifTbHNL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/TIO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNIOPTEP, HEe BK/THOYAKUM BUMYCK
cepiid) - 3miHa Ha3BM BUPOBHUKA NPOMIKHOI
cymiwi 3 Bayer Pharma AG, Germany (baiiep
dapma Arl’, HimeuunHa) Ha Bayer AG, Germany
(Baiiep Al, HimeuunHa), 6e3 3MiHu MicLs
BMPOGHMLTBA. 3MiHW | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha A®l, abo
BVXigHWIA/NPOMIKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTHCS Yy NpoLeci BUPO6HMLTBA
A®| (onoBHEHHA creumdikalii HOBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPO6YBaHHS) - MpuBeAeHHs cnevudikauii

BXIIHOr0 KOHTPO/I0 6idhOHA30/1y 3a NOKA3HUKOM

bes
peuenma

UA/6241/01/01




88

Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
«MikpobiosioriyHa YmcToTa» y BignoBIgHICTb
BuMor EP. 3miHu | Tuny - 3miHK 3 akocTi. AdI.

BXi,qHOFO KOHTPOJ110 Ce4YOBUHN 3a NOKa3sHUKOM

hapmakonei/moHorpadii. MogaHHsA HoBOro a6o

KoHTponb A®l. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha A®l, abo
BVXiAHVIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCS Yy NpoLeci BUPO6HMLTBA
A®| (gonoBHEHHA creumndikaii HoBUM
NOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPO6YBaHHSA) - MpuBeAeHHs cnevudikauii

«MikpobionoriyHa ynctoTa» y BiANOBIAHICTb
BuMor EP. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l' E-cepTudikat
BiANOBIAHOCTI EBPONEChKIl

OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BiAnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BUXiAHOro Marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCSA Y
BUPOOHULTBI A®I; Ana AONOMDKHOT peyoBUHA
(cepTudhikaT BignoBigHOCTI EBponelickkiii
hapmakonei) - OHOBeHUIA cepTudikat Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - MogaHHA

OHOBJ/IEHOTO cepTudikaTy BifNOBIAHOCTI
€Bponelicbkoi hapmakonei Ne RO-CEP 2012-
241-Rev 01 Big BMpo6HUKa APl GichoHazony
Erregierre S.p.A., Italy. Ak Hacnigok, 3MiHn fo
cneuudikauii Ta MeTOAiB BXiAHOrO KOHTPO/IHO
Ad| 3a NOKa3HNKOM «3a/IMLLIKOBA Ki/TbKiCTb
OpraHiYHMX PO3YMHHUKIB» Ta YTOUHEHHS LLOA0
nepiofy NOBTOPHMX BUNPOGYBaHb Ta YMOB
36epiraHHa A®I. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
hapmakonei/moHorpadii. MogaHHsA HoBOro a6o
OHOBJ/IEHOrO cepTudhikaTa BigNoBigHOCTI abo
BW/TyYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans
BUXiAHOrO Marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOOHULTBI A®I; Ana AONOMDKHOT peyoBUHA
(cepTuchikaT BignoBigHOCTI EBponeiickkiii
thapmakonei) - Houii cepTudikaT Big, HOBOro
BMPOGHMKA (3aMiHa ab0 JOMOBHEHHS) -

MofaHHsA HOBOroO cepTudikaty BiANOBIAHOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

€Bponelicbkoi hapmakonei Ne RO-CEP 2011-
045-Rev 01 Bif BMpO6HMKa cevyoBmHa Merck
KGaA, Germany. Sk HacnifoK, yTOYHEHHS
nepiofy NOBTOPHMX BUNPOGYBaHb Ta YMOB
36epiraHHa Adl.
3miHu | TMny - 3miHm 3 AkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat BignosigHocTi
€Bponeiicbkiii hapmakonei/moHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOrO cepTudiikatTa
BiANOBIAHOCTI 260 BUMYyYEHHs cepTudikata
BiNOBIAHOCTI €Bponelickkili hapmakonei: ans
A®l; gns BuxigHoro
MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OOMOMIHOT peyoBrHY (cepTuddikat
BiANoBiAHOCTI EBponelickbkiit hapmakonei) -
HoBwii cepTudikar Big HOBOro BUPOGHMKa
(3amiHa abo fOMOBHEHHS) - MNogaHHSA HOBOTO
cepTudikaTy BignoBigHOCTI €EBponeiicbKol
apmakonei Ne RO-CEP 2012-241-Rev 00 Big,
HoBoro Bupo6Huka A®| bichoHason Erregierre
S.p.A,, Italy.

108.

KBAZPOLEE®®

MOPOLLOK A4/151 PO34NHY
ansiHekuiinolry
donakoHi Ne 1

MAT
"Knismegnpenapar”

YkpaiHa

MAT
"KvuiBmegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
3aTBepKeHHA KOPOTKOT XapaKTepucTUKm
NiKapcbKoro 3acoby

3a
peyerimom

UA/11759/01/01

109.

KETOPO/

TabneTkn, BKpUTI
NAiBKOBOK 060/10HKOHO,
no 10 mr no 10 Tabnetok
y 6nicTepi; no 2
6nictepn y nauui

A-p Pepai'c
Nabopatopic /Tg,

IHais

O-p Peapi'c
Nab6opatopic /Ta,
Brpo6Hmya
OinbHUuS - 11

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TURy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs ab0 3MiHM [0 y3araibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBeAeHHs
y3arasibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBigasnibHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6y,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-daiina
cuctemn chapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBiAaIbHOI 3a
3AiicHeHHs hapMakoHarnagy: NponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0cobu,

3a
peyenmom

UA/2566/02/01
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BiANOBIAa/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsagy
110. | KIPUH MOPOLLIOK 4151 CyCneH3ii Mepnokemi 1T/, Kinp Mepnokemi 1T/, Kinp/ ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/6669/01/01
ans iH'ekuii no 2r; 1 (AMNynbHUIA BUMPABIEHHS TEXHIYHOT NOMUKM Y MeTofax peyenmom
h1aKOH 3 MOPOLLUKOM Y IH eKUiiHni KOHTPO/I0 AKOCTI NpU NepeHeceHHi iHdopmadii
KOMM/IEKTI 3 3aBog), Kinp; marepianiB peecTpauiiHoro fgocke (po3ginu
PO3UYMHHMKOM MO 3,2 M NabopaTtopio 3.2.P.5.1-2), a came y KpUTepiAX NPUAHATHOCTI
B amnyni ITaniaHo Biokimiko y cneyudikavii Ta MeToaax KOHTPO/IO 3a
(bakTepiocTaTMyHa BoAa dapmacbloTiko nokasHukom «Cynbgatn»: 6yno 3a3HavyeHo
Ans iH'ekuili 3 Nizadhapma «OnasnecueHLms UCNbITyeMOro pactsopa He
6EH31N0BUM CIMPTOM, 9 C.N.A,, Itania [0/KHA NpeBbIWaTh onasiecueHUmMIo aTasioHa»
mr/mn) y 6nictepi; no 1 LLIO He BiAMoBifa€e OpWriHa/IbHIN JOKyMeHTaLil
6nictepy B KOpPoO6L (3aTBepaxXeHili npu peecTpalLii) «PacTBop He
[O/DKEH MyTHETb nocre npubasneHus
pacTeopa 6apus xnopuga»; Ta 3a NokasHUKOM
«KanbLiii»: 6yno 3a3HaveHo «OnanecLeHums
MCMbITYEMOr0 pacTBopa He JOJ/hKHA NpeBblluaTh
onanecueHLMio aTasIoHa» WO He BiAnosigae
opuriHanbHi OoKyMeHTaLiil (3aTBepaKeHiii npu
peecTpauii) «PacTBop He fO/MKEH MyTHETb
nocne npubasfieHns pacTBopa aMMOHWSA
okcanara»
111. | KNEKCAH® pO34nH ANs iH'ekuin, 10 TOB "CaHodi- YkpaiHa CAHO®I ®paHuisa BHECEHHS 3MiH 40 peecTpaLiiniHux maTepiasiis: 3a UA/7181/01/01
000 aHTK-Xa MO/1 mn, ABeHTIC YKpaiHa" BIHTPOMN 3MiHM | TUNY - 3MiHa Ha3BY BUPOGHMKA BUXIAHOI peyenmom
Ne 2: no 0,8 My IHOACTPIA cupoBuHK ansa APl MenapuHy HaTpito 3

LUNPUL-A03i i3 3aXMCHOI0
CMCTEMOIO FO/IKM, No 2
Lnpuy-A03u y énictepi,
no 1 6nictepy B
KapTOHHI KopooLi

«OpraHoH», HigepnaHaun Ha «AcneH Occ B.B.»,
HigepnaHaw; 3miHu | Tuny - 3miHa y MmeTogax
BMNpo6yBaHHA APl abo BUXigHOrO
mMarepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa AdI
(iHWi 3miHWM y MeTofax BUNPOGYBaHHS
(BKNtOYarOUM 3aMiHy abo [onoBHeHHS) APl abo
BVIXiIHOTr0/MPOMDKHOr0 MPOAYKTY); 3MiHu | TUny
- 3MiHa nepiogy NOBTOPHMX
BMNpo6yBaHb/nepiogy 36epiraHHa abo yMoB
36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPMKEHOMY [OCLE cepTudikaTa
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei, Lo
BK/IIOYAE Mepiog, NOBTOPHOTO BUNPOGYBaHHS) -
3amiHa B TepMiHi 36epiraHHs BUXigHOro
matepiany ans A®l lenapviHy HaTpito, «nepiog
NOBTOPHOrO BUNPOOYBaHHSA: 36 MicALiB»
3aMiHEHO Ha «TepMiH 36epiraHHs: 36 MicsLiB»;
3MiHM | TUMY - OHOBNEHHS iHchopmai "OuiHka
6e3nekn CTOPOHHIX areHTiB" (po3ain 3.2.A.2)
(3amiHa 3acTapinvx AoCNifpKeHb, NOB'A3aHNX 3
eTanamy BUPOGHULTBA Ta CTOPOHHIMU
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areHTamu, Npo AKi BXe NoBigomMIa10ca B
[0CbE) - 6e3 3MIHM OLHKN PU3KKY; 3MiHW | TUny
- NpMBeAeHHs cnevudikauii BUXigHOT CMPOBUHMN
ons A®l uncToro renapuiHy HaTpio y
BIANOBIAHICTb A0 Ajtoyoro BugaHHa EP; 3minum Il
TMNY - BIPOBaKEHHA aflbTepHaTUBHOIO
npouecy BUPOGHULTBA BUXIAHOIO MaTepiany
ana A®| FenapuHy HaTpilo Ha BUPOBHMYIi
AinbHUUi CaHodi Wimi Mnopmens
112. KNIMAKT-XEE/Nb Tabnetku no 50 Bionoriwe HimeuunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/2945/01/01
TabneToK y KoHTelHepi, Xaiinemitrens Xavinemitrens 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKUYaum peyenma
no 1 KoHTelHepy y Xeenb Mv6X Xeenb M'M6X JianasoH po3Mmipy cepii) roToBOro slikapcbKoro
KOpobLi 3 KapTOHY 3acoby. 3anponoHoBaHo: [liana3oH po3Mipy
cepii — Big, 30 kr go 410 kr (30,2 kr, 101 kr, 201
Kr, 402 Kr)
113. KONMICTUH ANBOTEH MOPOLLOK A/19 PO3UNHY AnsoreH IMNKo NMokcembypr Kcennia [JaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15525/01/01
01851 iH'eKUin abo iHDY3ii C.ap.n. dapmacbioTikasnc 3MiHu |l TMRy - 3MiHa Y NEPBUHHIN ynakoBLi peyenmom
no 1 000 000 MO no 1 AnC rOTOBOrO J1iKapCbKOro 3acoby - BHECEHHS 3MiH
a60 10 cpnakoHiB 3 [0 MaTepianiB peecTpauiiiHoro focke p.
MOPOLLKOM B KapTOHHIiA 3.2.P.7. Cucrema
nauui KOHTeliHep/3aKynoploBa/ibHW 3aci6: 3aMiHa
CW/IKOHI30BaHOI NPo6KM 3 X10p6YTUIEHOBOT
ryM1 BUHHO-YEPBOHOIO KOJbOpY TUMy «1017
PH701/40/OW/BVHHO 4epBOHMIA (Mo3uuii 6531)
Ha CUMIKOHI30BaHy NpobKy 3 X/10p6yTNAEHOBOT
rymu ciporo Konbopy Tuny «1071
4432/50/cipuii» (no3uyis Ne 6533) 3i
3MEHLLUEHO MPOBIAHICTIO BOAU
114. KONICTUH ANNBOTEH NMOPOLLOK AJ/15 PO3UUHY AnBoreH IMNKo Jlokcembypr Kcennia [anis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis: 3a UA/15525/01/02
ANs iH'ekuUili abo iHdy3iit C.ap.n. dapmacbioTikasc 3MiHu Il TUny - 3MiHa y NEepPBUHHINA ynakoBLi peuyenmom
no 2 000 000 MO no 1 AnC rOTOBOrO /1iKapCbKOro 3ac00y - BHECEHHS 3MiH
a60 10 chriakoHiB 3 [0 MaTepiasiiB peecTpauiiHoro fockeE p.
NMOPOLLKOM B KapTOHHIlA 3.2.P.7. Cucrema
nauui KOHTeliHep/3aKkynoptoBasibHWI 3aci6: 3aMiHa
CW/TIKOHI30BaHOI NPO6KM 3 X/I0pOYTUIEHOBOT
ryMu BUHHO-4E€PBOHOr0 KONbOpPy Tuny «1017
PH701/40/OW/BWHHO YepBoHUii (No3uLii 6531)
Ha CU/iIKOHI30BaHy NMPO6Ky 3 X/1I0pOYTUIEHOBOT
rymMu ciporo konbopy tuny «1071
4432/50/cipuii» (no3muis Ne 6533) 3i
3MEHLUEHO MPOBIAHICTIO BOAU
115. KOPBITO/1® 100 Tabnetkn no 100 mr Ne BEPNIH-XEMI Al HimeyunHa BUPOBHUK, LLIO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/3124/01/01
30 (10x3), Ne 50 (10x5) BUKOHYE 3MiHM | TUNy - 3MiHa y TepMmiHax npugaTHocCTi peyenmom
y 6nictepax BMPOGHMLTBO ab0 ymoBax 36epiraHHs roTOBOrO JTiKapCbKoro

npenaparty "in
bulk", KOHTpO/b
cepii: BEP/1IH-

3acoby - 3MiHa yMOB 36epiraHHs roTOBOro
nNiKapcbKoro 3acoby, 3aTBepapKeHo: 36epiratu
npu TemnepaTtypi He Buuie 30°C,
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XEMI A, 3anponoHoBaHo: 36epiratn Npy Temneparypi He
HimeyuunHa; BuLe 25 °C. BBefieHHS 3MiH NpoTArom 3-x
BMPOGHWK, LLIO MiICALIB MiCNA 3aTBEPKEHHS; 3MiHM | Tumy -
BUKOHYE KiHL|eBe 3MiHW BUNPOGYBaHb abo AOMyCTUMMX MEX,
nakyBaHHs: BCTaAHOB/IEHUX Y cneuudikauisx, nig vyac
MeHapiHi-®oH BMPOGHMLITBA FOTOBOTO J1iKapCbKOro 3acoby -
XengeH Mm6X, 3MiHW JOMNYCTUMUX MEX, BCTAHOB/IEHUX Mif, Yac
HimeuuunHa; BMPOBGHMLTBA FOTOBOrO NiKapCbKOro 3acoby
BMPOGHWK, LLIO BiANOBIAHO Bastigauii npoLecy; 3MiHN
BUKOHYE KiHL|eBe [0MNyCTUMUX MEeX, BCTAHOB/IEHWX Mif, yac
nakyBaHHs, BMPOOHULITBA rOTOBOrO NiKapCbKoro 3acoby B
KOHTPO/b Ta npoLeci rpaHynsAyii 3a n. "3amwkosa
BMNYCK cepil: BOJIOTICTb"; 3MiHU | TUMY - NOAAHHS OHOB/IEHOrO
BEPNIIH-XEMI AT, CEP Big, BXe 3aTBep)xeHoro BnpobHvika Ad|
HimeuunHa (Microsin S.R.L) (meTonponony TapTpar),
3anponoHoBaHo: R1-CEP 2010-138-Rev 00;
3MiHM | TUNY - 3MiHW Y BUPOBHNLTBI - OHOB/IEHO
po3gin 3.2.P.3.5 npouec Banigauji, wo
NPOBOANTLCA HA TPbOX BUPOBHUUNX CEPIsiX.
BBeaeHHs pefakLiiiHoT npaBku f0 Po3Mipy
cepii roToBOro /likapcbKoro 3acoby
116. KOPBITON® 50 Tabnetkun no 50 mr Ne 30 BEPNIH-XEMI Al HimeuunHa BUPOBHUK, LLIO HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/3124/01/02
(10x3), Ne 50 (10x5) y BUKOHYE 3MiHM | TURy - 3MiHa y TepmiHax npugaTHocTi peyenmom
6nicTepax BMPOGHMLTBO ab0 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKoro
npenaparty "in 3acoby - 3MiHa YMOB 36epiraHHs rOTOBOro
bulk", KOHTpO/b NiKapcbKoro 3acoby, 3aTBepaKeHo: 36epiratu
cepii: BEPJIH- npu Temnepatypi He BuLle 30°C,
XEMI A, 3anponoHoBaHo: 36epiratu Npu Temneparypi He
HimeyuunHa; BuLe 25 °C. BBeeHHS 3MiH NpoTArom 3-x
BMPOGHWK, LLO MiCALIB MiCNA 3aTBEPKEHHS; 3MiHM | Tumy -
BUKOHYE KiHLIeBe 3MiHM BUNPO6yBaHb abo AOMYCTUMUX MEX,
nakyBaHHs: BCTaAHOB/IEHUX Y cneyudikauisx, nig vyac
MeHapiHi-®oH BMPOGHMLITBA rOTOBOTO JliKapCbKOro 3acoby -
XengeH Mm6X, 3MiHW JONYCTUMUX MEX, BCTAHOBMEHWX Mg, Yac
HimeuumnHa; BMPOOHULITBA FOTOBOrO NiKapCbKoro 3acoby B
BMPOGHWK, LLO npoteci rpaHynAyi 3a n. "3amwkosa
BUKOHYE KiHL|eBe BOJIONICTb"; 3MiHW | TUMY - NOAAHHSA OHOB/IEHOTO
nakyBaHHs, CEP Big, BXe 3aTBep)xeHoro BnpobHuka Ad|
KOHTpPO/b Ta (Microsin S.R.L) (meTonponony TapTpar),
BMNYCK cepil: 3anponoHoBaHo: R1-CEP 2010-138-Rev 00;
BEPNIH-XEMI AT, 3MiHM | TUNY - 3MiHW Y BUPOBGHWLTBI - OHOB/IEHO
HimeuunHa po3gin 3.2.P.3.5 npouec Banigauji, Wwo
NPOBOANTLCA HA TPbOX BUPOBGHUUNX CEPIsiX.
BBefeHHs pefakuiiHoi npaskn A0 pO3Mipy
cepii roToBOro JlikapcbKoro 3acoby
117. KPAN/I BI4 KALLUIHO Kpanni opasibHi, pO34unH ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/15904/01/01
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dhnakoHi, ykynopeHomy BiANOBIA&/IbHICTIO BiANOBif&/bHICTIO 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
npoo6Kot- "®apmMaLeBTNyYHa "®GapmaLeBThyHa BHeceHHsA abo 3miHa(1) Ao 3060B'A3aHb Ta
KpanenbHuueto; no 1 thipma "Beprekc" thipma "Beprekc" YMOB BMAaui peecTpauiiiHoro noceig4eHHs,
hN1akoHy y KopooLii 3 (BUPOBHMLTBO 3 BKOYatoun MNnaH ynpasniHHA pusnkamu
KapToHy npoaykuii in bulk (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
TosapucTsa 3 noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
06MeXeHOI0 [00aTKOBUM AaHVMK, WO MaloTb HagaBaTucs
BiANOBIA&NbHICTIO KOMMETEHTHUM OpraHoM, OCKifIbK1 BUMaraeTbCcs
"dapmaveBTnyHa CyTTEBA OL{iHKA KOMMETEHTHUM OPraHom) -
KOMNaHis BrkoHaHHSA 3060B'A3aHb BiAMNOBIAHO A0
"3p0pos s, nianyHkty 1.8.2 nyHkty 1.8 pogatky 5 fo
YkpaiHa) Mopaaky NpoBeAeHHA ekcnepTusn
peecTpauiiHnx MaTepianis Ha slikapcbki
3aco6u, WO NoJatTbCsA Ha AePXaBHy
peecTpadito (nepepeecTpavito), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHix MaTepianis NpoTsrom aii
peecTpauiiHOro NocBig4eHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
118. | IA®EPOBIOH Kpanni HazanbHi Mo TOB "®3" YkpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiaslis: 6e3 UA/13779/02/01
100000 MO/mn; no 5 mn BIODAPMA" BIO®APMA" 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peuenma
y thnakoHi, roTOBOrO liKapCbKOro 3acoby
3aKynopeHomy
MiKpOA03aTOPOM-
KpanesibHuueto, no 1
hnakoHy y nauui 3
KapToHy
119. | NAPEPOBIOH cnpeli HaszanbHUIA No TOB "$3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepianis: 6e3 UA/13779/03/01
100000 MO/mn no 5 mn "BIO®APMA" "BIODAPMA" 3MiHM | TNy - 3MiHa y MeToAax BUNpobyBaHHS peyenma
y thnakoHi, roTOBOrO NikapCbKOro 3acoby
3aKynopeHomy
MiKPOA03aTOPOM-
posnunoBayem; no 1
dhnakoHy y nayui 3
KapTOHY
120. NAD®EPOMAKC cynosuTopii no 3 000 TOB "$3 YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/13779/01/04
000 MO; no 3 "BIODAPMA" "Biochapma”, 3MiHKM | TUMY - 3MiHa Yy MeToAax BUNpobyBaHHS peuyenmom
cynosutopiino 1ry YkpaiHa; TOB "3 rOTOBOrO J1ikapCbKOro 3acoby - 3MiHW y
KOHTYPHIlA YapyHKOBIlA "Biohapma”, MeTofax BunpobysaHb 3a T."MikpobionoriyHa
ynakoBui; no 1 Ykpaina ynucToTa" BignoBigHoO Bumor oY

KOHTYPHIli YapyHKOBIi
ynakoBLi B nauii 3
KapToHy; no 5
cynosuTtopiiB no 1 ry
KOHTYPHIlA YapyHKOBIlA
ynakoBLi; no 1 abo no 2
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KOHTYPHIi YapyHKOBI
yNakoBKM B nauuj 3
KapTOHY
121. | NTA®EPOMAKC cynosuTopii no 1 000 TOB "$3 YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13779/01/03
000 MO; no 3 "BIODAPMA" "Biodhapma”, 3MiHM | TUny - 3MiHa y MeToax BMNpobyBaHHS peyenmom
cynosutopiino 1ry Ykpaina; TOB "®3 rOTOBOrO J1iKapCbKOro 3acoby - 3MiHW y
KOHTYPHIli YapyHKOBI "Biochapma”, MeTozax BMnpobyBaHb 3a T."MikpobionoriyHa
ynakosL; no 1 Ykpaina yucToTa" BignosigHo sumor AdY
KOHTYPHIli YapyHKOBI
ynakoBLi B naui 3
KapTOHY; Nno 5
cynosutopiiBno 1ry
KOHTYPHIli YapyHKOBI
ynakosLi; no 1 a6o no 2
KOHTYPHIi YapyHKOBI
ynakoBKM B naulj 3
KapToHY
122. | NEBO®/TIOKCALUH- pO34unH aNns iHdysii, 5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/15919/01/01
AAPHNLUA mr/mn no 100 mny "®apmaLeBTuyHa "®apmaueBTuyHa 3MiHu Il TUny - 3MiHK Woao peyenmom
chnakoHi, no 1 chnakoHy thipma "lapHnua” ipma "JapHuus" 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
B nauuj BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro noceigyeHHs,
BK/tOYatoun MnaH ynpaeniHHA py3nkamu
(3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHoMm)
(B.1.11. (6) I
BnkoHaHHA 30608B'A3aHb BiANOBILHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
Mopsaky NpoBeAEeHHA ekcnepTuan
peecTpauiiHnx MaTepianis Ha fikapcbki
3acobu, L0 NoJaloTbCA Ha fiepXKaBHy
peecTpauito (nepepeecTpaw,iio), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiasis NpoTarom aii
peecTpavuiiiHOro NocBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y
pefakuii Hakasy MO3 Big 23.07.2015 Ne 460).
123. | MNIHKOMIUUHY KpUCTanivyHUiA NOPOLLIOK ToBapucTBO 3 YkpaiHa TON®OHA Kurtaii BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis: - UA/15682/01/01
rigpoxnoruj (cybcTaHuis) y 06MexeHo PAPMACBIOTIKA 3MiHu | TUNY - NOAAHHSA OHOB/IEHOTO
noAgiliHMx BIANOBIAA/ILHICTIO N KO., NTA. cepTudikaTa Bif, y)Xe 3aTBepAXeHOro
noslieTUIEeHoBMX "®apmMaueBTNYHa BMPOOHMKA; CynyTHS 3MiHa: 3MiHW, MOB'A3aHi 3
naketax gns KoMnaHis "3go0pos'a” HEeOobXiAHICTIO NpMBEAEHHS Y BiANOBIAHICTL A0
hapMaLeBTUYHOTO MoHorpadii 4dY abo EBponeiicbkoi

3acCToCyBaHHA

chapmakonei, ab0 iHWOI HaLioHaIbHOT
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
thapmakonei gepxasu €C - nogaHHA
OHOBJ/IEHOTO cepTudikaTy BifNOBIAHOCTI
€Bponeiicbkoi hapmakonei Big 3aTBepAXeHOro
BMpOGHMKa AP, npuBeaeHHs cneuudikadii Ta
MeToZiB KOHTponto A®| Ao BUMOT AjroHoro
BMAAHHA €Bponelicbkoi hapmakonei, a came:
BUIYYEHHS MOKa3HWKa «Baxki MmeTanm»
124. | NO3AN® 100 NMOC TabneTkn, BKpUTI BiHTpon HimeuunHa CaHodpi-ABeHTIC MonbLia BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepianis: 3a UA/15308/01/01
NMiBKOBOK 060/10HKOIO, ApuHaiimiTTenb Cn. 3 0.0. 3MiHW | TUMY - NOAAHHSA OHOB/IEHOTO peyernmom
no 100/25 mr Ne 10 6X cepTudikaTa BiANOBIAHOCTI EBpONEChkili
(10x1), Ne 30 (10x3), Ne thapmakonei NeR1-CEP 2010-139-Rev 00 ans
90 (10x9): no 10 Aitoyoi pevoBrHM Losartan potassium Big Bxe
Tabnetok y 6nictepi; no 3aTBepaxeHoro Bupo6Hnka ZHEJIANG
1, 3 abo 9 bnictepis y HUAHAI PHARMACEUTICAL CO., LTD
KapTOHHI kopo6uj; Ne
15 (15x1), Ne 30 (15x2),
Ne 90 (15x6): no 15
Tabnetok y 6nictepi; no
1, 2 a6o 6 6nicTepiB y
KapTOHHI/ KopoobLi
125. | NYLUEHTIC PO34uH NS iH'ekuii, 10 Hosaptic ®apma Al LLiBeiiuapis Hosaprtic ®apma LLBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/9924/01/01
mr/mn no 0,23 mny LWTeiiH Al 3MiHKM | TUNY - 3MiHa Yy MeTogax BUNpobyBaHHS peuenmom
thnakoHi; no 1 dhnakoHy A®I| abo BuxigHOro matepiany/npPoMixXHOro
Y KOMM/IEKTi 3 FO/IKOK0 B NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
KapTOHHIA KOpooLi npoueci BupobHuuTea APl - BBEAEHHS HOBOro
NepBUHHOrO eTaSIOHHOIo CcTaHAapTy Ansa Ad|
939419, AKuiA BUKOPUCTOBYETLCA ANA
KOHTpONo A®Il. BBeieHHA 3MiH NpoTArom 3-x
MicAiLiB MicnsA 3aTBepAKEHHSA
126. | NIOKCH®EH® Kpansi O4Hi, po3ynH, 2 TOB "BAJIEAHT YkpaiHa TOB "CaHToHika" NwuTBa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/11660/01/01
Mmr/mn, no 5 mny PAPMACBIOTIKAN 3MiHU | TUNY - BUNYYEHHS anbTepHaTUBHOIO peyenmom
naswyi; no 1 naswuyi B 3" BNpPO6HMKa A®I; 3MiHK | TUMY - NOAAHHSI HOBOrO
KapTOHHIA KopooLi CEP Ha A®I Big 3aTBEpAXEHOr0 BUPOBHUKA.
3anponoHosaHo: RO-CEP 2014-331-Rev 00;
3MiHK | TNy - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeLeHHN y BiANOBIAHICTb A0 MOHOorpadii
L®Y abo €Bponeiicbkoi hapmakonei, abo
iHLWOT HauioHaTbHOT thapmakonel aepxasn €C
(3miHa y cneuundikauii HechapmakoneiiHoro Ad®I
ONA NpUBEAEHHA Y BiANOBIAHICTb [0 BUMOT
Loy abo €Bponelicbkoi hapmakonei, abo
iHWOI HauioHanbHOT dhapmakonei aepxasu €C)
127. MArHIIO CY/Ib®AT KpUcTasliyHWiA NOpPoLLIOK AT "IMKo®dapma" Yecbka TOB «MAKKO Yecbka BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: - UA/15651/01/01
FENTArIAPAT (cybeTaHuis) y Pecny6bnika OPIAHIKC» Pecny6nika 3miHu | TMny - 3miHm 3 AkocTi. CepTudikar

nanepoBux MilLkax i3
nonieTuneHosnm
NOKPUTTAM A5

BignosigHocTI/TE-cepTudpikat BignosigHocCTi
€Bponeiicbkiii hapmakonei/moHorpadii.
[MogaHHs HOBOTO abo OHOB/IEHOTO cepTudlikaTa
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

(hapmaLeBTUUHOTO
3aCTOCYBaHHS

BiANOBIAHOCTI 260 BUMyYEHHs cepTudikata
BiNOBIAHOCTI €Bponelickkili hapmakonei: ans
Adl; gns BuxigHoro
MaTepiany/peareHTy/NpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ana
[OMOMIKHOT peyoBrHK (cepTuddikat
BiANoBiAHOCTI EBponelickbkiit hapmakonei) -
HoBwii cepTudikart Big, BXe 3aTBEPAXKEHOIO
BMPOGHMKA - MOJaHHSA HOBOrO cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
RO-CEP 2016-148-Rev 00 ans pgito4oi
peyoBuHM Magnesium sulfate heptahydrate Big,
3aTBepxeHoro Bupo6Hrka MACCO
ORGANIQUES, S.R.O. 3 BignosigHumu
3MiHamMu B Ha3Bi Ta agpeci BUpobHuka Adl,
OnNCi ynakoBkW, TEPMiHY NEPEKOHTPOIO, B
cneupudikauii Ta Metogax KOHTpono AdI-
BBE/IeHHS MOKa3H1Ka «PO34YMHHICTb» Ta
BUTYYEHHS N. «Baxki MeTanu».

128.

MACTOANHOH®

Tabnetku; no 20
Tabnetok y 6nictepi; no
3 abo no 6 6nictepis y
KapTOHHI Kopoo6Li

BioHopuka CE

HimeuunHa

BioHopuka CE

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3miHu | Tvny: 3MiHn 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTogax

BMNPOOYBaHHSA rOTOBOrO /liKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BMNPOOGYBaHHS) — Yy 3B'A3KY 3 Nepernsigom
[LOKyMeHTaUii BHOCATbCS 3MiHM A0 cneuundikauii
Ta MeToAiB KOHTponto /13, a came BHECEHHS
HOMepy BepCii METOAUKN KOHTPOSI0. 3MiHK |

TMny: 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnagy (iHwi 3miHn)
3aMiHa Has3BuW po3giny «IpadiuHe 306pakeHHs
yNakoBOK» Ha «TeKCT MapKyBaHHsA». BBefeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNYy: 3MiHN 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHa roToBOro NikapCbKoro 3acoby (3miHa
B YMOBax 36epiraHHs roTOBOro NikapCbKoro
3acoby abo nicns po34YMHEHHS/BIAHOBNEHHS)
3MiHM YMOB 36€epiraHHs /13, Ha OCHOBI AaHUX
BOcnimKeHHs cTabinbHOCTI. 3MiHK | Tuny: 3MiHn
3 AKOoCTi. FoTOBMIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHoCTi
ab0 ymoBax 36epiraHHs rOTOBOrO J1iKapCbKoro
3aco006y (36i1bLUEeHHA TEPMiHY NPUAATHOCTI

rOTOBOIO JIiKapCbKOro 3acoby) - 115 Toprosoi

6e3
peyenma

UA/6239/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

ynakoBKku (MiATBEPAXKYETLCS AaHUMM
peanbHoro vacy)(b.Il.4.1.
3MiHa TepMiHy npugatHocTi 13, Ha OCHOBI
LaHuX JOCNiMKEHHS cTabiNbHOCTI.
3arBepaeHo: 3 poku; 3anpornoHOBaHO: 4 poku.
3miHu | Tvny: 3MiHn 3 sKocTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX Mex
roTOBOro Nikapcbkoro 3acoby (BUNyYeHHs
He3HayHoro nokasHuka (Hanpvknag
3aCTapifioro nokasHWKa, Takoro Ak 3anax Ta
cMak, abo ifeHTUdikaLis 6apBHYKIB Um
CMakoBUX [06aBOK)) - BUNyYEHHS 3i
cneuudikauii M3 nokasHuka «Cyxuii
3a/IMLLIOK», OCKI/TbKW AaHWUii MOKa3HNK
KOHTPO/IIOETLCA B Mpoueci BUPOBHMLTBA.

129.

MEBIIAPONIH

KpucTaniyHWin NopoLIoK
(cybeTaHuis) y milkax
nonieTMNeHoBnx Ans
BMPOGHMLTBA
HecTepuIbHNX
nikapcbknx hopm

ToBapucTBO 3
06MexeHot
BiANOBIAANbHICTIO
"OAPMXIM"

Ykpaina

ToBapucTBO 3
obmexeHoo
BiANOBIAANbHICTIO
"®APMXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BnacHviKa peecTpauiiHoro noceig4yeHHs) 3MmiHa
agpecu 3asaBHuKa. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa (BKIKOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBefEeHHSA KOHTPOJII0 AKOCTI), abo
BNnacHuka macTep-taiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoOMKHOr0 NPOAYKTY, L0
3aCcTOCOBYIOTbCH Y BUPOOHMLTBI ADI (SKLLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTucpikata BianoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakKeHoMy
[ocbe, abo BUPOOHUKA HOBOI AOMOMIKXHOI
PEYOBUHM (SKLLO 3a3HAYEHO Y AOCbE) 3MiHA
afpecy BUpPOGHWKa, 6e3 3MiHW Micus
BUPOGHMLUTBA

UA/5980/01/01

130.

MEAO®/TIOKOH

Kancynu no 50 mr no 7
Kancyn y 6nictepi; no 1
6nicTepy B KAPTOHHIi
Kopoo6ui

Mepokemi T/,

Kinp

Mepokemi T/,
(UeHTpanbHuii
3aBop)

Kinp

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHu 1l TUny - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.
BHeceHHA abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB Buaui peecTpauiiiHoro nocBig4yeHHs,
BK/IIOYaK0UM MNaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[00aTKOBUM A@HVMK, L0 MaloTb HajaBaTmcs
KOMMETEHTHVMM OpraHoM, OCKi/IbKM BUMaraeTbCcs

3a
peyerimom

UA/7001/01/01
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Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Bionycky

Ymosu

peecmpayitiHo

Homep

20

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

CYTTEBA OLjiHKA KOMMNETEHTHM OpPraHoM)
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0

nocBi04YeHHs1

Kinp

Megokemi NT/,

Kinp

nianyHkTy 2.3 NyHKTY 2 goaatky 15 go Mopsgky
NpoBefeHHA excnepTu3y peectpaLiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha filepXasHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTusu
marepianis Npo BHECEHHS 3MiH 1O
peecTpauiiHux MaTepiasis NpoTArom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
3MiHV BHeCeHi [0 IHCTPYKLiT y po3ain
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar” 3rigHo 3 iHdhopmadieto
oo 6e3neku Aitoyoi pevyoBuHU. BeeaeHHs
3MiH NpoTArom 3-X MicALiB Nicna 3aTBepAXeHHs
BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis:
3MiHu Il TUny - 3MiHK Woao

6e3
peyenma

UA/7001/01/02

131.

MEAO®/TIOKOH

Kancynu no 150 mr no 1
Kancyni B 6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

Megokemi NT/,

TOB "340PABO"

Ykpaina

(LeHTpanbHuii
3aBog)

MpAT "TexHonor"

YKpaiHa

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
BK/OYatoun MnaH ynpaeniHHA py3nkamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[AaTKOBUM JaHUMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OLLiHKA KOMMETEHTHUM OpPraHoMm)
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkTy 2.3 NyHKTY 2 goaatky 15 go Mopsgky
NpoBefeHHA excnepTu3u peecTpauiiHnx
marepianis Ha nikapcbki 3acobwm, Lo
noAaloTbCA Ha iepXaBHy peecTpadiiio
(nepepeecTpauito), a Takox ekcnepTusu
mMartepianis NPo BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
3MiHM BHECEHI 10 IHCTPYKLIi y po3ain
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpyaar” 3rigHo 3 iHdhopmadieto
oo 6e3neku Aitoyoi pevoBuHU. BeeaeHHs
3MiH NpoTArom 3-X MicsALiB Nicns 3aTBEPAKEHHS
BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:

3a
peyenmom

UA/4971/02/01

3MiHM | TMNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa

132.

MEKCUKOP®

Kancynu no 100 mr, no
10 kancyn y 6nictepi; no

2 bnictepu B nauui 3

HaliMeHyBaHHs Ta/abo agpecu micus
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapToHy

NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3ac00y, BK/II0YAKUN AifTbHNL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/TO AKOCTI.
(AisnbHIiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNIOpTEp, BK/IOYAKUM BUMYCK Cepiii)
3MiHa agpecu BUpo6HuKa /13, 6e3 3MiHW MicLsA
BMPOGHMLTBA:
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
(iHLLT 3MiHW)

OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby.

133.

METOTPEKCAT-TEBA

pO3unH N4 iH'ekuin, 100
mr/mn, o 10 mny
donakoHi; no 1 dpakoHy
B KOPOO6Li

TeBa
dapmaueBTikan
IHpacTpi3 NTa.

I3painb

dapmaxewmi b.B.

Higepnangn

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHW | TURY - 3MiHW 80 IHCTPYKUIiT Ans
MeAMYHOro 3aCTOCYBaHHSA y Po34inu:

"MpoTunoka3aHHs", "B3aeMogis 3 iHLWMMK
nikapcbkMun 3acobamu Ta iHWi BUau
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "34atHicTe BN/MBaTh Ha
LWIBUAKICTb peakuii npu kepyBaHHi

ABTOTPaAHCMOPTOM ab0 iHLWMMU MeXaHiamamu',

"Cnoci6 3acTocyBaHHS Ta fo3un" (iHhopmauis 3

6esneku), "OiTn", "MepenosysBaHHsA", "Mo6iYHI

peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaL;i 3
6e3nekun 4ikyoi pevyoBUHU

3a
peyerimom

UA/0818/01/02

134.

ME®EHAMIHOBA
KUCNOTA-AAPHNUA

Tabnetkun no 500 mr, no
10 TabneToK y KOHTYpHIl
YapyHKOBIll yrMakoBLi; No
2 KOHTYpPHI YapyHKOBI
yMakoBKM B nauLli

MpAT
"PapmaueBTuyHa
ipma "dapHnus”

YKpaiHa

MpAT
"®GapmaLieBThyHA
hipma "dapHnus”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro nocsig4eHHs,
BK/tOYatoun MnaH ynpasniHHA pusvkamm
(3acTocyBaHHs 3MiH(M), Siki(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBUMMU
[0[aTKOBUM JaHuMK, L0 MatoTb HagasaTucs
KOMMETEHTHUM OpraHoM, OCKifIbk1 BUMaraeTbCs
CyTTEBAa OLliHKa KOMMETEHTHUM OpraHom) -
BnkoHaHHA 30608B'A3aHb BiANOBILHO A0
nignyHKTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 fo Mopsiaky npoBefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha
nikapcbki 3ac06u, L0 NoAATLCA Ha AePXaBHY
peecTpauito (nepepeecTpaw,iio), a Takox
eKkcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH [0
peecTpauiiiHux maTepiasis NpoTarom aii
peecTpaLiiiHOro NocBigYEHHs, 3aTBEPAKEHOIO

6e3
peuyenma

UA/7015/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).

135.

MIPEHA

BHYTPILULHbOMATKOBA
cuctema 3
neBoHoprecTpesniom, 52
Mr (20 MKr/24 roguHn);
BHYTPIiLUHbOMAaTKOBA
cucTema Ta npucTpin
NS BBEEHHSA
(3anasiHnii B okpemuii
6nicTep), 3anakoBaHi B
CTEpPUNbHWIA, 3anasHnii
MiLLeYoK, Lo
NoMmiLLaeTbCS B
KapTOHHY nauky

Baiiep Oy

diHNsaHAjA

Baiiep Oy

DiHNAHAIA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
roTOBOrO MiKapCbKOro 3acoby - He3Ha4YHa 3MiHa
y 3aTBepKEHVX MeToAax BUNpobyBaHHA ANns
BM3HAYEHHS LLUBUAKOCTI BUBISIbBHEHHSA Ajto40T
pPeyoBUHMN (NEBOHOPrecTpesny) - BBEAEHHS
aHani3aTopa 3BOPOTHOr0 PO3UYNHEHHS 3
(hikcoBaHUMM NapameTpamn (LWBUAKICTb
CTPYLUYBaHHS); pefakLiliHi npaskv B MeTOAWL
BU3HAYEHHA 3a/ILLKIB €TUIEHOKCUAY; 3MiHN |
TUny - 3MiHW Y Npoueci BUPOOHULITBA rOTOBOIO
niKapcbKoro 3acoby, BK/AOUAUMN NPOMDKHUM
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI
rOTOBOrO JIiKapCbKOro 3acoby - 3MiHM y NpoLeci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby -
BBE/leHHS a/lbTePHATVMBHOIO CTepui3aTopa Ha
BMPOGHUUIl AinbHULI "Baliep OR" gns
cTepunisauii etnneHokeugom (EO 3P1)
roTOBOro NPOAYKTY NiCNsA nakyBaHHA B
NepBUHHY YNakoBKy; 3MiHW | Tuny - 3MiHK
BMNpobyBaHb abo JOMYCTUMUX MEX,
BCTAHOBJIEHVX Y cneuudikauisx, nig vac
BMPOBHMLTBA FOTOBOrO NiKapCbKoro 3acoby -
BBEAEHO 3MiHV BMNpo6yBaHb Mg, vyac
BMPOGHMYOro Mpouecy - AoAaHo iHchopmaLito
Npo MOHITOPYHT MpoLeciB Ha eTani nicns
06po6ku (4ac, Temnepartypa); - 6inbLu
[JeTasIbHO onvcaHa YyacToTa nNepesipoK Ta YiTko
BM3HA4YeHi BUMOIY [J0 BUMIPIOBAHHSA MOKa3HUKIB
B PEXUMI peanbHOro yacy Ta 34jiACHEHHS
BCEBIYHOro KOHTPO/IIO; - OKPEMO BUKNAAEHI
BiJOMOCTI Npo NapameTpu CTepPUSIbHOCTI
6ioiHAMKaTOpIB Ta NapameTpu LMKy, BHECEHI
[aHi Npo KpuTepii NPUIAHATHOCTI AN
CTepuW/IbLHOCTI GioiHAMKATOPIB; - 3MIHEHO
[OMOMDKHA peYOBMHA 3 «BOAA OUNLLEHa»
3riaHo EP/ USP» Ha «BoAa oumLieHa
Hepo3dacoBaHa («in bulk») 3rigHo EP

3a
peyenmom

UA/8614/01/01

136.

MOBEKC® KOM®OPT

TabneTkn, BKpUTI
060/10HKO0, M0 30
Tabnetok y nnsAwui; no 1
NAAWLI Y KAPTOHHIMN
ynakosLi; no 60
Tabnetok y nnsAwui; no 1
ab60 no 2 NasLwkn B

Mosi Xenc rex

LLiseiiuapis

CaBa Xesnckea
nra, Hais;
Megiton
dapmacbloTikan
nta., YropwmHa

IHgis/
YropumHa

BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasis:
3MiHY | TUNY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AinbHULL (BKIHOYaOUN
AinbHuui Ana A®l, npoMixHoOro npoaykTy abo
roTOBOrO JliKapCbKOro 3acoby, AiNbHULI Ans
NpoBefeHHSA NakyBaHHS, BUPOOHUKA,
BiNOBIAA/ILHOIO 3a BUMYCK Cepii, Micue

6e3
peyenma

UA/9817/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
KapTOHHIA ynakoBL,i; no npoBefileHHA KOHTPOIo cepii) abo
120 TabneTok y naswu; nocTavasibHvKa BUXIAHOTO Matepiasy, peareHty
no 1 nAswui y KapToHHii ab0 fONOMIXHOT pevoBMHU (SKLLO 3a3HaYeHo y
ynakoBLi [0CbE) - BUNYyYeHHS BUPOOBHMYOI AiNTbHUL
Bannec ®apmacstotikan MseT. /174, IHAis:
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPKEHHS.
137. MOBEKC® KOM®OPT TabneTkn, BKpUTI Mosi Xenc 'm6X LLiBeiLapis CaBa Xesnckea IHgis/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepianis: - UA/9818/01/01
060/10HKOH, in bulk: no N, IHais; YropuwHa 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW.
1000 Tabnetok y Megiton BunyyeHHs BUPOOGHMYOT AiNbHULL (BK/IHOYAOUN
noABIliHMX dapmacbloTikan AinbHuui Ana A®l, npomMixHoOro npoaykTy abo
noslieTUIeHoBMX Ntp., YroplwmHa roTOBOrO JliKapCbKoro 3acoby, AiNbHULI Ans
nakeTtax NpoBefeHHsA nakyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepili, Micue
NpoBefeHHS KOHTPOJIIO cepii) abo
noctavasibHUKa BUXiAHOTO MaTepiasny, peareHTty
ab0 AONOMIXXHOT PevOBMHU (SKLLO 3a3HaYeHo y
[OCbE) - BUTyYEHHS! BUPOGHWYOT AiNbHUL
Bannec ®apmacstotikan MBeT. T4, IHAia:
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUIB Micns
3aTBEPAKEHHS.
138. MOAEN/1b TIH TabneTkun, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13890/01/01
NAiBKOBOI 060/I0HKOIO, Hepo3dgracoBaHol Xopsaris 3MiHM | TUNY - NO4AHHS OHOB/IEHOTO peuyenmom
no 28 Tabnetok (24 npoaykuir, cepTudikaTa BiANOBIAHOCTI EBpONechbkili
XOBTI TabneTtkn Ta 4 6ini nepBrHHa Ta hapmakonei Ne R1-CEP 2009-181-Rev 00 ans
Tabnetkn (nnayebo)) y BTOPUHHA [it040T PEYOBVHY Bif BXe 3aTBEPAXEHOT0
6nictepi; no 1 6nictepy ynakoBKa, BMPOGHUKA, KNI 3MiHWB Ha3By, IK HACNIAOK,
pasom 3 kaneHgapem KOHTPO/b cepii: 3MiHM B cneumadikayii A®I (BuaaneHo nokasHuK
019 3aCTOCYyBaHHA B Xaynt ®apma «3a/TMLLKOBUIA PO3UUHHUK»:
KopooLi MioHcTep MmM6X, OvumeTtundopmdimig 880 ppm»»)
HimeuuunHa; no3sin
Ha BUMYCK Cepii:
MNIBA XpBartcka
0.0.0, XopBarTist
139. MOKCOIrAMA® TabneTkn, BKpUTI BbopBar ®apma HimeuunHa BUPOBHUYMBO in- dpaHuia/ BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis: 3a UA/6103/01/01
NNiBKOBOK 060JI0HKOH, v6X i Ko. KI bulk: HimeyunHa 3MiHu | TMNY - 3MiHK 3 SIKOCTI. FoTOBUIA peuyenmom
no 0,2 mr, no 10 Llenekci CAC, nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI. 3amiHa
Tabnetok y 6nictepi, no dpaHuis; ab60 BBeAEHHS 404ATKOBOI AiNbHUL
3 6nicTepu B KOPO6LYj; rnepsuHHe ma BMPOGHMLITBA A151 YaCTMHM abo BCbOro
no 25 TabneTok y BMOPUHHE BMPOGHMYOro NPoLEecy roToBoro NikapcbKoro
6nicTepi, no 2 6nictepn rakyBaHHs1, 3acoby (giibHMUSA, Ha 5Kili NPOBOAATLCS By ab-
B KOPOOL BUIYCK cepii: SIKi BUPOOHWYI cTagii, 32 BUHATKOM BUMYCKY
ApTtesaH ®apma cepili, KOHTPOSO AKOCTi, NEPBUHHOIO Ta
vm6X i Ko. KI, BTOPWUHHOTO NakyBaHHsA, 4151 HECTEPUIbHUX
HimeuuunHa nikapcbkrx 3acobiB) (3amiHa BUPOGHUYOT

AinbHuui "in bulk" Bupo6HMUTBA); 3MiHK | TURY -
3MiHM 3 iKOCTi. [0TOBWIA NiKapCcbkuii 3aci6.
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

140.

MOKCOIrAMA®

3MiHU Yy BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0NyCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM) (3MiHa YacToTu
BMNpobyBaHHA B NpoLeci BUPOOGHMLTBA); 3MiHN
| TNy - 3MiHK 3 AKOCTi. OTOBWMIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHIA
3aci6. 3MiHa nocTavyanbHVKa NaKyBasbHUX
marepianis abo KOMMIEKTYUUX (SKLLO
3a3Ha4YeHo B A0CbE) (3aMiHa abo fofaBaHHs
noctavyanbHUKa) (4o4aBaHHA nocTavyasibHUKa
nakyBas/lbHUX Matepianis); 3MiHu | TUny - 3MiHK
3 AKoCTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKyrnoptoBasibHWiA 3aci6. 3MiHa y
NEepPBUHHIN YNakoBL,i rOTOBOrO /TiKapCbKOro
3acoby (AKiCHWI Ta KinbkicHWiA cknan) - Teepai
nikapcbki hopMm (3MiHa y NepBUHHI ynakoBLi
rOTOBOrO Jlikapcbkoro 3acoby); 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib AOMOMIDKHMX peYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo JonycTUMmx
MeX AN AONOMiXHOT Pe4OBUHY (JOMOBHEHHSA
crneungikaLii HOBUM MOKA3HMKOM 3 BiZNOBIAHUM
MEeTO0M BUMPOOYBaHHS) (3MiHa NapameTpiB
cneundikauii Ta/abo fonycTuMmMx Mex ans
[OMNOMDKHOT peyoBuHM); 3MiHW | TNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIYaruu
[iana3oH po3mipy cepil) roToBOro /likapCbKoro
3aco06y (36inbweHHs 1o 10 pasiB NOpiBHSAHO i3
3aTBEPLKEHNM PO3MIPOM) (36iNbLUEHHS
pO3Mmipy cepii roToBOro NikapcbKoro 3acoby
3aTBepmxeHo: 700 000 TabneTok;
3anponoHoBaHo: 2 000 000 TabneTok); 3MiHu |
T™™Mny - 3MiHW 3 SIKOCTi. TOTOBMIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
BUPOGHMLITBA FOTOBOrO NiKapcbKoro 3acoby,
BK/THOHAI0UM NPOMIXKHWIA NPOAYKT, LU0
3aCTOCOBYETLCA MPU BUPOOHNULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOGHMLTBA) (HE3HAYHI 3MiHM Y NpoLeci
BMPOGHMLTBA (NpoLLeC rpaHynsLii) rotosoro
nikapcbKoro 3acoby)

TabneTkn, BKpUTI
NNiBKOBOI 060/I0HKOIO,
no 0,3 mr, no 10

TabneTok y 6nictepi, no

Bbopsar ®apma
v6X i Ko. KI

HimeuunHa

BUPOBHUYMBO in-
bulk:
LleHekci CAC,
PpaHuis;

PpaHuin/
HimeyuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3miHu | TUNYy - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa

abo BBeAEHHA A0AATKOBOI AibHUL

3a
peyerimom

UA/6103/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3 6nicTepu B kopobuyj;
no 25 tabneTtok y
6nictepi, no 2 6nictepn
B KOpPOO6LL

rnepsuHHe ma
BMOPUHHE
rnakysaHHsl,
BUIYCK cepii:
AptesaH ®apma
v6X i Ko. KT,
HimeuuunHa

BMPOGHMLITBA A151 YaCTMHM abo BCbOro
BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro
3aco0y (AinbHMLSA, Ha SKili NPOBOAATLCSA OyAb-
SIKi BUPOOHWYI cTagil, 32 BUHATKOM BUMYCKY
cepiii, KOHTPO/IHO AKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NaKyBaHHS, /19 HECTEPUTbHUX
nikapcbknx 3acobiB) (3aMiHa BUPOGHUYOT
AinbHuui "in bulk" Bupo6HMUTBA); 3MiHK | TURY -
3MmiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo
[0NyCTUMUX MEX, BCTAHOB/EHNX Y
cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
nikapcbKkoro 3acoby (iHwi 3MiHM) (3MiHa YacToTu
BMNpobyBaHHA B NpOLEeCi BUPOOGHMLTBA); 3MiHN
| TNy - 3MiHK 3 AKOCTi. OTOBWIA NiKapCbKWii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUIA
3aci6. 3MiHa nocTavyanbHVKa NaKyBaslbHUX
mMarepianis abo KOMMIEKTYUUX (SKLLO
3a3Ha4YeHo B A0CbE) (3aMiHa abo fofaBaHHs
noctavyanbHUKa) (4oAaBaHHA nocTavyasibHUKa
nakyBaslbHUX Matepianis); 3MiHu | TUny - 3MiHK
3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBasibHWiA 3aci6. 3MiHa y
NEepPBUHHIN yNakoBL,i rOTOBOrO /TiKapCbKOro
3acoby (AKiCHWI Ta KinbkicHWiA cknan) - Teepai
nikapcbki hopMm (3MiHa y NepBUHHI ynakoBLi
rOTOBOrO Jlikapcbkoro 3acoby); 3MiHu | Tuny -
3MmiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib AOMOMIDKHMX peYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo JonycTUMmx
MeX AN AONOMiXHOT Pe4OBUHY (JOMOBHEHHSA
crneungikaLii HOBUM MOKA3HMKOM 3 BiZNOBIAHUM
MEeTO0M BUMPOOYBaHHS) (3MiHa NapameTpiB
cneundikauii Ta/abo fonycTuMmMx Mex ans
[ONOMDKHOT peyoBuHM); 3MiHM | TNy - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIYaruu
[ianasoH po3mipy cepii) roToBOro /likapcbKoro
3aco06y (36inbweHHs 1o 10 pasiB NOpiBHSAHO i3
3aTBEPLKEHNM PO3MIPOM) (36iNbLUEHHS
pO3Mmipy cepii roToBOro NikapcbKoro 3acoby
3aTBepmxeHo: 700 000 TabneTok;
3anponoHoBaHo: 2 000 000 TabneTok); 3MiHu |
™My - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpOOHULTBI. 3MiHM y mpoueci
BUPOGHMLITBA FOTOBOrO NiKapcbKoro 3acoby,
BK/THOHAI0UM NPOMiXHWIA NPOAYKT, LU0
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
3aCTOCOBYETLCS NPV BUPOGHULITBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) (HE3HAYHI 3MiHW Y Npoueci
BMPOGHMLTBA (NpoLLec rpaHynsLii) rorosoro
nikapceKoro 3acoby)
141. | MOKCOrAMA® TabneTku, BKPUTI BbopBar ®apma HimeuunHa BUPOBGHUYMBO in- PpaHuin/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/6103/01/03
NNiBKOBOK 060/I0HKOIO, Mv6X i Ko. KI bulk: HimeyunHa 3MiHu | TUNY - 3MiHK 3 IKOCTI. FoTOBUIA peuenmom
no 0,4 mr, no 10 Llenekci CAC, nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULTBI. 3amiHa
TabneTok y 6nictepi, no dpaHuis; ab0 BBeAeHHS 40A4ATKOBOI AiNbHUL
3 6nicTepun B KOPOOLL; rnepsuHHe ma BMPOOHULTBA A5 YacTUHU abo BCbOro
no 25 TabneTtok y BMOPUHHE BUPOBHMYOro NpoLEecy roToBOro NikapCbKoro
6nicTepi, no 2 6nictepn rnakyBaHHs, 3aco06y (ginbHMLSA, Ha SKili NpoBOAATLCSA Oy Ab-
B KOpPOO6LL BUIYCK cepii: AKi BAPOOHUYI CcTafil, 3a BUHATKOM BUMYCKY
ApTtesaH ®apma Cepiil, KOHTPOJIHO AKOCTI, MEPBUHHOIO Ta
v6X i Ko. KT, BTOPMHHOrO NakyBaHHA, A1 HECTEPUbHUX
HimeuuunHa nikapcbknx 3acobiB) (3aMiHa BUPOGHUYOT

AinbHuui "in bulk" Bupo6HMUTBaA); 3MiHK | TURY -
3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHK BUNpobyBaHb abo
[ONYyCTUMUX MEX, BCTAHOB/EHNX Y
cneuudikauisix, nig yac BUPOOHNLTBA rOTOBOrO
niKkapcbkoro 3acoby (iHwi 3MiHM) (3MiHa YacToTu
BMNpobyBaHHA B NPOLEeCi BUPOGHMLTBA); 3MiHN
| TNy - 3MiHK 3 AKOCTi. [OTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3aKynopoBasbHUIA
3aci6. 3MiHa nocTavyanbHVKa NaKyBaslbHUX
mMarepianis abo KOMMAEKTYUUX (SKLLO
3a3HayveHo B [0CbE) (3aMiHa abo AofaBaHHsA
noctavyanbHuka) (4oAaBaHHA nocTavasibHMKa
nakyBas/lbHUX MaTepianis); 3MiHu | TUny - 3MiHK
3 siKocTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3aci6. 3miHa y
NEepPBUHHI yNakoBL,i rOTOBOTrO J1iKapCbKoro
3acoby (SKiCHWI Ta KinbKicHWiA cknan) - Teepai
nikapcbki hopmu (3MiHa y NEPBUHHI ynakoBLj
rOTOBOrO Jlikapcbkoro 3acoby); 3MiHu | Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib AOMOMIDKHMX peYOBUH. 3MiHa
napameTpiB cneundikauii Ta/abo JonycTUMmx
MeX NS AONOMiXXHOT Pe4OBUHY (JONOBHEHHSA
crneungikauii HOBUM MOKA3HMKOM 3 BiZNOBIgHUM
MEeTOAOM BUMPOGYBaHHS) (3MiHa NapameTpiB
cneundikauii Ta/abo fonycTMmMx Mex ans
[OMNOMDKHOT peyoBuHM); 3MiHW | TUny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULITBI. 3MiHa po3Mmipy cepii (BkIYarum
[jana3oH po3mipy cepil) roToBOrO /ikapcbKoro
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

3aco06y (36inbleHHs A0 10 pasiB NopiBHSAHO i3
3aTBEPAKEHUM PO3MIPOM) (36iNbLUEHHS
PO3Mipy cepii roToBOro MikapcbKoro 3acoby
3aTBepxeHo: 700 000 TabneTok;
3anponoHosaHo: 2 000 000 TabneTok); 3miHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHN Yy BUPOGHULTBI. 3MiHW Y NpoLeci
BMPOOHULITBA FOTOBOTO NiKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHWIA MPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) (HE3HAYHI 3MiHW Y Npoueci
BMPOGHMLTBA (NpOLLeC rpaHynsLii) rorosoro
nikapceKoro 3acoby)

142.

HA30/® BEBI

Kpanni HazanbHi 0,125%
no 10 mn y donakoHi 3
nineTkoo; no 1 conakoHy
B KQpPTOHHI kopobLj

TOB "baiiep”

Ykpaina

IcTiTyTO [e
Anxeni C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu 1l TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
BK/IIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM A@HVMK, L0 MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkTy 1.13 nyHkTy 1 gopatky 15 o
MopsiaKy NPoBEeAEHHS eKCnepTu3m
peecTpauifiHMx MaTepianis Ha Nikapcbki
3acobu, Lo NoAaloTbCA Ha AepXasHy
peecTpauito (nepepeecTpaLiio), a Takox
eKcnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTAarom aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/9481/01/01

143.

HAN3®

Tabnetkn no 100 mr no
10 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHIA KOopoo6Li

A-p Pepai'c
Nabopatopic /Tg,

IHais

O-p Peapi'c
Na6opatopic /Ta,
Brpo6Hmya
AinbHuus - 11,
IHgis; O-p Pepgi'c
Na6opartopic /ITg
(Bupo6Huua
AinbHuus - VI),
IHAjsA

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TURy - 3MiHK Woao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs ab0 3MiHM [0 y3araibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBeAeHHs
y3arasibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBifasnbHOI 3a 3AjACHEHHSA
chapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
hapmakoHarnagy B YkpaiHi, S0 BOHa

3a
peyenmom

UA/3458/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y pO3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnagy) - 3miHa
YMOBHOBaXeEHOT 0cobu, BignoBigabHOT 3a
3AiicHeHHs hapMakoHarnsgy: NponoHoBaHa
pegakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXeHOT ocobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsagy

144.

HAUSUNAT

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 600 mr no 10
TabneTok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopoo6ui

A-p Pepai'c
Nab6opatopic NTg,

IHais

4-p Peppi'c
Na6opatopic /T4,
Brpo6Huya
OinbHUUs - 11

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHM | TUNY - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs @60 3MiHM [0 y3araslbHeHUX faHux
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX faHnx npo cuctemy
chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT
ocobu, BignoBifasbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
hapMakoHarnsgy B YKpaiHi, K0 BOHa
BiAMIHHA Bif YNOBHOB&XeHOi 0Co6M,
BignoBifa/IbHOI 3a 34jACHEHHS
thapmakoHarnagy (BKIovaoUun KOHTaKTHI gaHi)
Ta/ab0o 3MiHM y po3MiLLeHHI MacTep-thainna
cucteMu dpapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3piicHeHHs hapmakoHarnsgy: MponoHoBaHa
pepakuis — Dr. Vijay Kumar Talla. 3miHa
KOHTaKTHUX JaHKX YNOBHOBaXeHOT ocobwm,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
dhapmakoHarnsgy

3a
peyenmom

UA/12159/01/01

145.

HATPIFO ®OPMIAT

KpUCTaniuHMiA MOPOLLIOK
(cybcTaHuis) y milkax
nonieTMNeHoBux ans
BUPOGHMLTBA
HecTepuIbHUX
niKkapcbknx hopm

ToBapucTBo 3
06MexeHo
BifNOBIAA/IbHICTIO
"PAPMXIM"

YKpaiHa

ToBapucTBO 3
obmexeHo
Bi4NOBiAa/IbHICTIO
"®APMXIM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKA
(BNacHuKa peecTpauiiiHoro nNocBigYeHHs) 3MiHa
agpecu 3asaBHMKa: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micLsa NPOBaMXEHHS AisfIbHOCTI
BMPOGHMKa (BK/tOUaKoUn, 3a He06XigHOCTI,
MicL,e NpoBeAEHHS KOHTPOJIH SIKOCTI), abo
BNacHuka macTep-thaiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NMpoMKHOro NPoAayKTy, Lo
3aCTOCOBYIOTLCH Y BUPOOHMLTBI API (SKLLO
3a3HaYeHo Y AOCLE Ha Mikapcbkuii 3acib) 3a

UA/12150/01/01




107

Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
BiCYTHOCTI cepTudpikata BignoBigHOCTI
€Bponelicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHKKA HOBOI JOMOMDKHOI
PEYOBUHM (AKLLO 3a3HAYEHO Y 0CbE) 3MiHa
agpecy BUpobHMKa, 6e3 3MiHM Micus
BMpO6HMUTBA:
146. HA®TUSNH® Kpanni HasasnbHi 0,05 % MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/0704/01/01
no 10 mn y dpnakoHi 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma
nonietTuaeHosomy, no 1 HalilMeHyBaHHs Ta/abo agpecy Micus
dhnakoHy B nauvui 3 NPOBaPKEHHS AISNIbHOCTI
KapToHy; no 10 mny BMPOGHMKa/iMnopTepa roToBOro J1ikapCbKoro
hnaKoHi 3aco0y, BKII0YAKUN AifTbHNL BUNYCKY cepii abo
nonieTMneHoBoMy 3 MicLie NPOBEeAEHHS KOHTPO/TO AKOCTI.
[osatopom abo y (gisinbHICTb, 3a Ky BigNoBigae
hnaKoHi BMPOGHUK/IMNIOpPTEp, BK/IKOYAKUM BUMYCK Cepiii)
nosieTuneHoBoMy 3 - 3MiHa agpecu BUPO6HKKa (a came 3aMiHa
npoo6Ko- IOPUAMYHOI agpecy Ha hakTuyry), 6e3 3MiHu
KpanenbHuueto, no 1 Micusa BUPO6HMLTBA: BBEAEGHHA 3MiH MPOTArOM
dhnakoHy B nauvui 3 6-TK MicAUIB Nicnsa 3aTBEPAXEHHSA. 3MiHN | TUny
KapTOHY - 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHW) OHOB/IEHHSA
3aTBEPKEHOrO TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI YNakoBOK J13 3 BHECEHHAM 3MiH
[10 TEKCTY MapKyBaHHS: BHECEHHS /10roTuny
KOMnaHii Ta iHWOI TeXHIYHOT iHhopmaLii Ha
BTOPUHHY yNakoBKy. BBefeHHs 3MiH MpoTsrom
6-TW MicALB Nic/1a 3aTBEPAKEHHS.
147. HA®TUSNH® Kpanni HasasnbHi 0,1 % MAT "dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/0704/01/02
no 10 mn y dpnakoHi 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenma

nonieTuneHosomy, no 1
dhnakoHy B nauui 3
KapToHy; no 10 mny
donakoHi
nonieTMneHoBoMy 3
nosatopom abo y
donakoHi
nonieTMneHoBoMy 3
nNpo6Koto-
KpanenbHuueto, no 1
dhnakoHy B nauui 3
KapToHy

HalilMeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3acoby, BKIHOYAKUN AiNTbHUL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/TO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNOpPTEp, BK/IKOYAKUM BUMYCK cepiid)
- 3MiHa agpecu BUPOGHKKa (a came 3aMiHa
IOPUAMYHOI agpecy Ha hakTuyHy), 6e3 3MiHu
Micus BUPO6HMLTBA: BBEAEGHHA 3MiH MPOTArOM
6-TK MicAUIB Nicnsa 3aTBEPAXEHHSA. 3MiHN | TUny
- 3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHWM) OHOB/IEHHS
3aTBEPKEHOrO TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI YNakoBOK J13 3 BHECEHHSAM 3MiH
[10 TEKCTY MapKyBaHHS: BHECEHHS /10roTvny
KOMnaHii Ta iHWOI TeXHIYHOT iHhopmaLii Ha
BTOPUHHY yNakoBKy. BBefeHHs 3MiH MpoTsirom
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
6-TW MiCALIB Nic/1a 3aTBEPAKEHHS.
148. | HEO-BPOHXO/N® nacTuiku no 15 mr, no [Jvsadhapma Mm6X HimeuunHa Bunyck cepii: HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 6e3 UA/4003/01/01
10 nacTtunok y 6nictepi; [nBadhapma 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenma
no 2 6nictepun y M6X, HimeuyunHa,; Ha3BW JIiKapCbKOro 3acoby - 3aTBepKeHO:
KapTOHHI Kopoo6Li Bnpo6HMLTBO, HEO-BPOHXOJT (NEO-BRONCHOL)
nepBrHHe Ta 3anponoHoBaHo: HEO-EPOHXO/I® (NEO-
BTOPWUHHE BRONCHOL®)
nakyBaHHs,
KOHTPO/Tb AKOCTI:
Bongep
ApuHaimitTens
'm6X eHg Ko. KT,
HimeuunHa
149. | HEO-BPOHXON® nacTuiku no 15 mr, no [Jvsadhapma M6X HimeuunHa Bunyck cepii: HimeuunHa BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasis: 6e3 UA/4003/01/01
10 nacTtunok y 6nictepi; [ueachapma 3miHu | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA peyenma
no 2 6nictepu y m6X, HimeuyunHa,; nikapcbkuii 3aci6. Cuctema
KapTOHHI Kopoo6Li Bnpo6HMLTBO, KOHTeliHep/3akynoptoBasnbHWii 3aci6. 3MiHa
nepBrHHE Ta napameTpiB cneundikauii Ta/abo JonycTUMmX
BTOPVHHE MeX NePBUHHOI YMakKoBKM rOTOBOTO NiKapCbKOro
nakyBaHHs, 3ac0o6y (BW/IyYEHHS1 HE3HAYHOIO MOKa3HMKa
KOHTPOJ1b SAKOCTI: (Hanpuknag, 3actapiforo NokasHwka)) -
bongep BunyuyeHHs nokasHuka "lWwmnpuHa gponbrn' i3
ApuHaimiTTenb cneumdikauii Ha nakyBasibHUA MaTepian. 3MiHu
vM6X eHg Ko. K, Il TNy - 3MiHM 3 AKOCTi. FOTOBWIA NiKapCbKuii
HimeuuunHa 3aci6. 3MiHM y BUpo6HMLTBI. 3aMiHa abo
BBEJEHHS A04aTKOBOI AifIbHULI BUPOOHMLTBA
AN YacTUHM abo BCbOro BUPOBHMYOro npouecy
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) -
BBefeHHs fogaTkoBoro BUpo6Hvika bongep
ApuHaiimitrens Mv6X i Ko. KI', HimeuuunHa,
Bi4NOBiAa/IbHOIO 3a BUPOGHULITBO, NEPBUHHE
Ta BTOPVHHE NMakKyBaHHS, KOHTPO/b SKOCTI Ta
nepeHeceHHs BCiX BUPOBGHMUMX (OYHKLIN, 3a
BMHATKOM BUMycKy cepii, 3 Ausadapma MvbX,
HimeuunHa Ha Bongep ApuHainmittens MmeX i
Ko. KI, HimeuunHa. 3atBepmkeHo: AvBadapma
vm6X, HimeuunHa
3anponoHoBaHo: bongep ApuHainmittens MmMeX
i Ko. KI', HimeuunHa (BMpo6GHMLTBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS, KOHTPO/b SIKOCTI);
[veachapma M'm6X, Himeyunna (Bunyck cepii)
150. HIMEOAP rpaHynu ans opasnbHoi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/15433/01/01
cycneHsii, 100 mr/2 r no "®apmMaLeBTnyHa "®GapmaLieBThyHa 3MiHu I Tuny - 3MiHK Woao peyenmom
2 rrpaHyn B ipma "JapHuus” ipma "[apHuus” 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy.
0/lHO1030BOMY MaKeTi; BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
no 9 a6o no 15 a6o no YMOB BUAaui peeCTpaLiiiHoro NocBifgyeHHs,
BK/IIOYaK0UM NNaH ynpasniHHA pusukamm

30 makeTiB y Kopobui
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n/n

3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocsioYeHHs1

151.

HIMECYNIA-AAPHULIA

Tabnetkn no 100 mr no

(3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
[00aTKOBUM AaHVMK, L0 MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCsl
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BukoHaHHS 3000B'A3aHb BiAMNOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
Mopsaaky NpoBeAEHHA ekcnepTuan
peecTpauiiHnx Matepianis Ha fikapcbki
3acobu, Lo NoAaloTbCa Ha AepXaBHy
peecTpauito (nepepeecTpaL,iio), a Takox
eKCnepTn3n matepianiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasiB NpoTArom aii
peecTpaLiiiHoro NocBiAYeHHs!, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

152.

HITA30N

10 TabNeToK y KOHTYpHIl
YapyHKOBIli yrnakoBLi; no
3 KOHTYPHi YapyHKOBi
ynakoBKuW y nauli

MpAT
"®apmaueBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"®GapmaueBTnyHa
thipma "dapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasiis:
3MiHK | TUNY - 3MiHa Ha3BW Ta YTOUYHEHHSA
afipecy BUPOBGHMKa [il040T peYOBUHN
Himecynigy 6e3 3MiHV Micus BUPOOHULITBA,;
3MiHM | TUMY - NOAAHHA HOBOTO cepTudikaTy
Bi4NOBIAHOCTI 415 Ait040I pEHOBUHU HiMecynigy
Bifl HOBOrO BMPOGHWKA; 3MiHM | TUMy - 3MiHa 'y
MeTofax BUNpobyBaHHs AdD| abo BrXigHOro
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYETLCA Y NPOLIECi BUPOGHMLTBA
A®I; cynyTHS 3MiHa: 3MiHa y napameTpax
cneumdikaLii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha A®l, abo
BVXiAHWA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTHCS Yy NpoLeci BUPO6HMLTBA
Adl

3a
peyerimom

UA/9104/01/01

NMOpOLLIOK (cybcTaHuis) y
noAgiliHMx
nonieTuaeHoBmx
nakeTtax gns
chapmaLeBTUYHOro
3acTocyBaHHsA

ToBapucTBO 3
06MexeHo
BiANOBIAANbHICTIO
"OAPMXIM"

YkpaiHa

ToBapucTBO 3
obmexeHo
BiANOBIAANbHICTIO
"®OAPMXIM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
(BNacHuka peecTpauiiHoro nNocBig4eHHs) 3MiHa
agpecu 3asBHuKa: 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHS
Ta/abo agpecy MicLsl NPOBaKEHHS AiS/IbHOCTI

BUPOGHMKa (BKKOYAKOUM, 38 HEOOXIAHOCTI,
MicLie NpoBefeHHS KOHTPOJII0 AKOCTI), abo
BNnacHuka macTep-thaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCcTOCOBYOTbCS Y BUPOOHULTBI ADI (SKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a

BiICYTHOCTI cepTucpikaTa BiANoOBIigHOCTI

UA/11217/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
€Bponeiickkili hapmakonei y 3aTBepgKeHoMy
[ocbe, abo BMPOOHUKA HOBOI A,0MOMIXKHOI
PEYOoBMHM (SKLLLO 3a3HAYEHO Y [OCHE)
3MiHa afipecy BMPO6HUKa, 6e3 3MiHM MicLs
BMPOGHMLTBA:
153. | HOKCA®IN® cycneHsist opasbHa, 40 Lepinr-Mnay LLiseiiuapis BVPOGHMK Kanaga/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/9269/01/01
mr/mn; no 105 mny CeHTpan Ict Al Hepo3dacoBaHol ®paHuia/ 3MiHu | TUNY - 3MiHK 3 IKOCTI. FoTOBUIA peuenmom
thnakoHi; no 1 chnakoHy NpoAyKUii, Benbris nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
3 MipHOH JIOXEYUKOH Y nepBuHHE TepMiHax NpuAaTHOCTi abo ymoBax 36epiraHHs
KapTOHHIA KopooLi nakyBaHHs: roTOBOrO NikapcbKoro 3acoby (36ibLUeHHSs
MaTteoH IHK., TEePMiHy NPUAATHOCTI FOTOBOTO NiKapCbKOro
KaHaga 3acoby) - s ToproBoi ynakoBKu
BTOPVHHE (niaTBEPAKYETHCA AAHUMU PEasIbHOTO Yacy) -
nakyBaHHs, BUMYCK 36inbLUEHHSA TEPMIHY NPMAATHOCTI 3 2-X POKIB
cepii: [0 3-X pokiB. BBeAeHHS 3MiH NpoTArom 6-Tu
CEHEKCI HSC- MiCALB NiCNA 3aTBEPLXKEHHS.
EPYBI/Ib CEHT
KNEP, ®paHuis;
LWepiHr-Mnay
Na6o H.B.,
Benbris
154. HOPMOJTAKT cupon, 670 mr/mn no My6nivHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/6468/01/01
100 mn y 6aHui aKuioHepHe akujioHepHe 3MiHM | TUMy - 3MiHa NocTavasibHMKa peyenma
nonimepHiii; no 1 6aHui TOBapUCTBO TOBapUCTBO nakyBaslbHVX MaTepianiB abo KOMNIEKTYHUMX
pasom i3 MipHO "HaykoBo- "HaykoBo- (SKLLO 3a3Ha4YeHOo B A0CHE) (BUNYYEHHS
NIOXKOK0 B nauyuj; no 100 BMPOGHNUNIA LLEHTP BVMPOGHWYNIA nocTavasibHvKa) — BHECEHHS 3MiH Jo p. 3.2.P.7.
M abo 200 mny "bopLuariBCcbkuii LEeHTP CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6:
donakoHi noniMepHoMmy; XiMmiKo- "BopLyariBcbkuii BWJIyYEHHS iHhopmaLii woa0 BUpo6HUKIB
no 1 cpnakoHy pasom i3 hapmaueBTUYHUI XimiKo- nakyBa/lbHUX MaTtepiasiB Ta KOMMIEKTYrUMnX (y
MiPHOK JTOXKOIO B MauLj 3aBof" hapmaueBTUYHNI Marepianax peecTpauiiiHoro A0Cbe NPUCYTHi
3aBoj", YkpaiHa cepTudikaT AKOCTI Bifg BUPOGHWKIB iHGhopMaLLis
(dbacyBaHHs i3 LLI040 BMPOBHMKIB NakyBaslbHUX MaTepiasis Ta
dhopmm “in bulk" KOMMIEKTYHOUMNX)
ipMn-B1pobHUKa
"Fresenius Kabi
Austria GmbH",
ABCTpisi)
155. OKCANINNATUH niocpinisat ANS pO3UnHy PYM Pecny6nika PYM Pecny6nika BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis: 3a UA/15883/01/01
Ans iHdysili, no 50 mr "BenmegnpenapaTtn” Binopycb "Benmeanpenapat Binopycb 3MiHu |l TNy - 3miHK Wwoao peuyenmom
no ofHOMYy (p/1aKoHy y n" 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.

KapTOHHIN navuj

BHeceHHs abo 3miHa(1) 40 3060B'sI3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
BK/IIOHAK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
noAasIbLIoro 06r'pyHTYBaHHS HOBUMM
[00aTKOBUM A@aHVMK, L0 MatloTb HajaBaTmcs
KOMMETEHTHVMM OpraHoM, OCKi/IbKM BUMaraeTbCcs
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0
nianyHkty 1.8.2 nyHkTy 1.8 gogatky 5 go
Mopsiaky NpoBeAEHHS eKCnepTu3m
peecTpauiiHnx MaTepianis Ha flikapcbki
3acobu, Lo NoAaoTbCA Ha AepXaBHy
peecTpauito (nepepeecTpaL,iio), a Takox
eKkcnepTn3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

156.

OKCANMINNATUH

niocpinisaT 4N po3unHy
Ans iHdysii, no 100 mr
no oAHoMY h1akoHy Y
KapTOHHIM nayi

PYI

"BenmeanpenapaTtn”

Pecny6nika
Binopycb

Pyn
"benmeanpenapar
it

Pecny6nika
Binopycb

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK |l Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(M) [0 30608B'A3aHb Ta
YMOB BUAaui peecTpauiiiHoro noceigyeHHs,
BK/TIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
[04aTKOBUM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbesl
CyTTEBa OLliHKa KOMMETEHTHUM OpraHom) -
BukoHaHHS 3000B's3aHb BiAMNOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
Mopsaaky NpoBeAEHHA ekcnepTuan
peecTpauiiHnx MaTepianis Ha fikapcbki
3acobu, Lo NoJaloTbCa Ha AepKaBHy
peecTpauito (nepepeecTpaw,ito), a Takox
eKcnepTn3n marepianiB Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom aii
peecTpavuiiiHOro NoCBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pefakuii Hakasy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15883/01/02

157.

OME3®

Kancynu no 20 mr no 10
Kancyn y ctpuni abo
6nictepi; no 3 cTpunu
abo 6nictepm y kopobu,i

[O-p Pegpi'c
Na6opaTopic /T4,

IHais

[p. Peaai'c
Na6opaTopic
Nimites,
Brpo6Huya
AinbHUUA - I

IHais

BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis:
3MiHM | TUNY - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy thapmakoHarnisay (BBefeHHs
y3arasibHeHVX faHunx npo cuctemy
hapmMakoHarnagy, 3amMiHa yrnoBHOBaXEHOT
0ocobw, BignoBiganbHOI 3a 3AilACHEHHS
thapmakoHarnsgy; KOHTakTHoOT 0coou 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
hapmakoHarnsgy B YkpaiHi, KLU0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOT 0co6M,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS

3a
peyerimom

UA/0235/02/01
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thapmakoHarnagy (BKIovaoun KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cucteMu dpapmakoHarnsagy) - 3MmiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
3ailicHeHHa hapmakoHarnsagy: [ivoya pefakuis
— Dr.Y. Kiran Kumar. lNponoHoBaHa pegakuisi —
Dr. Vijay Kumar Talla. 3mMiHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHOT 0co6MU, BiANOBiAaIbHOI 3a
3fiicHEHHS1 chapMakoHaraagy
158. OMHIMNAK PO3YUH AN1s iH EKLiA, Iknl Xenckea AC Hopseris bxunl Xenckea Ipnangis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/2688/01/04
350 wmr nogy/mn; no 50 Ipnangisa Nimiteq, 3MiHW | TUny - 3MiHK Woao peyenmom
M abo 100 mn, abo 200 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
M1, abo 500 mny (iHWi 3MiHW) - OHOB/MIEHHA 3aTBEPIKEHOr0
chnakoHi; no 10 TEKCTY MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
(h1aKOHIB Yy KapPTOHHiIl yMakoBOK MiKapCbKoro 3acoby
Kopobui
159. | OMHINAK PO34nH A8 iH KL, Ixunl Xenckea AC Hopseris [xunl Xenckea Ipnangis BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: 3a UA/2688/01/03
300 wmr iiogy/mn; no 50 Ipnangis Nimiteq, 3MiHUW | TUNY - OHOBJ/IEHHA 3aTBEPAKEHOro peyenmom
M1 a6o no 100 mny TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT
dnakoHi; no 10 yNaKoBOK NiKapCbKoro 3acoby
(h1aKOHIB y KapPTOHHIl
Kopobui
160. OPHIBAT 250 TabneTkn, BKpUTI [enbta Megiken LLiBeiyapis ABJI IBPAXIM TypeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiaiis: 3a UA/3099/01/01
NNiBKOBOK 060I0HKOH, IpomoyLH3 Al lnay CaHai Be 3MiHu |l TNy - 3miHK Wwoao peyenmom
no 250 wmr; no 10 TipxapeT A.LL. 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
Tabnetok y 6nictepi; no BHeceHHs abo 3miHa(1) 40 3060B'sA3aHb Ta
1, 2 abo 3 6nictepu 'y YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
KapTOHHiiA KOpo6Li BK/OYatoun MnaH ynpasniHHA pu3nkamm
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratoTb(€)
noAasibLIOro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM JaHUMK, L0 MatoTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMAaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0
nignyHkTy 1.13 nyHKTY 1, NignyHKTY 2.3 NyHKTY
2 popatky 15 fo MNMopagky nposefeHHsA
eKcnepTu3n peecTpauiliHnx MaTepianis Ha
niKapcbki 3ac06M, W0 NoAalTbCA Ha AEPXKABHY
peecTpauito (NepepeecTpaL,iio), a Takox
eKkcnepTn3n matepianis Npo BHECEHHSA 3MiH [0
peecTpavuiiiH1X MaTepianiB NPOTAroM Aii
peecTpaLiiiHoro nNocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
161. OPHIAA30/- Kancynu no 500 mr no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/4987/01/01
ACTPA®APM 10 kancyn y 6nictepi, no "ACTPA®APM" "ACTPA®APM" 3MiHn Il Tuny - 3MiHK Wwoao peyenmom

1 6nicTepy B KOPOOLL

6e3nekn/edpeKTBHOCTI Ta hapmakoHaringy.
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BHeceHHs abo 3miHa(M) [0 30008B'A3aHb Ta
YMOB BMAaui peeCTpaLiiiHoro nocBifg4yeHHs,
BK/TIOHaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHsA 3MiH(M), SiKi(a) BUMaratoThb(€)
noAasIbLIOro 06rpyHTYBaHHSA HOBYMM
[00aTKOBUM AaHVMK, WO MaloTb HagasaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbes
CYTTEBA OLiHKa KOMMETEHTHUM OpraHom) -
BukoHaHHS 3000B'A3aHb BiAMNOBIAHO A0
nignyHkty 1.13 nyHkTy 1 gopatky 15 ao
Mopsaaky NpoBefEHHA ekcnepTuan
peecTpauiiHnx MaTepianis Ha flikapcbki
3acobu, Lo NoAaloTbCa Ha AepXaBHy
peecTpauito (nepepeecTpaw,iio), a Takox
eKCnepTn3n matepianiB Npo BHECEHHS 3MiH [0
peecTpauiiiHux MaTepiasis NpoTArom aii
peecTpaLiiiHoro NocBiAYeHHs!, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)

162.

NMAH3NHOPM® 10000

Kancynu no 7 kancyny
6nictepi, no 3 abo no 8,
abo no 12 6nictepis B
Kopoo6ui

KPKA, a.4., Hoso
MeCTo

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHM | TRy - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO JIiKapCbKOro 3acoby - 3miHa y
MeTofax BUNPOGYyBaHHS - 3amiHa T.
"Po34nHEHHS", 3aMiHa AOCIIKEHHS Yy ABa
eTana Ha [oC/ifKeHHs B 04MH eTan

6e3
peyenma

UA/9007/01/01

163.

NMAH3NHOPM®
®OPTE 20 000

TabneTkn, BKpUTI
NMiBKOBOK 060/10HKOIO,
no 10 TabneTtok y
6nictepi; no 1, abo no 3
abo no 10 6nictepiB y
KopoobLi

KPKA, a.4., Hoso
MecTo

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasis:
3MiHK | TUNY - 3MiHa Y MeToAax BUNpoGyBaHHSA
rOTOBOrO /TIKAPCbKOro 3aC00y - YTOYHEHHS
BCTaHOB/IEHWX BMMOT crneuumdikaii Ta
JeTanisaujisa MeToaukn BUNpobyBaHHSA roTOBOrO
NiKapcbKoro 3acoby 3a NoKasHWKOM
"Pacnagaemoctb" (EP 2.9.1.) [jtoua pegakuis
PacnagaemocTb - Hanborbluee 3HaveHve -
YCTONYNBOCTb K AEACTBUIO XKENYA0UYHOT0 coka
He 6onee 60 MMHYT He meHee 120 MUHYT
MponoHoBaHa pegakLis PacnagaemMocTs -
KMCNoTHasA ctaams (racTpopesncTeHTHOCTD) -
6ydhepHas cTagms - HM ogHa TabneTtka He
MMeeT MPU3HaKoB pacnafeHusi v packosios B
cpege 0,1 M HCI B TeueHne 120 MUHYT -
TabneTkn fOMKHbI PpaCTBOPUTLCS B
dhocdpaTHOM BydhepHOM pacTBope pH=6,8 B
TeyeHne 60 MUH

6e3
peyenma

UA/9649/01/01

164.

NEPMOYNN

BK/1aKN AeHTasIbHi N0
2,5 mr, no 10 Bk1afok
AeHTanbHuX y bnicTtepi;
no 1 a6o 2 6rictepu B

[ekcenb ®apma

TexHonopxus N1,

I13painsb

KOHTPO/1b AKOCTI:
[Hekcens NT4,,
I3pains;
KOHTPO/Ib SKOCTI:

I13painsb

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasis:
3MiHn | TURNYy: 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYHTbCS BUMYCKY cepii

6e3
peyenma

UA/14318/01/01
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Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KapTOHHIA Kopoo6Li

3AT «IHCTUTYT
mikpo6ionorii
Xap4oBuX
NpoAYyKTiB Ta
CMNOXNBYMX
TOBapiB», 13paine;
BMPOGHMLITBO,
ynakyBaHHs,
thacyBaHHs Ta
BMNYCK cepil:
[Jekcenb ®apma
TexHonompkus
nra., 13pains

Ta KOHTPO/IO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AogasaHHA AiNbHULI, Ha
AKili 30iiCHIOETLCSA KOHTPO/b/BMNPOGYBaHHS

cepii) - BBAEHHSA AOAATKOBOI AiNTbHUL, Ha SIKilA
3AiiCHIOETLCA KOHTPOb SIKOCTi NiKaPChKOro
3acoby, a came 3AT «IHCTUTYT mikpoGionorii
Xap4yoBUX NPOAYKTIB Ta CNOXMBAHHSA TOBapiB»
(Institute for Food Microbiology & Consumer
Goods Ltd.), 3a agpecoto 9 Xalllanom Poag,
Hewep, I13painb (9 HaShalom Road, Nesher,
Israel). 3miHun | TMNy: 3MiHK 3 AKocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHOTLCS BUMYCKY cepil

Ta KOHTPOJIK0 SAKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo AogaBaHHsA AibHULI, Ha
AKili 30iiCHIOETLCA KOHTPO/b/BUNPOGYBaHHSA

cepii). Ha gaHuii yac 3apeecTpoBaHm
BMpo6HMKOM /13, BiANOBIAA/IbHUM 3a
BUMPOGHMLTBO, NaKyBaHHs, dpacyBaHHA
KOHTPO/b AKOCTI Ta BUMYCK cepii, € [lekcenb
dapma TexHonogxms f1ta., 13paine (Byn.

Xakigma, 10, 2069200 MuwyHeam, 13paink).

MeToto faHOol 3MiHM € 3aMiHa BUPOOHMKa,
BifJNOBIAa/IbHOTO 3a NPOBEAEHHA KOHTPOJII0

AKocTi [N13 Ha komnaHito Jekcens /1ta. (Dexcel
Ltd.), 3a agpecoto Byn. Jekcens 1 Op AkiBa
3060000 I3painb (1 Dexcel St., Or Akiva
3060000, Israel), B AKOCTi AinbHAL, Ha SKilA
NPOBOANTLCS KOHTPO/Ib SAKOCTI NiKapCbKOro
3aco6y. 3minu | TMny: 3miHK 3 AKocTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y metofax
BMNPO6YBaHHSA rOTOBOrO /liKApCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
BMNpobyBaHHsA). HesHauHi 3MiHK
3aTBEPMKEHOMY MeTOofi BUNpoOyBaHHA 3a

NMOKa3HNMKOM «BWBINIbHEHHS X/I0pPrekcuavHy
OVTNoKoHaTy B arapi»: - BuganeHHs 3 onucy

MeToAMKN po3ainy «[iAroToBKa CKASHOMo
nocyfy», OHOBNEHHSA po3giny «PeakTnen» Ta

«3acTepexeHHs» y 3B'A3Ky 3 BHECEHHAM cTagil
CcunaHi3auii 3 aHaniTMYHOT METOANKM A0
po60oYOT IHCTPYKLT; - BuaaneHHs 3 onucy
MeToAVKM po3ainy «CTaHAapTu3aLis po3unHy
X/TIOPreKCUANHY AUTTIOKOHATY», OCKINIbKN
CcTaHfapTM3auia Lboro po3ynHy BUKOHYETLCS
rpynoto ctaHgapTusauii Ta He BUKOHYETbCS
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NepcoHaUIoM, L0 BUKOHYE BUNPOGYBaHHSA; Ans
aHanisy BifabmpatoTb 6-Tb BKI1AA0K 3aMiCTb 5-
Tw, 3rigHo BUMOT MoHorpadii EP wogo
PO3YMHEHHS ANS TBEPAUX A030BaHUX hopM;
[LopaHo po3ain «Kputepii NpUHATHOCT»,
BUMPaB/IEHO HETOYHOCTI Yy PO3PaxyHKOBUX
hopmynax; 3MiHu | Tuny: 3MiHM 3 SKOCTI.
CeprtucpikaT BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/moHorpadii. MogaHHsA HoBOro a6o
OHOBJ/IEHOrO cepTudhikaTa BigNoBigHOCTI abo
BW/TyYEHHS cepTudikarta BiAnoBigHOCTI
€Bponelicbkit hapmakonei: ana A®l; ans
BUXiAHOrO Marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCSA Y
BUPOOHULTBI A®I; Ana AONOMDKHOT peyoBUHA
(FE-cepTudpikaT BignosigHocCTi €Bponeiickkili
thapmakonei ans Adl/BmxigHoro
mMarepiany/peareHTy/npomiKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBuHIM) - OHOB/IEHWIA
cepTuduikaT Bif, BXe 3aTBepKeHOro BMPOGHMKa
— oHoBneHHsA CEP Ne R1-CEP 2003-172-Rev
01 gnAa AONOMIKHOI PeYOBUHWN XeNnaTuHy Bif,
3aTBepaxeHoro BupobHunka GELITA Group,
HimeuuunHa (3atBepmxeHo: CEP Ne R1-CEP
2003-172-Rev 00)

165.

MPAMIMEKC

Tabnetku no 0,25 mr no
10 Tabnetok y 6nictepi;
no 3 6nictepun y nauu,i 3
KapToHY

TOB "®apma Crapt

Ykpaina

TOB "®dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHK | TUNy - nogaHHsa Hosoro CEP R1-CEP
2011-127-Rev 00 gnsa Adl Big Bxe
3aTBEPAKEHOIO BUPOOHMKA

3a
peyenmom

UA/13248/01/01

166.

MPAMIMNEKC

Tabnetkn no 1,0 mr no
10 Tabnetok y 6nicTepi;
no 3 6nictepu y nauui 3
KapToHY

TOB "®apma CrapT

YKpaiHa

TOB "dapma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | Tuny - nogaHHa Hosoro CEP R1-CEP
2011-127-Rev 00 gna Adl Big Bxe
3aTBEPKEHOr0 BUPOOHUKA

3a
peyenmom

UA/13248/01/02

167.

NPIOPUKC™ |
PRIORIX™
KOMBIHOBAHA
BAKLMHA ANA
NPOGINAKTUKM
KOPY, ENIAEMIYHOIO
NAPOTUTY TA
KPACHYXU

niocpinisat 4N pO3UnHy
Ans iH'ekuiid, 1
MOHO/,030BUIA (h1akoH
(1 po3a) 3 niodpinizatom
Yy KOMNEKTi 3
PO34MHHKKOM (BOAA AN
iH'EKLi) y nonepeAHbO
HarnoBHEHOMY LUNpULi Ta
[BOMa rosikamv B
KapTOHHI kopobui; 100
MOHOZ030BUX (1 f03a)
hnakoHIB 3
niocpinizatom y

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionoaxikan3 C.A.

Benbris

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis:
3MiHK | TUNy - 3MiHa y NnapameTpax
cneumdikadii Ta/abo AONYCTUMUX MEX,
BM3HA4YeHUX y cneuucpikauisix Ha A®l, abo
BVXiAHWA/NPOMIKHWIA NpoAYyKT/peareHT, Wo
BMKOPUCTOBYIOTLCS Y NpoLeci BUpobHULTBA
A - 3MiHa aHaNiITUYHMX NOCK/IaHb MpU
BXiZjHOMY KOHTPOJIH0 CUPOBWHU L-rnyTamiH 3 in-
house moHorpadii Ha moHorpadito USP

3a
peyenmom

UA/13694/01/01
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20
nocsioYeHHs1
KOMM/IEKTi 3
PO34MHHKKOM (BOAA AN1S
iH'ekyin) B amnynax Ne
100 B oKpemiii ynakoBLyi;
1 MynbTUA030BWiA (2
[031) do1akoH 3
niocpinizatom y
KOMMAEKTi 3
PO34MHHKKOM (BOAa AN
iH'ekyjin) B amnyni; no
100 wTyK thnakoHiB Ta
amnysn B OKpEMUX
Kopobkax
168. MPOCTAMO/N® YHO Kancynu m'ski no 320 mr BEP/IH-XEMI Al HimeuunHa BUPOOHULTBO HimeyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/10417/01/01
no 15 kancyn y 6nictepi; Kancyn M'sakux "in 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. peyenma
no 2 abo 4 6nictepu y bulk", kKOHTpO/b BunyyeHHs BUPOOGHMYOT AiNbHULL (BK/IHOYa0UN
KapTOHHI KOpOOL cepii: AinbHuUi ans A®l, NpomikHOro NpoaykTy abo
KataneHT roTOBOrO JliKapCbKoro 3acoby, AiNbHULI Ans
HimevunHa NpoBefeHHsA NakyBaHHS, BUPOOHUKA,
E6epbax Mm6X, BiANOBIAA/ILHOIO 3a BUMNYCK Cepili, Micue
HimeuunHa npoBefeHHS KOHTPOJTIO cepii) abo
KiHLeBe noctavasibH1Ka BUXiAHOTO MaTepiany, peareHTty
nakyBaHHs, a60 4ONOMDKHOT PevOBMHU (SIKLLLO 3a3HAYEHO Y
KOHTPO/Ib Ta [0CbE) — BUyYEHHS BUPOOHMYOT AinbHuui M3
BUWMYCK Cepiii: BiANOBIAA/IbHOT 38 BUPOOHULTBO Karcy/ M'sKmux
BEPNIH-XEMI AT, "in bulk", koHTpONb cepii - CaHodi C.MN.A.,
HimeuyuunHa; ITania (Sanofi S.P.A., ltaly). BBegeHHs 3MiH
KiHLEeBe NPOTArom 6-Tu MiCAILIB MiCNs 3aTBEPIKEHHS
nakyBaHHs:
MeHapiHi-®oH
XeligeH TM6X,
Himeuunna
169. nYNbMO3NM® PO34UH NS iHranaujin, . XodhdpmaHH-/15 LLiBeiiuapis B1po6HMLTBO CWA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/12438/01/01
2,5 mr/2,5 mn; no 2,5 mn Pow Ntg, Hepo3dracoBaHoT / 3MiHu | TUNY - 3MiHK 3 sIKOCTi. FoTOBUIA peuenmom
B amnyni; no 6 amnyny NPOAYKUT: LLsenuapis/ nikapcbkuii 3aci6. CtabinbHiCTb. 3miHa y
KOHTeliHepi; no 1 J[bKeHeHTekK IHK., HimeyunHa TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHs
KOHTEHepy B KapTOHHIlA CLWA roTOBOrO JliKapCbKOro 3acoby (3miHa y
ynakoBLi 3aTBEPKEHOMY NPOTOKOA CTabifIbHOCTI) 3MiHa
MepBuHHE y 3aTBepKEHOMY NPOTOKOAi CTabiNbHOCTI, a
nakyBaHHs: came Nof0BXeHHS NPOTOKONY CTabifIbHOCTI Bif,

KeTeneHt dapma
ContowHs, CLWA

24 micsuis o 36 micsuiB BKIOYaKUM
OHOBJIEHHSI CUCTEMU KOHTPOIHO 13, 3MiHu
6yayTb BBEAEHI NPOTArom 6 Micsuis nicns

BTopuHHe 3aTBEPMKEHHS. 3MiHM | TMNy - 3MiHM 3 AKOCTI.
nakyBaHHs: [oTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa
. XodpdpmaHH-/15 y TepMiHax npuaaTHOCTi abo ymoBax
Pow /1Tg, 36epiraHHsa roTOBOrO J1iKaPCbKOro 3acoby
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LLiBeiiuapis (36iN1bLLEHHS TEPMIHY NPUAATHOCTI FOTOBOIO
NiKapcbKoro 3acoby) - 36iNbLUEHHS TEPMiHY
Bunpo6yBaHHs

KOHTPO/110 AKOCTI:

Pow ®apma AT,
HimeuunHa

Bunyck cepii:
®. XothbdpmaHH-/15
Pow NlTa,
LLBeliuapis

npuAaTHOCTI JliKapcbKoro 3acoby
6i0N0riYHOro/iMyHOI0MNYHOr0 NOXOAKEHHS Ha
OCHOBI pe3y/bTarTiB AOCMiIAKEHb CTabiNbHOCTI,
npoBefeHnX BiANOBIgHO [0 3aTBEPMKEHOIO
NPOTOKO/Y 36iNbLUEHHA TEPMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby 3arBepkeHo:2
pokv 3anponoHoBaHo: 3 pokn. 3MiHn byayTb
BBeJEHi NpoTArom 6 micsuis nicns
3aTBEPAKEHHSA. 3MiHM | TMNYy - 3MIHW 3 SIKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneyudikaliii Ta/abo fonycTuMmnx Mex
rOTOBOrO J1iKapCbKOro 3aco0by (3BY)XXEHHS
L0NyCTUMUX MeX) [lONOBHEHHS crneundikauii
13 Ha BMNYyCK Ta METOAM KOHTPO/IHO
[JeTa/IbHIM OMMCOM KOHTelHepy, a came
3a3HaYeHHs Ha KOHTEeWHepi BiABUTKY AKMiA
HaHOCUTbLCA Ha NNACTUKOBI aMny/sin METOL0M
TUCHEHHS [loAaTKOBO BHECEHHI TEKCTOBI
pefakLiiiHi yTOYHEHHs [0 crieumdikavii
roTOBOrO /iKapCbkoro 3acoby. BeefeHHs 3MiH
NPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS.
3MiHY | TUnNYy - 3MiHK 3 AKoCTi. A®Il. KOHTpO/b
A®l. 3miHa y napameTpax cneuudikaiii Ta/abo
OOMNYCTUMKX MEX, BU3Ha4YeHnX y crevumdikayisx
Ha A®l, a6o BMXigHWA/NPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTbCSA Y
npoueci BupobHuuTea A®| (4ONOBHEHHS
crneuudikavii HOBUM MOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOGYBaHHS)
[LOMNOBHEHHS creumndikauii AD| Ha BUMycK
nokasHMkamMu 3 BiANoOBIAHVMU MeToAaMM
BUNpPobyBaHHSA, a came «Appearance — Liquid»,
«Color - < Y6», «Opalescence/Clarity — < Ref
IlI» (COC), BignoBigHi NokasHUKK
KOHTPONIOTLCA Y creumndikalii Ha TepMiH
npuaaTHOCTI; JoAaTKOBO BHECHI TEKCTOBI
peakuiiiHi yTOUHEHHS [0 po3ziny
peecTpauiiiHoro gocke: 3.2.5.4.1.
Creuudpikanis BBegeHHs 3MiH NpoTarom 6-1n
MicAILiB MicNs 3aTBEPKEHHS.
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo fonycTUMmx

MEX roTOBOro NiKapcbKoro 3acoby
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

(oonNoBHEHHS cneumaikaLlii HOBUM NOKa3HUKOM
3 BifNOBIAHUM METOAOM BUNPOGYBaHHS)
[OnoBHeHHs cneumdikayii 13 Ha BunycK
NoKa3HMKaMu AKOCTi
«[Mpo3opicTb/OnanecLeHTHICTb» 3
HopMyBaHHAM «Makc. Ref |», BignoBigHwWi
NoKa3HUK HasiBHUIA y cneuudikalii Ha TepmiH
npugaTHocTi BBeAeHHSA 3MiH NpOTArom 6-Tu
MicALIB MicnA 3aTBepKEHHSA. 3MiHu | Trny -
3MmiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo gonycTUMmx
MeX roTOBOrO /liKapCbKoro 3acoby
(monoBHeHHA crevymdikalii HOBUM NOKa3HUKOM
3 BiANOBIAHUM METOAOM BUMPOGYBaHHS)
[0NOBHEHHS cnevumdikayii M3 Ha Bunyck
NMOKa3HUKOM SKOCTi «bakTepianbHi
€HO0TOKCMHM» 3 HOpMYyBaHHAM «0,3 EU/mL»,
BMNPOBYBaHHS 3a JaHNM MOKa3HNKOM
npoBoAMTLCA 3rigHo BUMor EP 2.6.14, USP
<85>, JP 4.01. BBeAeHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepMKEHHs. 3MiHu | Tuny -
3MiHn 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BUnpobysBaHHs AdD| abo ByXigHOro
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AdI
(iHWi 3mMiHM y MeToAax BMNPOGYyBaHHS
(BKNtOYAKOUM 3aMiHy abo [0MoBHEHHS) APl abo
BUWXifHOrO/NPOMIKHOro NPOAYyKTY) BBEAEHHS
anbTepHaTnBHOro metody Enekrpochopes 3
HaTpito godeuunncynbgarom Ha
noniakpunamigHomy reni (ACH_IMATE)(SDS-
PAGE - sodium dodecyl sulfate polyacrylamide
gel electrophoresis) 3 BUKOpUCTaHHAM
KoMepLjiiiHoro Habopy Ans dapbyBaHHs
Cpi6aoM A5 BUNMPOGYBaHHS Ha YMCTOTY Npu
Bunycky A®l. BBegeHHs 3MiH NpoTAroMm 6-Tu
MicALIB MicNA 3aTBEPKEHHSA. 3MiHu | TNy -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
y MeTofax BunpobyBaHHS roToBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToAax
BUNPO6YBaHb (BK/OYalouM 3aMiHy abo
[ONOBHEHHS)) BBELEHHS a/IbTEPHATUBHOTO
meToay Enektpodhopes 3 HaTpito
nofeunncynbdarom Ha noniakpunamigHomy
reni (ACH_MATE)(SDS-PAGE — sodium
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Ha3sBsa nikapcbko20
3acoby
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Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

dodecyl sulfate polyacrylamide gel
electrophoresis) 3 BUKOPUCTaHHAM
KOMepLjiiiHoro Habopy ans chapbyBaHHs
cpi6biom ANna BUNPOGYBaHHS Ha YACTOTY Npun
Bunyck 13. BBeAeHHS 3MiH NpOTArom 6-Tu
MicALIB Mic/A 3aTBEpKEHHSA. 3MiHu | Trny -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo gonycTUMmx
MeX, BU3HauYeHuX y crneumndikayisx Ha Adl, abo
BUXiAHWA/NPOMDKHWIA NpoAYyKT/pearexT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLEeCi BUpoBHULTBA
A®| (gonoBHEHHA creumdikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BiNOBiAHUM METOA0M
BUNPOBYBaHHSA) AONOBHEHHA crieumdikadii AdI
[04aTKOBUM MOKa3HUKOM SIKOCTi «HucToTa
metogom ACH_TATE »/ «Purity by SDS-
PAGE» (Enektpodopes 3 HaTpito
popeuunncynbgaTtoM Ha noniakpuaamigHomy
reni/sodium dodecyl sulfate polyacrylamide gel
electrophoresis) 3 BUKOPUCTaHHAM
KOMepLjiiHoro Habopy ans chapbyBaHHs
cpi6nom ans sunpobysaHb A®I npu
CTabinbHOCTI 3 HOpMyBaHHsAM «Consistent with
reference standart». BBegeHHs 3MiH NPOTAromM
6-Tn MicAUiB nicnsA 3aTBepMKEHHA.3MiHM | TUNY
- 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo fonycTUMmx
MEX roTOBOro NiKapcbKoro 3acoby
(monoBHeHHs cnevumdikalii HOBUM MOKa3HUKOM
3 BiANOBIAHUM METOA0M BUNPOBYBaHHSA) -
[ONoOBHEHHA cneuymdikayii M3 Ha Bunyck
MOKa3HNKOM SIKOCTi «OCMONANBHICTD» 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3
HOpPMYBaHHAM «250-318 MOCMOSb/Kr»;
[ONOBHEHHSA cneyudikauii 13 Ha TepMiH
NPVAATHOCTI MOKA3HNKOM AKOCTi «LlinbHicTb
repMeTu3aLii KOHTeliHepy» 3 BiANOBIAHWUM
MeTOoA0M BUNpPo6yBaHHA. BBeageHHs 3MiH
NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPAXKEHHS.

A®l. 3miHa y napameTpax crneumndikauiii Ta/abo
LOMyCTUMMUX MeX, BU3HAYEHNX Y creumdikaLisx
Ha A®I, a60 BUXiLHWIA/NPOMIKXHNIA
NPOAYKT/pearexT, Lo BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLTBa AD| (3BYXKEHHSA
A0NYyCTUMUX MEX, BUSHAYEHMX y crneumdikauii)
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3BY)EHHSI MeX crneundikauii APl Ha BUNYyCK 3a
NnokasHUKoM «BbioHaBaHTaxeHHs»/ «Bioburden»
3aTtBeppxeHo: Bioburden Alert limit 0,1 CFU/mI
Action limit = 1 CFU/mI Rejection limit = 100
CFU/ml 3atBepgxeHo: Biuburden < 10 CFU/10
ml. BBeAeHHS 3MiH NpOTArom 6-Tu MicAuiB
nicnsa 3arepmKeHHs. 3MiHu | Tuny - 3MiHn 3
AKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN Y 3aTBEpPKEHNX METOAAX
BuUNpobyBsaHHs) (b.1.6.2. (a) IA)He3HauHi 3MiHN y
MeToZi BUnpobyBaHHS 3a MOKa3HMKOM
«BioHaBaHTaxeHHsA»/ «Bioburden» gna Adl 3
METOI0 Y3rofpKeHHs 3 papmakoneeto.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBoro
nikapcbKoro 3acoby. 3MiHa y metofax
BMNPO6YBaHHSA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
BMNPOBYBaHHA) HE3HAYHI 3MiHW Y MeTogj
BUMPOOYBaHHSA 3a NOKa3HNKOM
«BioHaBaHTaxeHHs»/ «Bioburden» gns M3 3
METOI0 Y3ro[KEeHHS 3 hapMaKkoneeto.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPKEHHSA. 3MiHM | TUNY - 3MiHW 3 AKOCTI.
A®I. BUpobHuLTBO. 3MiHM BUNpobyBaHb abo
[ONycTUMUX MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOBNEHI Y crneundikaLisx (3By)XeHHs
[ONyCTUMMX MeX) AofaBaHHS BUNpoGyBaHb Ta
MeX [0 CTafili KOHTPOIO GiOHABaHTaXEHHS B
npoueci BupobHuuTBa A®Il; lofaTkoBo BHECEHI
TEKCTOBI peflakLiliHi yTOUHEHHS A0 po3ainy
peecTpaujiiHoro gocke: 3.2.S.2.2. Onwnc
BMPOGHNYOro NpoLiecy Ta Noro KOHTPOso
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo
JONyCTUMUX MEX, BCTAHOB/IEHVX Y
cneuungikauisx, nig yac BUPO6HMLTBA rOTOBOr0O
niKapcbKoro 3acoby (fogaBaHHSA HOBOTO
MeToAy BUNPOOYBaHHS Ta AOMYCTUMUX MEX)
JofaBaHHsA BUMpobyBaHb Ta MexX Ao cTagili

KOHTPO/1t0 6i0BAHTOXEHHSA B NpoLieci
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BUpo6HUUTBA [/13; [lofaTKOBO BHECEHI
TEKCTOBI peflakLiliHi yTOUHEHHS 40 po3ainy
peecTpaujiiHoro gocke: 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLecy Ta KOHTPO/II0 NpoLecy.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
A®I. BupobHuLTBO. 3MiHN BUNpobyBaHb abo
[ONyCTUMUX MEX y NpoLeci BUpobHuLTBa AdI,
LLIO BCTAHOB/IEHi Y cneuudikauisx (3By>KeHHs
[OMYyCTUMUX MEX) 3BY)XXEHHS LiH0UMX MEX
KOHTPONO GiOHaBaHTaXKEHHS B NPOLECI
BVMPOGHMLTBA Ajt040i pevyoBuHU; JoaaTkoBo
BHECEHI pefakLiliHi yTOUHEeHHS1 10 po3ainy
peecTpaujiiHoro gocke: 3.2.S.2.2. Onuc
BMPOBHNYOro NpoLecy Ta Noro KOHTPOSIO.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNYy - 3MIHW 3 SIKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUPOOHNLTBA rOTOBOrO
NiKapCbKOro 3acoby (3BY)XEHHS AOMYyCTUMMX
MeX) 3BYXXEHHS [i0UMX MEX KOHTPOSTO
6ioHaBaHTaXeHHS B npoueci BupobHuuTea M3
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNYy - 3MIHW 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha A®l, abo
BVXiAHVIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCS Yy NpoLeci BUPO6HMLTBA
A®I (3BYy)KEHHS JOMYCTUMUX MEX, BUSHAYEHWX
y cneuudikauiv)
3BY)KEHHSIM KpUTEPIt0 NPUAHATHOCTI NOKa3HUKa
AKOCTI «YncToTa METOAOM EKCKNHO3UBHOT
BEPX/ Purity by SE-HPLC» (po3nogin 3a
pO3MipoM Monekyn) ANns BUNpobyBaHHs Ad| Ha
BWMYCK Ta Npu cTabiNibHOCTI 3aTBEpA)KEHO:
Monomer peak must be =98 %
3anponoHosBaHo: = 99,0 % monomer.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX Mex
roTOBOrO NiKapCbKOro 3acoby (3BY)XXeHHS

[0NYCTUMUX MEX) 3BY>KEHHAM KpUTEpIto
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NPUAHATHOCTI MOKa3HMKa AKOCTi «YuctoTa
MeTo0M eKcknto3unsHoi BEPX/ Purity by SE-
HPLC» (po3nogin 3a po3MipoM Mosekyn) npu

BUNYCKY Ta Ha TepMiH npugartHocTi [N3.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeTogax
BunpobyBaHHA APl abo BUXigHOTO
Marepiany/npoMiXXHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTa AdI
(iHWi 3MiHM y MeToAax BUNPOBYBaHHSA
(BKtOYaKOUN 3aMiHy abo [oMoBHeHHS) APl abo
BVXiZAHOrO/NPOMIXHOr0 NPOAYKTY) OHOBJ/IEHHS
KpUTepiiB NpMAATHOCTI CUCTEMU ANA MeToay
Purity by SE-HPLC gns Bunpo6yBaHHs Ad| Ha
BMNYCK Ta Npu cTabinbHOCTI BBEAEHHS 3MiH
NPOTAroM 6-T1 MICALLIB MICNA 3aTBEPLKEHHS.
3miHu | TMRY - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y metofax

BMNPO6YBaHHSA rOTOBOrO /liKapCbKOro 3acoby

(iHwWi 3miHM y MeToaax BuNpobyBaHb
(BKIOYAKOUM 3aMiHy ab0 [ONOBHEHHS))

OHOBJIEHHSA KPUTEPIiB NPUAATHOCTI CUCTEMMN

ONA MeToAy 3a NOKa3HUKOM SIKOCTi «HuctoTa

MeTo0M eKcknto3unsHoi BEPX/ Purity by SE-

HPLC» (po3nogin 3a po3mipoM MOsiekys) Ha

BMNYCK Ta Ha TepMiH npugarHocTi N3
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®L. 3miHa y napameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX,
BM3Ha4YeHUX y cneundikauisix Ha A®l, abo
BUXiAHWA/NPOMDKHWIA NpOAYyKT/pearexT, Wwo
BMKOPUCTOBYHOTbCS Y NPOLEeCi BUpobHULTBA
A®I (3BY)KEHHA [ONYCTUMUX MEX, BUSHAYEHUX
y cneuudpikauii) - 3By)KEHHS1 KpuTepiiB
NPUIAHATHOCTI A1 NOKa3HWKa AKOCTI
«Deamidation by IE-HPLC» gns BunpobyBaHHs
A®I| nig vac cTabisibHOCTi, BUMOrn
BiANOBIAAI0Tb MNOKA3HMKY AKOCTI Nif, Yac
BUNYCKy 3aTBepaxeHo: 65 + 15 %
3anponoHoBaHo: 50 % - 78 % . BBefeHHs 3MiH

NPOTAroM 6-T MICALLIB MICNA 3aTBEPLKEHHS.

3minu | TUny - 3miHu 3 axkocTi. A®l. KoHTponb

A®l. 3miHa y meToaax BunpobysaHHA APl abo

BUXiAHOTO Martepiany/npomiKHOro
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NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa AP (iHWi 3MiHK Y
mMeTodax BUNPOOyBaHHS (BK/I0HAKUN 3aMiHy
abo nonoBHeHHs) A®| abo
BWXiHOr0/MPOMiXXHOro NPOAYKTY) OHOB/IEHHSA
mMeToay BunpobyBaHHs «Deamidation by IE-
HPLC», ans sunpobyBaHHsa A®I| Ha BUMYCK Ta
Ha CTabiNbHICTb, a caMe BBeAEHO HOBI KpuTepil
NPUAATHOCTI CUCTEMU Ta HOBa KOJTOHKA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNYy - 3MIHW 3 SIKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(iHwWi 3miHM y MeToaax BunpobyBaHb
(BKNKOYAOYM 3aMiHY ab0 [OMNOBHEHHS))
OHOBJIEHHSI MeTOAY BUNPOBYBaHHSA
«[le3aMiHyBaHHS METOAOM iIOHOOOMIHHOI
BUCOKOe(peKTMBHOT piANHHOI XpomaTorpadii
(I0-BEPX) gns N3 Ha BUnyck Ta Ha TepMiH
npuaaTHOCTI, a came BBeLEHO HOBI KpuTepii
NpUAATHOCTI CUCTEMYU Ta HOBA KOJTOHKA.
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTposib roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo fonycTMMNX Mex
roToOBOrO NiKapCbKOro 3acoby (40NOBHEHHS
crneungikaLii HOBUM MOKA3HMKOM 3 BiZNOBIAHUM
METOA0M BUMNPOOYBaHHSA) f0AaHHS
BMNpO6YyBaHHsA «Yuctota metogom ACH_TMATE
»/ «Purity by SDS-PAGE» (Enektpodopes 3
HaTpilo gofeumnncynbgarom Ha
noniakpunamigHomy reni/sodium dodecyl
sulfate polyacrylamide gel electrophoresisgo
npoTokosy BunNpobyBaHb cTabinbHocTi M13;
[lopatkoBO BHECEHI TEKCTOBI peaakLiiHi
YTOUYHEHHSI 4,0 PO34iny peecTpauiliHoro fochbe:
3.2.P.8.2. MNpoTokon nicnsipeecTpaviiHoro
BMBYEHHS CTabi/IbHOCTi Ta 3060B'I3aHHS W00
cTabinbHOCTI; BBEAEHHS 3MiH NpoTArom 6-Tn
MicALIB Mic/A 3aTBEpKEHHSA. 3MiHu | Trny -
3MmiHu 3 sKocTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHM BUNpoByBaHb abo
JONyCTUMUX MEX, BCTAHOB/IEHVX Y
cneuunagikalisx, nig yac BUPO6HMLTBA rOTOBOrO

NiKapcbKoro 3acoby (BUyYeHHss HECYTTEBOTO
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npoueci BUPOBHMLITBA CTEPUIIBHOTO
Hepo3ghacoBaHOro NPoAyKTy (BUNPOByBaHHS Ha
CTepWbHICTb Npy BUNYycKy M3 3amwaeTben
He3MiHHVMM). BBeeHHS 3MiH NpoTArom 6-Tu
MicAUiB nicnsa 3aTBepKeHHs.3MiHu | Tuny -
3MiHM 3 aKkocTi. A®I. CTabinbHICTb. 3MiHa
nepiofy NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa APl (3a
BIACYTHOCTI y 3aTBEP)KEHOMY [0CLE
cepTtudikaTa BiANOBIAHOCTI EBPONEChkili
dhapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOrO
BUNPOBYBaHHSA) (3MiHa y 3aTBEPAKEHOMY
npoTokoni cTabinbHOCTI) 3MiHa f0
3aTBEepAKEHOro NPoToKosy cTabinbHocTi AdD| 3
METOI0 BK/IIOYEHHS OHOBJIEHOT CUCTEMM
KOHTPO/IO Aito40i pe4yoBuHW. BBeAEHHS 3MiH
NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3MiHn Il Tuny - 3miHK 3 akocTi. APl KoHTponb
A®l. 3miHa y napameTpax crneumndikauiii Ta/abo
LOMyCTUMMUX MeX, BU3HAYEHNX Y creumdikaLisx
Ha A®I, a60 BUXigHWIA/NPOMIKHNIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoteci BUpo6HMLTBa AD| (PO3LUNPEHHS
O0NYCTUMUX MEX, BUSHAUYeHMX y crevmdikanisax
Ha BUXIigHI MaTepiann/npomikHi NpoAyKTY, SKi
MatoTb iCTOTHWIA BNUB Ha fkicTb APl Ta/abo
rOTOBOrO J1iKapCbKOro 3acoby) po3LLUMPEHHS
KpuTepiiB NpuiAHATHOCTI cneuudikayii A®| Ha
CTabiNbHICTL 3a NOKasHMKamu
Clarity/Opalescence 3atBepgxeHo: DS stability:
Clarity/Opalescence — Ref | 3anponoHoBaHo:
DS stability: Clarity/Opalescence — Ref llI
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBepKEHHS. 3MiHK || TUNY - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®L. 3miHa y MeTogax
BunpobyBaHHA APl abo BUXigHOTO
Marepiany/npoMiXXHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa AdI
(cyTTEBa 3miHa Yy
6ionoriyHoMy/iMmyHONOriYHOMY/iIMyHOXIMIYHOMY
MeTogi BunpobyBaHHsA abo MeTofi, y AKOMy
BMKOPWUCTOBYETLCS BioNOrivHUlA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) OHOBJ/IEHHS
TPUNTUYHOI NenTuaHoi kapTtu (Tryptic Peptide

Map test) ansa ineHtudikauii APl Ha Bunyck, a

Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
BMNPO6YBaHHSA B NPOLLECi BUPOGHMLTBA)
BWUNYYEHHS BUNPOGYBaHHS Ha CTEPUIBHICTL B
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came 3aMiHeHo MeTog aHanisy RP-HPLC
(Reversed Phase- HPLC) Ha RP-UHPLC
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEepKEHHS. 3MiHN Il TUny - 3MiHW 3 AKOCTI.
A®I. KoHTposnb A®I. 3miHa y meTogax

BMNpobyBaHHA APl abo BuXigHOTO
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuutea AdI

(cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeTogi BUNnpobysaHHA abo MeTogj, y Akomy
BVIKOPVCTOBYETbLCS 6i0N0riYHUIA peareHT 4ns
6ionoriyHoro A®l, a6o iioro 3amiHa) 3amiHa
MeToAy BUNPO6YyBaHHS 3a NokasHMKoM «Sialic
acid» gns BunpobysaHHA A®| Ha BUNYyCK,
(changed from colorimetric to RP-HPLC
method). BBefeHHA 3MiH NPOTAroM 6-Tu MicsLiB

nicnsa 3aTBepKeHHs.

AKoCTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuugikauii Ta/abo gonycTUMmx
MeX, BU3HauYeHux y crneumndikayisx Ha Adl, abo

BWXiAHWA/NPOMDKHWIA NpOAYKT/pearexT, Wo
BMKOPUCTOBYHOTbCS Y MPOLEeCi BUpoBbHULTBA
A®| (po3LWMPEHHS AONYCTUMUX MEX,
BU3HAYeHUX y cneuudpikauisix Ha BUXigHi
mMarepianu/npomikHi NPoAyKTK, SKi MatoTb
iICTOTHWIA BNAMB Ha AKicTb AP| Ta/abo rotToBoro
nikapcbKoro 3acoby) po3LUMPEHHS KPUTEPITB
NPUIAHATHOCTI AN NoKasHuKa AKocTi «Sialic
acid» gns A®| Ha BUMyCK BHACiA0K 3aMiHU
MeToay BunpobyBaHHA 3aTBepaxeHo: 1,5 + 0,8
(moles sialic acid/mole Dnase)(0,7-2,3)
3anponoHoBaHo: 0,5 — 2,3 moles total sialic
acid/mole rhDNase < 0,3 moles NGNA/mole
rhDNase. BeeieHHs 3MiH NpOTArom 6-Tu
MicALIB MicnsA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHY 3 sKocTi. A®I. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa APl abo BUXigHOro
Marepiany/npoMiXXHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa AdI
(cyTTEBa 3miHa Yy
ionoriyHomy/iMyHOOriYHOMY/iMyHOXIMIYHOMY
MeTogi BunpobyBaHHsA abo MeTofi, y AKOMy
BMKOPWUCTOBYETLCS BioNOrivHUlA peareHT ans
6ionoriyHoro A®l, a6o iioro 3amiHa) 3amiHa
mMeToAy BUNPOBYBaHHS 3a NokasHWKoMm «Total
Neutral Sugars» ansi Bunpo6ysaHHst A®I Ha
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Bunyck, (changed from colorimetric to RP-
HPLC method). BeegeHHs 3MiH npoTsarom 6-Tu
MicALIB MicnA 3aTBepKeHHs. 3MiHu |l Tuny -
3MiHu 3 sKocTi. A®I. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHsa AP| abo BUXigHOro
Marepiany/npoMiXXHOro NPoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa AdI
(cyTTeBa 3miHa Yy
6ionoriyHoMy/iMmyHONOriYHOMY/iIMyHOXIMIYHOMY
MeTozi BunpobyBaHHsA abo MeTofi, y SKOMy
BMKOPWUCTOBYETLCS BiONOriYHUIA peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) 3miHa
MeToay BUNpoByBaHHSA «AHas1i3 aKTUBHOCTI
[HKa3n» (AKTUBHICTb) ANst BUNpoGyBaHHSA Ad|
npuv BUNYCKy Ta Npy CTabisIbHOCTI, WO nonsrae
Y OHOBJIEeHi aHanidy akTuBHoCTI JHKa3n 3
noKpaLleHVMN KpUTepisMn NpuaaTHoOCTI
CUCTEMMW, HOPMYBAHHS 3a/IMLLAETLCS 6e3 3MiH
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS. 3MiHM Il TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTpob rotoBoro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(cyTTeBa 3miHa Yy
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobysaHHA abo MeTogj, y Akomy
BMKOPUCTOBYETbLCA BionoriyHuii peareHT, abo ix
3amiHa, abo 6ionoriyHoro npenapary
NOPIBHAHHSA (CTaHJapTHOro nNpenapary), LWo He
3a3HavYeHunin y 3aTBepayKeHOMyY NPOTOKOTI)
3MiHa MeToAy BUNPO6YyBaHHA «AHani3
akTMBHOCTI JHKa3n» (AKTUBHICTb) ANs
BUNpobyBaHHa /13 npu BUNYCKy Ta Ha TEPMIH
NPUAATHOCTI, L0 NONAra€e y OHOBMEHI aHai3y
akTuBHoCTi []HKa3un 3 nokpateHmMm
KpUTEpIaMM NPMAATHOCTI CUCTEMW HOPMYBaHHS
3anuwaeTbes 6e3 3MiH. BBe4eHHS 3MiH
NPOTAroM 6-T MICALLIB MICNA 3aTBEPLKEHHS.
3MiHn Il Tuny - 3miHn 3 akocTi. Adl. KoHTponb
A®l. 3miHa y meToaax BunpobysaHHA APl abo
BUXiAHOro Marepiany/npomiKHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BUpo6HuuTBa AP (iHWi 3MiHK) 3aMiHa
cTaHAapTHOro 3pasky ans Adl, Bknoyarouu
3MiHM B CUCTEMi KOHTPOJ/II0 (3aTBepaxeHo: Lot
DNA592-5; 3anponoHoBaHo: Batch DNA1005-
7) BBefieHHs 3MiH NpoTsirom 6-Tv MicsLiB nicas
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3aTBEPAKEHHS.
[oTOBWIA Nikapcbkunii 3aci6. KOHTposib rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BUMNPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(cyTTeBa 3miHa Yy
6ionoriyHoMy/iMmyHONOriYHOMY/iIMyHOXIMIYHOMY
MeTozi BunpobyBaHHsA abo MeTofi, y AKOMy
BUKOPWCTOBYETLCA 6iONIONiYHMIA peareHT, abo ix
3amiHa, abo 6ionoriyHoro npenapary
NOPIBHAHHA (CTaHAapTHOro npenapary), Wo He
3a3HayeHuii y 3aTBepAKEHOMY NMPOTOKOSTI)
3amMiHa cTaHAapTHOro 3pasky ans M3,
BK/IIOYa0UM 3MiHM B cucteMi koHTposto (The
same reference standard is used for dornase
alfa drug product and drug substance testing.
Refer to Section S.5.). BBegeHHs 3MiH
NpoTArom 6-T1 MicauiB Nicns 3aTBepipKeHHS.
170. | PAHOCTOMN® po3uuH ans MPAT "®ITO®APM" YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis: 6e3 UA/8650/02/01
30BHILIHLOrO Ta "®ITODAPM" 3MiHa cunu i, nikapcbkoi hopmu Ta cnocoby peuenma
MicLeBoro 3acTOCyBaHHS: 3MiHa abo AofAaBaHHsS HOBOI
3actocyBaHHs 10 %, no NiKpPCbKOT hopMK (foAaHHSA HOBOT NMiKapCbKOT
50 mn a6bo 100 mny thopmu) (3aTBepmxeHo: PAHOCTOIN®, masb
h1akoHW, yKonopeHi 10%). MepiognyHiCTb NOAAHHSA PEryspHO
npobkamu- OHOB/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
KpanenbHULAMU, Mopsaky 34iiicHeHHs hapmakoHarnsgy,
KpULLIKaMu NoaiMepHUMn 3aTBEpPAKEHOro Haka3omM MiHicTepcTBa
3 KOHTPO/1IEM MepLioro OXOpOHU 340pOB’A YKpaiHu Big 27 rpyaHs 2006
BigKpuTTA, No 1 poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
donakoHy B mauui tocTuuiil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaku,ii Hakasy MiHicTepcTBa
OXOPOHW 3[10pOB’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4YeHMN Y NepioguUYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neKu.
171. PENBAP™ ENNINTA NOPOLLOK A/15 IHransuin, nakcoCmiTKnsiiH Benvka "nakco Benvka BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/14565/01/01
[030BaHuin No 92 MKr/22 Excnopt flimiTeq, BpuTaHis OnepeiiwHc HOK BpuTaHis 3MiHu | TUNy - 3MiHa nepiogy NOBTOPHUX peyenmom
MKr/no3y no 14 a6o 30 Nimiten BMNpPO6YyBaHb/nepiogy 36epiraHHA abo ymoB
[,03 Y NOPOLLKOBOMY 36epiraHHsa A®| - 36inbLUEHHS nepiogy
iHranaTopi; no 1 NoBTOpHOro BunNpobyBaHHa A®| BinaHtepony
iHransiTopy y KapTOHHiIl TpuchbeHatart 3 48 micauis fo 60 micauis
Kopoobui
172. PIBO/NIEB TabneTku, BKPUTI Pisochapm CA LLiBeiiuapis Pisochapm CA LLBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/14758/01/01
NAiBKOBOK 060I0HKOIO, 3MiHM | TUMY - NOAAHHA HOBOro cepTudikaTa peyenmom

no 250 mr no 10
TabneTok y 6nictepi; no
3 abo no 6 bnictepis y
KapPTOHHI KOpooL;i

Bi4NOBIAHOCTI €Bponelicbkili hapmakonei Ne
RO-CEP 2014-113-Rev 01 ans gjto4oi
peyoBuMHM Levetiracetam Bif 3aTBEpLKEHOr0
BMpobHmka HETERO LABS LIMITED, IHgis
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173. PIBOJIEB TabneTkn, BKpUTI Pisochapm CA LLiBeiiuapis Pisochapm CA LBeiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14758/01/02
NNiBKOBOK 060/TI0HKOIO, 3MiHKM | TUNY - NO4AHHSA HOBOTO cepTudikaTa peuenmom
no 500 mr mo 10 BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
TabneTok y 6nictepi; no RO-CEP 2014-113-Rev 01 ans gjto4oi
3 abo no 6 6nictepiB y peyoBuHM Levetiracetam Big 3aTBEpAKEHOrO
KapPTOHHI KOpooLj Bnpo6bHMka HETERO LABS LIMITED, IHgis
174. PIBOJIEB TabneTkn, BKpUTI Pisocpapm CA LLiBeiiuapis Pisochapm CA LLseiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14758/01/03
NAiBKOBOI 060/TI0HKOIO, 3MiHK | TUNY - NoA4AHHS HOBOTO cepTudikata peuyenmom
no 1000 mr no 10 BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
Tabnetok y 6nictepi; no RO-CEP 2014-113-Rev 01 ansa gjtouoi
3 abo no 6 6nictepiB y peyoBuHM Levetiracetam Big 3aTBEpAKEHOrO
KapPTOHHI KOpooLj BMpo6HMka HETERO LABS LIMITED, IHgis
175. POTAPUKC™/ cycnexsis opasibHa (1,5 nakcoCmiTKnsiiH Benvka nakcoCmiTKNsAiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/13060/01/01
ROTARIX™ BAKUWHA | mn/po3sy) no 1 a6o no 5 Ekcnopt flimiteq BputaHis Bionogxikans C.A. 3MiHM | TUNy - 3MiHa y napameTpax peyenmom
ANA NPODINAKTUKA nonepegHL0 cneumdikauii Ta/abo AONYCTUMUX MEX,
POTABIPYCHOI 3an0BHEHMX OpasIbHUX BM3Ha4YeHuX y cneumdpikauisx Ha A®l, abo
IHOEKLI annikaTopis abo Ty6 B BUXIQHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
KapTOHHii KOopo6Li BMKOPVCTOBYIOTbCS Yy NpoLeci BUPOOHMLTBA
A®I| - 3MiHa aHaNiTUYHUX NOCKIaHb Npu
BXiZJHOMY KOHTPOJII0 CUPOBUHYM L-rayTamiH 3 in-
house MoHorpadii Ha moHorpacito USP
176. CEAABIT® EKCTPAKT | eKkcTpakT ryctuii MAT "Tanuucpapm" YkpaiHa MAT "Fanuucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/9342/01/01
rycTuin (cybcTaHuis) y 604kax 3MiHKM | TUMY - 3MiHa Yy MeToAax BMNpobyBaHHS
noniMepHux ans A®I| abo BuxigHOro Matepiany/npoMixHOro
BMPOGHULITBA NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
HECTepW/IbHNX npoueci Bupo6HuuTea A®I (iHwWi 3MiHK y
niKkapcbknx hopm MeToJax BUNPOGYBaHHS (BK/HOHYAKUN 3aMiHy
abo aonosHeHHs) AdD| abo
BWXiAHOTro/NPOMiXXHOrO NPOAYKTY)
177. CEOA®ITOHO®OPTE Kancynu Ne 6x2, Ne 6x4, MPAT "®ITOPAPM" YkpaiHa BiANoBigabHUIA 3a YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHuM | TUNYy 6e3 peyenma
Ne 6x8 y 6nictepax BMPOBHULITBO, - 3MiHK
nepBUHHE/BTOPUH o0
He nakyBaHHS, 6e3neku/ed
KOHTPOb AKOCTI E€KTMBHOCTI
Ta BUMyCK cepii: Ta
MPAT thapmakoHar
"OITOPAPM", napy -
YKpaiHa, OHOBJIEHHA
BiANoBigabHUIA 3a 3aTBepXKeH
BMPOBHULITBO, Oro TekcTy
nepBUHHE/BTOPUH MapKyBaHHSI
He nakyBaHHs, nepBUHHOI
KOHTPO/Ib SKOCTI: Ta
MAT "BitamiHn", BTOPWHHOT
YkpaiHa ynakoBOK

nikapcbKoro
3acoby 3
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BHECEHHAM
3MiH J0
TeKcTy
MapKyBaHHsI
178. | CEQA®PITOH® Tabnetkmn Ne 12x2, Ne MPAT "®ITOPAPM" YkpaiHa BiANOBigaIbHUI 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 6e3 UA/4826/01/01
12x4, Ne 12x8 y BMPOOGHMLITBO, 3MiHM | TUny - 3MiHK Woao peyenma
6nictepax nepBuMHHE/BTOPUH 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
He nakyBaHHs, OHOBJ/IEHHS 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
KOHTPO/b AKOCTI NepBUHHOT Ta BTOPMHHOT YNakoBOK /1iKapCbKoro
Ta BUNYCK cepii: 3aco06y 3 BHECEHHSIM 3MiH [0 TeKCTY
MPAT MapKyBaHHA
"GITOPAPM",
YKpaiHa,;
BiANOBiAaIbHUI 3a
BMPOOGHMLITBO,
nepB1MHHE/BTOPUH
He nakyBaHHs Ta
KOHTPO/Tb AKOCTI:
MAT "BiTamiHn",
Ykpaina
179. CEHAJNEKCUH-®OPTE | Tabnetku no 140 mr, no MAT "ly6Huchapm" YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/16128/01/01
10 Tabnetok y 6nictepi; "ly6HUhapm" 3MiHu Il TUny - 3MiHK Woao peuyenma:
no 2 a6o 10 6nictepiB y 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. mab6siemku
nauuj; no 10 TabneTok y BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta Ne 10, Ne 20
6nictepi YMOB BUaui peecTpauiiiHoro noceigyeHHs, (10x2);
BK/tOYatoun MnaH ynpasniHHA py3nkamm 3a
(3acTocyBaHHsA 3MiH(M), siKi(a) BUMaratoTb(€) peyenmom:
noJanbLIoro 06rpyHTyBaHHA HOBYMM mabsiemku
[04aTKOBMM AaHuMU, Lo MatoTb HaJasaTuca Ne 100
KOMMNETEHTHUM OPraHoM, OCKi/IbKM BUMaraeTbcs (10x10)
CyTTEBA OL|iHKA KOMMETEHTHUM OpraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
MopsiaKy NPoBEAEHHS eKCnepTu3m
peecTpauiiiHMx MaTepianis Ha Nikapcbki
3acobu, Lo NoAaloTbCA Ha AepXasHy
peecTpauito (nepepeecTpaLiio), a Takox
eKcnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTArom aii
peecTpaLiiiHoro nNocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
180. CONEAYM ANA AITEN | racTpopesncTeHTHi Kaccenna-mep HimeuunHa HaHeceHHs Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/15105/01/02
Kancynm m sk no 100 m6X & Ko. KI NOKPUTTS, PymyHist 3MiHu | TMNy - 3MiHK 3 AKOCTI. FoTOBMIA peyenma
mr, no 20 kancyny nepBrHHE Ta nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
6nictepi; no 1 6nictepy BTOPUHHE abo BBeAieHHA A0AATKOBOI [AifbHULL
B KQPTOHHI KOpo6Luj; No nakyBaHHs, BMPO6GHMLTBA 4151 YAaCTMHU abo BCbOro
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25 kancyn y 6nictepi; no KOHTPO/1b SIKOCTI, BMPOGHMYOro NpoLecy roToBoro Nikapcbkoro
2 abo no 4 6nictepu B BUMYCK Cepii: 3ac06y (AinbHWLA AN BTOPUHHOTO NakyBaHHS)
KapTOHHIA KOpoo6Li Knoctepdhpay BBE/EHHS a/IbTEPHATUBHOI AiNbHULI AN1S
Bepnin M'M6X, BTOPMHHOrO nakyBaHHA AptecaH ®apma MmMbX
HimeyuunHa; & Ko. KI' / Artesan Pharma GmbH & Co. KG, 3a
nepBrHHE Ta apgpecoto Anb6pexT -Taep-LUTpacce 9, 29439
BTOPWUHHE Mouos, HimeuyunHa / Albrecht-Thaer-Strasse 9,
nakyBaHHs: 29439 Luchow, Germany. 3miHu | TUny - 3MiHK
ApTtecaH ®apma 3 AKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
'MBX & Ko. KT, BUPOGHUUTBI. 3amiHa abo BBeAeHHS
HimeyuunHa; [04aTKOBOT AiNbHULI BUPOGHMLTBA ANS
BTOPVIHHE 4acTuHK abo BCbOrO BUPOBHNYOrO NpoLecy
nakyBaHHS: roTOBOrO NiKapcbkoro 3acoby (AinbHULA ANa
AptecaH ®apma BTOPUHHOIO NakyBaHHS) BBEEHHS
'mBX & Ko. KT, anbTepHaTUBHOI AiNbHUL 415 BTOPUHHOTO
HimeuuunHa; nakyBaHHs AptecaH dapma 'MBEX & Ko. KI'/
BMPOGHMLTBO Artesan Pharma GmbH & Co. KG, 3a agpecoto
kancyn (6e3 'epmaHH-/loH-LLUTpacce 19, 29451
nokpuTTA) in bulk: [aHHeH6epr, HimeuunHa / Hermann-Lons-
KataneHt Strasse 19, 29451 Dannenberg, Germany.
HimeuunHa 3miHu | TURY - 3MiHK 3 SKocTi. FoToBMIA
E6epb6ax Mm6X, nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3amiHa
HimeyuunHa; abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOGHMLITBO BMPOGHMLITBA A/151 YaCTMHM ab0 BCbOro
kancyn (6e3 BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro
nokputTs) in bulk: 3aco6y (AiNbHMLUA 415 NEPBUHHOMO NakyBaHHS)
C.K. Csicckanc - BBEJEHHS a/IbTEePHATUBHOI AiNbHWL 415
PymyHia C.P.J1., nepBuHHOro nakyesaHHs ApTtecaH ®apma 'MBX
PymyHis & Ko. KI' / Artesan Pharma GmbH & Co. KG ,
3a agpecoto AnbbpexT -Taep-LUTpacce 9,
29439 MMouos, HimewunHa / Albrecht-Thaer-
Strasse 9, 29439 Luchow, Germany.

181. | CONNIEAYM ®OPTE racTpope3nCTEHTHI Kaccenna-mep, HimeuunHa HaHeceHHs HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 6e3 UA/15105/01/01
Kancysm m siki no 200 'm6X & Ko. KI NOKPUTTS, PymyHis 3MiHu | TUNY - 3MiHK 3 IKOCTI. FoTOBUIA peuenma
mr, no 20 kancyny nepBrHHE Ta nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULTBI. 3amiHa
6nictepi, no 1 6nictepy BTOpPUHHE ab0 BBeAeHHS 40A4ATKOBOI AiNbHUL
B KapTOHHI Kopo6Lj; no nakyBaHHs1, BMPOBOHULTBA A5 YacTUHU abo BCbOro
25 kancyn y 6nictepi, no KOHTPO/Ib SIKOCTI, BUPOBHMYOro NpoLEecy roToBOro NikapCbKoro
2 abo 4 6nictepu B BWMYCK Cepii: 3ac06y (AiNbHMLA AN BTOPUHHOTO NakyBaHHS)

KapTOHHIA KOpooLi Knoctepdpay BBEJEHHS aNbTepHATUBHOT AiNbHULI AN
Bepnin M'm6X, BTOPWHHOrO nakysaHHA ApTecaH ®apma M'mbX
HimeuunHa; & Ko. KI' / Artesan Pharma GmbH & Co. KG, 3a
nepBuHHe Ta aapecoto AnbbpexT -Taep-LWTpacce 9, 29439
BTOPUHHE Ioyos., HimeyunHa / Albrecht-Thaer-Strasse 9,
naxyBaHHs: 29439 Luchow, Germany. 3miHu | TUny - 3MiHK
AptecaH ®apma 3 AKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
'MbX & Ko. KT, BMPO6HULTBI. 3amiHa abo BBEAEHHSA
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
HimeuuunHa; [04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
BTOPVHHE YacTvHK abo BCbOro BUPOGHMYOro npoLecy
nakyBaHHs: rOTOBOrO J1iKapCbKOro 3acoby (AinbHULA Ans
ApTecaH ®apma BTOPVHHOIO NakKyBaHHS) BBEAEHHS
'MbX & Ko. KT, anbTepHaTUBHOI AiNbHUL 415 BTOPUHHOTO
HimeyuunHa; nakyBaHHs AptecaH ®apma 'mMBX & Ko. KI'/
BUPOBHULTBO Artesan Pharma GmbH & Co. KG, 3a agpecoto
kancyn (6e3 F'epmaHH-/lon-LTpacce 19, 29451
nokputTs) in bulk: [aHHeH6epr, HimeyunHa / Hermann-Lons-
KaTtaneHt Strasse 19, 29451 Dannenberg, Germany.
Himeuunna 3MiHu | TMNY - 3MiHK 3 AKocTi. FoToBWMIA
E6epb6ax Mm6X, nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
HimeuuunHa; a60 BBeieHHA 104AaTKOBOI AiNbHULL
BUPOBHULTBO BMPOBOHULTBA A5 YacTUHU abo BCbOro
kancyn (6e3 BMPOGHMYOro NPOLECY rOTOBOrO NiKapCbKoro
nokpuTTA) in bulk: 3aco6y (fibHULA AN NEPBUHHOIO NakKyBaHHS)
C.K. Csicckanc - BBEJIEHHSA a/IbTEPHATUBHOI AiNbHUL AN1A
PymyHia C.P.J1., NnepBUHHOrO nakysBaHHA ApTtecaH ®apma MMbX
PyMmyHis & Ko. KI' / Artesan Pharma GmbH & Co. KG ,
3a agpecoto AnbbpexT -Taep-LUTtpacce 9,
29439 /Moyos., Himeyunna / Albrecht-Thaer-
Strasse 9, 29439 Luchow, Germany.
182. COJIKOBATIH po3uvH, no 0,5 mny MELA LLiBeiLapis Neraci LLIselinapis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3a UA/5526/01/01
dhnakoHi 3i ckna; no 2 dapmacbloTikans dapmacbloTikans 3MiHn Il Tuny - 3miHn Wwoao peyenmom
oNakoHW B KOMM/EKTI 3 CaitceneHg Mmox CaitceneHg M'moX 6e3nekun/edpekTBHOCTI Ta thapmakoHarniagy.
rymoBMMU npobkamu y BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta
KOHTEliHepi 3 YMOB BMaui peecTpauiiiHoro nocBigyeHHs,
niHonnacty; no 1 BK/TIOYaK0UM MNNaH ynpasniHHA pusukamm
KOHTeliHepy B KOpooOLi (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
NoAasTbLIOro 06r'pPYHTYBaHHS HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HajaBaTmcs
KOMMETEHTHVMM OpraHoM, OCKifIbK1 BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go Mopsagky
NPOBefEHHA ekcnepTu3n peecTpaLiiinx
mMaTtepianis Ha nikapcbki 3acobu, Lo
noAanTbCs Ha AepXaBHy peecTpawiio
(nepepeecTpavito), a TaKoX ekcnepTnaun
mMartepianis NPo BHECEHHA 3MiH 0
peecTpauiiHux maTepiasnis NpoTAarom Aii
peecTpauiiiHoro NocBig4YeHHs1, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
183. COMATYNIH PO34UH NS iH'EKL INCEH ®APMA PpaHuis INCEH ®APMA PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/13432/01/01
AYTOXENb 120 MI' NPOSIOHrOBaHOro BIOTEK 3MiHuM | TRy - 3MiHa po3mipy cepii (BkNtovyatum peuenmom

BUBiNbHEHHS, 120

AianasoHn) APl abo NpoMiXKHOro NPoAyKTy,
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
mr/wnpuy no 1 AKNIA 3aCTOCOBYETLCA Y MpoLieci BUPO6HNLTBA
nonepegHL0 A®| - 5-kpaTHe 36iNbLUEHHS 06CATiB CUHTE3Y
HanoBHEHOMY LUNPUL A®| Ha cTagisx 2-10 (5-fold Scale-op of
0151 04HOPa30BOoro synthesis steps 2 to 10 of lanreotide acetate);
BUKOPUCTAHHS MIiCTKICTIO 3MiHM | TUNY - 3MiHW B NpoLEeCi BUpobHMLUTBa
0,5 mn1 3 aBTOMATUYOIO A®| - He3HauHa 3MiHa y nNpoLeci BUpOGHMLTBA
3axucHoto cucrtemoto, 1 A®I, a came BK/IIOYEHHSA JaHUX CTOCOBHO
ronkot (1,2x20 mm) B [0nycKiB AN aMIHOKUCOT, PO3YMHHUKIB Ta
3axMCHOMY KOBMauky, y peareHTiB BHACNiA0K aBToMaTu3au,i
6araroLaposomMy TEXHOJI0MYHOro NpoLiecy; He3HayHa 3MiHa y
NakeTuKy B KapTOHHIi npoteci Bupo6HuuTea A®|, a came y3rofkeHHs
Kopoo6ui onucy npoueaypy akTuBaLii aMiHOKWUC/IOT in
sutu Ha eTanax 2, 7 Ta 8 y npoueci cuHTesy 3
BiANOBIAHMM onMcom eTanis 3-6 npovecy
CUHTEe3y; He3HayHa 3MiHa y npoLeci
BMpobOHULUTBa AP, a came 3acTOCyBaHHA Ha
etani 10 (poswenneHHs) cuHTesy A®| TUCKy Ha
piBHI <3 6ap Ta po3LWMpeHHs Aiana3oHy
Temnepartypu nigirpisy Big, KiMHATHOT 0 22 + 5
°C
184. | COMATYNIH PO34uH NS iH'EKL INCEH ®APMA ®paHuisa INCEH ®APMA ®paHuisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiaslis: 3a UA/13432/01/01
AYTOXE/b 120 MI' NpOJIOHroBaHoOro BIOTEK 3MiHuW | TUNY - 3MiHW B Npoueci BUpobHMLUTBa peyenmom
BUBINIbHEHHS, 120 A®I| - He3HaYHa 3MiHa y npoLeci BUpobHMLTBa
mr/wnpuy, no 1 A®l, a came npsiMe AoAaBaHHA peareHTiB 4ns
nonepenHL0 BUAAIEHHSI 3aXMCHOT rpynu Ta HeliTpanisauii y
HaMoOBHEHOMY LUNPWL, npoueci cuHtesy A®l; HesHayHa 3MiHa y
[AN15 04HOPa3oBoro npoueci BupobHuuTBa A®I, a came akTnsauis
BUKOPUCTAHHS MICTKICTIO aMiHOKMC/OT in situ Ta fJofaBaHHSA
0,5 mn 3 aBTOMATUYOIO giisonponinkap6ogiimigy y npoueci CMHTesy
3axMCHO cuctemoro, 1 A®I; He3HauYHa 3MiHa y npoLeci BUPO6HMLTBA
ronkoto (1,2x20 mm) B A®Il, a came BUNpPaBIEHHA NOMU/OK B OMNKUCI
3axXMCHOMY KOBMauky, y npouecy BupobHuuTBa A®I
H6araToLlapoBomy
nakeTyKy B KapTOHHIi
Kopobui
185. COMATYNIH PO34UH NS iH'EKL INCEH ®APMA PpaHuis INCEH ®APMA PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/13432/01/02
AYTOXE/b 60 MI' NPOSIOHrOBaHOro BIOTEK 3MiHuM | TRy - 3MiHa po3mipy cepii (BkNtovyatum peuenmom

BUBISIbHEHHSA, 60
mr/wnpuy no 1
nonepegHL0
HanoBHEHOMY LUNPUL
ANs 04HOPa3oBOro
BUKOPUCTAHHS MICTKICTIO
0,5 M1 3 aBTOMaTUYOo0
3aXMCHOK cuctemoto, 1
ronkoto (1,2x20 mm) B
3aXMCHOMY KOBMAukKy, y

AianasoHn) A®l abo NPoMiKHOro NPoAayKTy,
AKNIA 3aCTOCOBYETLCA Y NpoLieci BUPobHNLTBa
AD| - 5-kpaTHe 36iNbLUEHHS 06CAriB CUHTE3Y
A®| Ha cTagisx 2-10 (5-fold Scale-op of
synthesis steps 2 to 10 of lanreotide acetate);
3MiHuW | TUNY - 3MiHW B Npoueci BUpobHMLUTBa
A®d| - He3HaYHa 3MiHa y NpoLeci BUpobHMLTBa
A®l, a came BK/IIOYEHHSA JlaHUX CTOCOBHO
[onyckiB A5 aMiHOKMUC/OT, PO3YMHHUKIB Ta
peareHTiB BHACMiA0K aBToMaTu3auii
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
6araroLlaposomMy TEXHOJI0MYHOro NpoLLecy; He3HayHa 3MiHa y
NakeTuKy B KapTOHHIi npotieci Bupo6HuuTea A®|, a came y3rofkeHHs
Kopoo6ui onucy npoueaypy akTuBaLii aMiHOKWUC/IOT in
sutu Ha eTanax 2, 7 Ta 8 y npoueci cuHTesy 3
BiANOBIAHMM onuMcom eTanis 3-6 npovecy
CUHTEe3y; He3HayHa 3MiHa y npoLeci
BMpob6HUUTBa API, a came 3acTOCyBaHHS Ha
etani 10 (poswenneHHs) cuHTesy A®| TUCKy Ha
piBHI <3 6ap Ta po3LWMpeHHs Aiana3oHy
Temnepartypu nigirpisy Big KiMHATHOT 0 22 + 5
°C
186. | COMATYNIH PO34UH NS iH'EKLi INCEH ®APMA ®paHuia INCEH ®APMA ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/13432/01/02
AYTOXE/b 60 MI' NpPOJIOHroBaHoOro BIOTEK 3MiHuW | TUNY - 3MiHW B Npoueci BUpobHMLUTBa peyenmom
BUBINIbHEHHS, 60 A®I| - He3HaYHa 3MiHa y MpoLeci BUpobHMLTBa
mr/wnpuy, no 1 A®l, a came npsiMe AoAaBaHHA peareHTiB 4ns
nonepenHL0 BUAAIEHHSI 3aXMCHOT rpynu Ta HeliTpanisauii y
HaMoOBHEHOMY LUNPUL, npoueci cuHtesy A®l; HesHayHa 3MiHa y
[AN15 04HOPa3oBoro npoueci BupobHuuTea Adl, a came akTnsauis
BUKOPUCTAHHS MICTKICTIO aMiHOKMC/OT in situ Ta fJofaBaHHSA
0,5 mn 3 aBTOMATUYOIO giisonponinkap6ogiimigy y npoueci CMHTesy
3axMCHO cuctemoro, 1 A®I; He3HauYHa 3MiHa y nNpoLeci BUPO6HMLTBA
ronkoto (1,2x20 mm) B A®Il, a came BUNpPaBIEHHA NOMU/OK B OMNKUCI
3axXMCHOMY KOBMauky, y npouecy BupobHuyTea AdI
H6araToLlapoBomy
nakeTyKy B KapTOHHIi
Kopoo6ui
187. COMATYNIH PO34UH NS iH'EKL INCEH ®APMA PpaHuis INCEH ®APMA PpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/13432/01/03
AYTOXXE/Nb 90 MI' NPOSIOHrOBaHOro BIOTEK 3MiHuM | TRy - 3MiHa po3mipy cepii (BkNtovyatum peuenmom

BUBISIbHEHHSA, 90
mr/wnpuy no 1
nonepegHL0
HanoBHEHOMY LUNPUL
ANs 04HOPa3oBOro
BUKOPUCTAHHS MICTKICTIO
0,5 M1 3 aBTOMaTUYOoKo
3aXMCHOK cuctemoto, 1
ronkoto (1,2x20 mm) B
3aXMCHOMY KOBMauky, y
6araToLlapoBomMy
NakeTnKy B KAPTOHHIl
Kopoo6ui

AianasoHn) A®l abo NpoMiKHOro NPoAyKTy,
AKNIA 3aCTOCOBYETLCA Y NpoLieci BUPobHNLTBa
AD| - 5-kpaTHe 36iNbLUEHHS 06CAriB CUHTE3Y
A®| Ha cTagjsx 2-10 (5-fold Scale-op of
synthesis steps 2 to 10 of lanreotide acetate);
3MiHuW | TUNY - 3MiHW B Npoueci BUpobHMLUTBa
A®d| - He3HaYHa 3MiHa y NpoLeci BUpobHMLTBa
A®l, a came BK/IIOYEHHSA JlaHUX CTOCOBHO
[onyckiB A5 aMiHOKMUC/OT, PO3YMHHUKIB Ta
peareHTiB BHaCMiA0K aBToMaTu3auii
TEXHOJIOMYHOro NpoLiecy; He3HayHa 3MiHa y
npoueci BupobHuuTBa A®l, a came y3romKeHHs
onucy npoueaypy aktmsauii aMmiHOKMCAOT in
sutu Ha eTanax 2, 7 Ta 8 y npoueci cuHTesy 3
BiANOBIAHMM onuMcom eTanis 3-6 npovecy
CWHTE3Y; He3HayHa 3MiHa y npoueci
BMpo6HMLTBa AP, a caMe 3acToCyBaHHS Ha
eTani 10 (po3wienneHHs) cnuHtesy APl Tucky Ha
piBHi <3 6ap Ta po3WMpeHHs dianasoHy
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
Temnepartypu nigirpisy Big, KiMHATHOT 0 22 + 5
°C
188. | COMATYNIH PO34UH NS iH'EKL INCEH ®APMA ®paHuia INCEH ®APMA ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 3a UA/13432/01/03
AYTOXE/b 90 MI' NpOJIOHroBaHoOro BIOTEK 3MiHuW | TUNY - 3MiHW B Npoueci BUpobHMLUTBa peyenmom
BUBINIbHEHHSA, 90 A®I| - He3HaYHa 3MiHa y npoLeci BUpobHMLTBa
mr/wnpuy, no 1 A®l, a came npsiMe AoAaBaHHA peareHTiB 4ns
nonepenHL0 BUAAIEHHSI 3aXMCHOT rpynu Ta HeliTpanisauii y
HaMoOBHEHOMY LUNPUL, npoueci cuHtesy A®l; HesHayHa 3MiHa y
[AN15 04HOPa3oBoro npoueci BupobHuuTBa A®I, a came akTnsauis
BUKOPUCTAHHS MICTKICTIO aMiHOKMC/OT in situ Ta JofaBaHHSA
0,5 mn 3 aBTOMaTUYOIO giizonponinkap6ogiimigy y npoueci CMHTesy
3axMCHO cuctemoro, 1 A®I; He3HauYHa 3MiHa y npoLeci BUPO6HMLTBA
ronkoto (1,2x20 mm) B A®l, a came BUNpaBIEHHA NOMU/IOK B OMNKUCI
3axXMCHOMY KOBMauky, y npouecy BupobHuuTBa A®I
H6araToLlapoBomy
nakeTyKy B KapTOHHIi
Kopobui
189. COPBEHTOIE/b renb opasbHuii 0,7 r/r ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/15453/01/01
no 135r, 270 r a6o 405 06MmexXeHo 06MEeXEHO 3MiHM | TUNY - 3MiHK Woa0 peuenma
Iy KOHTelHepi; no 1 BiANOBIAANbHICTIO BiANOBIAANbHICTIO 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
KOHTeliHepy y kopobui "®apmaveBTuyHa "GapmaueBTuyHa BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHWX
tipma "BepTtekc" thipma "BepTtekc”, npo cuctemy hapmakoHarnsgy (BBeAeHHs
Ykpaina y3araslbHeHUX AaHux nNpo cuctemy
(BMPOGHMLTBO 3 thapmakoHarnisgy, 3miHa yrnoBHOBaXKeHO|
npoaykuii in bulk ocobu, BignoBifasibHOT 3a 3AiCHEHHS
ToBapucTBa 3 hapMakoHarnsay; KOHTakTHOI 0cobu 3
0bMexeHoto dhapmakoHarnsgy 3asBHuKa AN 34iACHEHHS
BiANOBIA&/IbHICTIO hapMmakoHarnsay B YkpaiHi, K0 BOHa
"®GapmaLieBThyHA BiAMIHHA Bif YNOBHOBaXeHOi 0co6M,
KOMNaHis BignoBiga/bHOI 3a 3AjACHEHHS
"3nopoB’s", hapmakoHarnagy (BKIYaoun KOHTaKTHI gaHi)
YkpaiHa) Ta/abo 3MiHW y pO3MiLLeHHI MacTep-thainina
cuctemu chapmakoHarnagy) - 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3piicHeHHs chapmakoHarnagy: fliroya pegakuis
— KoBauieHko HOnis BagumisHa; MNponoHoBaHa
pepakuis — KagywkmHa Honisi BonogmmupiBHa.
3MiHa KOHTaKTHWX AaHWX YNOBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34ilACHEHHS
hapmakoHarnagy
190. COPBEHTOIE/1b reflb opasibHuiA no 0,7 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis: 6e3 UA/15901/01/01
r/r no 100 r a6o 200 r y 06MexeHo 06MexeHot 3MiHW | TUNY - 3MiHK Woao peyenma
Ty6i; no 1 Ty6i y Kopobui BiANOBIA&NLHICTIO BiANOBiAaNbHICTIO 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy.
3 KapToHy; no 151y "®apmaueBTnyHa "GapmaueBTuyHa BBefeHHs1 ab0 3MiHM [0 y3arasibHEHUX JaHWX
cawe; no 5, 10 a6o 20 hipma "BepTtekc" thipma "BepTtekc”, npo cuctemy hapmakoHarnsgy (BBefeHHs
calue y Kopob6ui 3 Ykpaina y3araslbHeHNX AaHux npo cucrtemy

KapTOHY

(BMPOGHMLTBO 3

chapmakoHariagy, 3mMiHa ynoBHoBaxKeHol
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n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
npoAaykuii in bulk ocobu, BignoBifasnbHOI 3a 3AiACHEHHS
TosapucTsa 3 hapMakoHarnaay; KOHTakTHoOI ocobu 3
obmexeHo thapmakoHarnagy 3asiBHUKa A5 34iCHEHHS
BiANOBif&/bHICTIO hapMakoHarnsgy B YKpaiHi, KLU0 BOHa
«PapmMaLeBTnyHa BiAMIHHa Bif, YNOBHOB&XeHOi 0co6H,
KOMNaHis BignoBiAa/IbHOI 3a 34jACHEHHS
«300pOoB'A», thapmakoHarnagy (BKIovaoUun KOHTaKTHI gaHi)
YkpaiHa) Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cucteMu dpapmakoHarnsgy) - 3MmiHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJaIbHOI 3a
3ailicHeHHs hapmakoHarnsagy: [ivoya pefakuis
— KoBanieHko KOnist BagumiBHa; MponoHoBaHa
pepakuis — KagywkmHa Honis BonogmmupiBHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAXEHOT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
dhapmakoHarnsgy
191. COPBEHTOrE/Ib BEBI | renb opasbHuii, 0,7 r/r, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 6e3 UA/15993/01/01
no 50 r y Ty6i; no 1 Ty6i 0bMexeHot obMmexeHo 3MiHM | TURY - 3MiHK WoA0 peyenma
y Kopo6uj; no 5 r ao no BIANOBIA&/ILHICTIO BiANOBIf&/IbHICTIO 6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
10 ry cawe; no 5, no 10 "®apmMaveBTnyHa "®GapmaLeBTnyHa BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX
a6o no 20 cawe y thipma "Beprekc" thipma "BepTekc", npo cuctemy chapmakoHarnsay (BBeAeHHs
KopoobLi YKpaiHa y3arasibHeHuUX AaHux nNpo cuctemy
(BMPOGHMLTBO 3 thapmakoHarnsgy, 3miHa yrnoBHOBaXeHO|
npoaykuii in bulk 0co6w, BignoBiganbHOI 3a 34jiACHEHHS
ToBapucTaa 3 chapmakoHarnsgy; KoOHTakTHoi ocobm 3
obmexeHo thapmakoHarnagy 3asiBHUKa ANs 34iICHEHHSA
BiZANOBIAANbHICTIO thapmakoHarnagy B YkpaiHi, K0 BoHa
"®apmaLeBTUYHA BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
KOMMaHis BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
"3popos's", hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
YkpaiHa) Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3pificHeHHs chapmakoHarnsgy: fitoya pegakuis
— KosaneHko HOnis BagumisHa; MponoHosaHa
pepakuis — KagywkuHa HOnis BonogumupiBHa.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT
ocobu, BignoBifasibHOI 3a 3MjACHEHHS
dhapmakoHarnsgy
192. CTOnAlAP Kancynu Teepgi no 200 BAT "leneoH YropwumHa TOB «l'efeoH MonbLia BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/14478/01/01
Mmr no 12 kancyny Pixtep" PixTep Monblua», 3MiHM | TURY - 3MiHa napameTpis crnevmdikauii peyenmom

6nictepi; no 1 6nictepy
Y KapPTOHHIli ynakoBLii

Monba
(KOHTPO/b SIKOCTI,
[03BiNT Ha BUMYCK

Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoby - BUyYeHHs 3i cneyudikadii rotoBoro
NiKapcbKoro 3acoby 3a po3AioM «BHeLHWi

cepi; BUA» iHpopma,ii woao posmipy kancyn Ne 1;
BUPOBHULTBO 3MiHKM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
Hepo3cacoBaHoro rOTOBOrO J1iKapCbKOro 3acoby - He3HauHi 3MiHK
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

NpoayKTY,
nepBuHHa
ynakoBka,
BTOPUHHA
ynakoBka)

y metogi YP-igeHtudikauii A®l: 3miHa
LianasoHy Y® cnekTpy Bunpo60oByBaHOro
po3urHy 3 200 HM — 450 HM Ha 240 Hm — 450
HM; 3MiHY MeTOAy BU3HAYEHHS JOMILLIKM A:
3amiHa OKpeMOro MeToAy BU3HaYEHHs BMICTY
OOMiLLKM A | MeToAy BU3HAUEHHST iHLUNX
[oMiLoK (6yno: n.8. Xpomarorpachmyeckas
ynctoTa (Metog BEPX: TP/ - NIF/2-HP) Ha
oaunH metog BEPX: TP-NIF/2-HP ans
BU3HAYEHHS BCiX AOMILLIOK B NiKapCbKOMy
3acoby (cTano: n. 7 Xpomarorpadumyeckas
yuctota (TP-NIF/2-HP); oHoBNeHHSA
crneundikavii Ta MeTofiB KOHTPOHO SAKOCTI, L0
MOB'A3aHO 3i 3MIHOIO KOAyBaHHA Ta Hymepadil
6e3 6e3nocepeHix 3MiH napameTpis
cneumaikauii Ta MeToiB KOHTPOJHO SAKOCTI,
OKpiM 3asB/1eHMX. BBeA€HHA 3MiH NpoOTArom
6-TU MicsILiB nic/nisi 3aTBePAKEeHHSA

193.

CYMAME/L®

Tabnetku, Wo
aucnepryoTecs, no 125
Mr, no 6 TabneTok y
6nictepi; no 1 6nictepy
B KOPOO6L

TOB "TeBa YkpaiHa"

YKpaiHa

MNIBA XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHKM | TUNy - 3MiHa po3mipy cepii (BKtouYakum
JianasoH po3Mmipy cepii) roToBOro slikapcbKoro
3acoby - 3anponoHoBaHuiA po3ain 3.2.P.3.2
Bupo6Huya peuenTtypa (Cknag Ha cepito)
MICTUTb OKpeMi Tabnuuj ANs KOXHOro
[03yBaHHs, i3 3a3Ha4€HHSIM NpaBUsIbHOT
KINTbKOCTi A1 KOXHOI fONOMIXXHOI PeYOBUHMU;
3MiHM | TRy - 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO NikapcbKoro 3acoby (He3HayHa 3miHa
y 3aTBEPPKEHNX MeToAax BUNPobyBaHHS)

3a
peyenmom

UA/15994/01/01

194.

CYMAME/®

TabneTku, Wo
oucnepryroTtbesa, no 250
Mr, Mo 6 TabneTok y
6nictepi; no 1 6nictepy
B KOpPOO6LLi

TOB "TeBa Ykpaina"

Ykpaina

MMIBA XpBartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHuM | TRy - 3MiHa po3mipy cepii (BkNtouyatum
[AianasoH po3mipy cepil) roTOBOrO /likapCbKoro
3acoby - 3anponoHoBaHuii po3ain 3.2.P.3.2
Bupo6Huya peLentypa (Cknag Ha cepito)
MICTUTb OKpeMi TabNuLi 4151 KOXKXHOTo
[03yBaHHS, i3 3a3Ha4€HHSAM NpaBUsIbHOT
KINIbKOCTi A/191 KOXHOT AONOMDKHOT PeYOBUHY;
3MiHM | TRy - 3MiHa y MeToAax BMNpobyBaHHS
roTOBOrO Jlikapcbkoro 3acoby (He3HavHa 3miHa
y 3aTBEpKEHNX MeToAax BUNPOOYBaHHS)

3a
peyenmom

UA/15994/01/02

195.

CYMAME/®

TabneTku, Wwo
oucneprytotbes, no 500
Mr; o 3 TabneTkm y
6nictepi; no 1 abo no 2
6nictepn B KOPOOL

TOB "TeBa YkpaiHa"

YKpaiHa

MIBA XpBatcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasiis:
3MiHuM | TUNYy - 3MiHa po3mipy cepii (BKtoyaum
[iana3oH po3mipy cepii) roToBOro /ikapcbKoro
3acoby - 3anponoHoBaHuii po3gin 3.2.P.3.2
Bupo6Huya peuentypa (cknag Ha cepito)
MICTUTb OKpeMmi Tabnuuj A5 KOXHOro
[03yBaHH$, i3 3a3HaYEHHSAM NpaBU/IbHOT

3a
peyenmom

UA/15994/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

KINIbKOCTI A/191 KOXHOT AONOMDKHOT PeYOBUHY;
3MiHY | TUNy - 3MiHa y MeToax BUNpobyBaHHS
rOTOBOrO JlikapCcbkoro 3acoby (He3HavHa 3miHa

y 3aTBEpKEHNX MeToAax BUNPOOYBaHHS)

196.

CYMAMEJ®

TabneTku, Wwo
ANCnepryoTbes, no
1000 wmr; no 1 Tabnetui
y 6nicTtepi; no 1 a6o no
3 bnicTtepu B kopobL;j

TOB "TeBa YkpaiHa"

YkpaiHa

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHM | TNy - 3MiHa po3Mipy cepii (BK/IYakum
JianasoH po3mipy cepii) roToBOro /ikapcbKoro
3acoby - 3anponoHoBaHwuii po3gin 3.2.P.3.2
Bupo6Huya peuenTtypa (cknag Ha cepito)
MICTUTb OKpeMi TabnuLi 4151 KOXHOro
[,03YBaHHS, i3 3a3HaYEHHSAM NPaBU/IbHOT
KINbKOCTi A1 KOXHOI AOMOMiXKHOI Pe4OBUHMU;
3MiHKM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa
y 3aTBEpKEHNX MeToAax BUNPO6YBaHHS)

3a
peyerimom

UA/15994/01/04

197.

TAHTYM BEPAE®

PO34MH AN1A POTOBOIT
NOPOXHWHK, 1,5 Mr/mn
no 120 M1y do1akoHi 3
MipHV/M CTakaH4YMKOM; No
1 chnakoHy y KapTOHHIl
KopooLi

AszieHge Kimike
PiyHiTe AHxeniHi
®paHyecko
AKP.A®. C.nA.

ITanis

AsieHge Kimike
PiyHiTe AnxeniHi
®paHyecko
AK.P.A®. C.nA.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHK | TURy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs ab0 3MiHM [0 y3arasibHeHUX AaHuX
npo cuctemy chapmakoHarnsgy (BBeAeHHs
y3arasibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBifasnibHOI 3a 3AjACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovarouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-dhaiina
cucTemu doapMakoHarnsgy) - 3mMiHa KOHTakTHOT
ocobu 3 hapmakoHarnsay Ans 34iiCHEHHN
hapmakoHarnsgy B YkpaiHi: gitova pegakuis —
Onbra KpaBuyk, NponoHoBaHa peaakuis —
CaBueHko mnTpo CepriioBuy. 3miHa
KOHTaKTHUX aHNX KOHTaKTHOI 0cobu

6e3
peuyenma

UA/3920/01/01

198.

TAHTYM BEPAE®

NbOAAHUKN 3 M'ATHUM
cmakom no 3 mr no 10
NbOASAHUKIB Y CTiKy; NO 2
a60 3 CTikv B KAPTOHHIl
nauui

AsieHge Kimike
PiyHiTe AHXeniHi
®paHyecko
AK.P.A®. C.nA.

ITanis

BifNOBigabHWIA 32
BMPOBHULTBO
Hepo3dacoBaHo!
NPOAyKUii,
nepBuHHe Ta
BTOPVIHHE
nakysaHHs: AL
Arl, Weeliyapis;
BiANoBigabHUIA 3a
NOBHWIA LMKN:
m'epP AP

PpaHuis/
ITania

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHK WoA0
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHst ab0 3MiHW [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnx npo cuctemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXKeHol
0co6w, BignoBigaibHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
thapmakoHarnaay 3asiBHUKa 415 34iCHEHHSA
hapMakoHarnsay B YKpaiHi, KLU0 BOHA

6e3
peyenma

UA/3920/03/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
MEAOIKAMAH BiMiHHa Bif, yNOBHOBaXEHOT 0cobu,
NMPOAHOKCBHOH, BiNOBIAabHOT 3a 34iICHEHHS
®paHuis; hapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi)
BiANoBigabHUIA 3a Ta/abo 3MiHM y pO3MiLLleHHI MacTep-haiina
BTOPUHHE cucTemu goapMakoHarnsgy) - 3mMiHa KOHTakTHOT
nakyBaHHs1, ocobu 3 dhapmakoHarisay Ans 34iliCHEHHs
KOHTPO/b AKOCTI thapmakoHarnsgy B YkpaiHi: nponoHoBaHa
Ta BUNyck cepii: penakuis — CaByeHko Amutpo CepriiioBuy.
AsieHge Kivike 3MiHa KOHTaKTHUX JaHMX KOHTaKTHOT 0co6M
PiyHiTe AHxeniHi
®paHyecko
AKP.A®. CnA.,
ITanis
199. | TAHTYM BEPAE® cnpeii s poToBoi AsieHge Kimike ITanisa AsieHge Kimike ITanis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 6e3 UA/3920/02/01
NOPOXHWHY, 1,5 Mr/mn PiyHiTe AnxeniHi PiyHiTe AnxeniHi 3MiHM | TURY - 3MiHK WoA0 peyenma
no 30 Mn y donakoHi 3 $paHuyecko ®paHyecko 6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
Hebynaisepom; no 1 AK.P.A®. C.nA. AK.P.A®. C.nA. BBefeHHs ab0 3MiHW [0 y3araslbHEHUX AaHWX
h1aKoHy Y KapTOHHIiA npo cuctemy chapmakoHarnisay (BBeAeHHs
Kopoo6Li y3arasibHeHNX JaHnX nNpo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT
0co6w, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemn chapmakoHarnsgy) - 3MiHa KOHTakTHOT
ocobu 3 dhapmakoHarisay ans 34iliCHEHH
hapmakoHarnagy B YkpaiHi: nponoHoBaHa
pepakuis — CaByeHko [imutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
200. | TAHTYM PO3A® pO34uH BariHasbHuWiA 0,1 AszieHge Kimike ITania AsieHge Kimike ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 6e3 UA/4012/02/01
% no 140 mMn y ¢oNakoHi, PiyHiTe AnxeniHi PiyHiTe AHxeniHi 3MiHK | TURy - 3MiHK Woao peyernma

OCHalLLIeHOMY KaHIoseto 3
KpYLLIEYKOO ANA
3aKpuTTA; N0 5 dhnakoHiB
Y KapTOHHiIli kopobui

®paHyecko

AK.P.A®. C.nA.

®paHyecko
AK.P.A®. C.nA.

6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsgy.
BBeeHHs ab0 3MiHM [0 y3arasibHeHUX AaHuX
npo cuctemy thapmakoHarnsgy (BBeAeHHs
y3arasibHeHNX JaHnx npo cuctemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBifasnbHOI 3a 3MjACHEHHS
chapmakoHarnsgy; KOHTakTHoi ocobm 3
chapmakoHarnsgy 3asBHuKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkaovaryy KOHTaKTHI AaHi)
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n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

201.

TAHTYM PO3A®

Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemn chapmakoHarnagy) - 3MiHa KOHTakTHOT
ocobu 3 dhapmakoHarisay ans 34iliCHeHHS
hapmakoHarnsgy B YkpaiHi: gitova pegakuis —
Onbra Kpasuyk, NponoHoBaHa pefakuis —
CaByeHko AmnTtpo CepriioBny. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0cobu

202.

rpaHynun gns
BariHasIbHOro PO34uHy
no 500 mr no 10 cawe B
KapTOHHI Kopoo6Li

AsieHge Kimike
PiyHiTe AnxeniHi
®paHyecko

AK.P.A®. C.nA.

ITanis

AsieHge Kimike
PiyHiTe AnxeniHi
®paHyecko

AK.P.A®. C.nA.

ITanisa

BHECEHHS 3MiH [0 peecTpaLliinHux maTepiasiis:
3MiHM | TURY - 3MiHK WoA0
6e3nekun/edekTBHOCTI Ta thapmakoHarniagy.
BBefeHHs ab0o 3MiHM [0 y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHNX JaHnxX nNpo cucTemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoOHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34INCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemn chapmakoHarnsgy) - 3MiHa KOHTakTHOT
ocobu 3 dhapmakoHarisay Ans 34iliCHEHHs
hapmakoHarnsgy B YkpaiHi: gitova pegakuis —
Onbra Kpasuyk, NponoHoBaHa pefakuis —
CaBuyeHko AmnTtpo CepriioBny. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu

6e3
peyenma

UA/4012/01/01

TAY®OH-AAPHULA

Kpansi O4Hi, po3unH, 40
mr/mn no 5 mn a6o 10
MY ¢hnakoHi; no 1
dhnakoHy B nauui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

YkpaiHa

MpAT
"GapmaueBTuyHa
tipma "dapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:
3MiHK | TUNY - 3MiHa Y MeToAax BUNpoGyBaHHSA
A®| ab0 BMXigHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®I (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHA (BK/IHOYAOUN 3aMiHy
abo gonoBHeHHs) AdD| abo
BUXiAHOIO/NPOMIXHOr0o NPOAYKTY); CYNnyTHSA
3MiHa: 3MiHa y NapameTpax cneuudgikadiii
Ta/abo fonyCTUMUX MEX, BUSHAUEHNX Y
cneuudikauisx Ha Adl, abo
BUXiZHWIA/NPOMIDKHUIA NpoAyKT/pearexT, Wwo
BMKOPMCTOBYHOTbCS Y MPOLEeci BUpobHULTBA
A®I; 3miHu Il TMNy - 3MiHa BUPOGHMKA
BVXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHMYOMY NpoLeci
A®l, abo 3MiHa BUpOGHYMKa (BKOYaoun, ae
Heo6XifHO, MicLie NPOBEAEHHS KOHTPO/IO

akocTi) A®I (3a BifcyTHOCTI cepTuddikata

3a
peyerimom

UA/1894/01/01
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CbE)(BBEAEHHS HOBOMO
BMpo6HUKa APl 3 HagaHHAM MacTep-thaiina Ha
A®l). BBegeHHs 3MiH NPOTArom 6-Tn MicAuis
nicns saTBepAKeHHs
203. | TEHOTEH Tabnetku no 20 TOB "Martepia YkpaiHa 3AT CaHToHiKa NutBa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis: 6e3 UA/4206/01/01
Tabnetok y 6nictepi; no Megauka-YkpaiHa" 3MiHu | TUNY - 3MiHK 3 IKOCTI. FoTOBUIA peuenma

1 a6o 2 6nictepn y
KapTOHHI KopooLi

nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa abo
[0[aBaHHsA LTaMniB, NOTOBLUEHb ab0 iHWNX
MapKyBaHb, YK/IH04aoumn 3aMiHy abo fofaBaHHS
hapb o8 MapKyBaHHS likapCbKOro 3acoby
(3MiHa WwTamniB, MOTOBLLEHb ab0 iHLINX
MapKyBaHb) - BUganeHHs Hanucy "MATERIA
MEDICA" 3 mapkyBaHHs1 TabneTkm, K Hacnigok
3MiHa onucy TabneTtkn. 3miHu | Trny - 3MiHu 3
sKocCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHA PO3mipy cepii (Bk1oYaun
JianasoH po3Mmipy cepii) roToBOro slikapcbKoro
3aco06y (iHLWi 3MiHW) - BUTYYEHHS pO3Mipy cepil
75000 6nicTepis, Wwo Bignosigae 1500000
Tabn., 450 kr i3 oHoBNEeHoro nigpo3giny
3.2.P.3.2. Cknag Ha cepito. 3MiHu | Tuny -
AfMiHICTpaTMBHI 3MiHW. BuyyYeHHs BUPOGHMYOT
AinbHUUI (BKAOYaoum AinbHui ana Adl,
MPOMIXHOrO NPOAYKTY abo roToBoro
NiKapCcbKoro 3acoby, AinbHULi AN NPOBEAEHHS
nakyBaHHs, BUpOGHYKa, BignoBiganbHOro 3a
BUNYCK Cepili, MicLle NPOBESEHHS KOHTPOSIIO
cepii) abo nocTavasibHMKa BUXiAHOTO
marepiany, peareHTy abo AONOMiXHOT
PEUOBMHM (SKLLLO 3a3HAYEHO Y [OCbE) —
BWTyYEHHS BUPOOHUYOI AinbHKL TOB «HB®
«MATEPIA MEAVKA XONANHI», Pociiicbka
depepauis. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/bHULi BUPOOHULTBA ANs
4yacTUHK abo BCbOro BUPOBHNYOTO NpoLecy
roTOBOrO Jlikapcbkoro 3acoby (finbHuUs, Ha
SIKili NpoBOAATLCA BYAb-5iKi BUPOGHMUI cTagii,
3a BYHATKOM BUMNYCKY CEpIil, KOHTPOSIKO SKOCTI,
NepBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1
HEeCTepW/IbHUX JiKapCbKMX 3ac06iB) - 3amiHa
AiNbHWLI BUPOBHMLTBA, Ha SKil NPOBOANTLCSA
6yab-AKi BUPO6HUYI CTaAji, 3a BUHATKOM
BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO
Ta BTOPMHHOIO NakyBaHHs: 3arsepxeHo: TOB
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Ymosu

Homep

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

«HB® «MATEPIA MEAVKA XOJNTONHI >,

Bionycky

peecmpayitiHo
20
nocsioYeHHs1

Pociiicbka ®egepauis 3anponoHoBaHo: 3AT
CaHToHika, /IntBa. 3miHu Il Tuny - 3miHu 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa BUPOGHMKaA
BWXi4HOro/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCS Y BUPOOHNYOMY NPOLIECI
A®I, ab0o 3MiHa BUpPOGHYMKa (BKIOYaouY, ae
HeoObXifHO, MicLie NPOBEAEHHS KOHTPO/IIO
akocTi) A®| (3a BifcyTHOCTI cepTuddikata
BiANoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CHLE)(iHLWi 3MiHWM) - - 3MiHa
BVMPOGHMKA Aito40T pevoBuHN "AHTUTING 40
Mo3kocneumgivHoro 6inka S-100 aciHHO
OYULLLEHI: CYMiLLl FOMEOoNaTUYHNX PO3BeeHb
C12, C30 1a C200" 3 TOB "HB® "MATEPIA
MEAVNKA XONAWHI™, Pocilicbka ®epnepavis Ha
3AT CaHToHiKa, /IntBa

3a

UA/16245/01/01

204.

TOPACEMIJ-
JAPHULA

pO34uH N8 iH ekyin, 20
Mr/4 mn no 4 mn B
amnyni, no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
yMakoBLji B navwi

MpAT
"®apmaueBTUyHa
dipma "lapHnua”

Ykpaina

MpAT
"GapmaueBTuyHa
dipma "AapHuua”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
BK/IIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM A@aHVMK, WO MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkty 1.8.2 nyHkTy 1.8 pogatky 5 fo
MopsiaKy NPoBEeAEHHS eKCnepTu3m
peecTpauifiHMx MaTepianis Ha Nikapcbki
3acobu, Lo NoAaloTbCA Ha AepXasHy
peecTpauito (nepepeecTpaLiio), a Takox
eKCcnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakasom MOS Bif 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

peyenmom

UA/15327/01/01

205.

TPACTYMAB

niocpinizat ana
KOHLeHTpaTy Ans
pO34uHy A8 iHQysili no
150 wr in bulk: 130
hnaKkoHiB y
noninponiseHoBii
KopobLi

. XodhdpmaHH-/15

Pow Jitg,

LLiseiiuapis

BUPOBHULTBO

Hepo3dg)acoBaHol

NpoAYyKLUiT

nepBuHHe

nakyBaHHs1,
BMNPOOYBaHHSA

KOHTPO/110 AKOCTI,

BUMYCK Cepii:

LLiBeiiuapisi/
HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TURY - 3MiHW B Mpoueci BUpOGHNLTBA
A®| - BBEAEHHS ABOX AOAATKOBMX PO6OUMX
6aHkiB KNiTUH (6566, 6608), oTpUMaHUX 3
rO/TI0BHOTO 6aHKy; BHECEHHS peAakLiliHuX
npaBoK ONMCy BUPOOHNYOrO Npouecy; 3MiHu |
TMMy - 3MiHW BUNPOGYyBaHb abo A0NyCTUMMX

MeX, BCTaHOB/IEHUX y crneumdikayisx, nig yac




142

Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
. XodhdpmaHH-/15 BMPOGHMLTBA rOTOBOrO NiKapCbKoro 3acoby -
Pow /ltg, 3MiHM B MPOLECi KOHTPO/I0 BUPOBHULITBA -
LlBeiiuapis; 3MiHM yMOB iHKy6auii Media fills test.
BUPOBHULTBO BBefeHHs 3MiH NpOTArom 6-Tu micauis
Hepo3chacoBaHo! nicna saTBepAKeHHsA
npoaykKuii,
nepBuHHe
nakyBaHHs,
BTOPVIHHE
nakyBaHHs,
BUNPOBYBaHHSA
KOHTPOJTIO AKOCTI,
BUNycK cepii: Pow
[iarHoctuke
M6X, HimeuunHa,;
BTOPVIHHE
nakyBaHHs,
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTi:
®. XothbdpmaHH-/15
Pouw /Ta,
LLiBeiiuapis
206. DPAMYJTTAH® Kpanni opasibHi no 20 Pixappg, BittHep Al ABcTpis Pixappg BitTHep Al ABcTpis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 6e3 UA/14131/01/01
w1, 50 mn, 100 mny 3MiHM | TURY - 3MiHK WoA0 peyenma
donakoHi-KpanesibHUL; 6e3nekun/edpekTBHOCTI Ta thapmakoHarniagy.
no 1 donakoHy- BBefeHHst ab0 3MiHW [0 y3araslbHEHUX AaHWX
KpanenbHuL y npo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHHI ynakoBLi y3arasibHeHNX faHnX nNpo cucTemy
hapmMakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT
0cobw, BignoBiganbHOI 3a 34jiACHEHHS
chapmakoHarnsgy; KoHTaKkTHoi ocobm 3
hapMakoHarnsay 3asBHuKa Ans 34iINCHeHHs
thapmakoHarnagy B YkpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXEHOT 0co6u,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy (Bkovaouy KOHTaKTHI gaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-haiina
cuctemu dpapmakoHarnsagy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3pificHeHHs chapmakoHarnsgy: fitoya pegakuis
— lise Vanderlinden. MNponoHoBaHa peAakuis —
George Nicolas. 3miHa KOHTaKTHVX AaHuX
YNOBHOB&XEHOT 0co6MU, BiANOBiAabHOI 3a
3[jiCHeHHs dhapmakoHariagy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOI 0cobu
207. ®EHIBYT NnopoLUoK (cybcTaHuis) y ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: - UA/14286/01/01

naketTax

06MEXEHOK

06MEXEHO

3MiHu | TUNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa
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nonieTuneHoBux Ans BiANOBIA&/IbHICTIO BiANOBif&/bHICTIO HalilMeHyBaHHs Ta/abo agpecy 3asBHUKa
BMPOGHMULITBA "®APMXIM" "®APMXIM" (BnacHuka peecTpauiiHoro NocBig4eHHs) -
HecTepuIbHNX 3MiHa agpecu 3asBHuka: 3MiHu | Tny -
nikapcbknx hopm AfMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs
Ta/abo agpecy MicLs NPOBaKEHHNA AiSNIbHOCTI
BMPOGHMKa (BK/OHAK0UM, 3a HEO6XiAHOCTI,
MicLle NpoBeAEeHHS KOHTPOJIO AKOCTI), abo
BflacHvKa mactep-taiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
3aCTOCOBYHOTLCA Y BUPOOHULTBI AD| (AKLLO
3a3Ha4yeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkiil hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOGHVKA HOBOI [OMOMKHOI
PEYOBUHM (AKLLO 3a3HAYEHO Y 0CbE) 3MiHa
afpecy BUpobHMKa, 6e3 3MiHM Micus
BMpO6HMUTBA:
208. ®EHTAHINT KANILEKC PO34UH AN1s1 iH EKLiA, AT "Kanuekc" Nartsis BCi cTagii CnosayuynHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15323/01/01
0,05 mr/mnno 2 mn B BMPOGHNYOrO / NatBig 3MiHuM Il TMny - 3MiHK Woao peyenmom
amnyrni; no 5 amnyn B npovecy, Kpim 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
KOHTYPHIli YapyHKOBI BUNYCKY cepii: BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta
ynakosui (niggoHi); no 1, XBM ®apma YMOB BUAaui peecTpauiiiHoro noceigyeHHs,
2 a60 20 KOHTYpHUX c.p.o., BK/IIOHaK0UM MNnaH ynpasniHHA pusukamm
YapyHKOBMX YNakoBOK CnoBayumHa; (3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€)
(nipaoHiB) y nayw, i3 BMPOGHUK, KNI noAasIbLIOro 06rpyHTYBaHHSA HOBMMU
KapToHY BifnoBigae 3a [04aTKOBUM AaHVMK, WO MaloTb HagasaTucs
KOHTPONb KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbest
cepii/sunpobysaH CyTTEBa OLLiHKa KOMMETEHTHUM OpraHom) -
Ha: AT "TpiHgekc", BukoHaHHS 3000B's3aHb BiAMNOBIAHO A0
NaTBisi; BUPOOHUK, nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 o
SKWIA BigNoBigae MopagKy NpoBeAeHHA ekcrnepTusn
3a BUNyCK cepii: peecTpauiiHnx MaTepianis Ha flikapcbki
AT "Kanuekc", 3acobu, Lo NoAaTbCA Ha fepXaBHY
NaTtBis peecTpauito (nepepeecTpaw,iio), a Takox
eKcnepTn3n marepianiB Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTArom aii
peecTpaviiiHOro NOCBiAYEHHS, 3aTBEPAKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pefakuii Hakasy MO3 Big 23.07.2015 Ne 460)
209. ®PEHTAHIN M TpaHcaepmasibHUi CaHpos CnoBeHis ekcan Al HimeuunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiais: 3a UA/10842/01/01
CAHAO03® nnactup, 25 mMkr/rog, no dPapmacbioTikan3 3MiHu | TUNYy - 3MiHK Wwoa0 peyenmom
1 nnacTupy B NakeTuky; a.a. 6e3nekn/edpekTBHOCTI Ta thapmakoHarniagy.

no 5 nakeTukiB y kopoobui

3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha nigcTasi
perynspHo OHOB/IKOBAHOIO 3BITY 3 6e3neku




144

n/n

Ha3sBsa nikapcbko20
3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky
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20
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nikapcbKoro 3acoby, abo AoCNiMKeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiatpuyHnX
npocnigmkeHb (PIP) (iHwi 3MiHM) 3MiHU BHECEHi
[0 IHCTPYKLT y po3ainv "B3aemogis 3 iHwmumun
nikapcbkMmn 3acobamu Ta iHWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "MobivnHi peaxuii”
BiAMOBIAHO 40 OHOBMEHOI iHChopMaLi 3
6e3neku gjiloyoi pevyoBnHU. BBeAEHHS 3MiH
NPOTAroM 6-T MICALIB MICNA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsay.
3MiHM y KOPOTKiA XapaKTepucTuL NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MeAUYHOr0o 3aCTOCYBaHHS
reHepuyYHNX/ribpuaHNx/6ionodibHNX Nikapcbknx
3ac06iB nicns BHECEHHSA TiEl camoi 3MiHN Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
Ha/JaHH$ XXOAHWX HOBUX AOAATKOBUX AaHUX)
3MiHV BHECEHI A0 iHCTPYKLii Yy po3ginu:
"Moka3aHHA"; a TakoX y po3ainu:
"apmakonoriyHi BnactneocTi”,
"MpoTrnokasaHHA", "Cnocib 3acTocyBaHHsA Ta
[03K1" 3rigHO 3 iHhopMaLjielo LWoA0 MeANYHOIO
3acTocyBaHHsA pethepeHTHOro NikapCcbKoro
3acoby (AHOPOrE3IK®, nnactup
TpaHcAepMabHNI).

BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEPAKEHHS.

210.

®EHTAHINT M
CAHA03®

TpaHcAepMasbHUIA
nnactup, 50 mkr/rog no
1 nnactupy B NakeTuky;
no 5 nakeTukis y KOpoobui

CaHpo3
dapmacbioTikans
a.4.

CnoseHisi

Fekcan Al

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XapakTepucTuL,i NikapCbKoro
3ac06y, TEKCTIi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo focnigpkeHs 3
6e3nekn 3acTocyBaHHS NiKapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLiHKV 3BITYy 3 AOC/iAKEHb, MPOBEAEHNX
BiANOBIAHO [0 NiaHy negiaTpuyHnX
pocnigpkeHs (PIP) (iHWi 3MiHX) 3MiHU BHECEHI
[0 iIHCTPYKLIi Yy po3ainn "B3aemogist 3 iHwumun

3a
peyenmom

UA/10842/01/02
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nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHoOcTi abo
rogyBaHHs rpyaar”, "rMobivHi peakuii”
BiNOBIAHO [0 OHOBNEHOI iHthopMaLi 3
6e3neku gjtloyoi pevyoBnHU. BBeAeHHS 3MiH
NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHS
reHepUYHUX/ribpuaHNX/6ionodibHNX NikapCbKnux
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHWI1 NpenapaT (3mMiHa He noTpebye
Ha/iaHHS XXOAHMX HOBUX AOAATKOBUX JaHUX)
3MiHW BHECEHI A0 IHCTPYKLiTy po3ginu:
"MokazaHHSA"; a TakoX y po3ainu:
"apmakonoriyHi BnacTnsocTi”,
"MpoTnnokasaHHA", "Cnocib 3acTocyBaHHA Ta
[03n" 3rigHo 3 iHhopMaLielo WoA0 MeaUYHOro
3aCTOCyBaHHA ped)epeHTHOro Nikapcbkoro
3acoby (JHOPOTIE3IK®, nnactup
TpaHcAepMaIbHUIA).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS.

211.

®OEHTAHITM
CAHAO3®

TpaHcAepMasIbHUI
nnactup, 75 Mkr/rog, no
1 nnactupy B NakeTuky;
no 5 nakeTukiB y kopobui

CaHpos
dapmacbioTikans

a.a.

CnoBeHisi

Fekcan Al

HimeyuunHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis:
3MiHu | TUNYy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL,j NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeZMYHOro 3aCTOCyBaHHA Ha MigcTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo focnimpkeHs 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo Sk pesynbTtar
OLjiHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NAaHy negiatpuyHnx
npocnigmkeHb (PIP) (iHwi 3MiHM) 3MiHU BHeCeHi
[0 IHCTPYKLT y po3ainuv "B3aemogis 3 iHWuMun
nikapcbkMmn 3acobamu Ta iHWi BUan
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Mobivni peaxuii”
BiAMOBIAHO 4O OHOBNEHOI iHChopMaL,i 3
6e3nekun git4oi pevyoBuHU. BBeaeHHs 3MiH

NPOTAroM 6-T1 MICALIIB MiC/1SA 3aTBEPLKEHHS.

3a
peyenmom

UA/10842/01/03
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3MiHu | TUnNYy - 3MiHK Wwoa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucThL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MEJUYHOI0 3aCTOCYBaHHS
reHepuYHMX/ribpnaHNx/6ionodibHNX NikapCbknx
3ac06iB Nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedhepeHTHWI1 npenapaT (3mMiHa He NnoTpebye
Ha/laHHS XOAHMX HOBUX AOAATKOBUX JaHNX)
3MiHV BHECEHi [0 iIHCTPYKLT y po3ainu:
"MokasaHHA"; a TakoX y po3ainu:
"®apmakooriyHi B1acTuBocTi”,
"MpoTunokasaHHA", "Cnocib 3acTocyBaHHA Ta
[03K1" 3rigHO 3 iHhopMaLjielo LWOoA0 MEANYHOTO
3acTocyBaHHA peepeHTHOro /ikapCbKoro
3acoby (4OPOrE3IK®, nnactup
TpaHCcAepMasbHNIA).
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
3aTBEPKEHHS.

212,

®EHTAHIT M
CAHA03®

TpaHcaepMasbHUI
nnactmp, 100 mkr/rog no
1 nnactupy B NakeTuky;
no 5 nakeTuvkiB y kopoobui

CaHpos
dapmacboTikans

A,

CnoBeHis

Fekcan Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis:
3MiHu | TURY - 3MiHK WoAo
6e3nekn/edrekTBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTocyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOIO 3BiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo sk pesynbTar
OLLiHKY 3BITY 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigmkenb (PIP) (iHwi 3MiHM) 3MiHU BHECEHI
[0 iHCTPYKUiT y po3ainu "B3aemogis 3 iHWmMu
niKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiin", "OcobaMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepio BariTHoOCTi abo
roflysaHHs rpyaao”, "Mo6ivHi peaxuii”
BiAMNOBIAHO A0 OHOBNEHOI iHChopMaLi 3
6e3neku gjloyoi pevyoBnHU. BBeAeHHS 3MiH
NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapCbKoro
3ac06y, TEKCTIi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOr0o 3aCTOCYBaHHS
reHepUYHMX/TiBpPUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHM Ha

3a
peyerimom

UA/10842/01/04
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pedhepeHTHWI1 npenapaT (3MiHa He noTpebye
HafaHHSA XXOAHWUX HOBUX AOAATKOBUX AaHWX)
3MiHV BHECEHI A0 iHCTPYKLii Yy po3ginu:
"Moka3aHHA"; a TakoX y po3ainu:
"apmakonoriyHi BnactneocTi”,
"MpoTrnokasaHHA", "Cnocib 3acTocyBaHHsA Ta
[031" 3rigHO 3 iHhopMaLiielo LWoA0 MeAUYHOIO
3acTocyBaHHs pethepeHTHOro NikapCbKoro
3acoby (AHOPOTE3IK®, nnactup
TpaHcAepMabHNIA).
BBefieHHs1 3MiH NpoTArom 6-T MicAUIB nicns
3aTBEpPKEHHS.

213.

DJTIOKCAN®

Kpansi O4Hi, po3yunH
0,3% no 5 mn y donakoHi
3 KpanesnbHuLueto, no 1
dhnakoHy 3
KpanenbHULEeo B
KapTOHHI KopooLi

TOB "BAJIEAHT
®APMACBIOTIKAN
3n

YKpaiHa

Op. l'epxapg

MaHH Xem.-thapm.

®abpuk 'M6X

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AIS/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro MikapcbKoro
3aco0y, BKII0YAKUN AifTbHUL BUNYCKY cepii abo
MicLie NPOBEeAEHHS KOHTPO/TO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iIMNIOpPTEp, BK/IKOYAKUM BUMYCK Cepiii)
3MiHa Ha3BM Ta agpecu BUPO6HMKa, 6e3 3MiHN
MicL BUPOGHMLTBA. BBEAEHHS 3MiH NPOTArom
3-X MicsILiB micnsl 3aTBEPAKEHHS.

3a
peyenmom

UA/8528/01/01

214,

®NYOLNHOOHY
ALEETOHIJ,

NnopoLUoK (cybeTaHuis) y
naketTax noABinHWX
nonieTMNeHoBux ans
chapmaLeBTUYHOro
3acToCyBaHHS

MpAT
"PapmaueBTnyHa
ipma "dapHnus”

YKpaiHa

dapmabioc
C.ni.Ei.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MmiHu | TUny - 3miHn 3 AkocTi. CepTudikar
BignosigHocTI/lE-cepTudpikar BignosigHocCTi
€Bponeiicbkiit hapmakonei/MoHorpadii.
MogaHHsA HOBOrO abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYEHHS cepTudikata
BiANOBiAHOCTI EBponeiickbkili hapmakonei: ans
A®I; ans BuxigHoro
MaTepiany/peareHTy/NMpoMKHOro NPoAayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI A®I; aAns
[0MNOMDKHOT peyoBrHY (cepTuddikat
BiANoBiAHOCTI EBponelichbkiin hapmakonei) -
HoBuii cepTudpikat Bif BXXe 3aTBEPAKEHOrO
BMPOGHMKa - nogaHHsA HoBoro CEP Ha Adl Big,
3aTBepAXEHOro BMpobHuka ®apmabioc
C.ni.Ei4., Itania R1-CEP 2004-103-Rev 01, siK
Hacnifok, 3MiHM y cneumdikauii Ta metTogax
BMNpobyBaHHA A®I 3a nokasHukamm «Onuc»,
«Po3unHHicTb» (EP 1.4), «lgeHTudikanis» (EP
2.2.24, EP 2.2.29), «[lMTOMe onTuyHe
obepTaHHa» (EP 2.2.7), «BTpaTa B Mmaci npu
BUCYyLLyBaHHi» (EP 2.2.32), «CynyTHi AOMILLKM»
(EP 2.2.29), «MUTOMUMi1 NOKA3HWK NOTAVHAHHSA

UA/7858/01/01
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(BUNYyY€EHO), «3aNMLLKOBI Ki/IbKOCTi OpraHiuyHmx
PO3UMHHKKIB», «P03Mip YacTok», «KifbkicHe
BM3HaueHHs» (EP 2.2.29) y BignoBigHicTb f0

CEP T1a moHorpadii EP «Fluocinolone
acetonide», a TakoX NpPUBEAEHHS TEPMIHY
npugatHocTi Al y BignoBigHICTb A0
iHdhopmauii, 3a3HaveHol B CEP:
3arBepmkeHo: TepMiH 36epiraHHs: 5 pokiB.
3anponoHoBaHo: TepMiH NepekoHTponto: 5
POKiB.

215.

DNYTIKCOH

MOPOLLIOK ANS iHranaujiin,
TBepai kancynu, no 125
MKr, no 10 kancyny
6nicTepi; no 6 6nictepis
Y KOMMNJIEKTi 3
iHranaTopom y
KapTOHHI Kopoo6Li

TOB "Agamveg’

Monbwa

Brpo6Huk in bulk:
AT CMb
TekHoNnoaXu,
Benebris;
Brpo6HWK, Wo
Bignosigae 3a
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
3aknag
dapmaLleBTUYHNI
Apavepg ®apma
C.A., NMonbLya;
Brpo6HWK, Wo
Bignosigae 3a
KOHTpO/b Ta
BWMYCK Cepii:
Mab6'saHiLbKui
hapmaueBTUYHNI
3aBog Monbha
A.T., Monba

Benbrisi/
Monba

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis:
3MiHn | TURY - 3MiHK WoAao
6e3nekun/edreKkTBHOCTI Ta thapmakoHarniagy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iIHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOB/IOBAHOIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo focnimKeHb 3
6e3nekun 3acTocyBaHHA NikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo sk pesynbTar
OLLiHKY 3BITY 3 AOC/ifKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
npocnigmkenb (PIP) (iHwi 3MiHM) 3MiHU BHECEHi
[0 IHCTPYKUIT 415 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu: "Baaemogis 3
IHLUIMMKM NikapcbKvMKU 3acob6amu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopma,ii 3 6e3nekun Ajryoi pevoBUHN.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBEePMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJNYHOro 3aCTOCyBaHHS
reHepuYHUX/ribpnaHNx/6ionodibHNX fikapcbknx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapaT (3MiHa He NoTpebye
Ha/laHHS XXOAHMX HOBWX AOAATKOBUX JaHUX)
3MiHM BHECEHI 10 IHCTPYKLIT AN MeguyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"MokasaHHS", a TaKoX y po3ainu:
"®apmakonoriyHi BnactusocTi", "OcobanBoCTi
3acTocyBaHHs","Cnoci6 3acTocyBaHHA Ta
no3n”, "Oitn" (yTouHeHHs iHchopmadii)
BiAMNOBIAHO A0 iHhopMaLii Woa0 MeauyHoro
3aCTOCyBaHHs pethepeHTHOro Nikapcbkoro

3a
peyerimom

UA/12304/01/01




149
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n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
3aco6by (Flixotide Diskus, inhalation powder,
pre-dispensed He 3apeecTpoBaHuii B YKpaiHi).
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPAKEHHS
216. DITYTIKCOH MOPOLLIOK AN iHranaujiin, TOB "Apavepg” MonbLa Brpo6Huk in bulk: Benbris/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 3a UA/12304/01/02
TBepai kancynu, no 250 AT CMb Monblwa 3MiHu | TURY - 3MiHK WoAo peyenmom
MKr, no 10 kancyn y TekHoNnoaXu, 6e3nekun/edpekTBHOCTI Ta thapmakoHarniagy.
6nictepi; no 6 6nictepis Benbris; 3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro
Y KOMMNJIEKTi 3 Brpo6HWK, Wo 3ac00y, TEKCTi MapKyBaHHS Ta iIHCTPYKLii Ans
iHranaTopom y Bignosigae 3a MeAMYHOro 3acTocyBaHHA Ha niacTasi
KapTOHHI Kopoo6Li nepBrHHE Ta perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
BTOpPUHHE nikapcbKoro 3acoby, abo focnimKeHb 3
nakyBaHHS: 6e3nekn 3acToCyBaHHA NiKapcbKoro 3acoby B
3aknag nicnsipeecTpauiiiHnii nepiog, abo sk pesynbTar
dapmaLleBTUYHNI OLLiHKY 3BITY 3 AOC/ifKEHb, MPOBEAEHNX
Apameq ®apma Bi4NOBIAHO A0 NnaHy negiatpuyuHmnx
C.A,, Monblua; pocnigmkenb (PIP) (iHwi 3MiHM) 3MiHU BHECEHI
Bnpo6HuK, wo [0 IHCTPYKUIT 415 MEeANYHOro 3aCTOCyBaHHS
Bignosigae 3a nikapcbKoro 3acoby y po3ginu: "Bsaemogis 3
KOHTPO/b Ta HLUIMMKM NikapcbKvMKU 3acob6amu Ta iHLWi BUAn
BUMYCK Cepii: B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
Mab6'saHiLbKni "Mo6iyHI peakuii" BiANOBIAHO 4O OHOBMEHOI
hapmaueBTUYHNI iHchopmaw,ii 3 6e3nekun fjryoi pevoBUHN.
3aBog Monbdha BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
A.T., Monba 3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucThL,j NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeJNYHOro 3aCTOCyBaHHS
reHepuYHUX/ribpnaHNx/6ionodibHNX Nikapcbknx
3ac06iB nicnsi BHECEHHSA TiET caMoi 3MiHM Ha
pedoepeHTHUIA npenapaT (3MiHa He NoTpebye
Ha/laHHS XOAHMX HOBUX AOAATKOBUX JaHUX)
3MiHM BHECEHI 10 IHCTPYKLIT ANs MeguyHoro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"MokasaHHS", a TaKoX y po3ainu:
"®apmMakonoriyHi BnactusocTi”, "OcobnBoCTi
3acTocyBaHHs","Cnoci6 3acTocyBaHHA Ta
no3n”, "Oitn" (yTouHeHHs iHchopmadii)
BiANOBIAHO [0 iHhopMaLii Woa0 MeauyHoro
3acTocyBaHHs pethepeHTHOro NikapCcbKoro
3aco06y (Flixotide Diskus, inhalation powder,
pre-dispensed He 3apeecTpoBaHuii B YKpaiHi).
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB Micas
3aTBEPMAKEHHSA
217. DNYUAP®-0APHMLSA Kpem, 1 mr/r,no 15ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/6215/01/01
Ty6i, no 1 Ty6i B nayu,i "®GapmMaLeBTNYHa "®GapmMaLeBTnyHa 3MiHn |l Tuny - 3miHK Wwoao peyenmom
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ipma "OapHuus"

hipma "dapHnus”

6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHA abo 3miHa(1) 40 3060B'A3aHb Ta
YMOB BMAaui peecTpauiiiHoro noceig4eHHs,
BK/TIOHaI0uM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
[00aTKOBUM AaHVMK, WO MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKifIbK1 BUMaraeTbCcs
CyTTEBA OL{iHKA KOMMETEHTHUM OPraHom) -
BunkoHaHHSA 30608B'A3aHb BiANOBIAHO A0
nignyHkTy 1.13 nyHkTy 1, NignyHKTY 2.3 NYHKTY
2 popatky 15 no Mopsaky npoBefeHHs
eKcnepTu3n peecTpauiliHnx MaTepianis Ha
nikapcbki 3acobu, L0 NOAAITLCA Ha AepXaBHYy
peecTpadito (nepepeecTpavito), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHix MaTepianis NpoTsrom aii
peecTpauiiHOro NocBig4eHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).

218.

®OKOPT®-AAPHULA

Kpem, 1 mr/rno 15ry
Ty6i; no 1 Ty6i B nauyui

MpAT
"®apmaueBTUyHa
dipma "lapHnua”

Ykpaina

MpAT
"GapmaueBTuyHa
dipma "fapHuua”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiaslis:
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
YMOB BUaui peecTpauiiiHoro nocBigyeHHs,
BK/IIOYaK0UM MNnaH ynpasniHHA pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
[0[aTKOBUM A@HVMK, L0 MaloTb HajaBaTucs
KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nianyHkty 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY
2 popatky 15 pno lNopsaaky nposefeHHs
eKCnepTun3n peecTpaviiHnX MaTepiasiiB Ha
nikapcbki 3acobwu, Lo NoAalTbCs Ha AepXaBHy
peecTpaduito (nepepeecTpaLiio), a Takox
eKcnepTn3n marepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasiB NpoTarom aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakasom MOS Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).

3a
peyenmom

UA/4936/01/01

219.

dTOPYPALWN-
DAPMEKC

KOHLeHTpaT Ans
po3unHy ns iHgysiii, 50
mr/mn no 5 mn a6o no
10 mn y donakoHi; no 5
h/1aKOHIB Y KOHTYpHIiA

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reyn"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asBHMKA
(BNacHvKa peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecwu 3asiBHVKa. 3MiHuM | Tuny -

3a
peuyenmom

UA/13709/01/01
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YapyHKOBIll yrnakoBLi; no AfMiHICTpaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHs
2 KOHTYPHi YapyHKOBI Ta/abo agpecy MicLs NPOBaKEHHSA AiSNIbHOCTI
YMaKoBKN B KAPTOHHIl BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
nauui 3aco0by, BKIYarum AinbHULI BUNycky cepii abo
MiCLie NPOBEAEHHS KOHTPO/IHO SKOCTI.
(@isnbHIiCTb, 3a AKy Bignosigae
BMPOGHUK/IMNOPTEp, BK/IOUAUM BUMYCK cepiii)
3MiHa agpecu BMPO6HUKa, 6€3 3MiHM MicLs
BUPOGHMUTBA. 3MiHW | TUNY - 3MiHM LWOA0
6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnagy
(iHLWi 3MiHK) - 3aMiHa rpadhiyHOro ohopMsIEHHS
NepBUHHOT Ta BTOPUHHOT YNakoBOK Ha TEKCT
MapKyBaHHS yNakoBOK 3 BiANOBIAHUMY 3MiHaMU
no po3ginis MKA N3 (po3gin «padiyHe
0(hOpPMNEHHS» 3aMiHEHO PO3AinoM
«MapKyBaHHs»).
220. | X/i0PO®ININT cnpeii no 15 mny ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiaslis: 6e3 UA/1556/03/01
KOHTeliHepi 3i ckna abo 06MeXeHo BMPOOHULTBA, 3MiHu Il TUny - 3MiHK Woao peuenma
nnactmacu, rno 1 BiANOBIAANbHICTIO KOHTPO/Ib SKOCTI, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
KOHTeliHepy y nauui 3 "[locnigHwin 3aBof BUMYCK Cepii: BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
KapTOHY "rHUnNC" ToBapucTBO 3 YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
06MeXeHOI0 BK/OYatoun MnaH ynpaeniHHA py3nkamm
BiANOBiAANbHICTIO (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
"[focnigHnii 3aBof noJanbLIoro 06rpyHTyBaHHA HOBYMM
"THLJIC", YkpaiHa [04aTKOBMM AaHuMU, Lo MaloTb HaJasaTuca
BCi cTagji KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
BUPOGHMULTBA, CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
KOHTPO/Ib SKOCTI, BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0
BWMYCK Cepii: nianyHkty 1.13 nyHkTy 1, NignyHKTy 2.3 NyHKTY
ToBapucTBO 3 2 popatky 15 o lNopsaaky nposeneHHs
obmexeHo eKCnepTun3n peecTpauiliHnx matepianis Ha
BiANOBiga/IbHICTIO nikapcbki 3acobwu, Lo NoAalTbCs Ha AepXaBHy
"®GapmaLeBTUYHA peecTpauito (nepepeecTpaLiio), a Takox
KOMMaHis eKCcnepTn3n matepianis Npo BHECEHHS 3MiH [0
"3popos's", peecTpauiiHux MaTepiasis NpoTAarom Aii
YkpaiHa peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460).
221. LUMHAKANBLUET-BICTA | TabneTtku, BKPUTI MicTtpan Kenitan Benvka Bunyck cepii: Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/16373/01/01
NAiBKOBOK 06010HKOHO, MeHeKMeHT BputaHis CiHTOH, C.p.0., Pecny6nika/ 3MiHn | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa peyenmom
no 30 wmr, no 14 Nimiten Yecbka Icnanis/ HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
Tabnetok y 6nictepi; no Pecnyb6nika; YUnni/ (BNacHuKa peecTpauiiiHoro nNocBigYeHHs) 3MiHa
2 6nicTepun y KapTOHHii lMepBuHHE Ta Bonrapis agpecy 3anBHvKa Mictpan Kenitan
navui BTOPWUHHE MeHemxmeHT JlimiTes,., CnonyyeHe
nakyBaHHs1, BUMYCK KoponisctBo Benukobputanii i MiBHIYHOT
cepii: IpnaHgii. 3minu |l TMny - 3MiHK Wwoao
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nocsioYeHHs1
CiHTOH XicnaHis, 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy.
C.J1., IcnaHis; BHeceHHA abo 3miHa(1) 40 3060B'A3aHb Ta
Bnpo6HMUTBO: YMOB BMAaui peecTpauiiiHoro noceig4eHHs,
CiHTOH Yuni BKOYatoun MNnaH ynpasniHHA pusnkamu
Ntpa., Ywni; (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
MepBuHHE Ta noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
BTOPVHHE [00aTKOBUM AaHVMK, WO MaloTb HagaBaTucs
nakyBaHHs: KOMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
xn | CyTTEBA OL{iHKA KOMMETEHTHUM OPraHom) -
dapmac'toTikanc BrkoHaHHSA 3060B'A3aHb BiAMNOBIAHO A0
Nta., Bonrapis nianyHkty 1.8.2 nyHkty 1.8 pogatky 5 fo
Mopsiaky NpoBeAEHHS eKCnepTu3mn
peecTpauiiHnx MaTepianis Ha slikapcbki
3aco6u, WO NoJatTbCsA Ha AePXaBHy
peecTpadito (nepepeecTpavito), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHSA 3MiH 40
peecTpaLiiHix MaTepianis NpoTsrom aii
peecTpauiiHOro NocBig4eHHs, 3aTBEPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
222. | UWHAKANBLUET-BICTA | Tabnetku, BKpUTI Mictpan Kenitan Benuka Bunyck cepii: Yecbka BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiaslis: 3a UA/16373/01/02
NNiBKOBOK 060/1I0HKOIO, MeHeXMeHT BpuTaHis CiHTOH, C.p.0., Pecny6nika/ 3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa peuenmom
no 60 wr, no 14 Nimiteq Yecbka Icnanis/ HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
TabneTok y 6nictepi; no Pecny6nika; Yuni/ (BNacHvka peecTpauiiiHoro nNocBig4YeHHs) 3MiHa
2 6nicTepun y KapTOHHii MepBuHHE Ta Bonrapis agpecu 3aasHuka Mictpan Kenitan
nauui BTOPUHHE MeHemxmeHT Nlimites,., CnonyyeHe
nakyBaHHs, BUNYyCK KoponiscTBo BenmkobpuTatii i MiBHIYHOT
cepii: Ipnangii. 3miHn 1l Tuny - 3MiHK Woao0
CiHTOH Xicnanis, 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
C.J1., IcnaHis; BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta
Brpo6HMUTBO: YMOB BUaui peecTpauiiiHoro nocBigYeHHs,
CiHTOH Yuni BK/tOYatoun MnaH ynpaeniHHA py3nkamm
Nrtpa., Ywni; (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratTb(€)
MepBuHHE Ta noAasibLIoro 06I'pyHTYBaHHSA HOBUMM
BTOPVHHE [0[aTKOBUM A@aHVMK, L0 MaloTb HajaBaTuCs
nakyBaHHS: KOMNETEHTHUM OpraHoM, OCKi/IbKV BUMaraeTbCs
xn |

dapmac'tioTikanc
Nta., Bonrapis

CyTTEBA OL|iHKA KOMMETEHTHUM OpPraHom) -
BukoHaHHS 3060B'A3aHb BIAMOBIAHO A0
nignyHkty 1.8.2 nyHkTy 1.8 pogatky 5 fo
MopsiaKy NPoBEeAEHHS eKCnepTu3m
peecTpauifiHMx MaTepianis Ha Nikapcbki
3acobu, Lo NoAaloTbCA Ha AepXasHy
peecTpauito (nepepeecTpaLiio), a Takox
eKcnepTn3n marepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux MaTepiasis NpoTAarom Aii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBEPAXKEHOIO

Haka3zom MOS Bif 26.08.2005 Ne 426 (y
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Ne Ha3sBsa nikapcbko20 dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby Bionycky peecmpayitiHo
20
nocsioYeHHs1
pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
223. | UWHAKANBLET-BICTA | Tabnetku, BKpUTI Mictpan Kenitan Benuka Bunyck cepii: Yecbka BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasiis: 3a UA/16373/01/03
NAiBKOBOK 060I0HKOLO, MeHemKMeHT BputaHis CiHTOH, C.p.0., Pecny6nika/ 3MiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa peyenmom
no 90 wr, no 14 Nimiteq Yecbka Icnanis/ HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
TabneTtok y 6nictepi; no Pecnyb6nika; Unni/ (BnacHvKa peecTpawiiHoro NocBig4YeHHs) 3miHa
2 bnicTepu y KapTOHHii MepBrHHE Ta Bonrapis aapecy 3asBHvKa Mictpan Kenitan
nauui BTOPWUHHE MeHemxmeHT JlimiTes,., CnonyyeHe
nakyBaHHs, BUMYCK KoponiscTBo Benukobputasii i MiBHIYHOT
cepii: IpnaHgji. 3miHu Il TUny - 3MiHK Wopao
CiHTOH XicnaHis, 6e3nekun/edekTBHOCTI Ta thapmakoHarniagy.
C.J1., IcnaHisi; BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
B1po6HMLTBO: YMOB BMaui peecTpauiiiHoro nocBigyeHHs,
CiHTOH Yuni BK/IIOYatouM MNnaH ynpasniHHA pusnkamu
Nrtpa., Ywni; (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
MepBuHHE Ta noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM
BTOPVHHE [00aTKOBUM AaHVMK, L0 MaloTb HafaBaTmcs
nakyBaHHs: KOMMNETEHTHUM OpPraHoM, OCKi/IbK/ BUMaraeTbest
xn | CyTTEBA OL|iHKA KOMMETEHTHUM OPraHom) -

dapmac'toTikanc
Nta., Bonrapis

BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0
nignyHkty 1.8.2 nyHkty 1.8 pogatky 5 fo
Mopsiaky NpPoBeAEHHS eKkcnepTu3m
peecTpauiiHnx MaTepianis Ha sikapcbki
3aco6u, Lo NojatTbCs Ha AePXaBHY
peecTpadito (nepepeecTpavito), a Takox
eKcrnepTn3n MaTepianis Npo BHECEHHS 3MiH 40
peecTpauiiHux maTepiasnis NpoTAarom Aii
peecTpauiiiHoro NocBig4YeHHs1, 3aTBEpPAKEHOr0
Hakazom MO3 Big 26.08.2005 Ne 426 (y
pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

HauyanbHuUK YnpaBniHHA chapmMmaleBTUYHOI
[IANBbHOCTI Ta AKOCTi (hapmaueBTUYHOT NPOAYKLiT

T.M. IacKOBCbKUM
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