MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
09.08.2017 Ne 920
Kuis

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

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

HAKA3Y1O:

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

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

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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4. KOHTpOJIb 3a BUKOHAHHSM LJbOI'0 HaKa3y MOK/IAaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Jopatok 1

A0 Haka3y MiHicTepcTBa OXOPOHU
3[4,0pPOB’A YKpaiHu
09.08.2017 Ne 920

NMEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ha3sBsa snikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0o4YeHHs

5-dy

pO34uH ANs iH ekwii, 50
mr/mn, no 5 mn, 10 mn,
20 mn, 100 mny
donakoHax Nel

Amakca ®apma JTIT

Benwvka
BputaHis

XaynT ®apma
Bonbpartcxa
y3eH 'm6X,

HimeuunHa

peecTpauist Ha 5 pokiB.
30608B'3aHHA Npy BMAAYI
peecTpauiiHoro NocBig4YeHHs
BiACYTHI.
MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANOoBIAHO A0
Mopsiaky 34iNCHEHHS
dhapmakoHarnsgy,
3aTBEPIKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHY
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHY
37,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
[Ansa nikapcbKoro 3acoby
CTaHOBWTb: BiANOBIAHO A0
nepiogNYHOCTI CKNagaHHs
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6e3nekun nikapcbkoro
3acoby, J03BONEHOTO 40
MeAMYHOro 3acTOCYBaHHS, Ha
LLeHTPa/IbHOMY piBHi.

3a
peyenmo
i

He
nidnsieae

UA/16210/01/01

APUTMIN KAPAIO

Tabnetku no 200 mr
Ne30(10x3) y 6nicTepi

TOB "®APMEKC
reymn"

YkpaiHa

TOB
"®APMEKC
reyn"
(BMpPOGHMLTBO
3 npoAykuii in
bulk

Ykpaina

peecTpauist Ha 5 pokis.
30608B’s13aHHA NpY BuAAui
peecTpavuiiiHoro NocBigYeHHst
iCHYIOTb — HafjaHHSA
[eTa/IbHOro onmcy cucTeMu
ynpaBiHHA pU3vKamm y

3a
peyermo
M

He
nionsieae

UA/16212/01/01
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n/n

Ha3sBsa snikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0o4YeHHs

BVPOGHMKa
TOB
"papmavneBTu
YHa KOMMNaHis
"3popos'a”,
YkpaiHa)

BWUINAAI M1aHy ynpaBAiHHA
pusnkamu go 30.10.2017
BiANOBIAHO A0 NignyHKTY 1.8.2
nyHkTy 1.8 gogatky 5 Mopsaky
NpoBefeHHA excnepTunan
peecTpavuiiHux maTepianis Ha
nikapcbki 3acobwm, Wwo
noJalTbCA Ha AepXaBHY
peecTpadito
(nepepeecTpauito), a Takox
eKkcnepTu3n MaTepianis npo
BHECEHHS 3MiH A0
peecTpauiiiHux maTepiasnis
NpoTArom fii peectpauiiHoro
NOCBIAYEHHS, 3aTBEPKEHOTO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
MepiognyHICTb MOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neKku BigNOBIAHO A0
Mopsaaky 34iicHeHHSA
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
370poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
AnA nikapcbKoro 3acoby
CTaHOBWTb - BiANOBIAHO A0
nepioguyHocCTI K Ans
nikapcbKoro 3acoby nicns
[JepxaBHoi peecTpauii B
YKpaiHi, K y nepLuiii KpaiHi
CBITY.

AEKCAMETA3OHY
HATPIHO ®OCDAT

MOPOLLIOK (Cy6CcTaHuis) y
nakeTax noAginHMx
nosieTMneHoBux ans
hapMaLeBTUYHOTO
3acTocyBaHHs

ToBapucTso 3
06MeXeHOo

BiANOBIAALHICTIO
"[locnigHwin 3aBog,

"rHuaict

YkpaiHa

Hbloxem
C.n.A.

ITanis

peecTpauist Ha 5 pokis

He
nionsieae

UA/16218/01/01

JNOKCOPYBILVH
AMAKCA

PO34UH A5 iH eKUiin, 2
mr/ma no 5 mn, 25 mn

Amakca ®apma JTIT

Benwvka
BputaHis

KOHTPO/b
SIKOCTI,

HimeuunHa

peecTpadist Ha 5 pokiB.
30608B’s13aHHA NpW BMAAYI

3a
peyenmo

He
nidnsieae

UA/16213/01/01
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0OYeHHs1
abo 75 mn y dpriakoHax BTOPUHHE peecTpauiiHoro NocBig4YeHHs M
Ne 1, Ne 2 a6o Ne 5y naxkyBaHHs, ICHYIOTb — HafaHHSA
KapTOHHilA KOpo6Li MapKyBaHHS, JeTaslbHOro onucy cuctemmn
BUMYCK CEepiii: yNpaBiHHA pU3nKamn y
cenn papm BUINAAI NaHy yrnpasniHHA
6X pusmkamu go 30.10.2017
HimeuunHa; BiANOBIAHO A0 MignyHkTy 1.8.2
BMPOOHULTBO nyHKTy 1.8 gopatky 5 MNopsaky
po3uuny bulk, NnpoBefeHHsA ekcnepTnsun
3aMOBHEHHS, peecTpauiiHux maTepiasnis Ha
KOHTPO/b nikapcbki 3acobu, Wwo
AKOCTI, noAalnTbCs Ha AepXasHy
nepsBuHHe Ta peecTpadiiio
BTOPVHHE (nepepeecTpadito), a Takox
nakyBaHHs: eKkcnepTun3n maTepianis npo
TumoopraH BHECEHHS 3MiH [j0
dapmauie peecTpauiiiHux maTepiasnis
6X NpoTAroMm Aji peecTpaviiiHoro
HimeyunHa NOCBI4YEHHS, 3aTBEPAXEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakasy
MOS Big 23.07.2015 Ne 460).
MepioAnYHICTb NOAAHHSA
perynspHo OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BiANoBiAHO A0
Mopsaky 34iCHEHHs
thapmakoHarnsaay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
300poB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996), i
CTaHOBWTb - BIANOBIAHO A0
nepioguYHOCTI CknagaHHs
perynsipHo OHOBJIOBAHOIO
3BITY 3 6€3Mnekn NikapcbKoro
3aco0y, J03BO/IEHOrO [0
MeAMYHOro 3aCTOCYBaHHS, Ha
LEHTPa/IbHOMY PiBHI.
5. | ENIPYBIUMH pO34uH A4 iH ek, 2 Awmakca ®apma /1T Benuka KOHTpO/b HimeuyunHa peecTpauis Ha 5 pokis 3a He UA/16215/01/01
AMAKCA mr/mn no 5 mn; 10 mn; BpuTaHis AKOCTI, 3060B’A3aHHsA Npu BUAadi peyenmo nionsieae
25 mn abo 100 mny BTOPVHHE peecTpaLiiiHoro NocBig4yeHHs M
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0OYeHHs1
chnakoHax Ne 1 nakyBaHHs, iCHYIOTb — HalaHHs
MapKyBaHHS, [eTasIbHOro onmcy cucteMu
BUNYCK Cepili: yNpaBAiHHA pu3nKamn y
cenn dapm BWUINAAI M1aHy ynpaBAiHHA
rv6X, puaukammn o 30.10.2017
HimeuunHa BiANOBIAHO A0 MignyHKTY 1.8.2
BMPOGHMLTBO nyHkTy 1.8 gogatky 5 Mopsaky
po3uunHy bulk, NpoBeAeHHs ekcnepTnsun
3anoBHEHHSA, peecTpauiiHix maTepianis Ha
KOHTpPO/b nikapcbki 3acobwm, wo
AKOCTI, noJalTbCA Ha AepXaBHY
nepBuHHE Ta peecTpadito
BTOPUHHE (nepepeecTpauito), a Takox
nakyBaHHs: eKcrnepTn3n martepianis Npo
TumoopraH BHECEHHS 3MiH A0
dapmavie peecTpauiiHux maTepiasnis
6X NpoTArom fii peecTtpauiiHoro
HimeyunHa NOCBIAYEHHS, 3aTBEPYKEHOTO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pepaxuii Hakasy
MO3 Big 23.07.2015 Ne 460).
MepiognyHICTb MOAaHHSA
perynsipHo OHOBJIOBAHOIO
3BiTYy 3 6€3neku BigNOBIAHO A0
Mopsaaky 34iicHeHHSA
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHY
3,0p0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi toCcTULi YKpaiHu
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: BiANOBIAHO A0
nepioguyHOCTI CknagaHHs
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6e3nekun nikapcbkoro
3acoby, J03BONEHOTO 40
MeAMYHOro 3aCTOCYBaHHS, Ha
LLEeHTPa/IbHOMY PiBHi.

E®MEPUH MOPOLLIOK AJ15 PO3YMHY AHaHTa Megikeap Benuka "BeHnyc IHAaiA peecTpauis Ha 5 pokis. 3a He UA/16125/01/02
AN iHekuinno 2ry nra. BputaHis Pewmegic 30608B's13aHHA NpY BuAaui peyenmo nionsieae
donakoHax Ne 1 Nimiten" peecTpavuiiHoro NocBig4YeHHst M

iCHYIOTb — HaflaHHS
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n/n

Ha3sBsa snikapcbko20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3assHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsBi0o4YeHHs

[eTasIbHOro onmcy cucTemu
ynpaBAiHHA pu3vKammn y
BUINAAI NNaHy ynpaBAiHHA
pusmkamu go 30.10.2017
BiAMNOBIAHO A0 NigNyHKTY 1.8.2
nyHkTy 1.8 gogatky 5 Mopsaky
NPOBEfeHHA excnepTusn
peecTpauiiHux maTepianis Ha
nikapcbki 3acobwm, LWwo
noJaloTbCA Ha AePXaBHY
peecTpadito
(nepepeecTpadiio), a Takox
eKkcnepTn3n marepianis nNpo
BHECEHHS 3MiH [0
peecTpauiiiHux maTepianis
NpoTArom fii peecTpauiiHoro
NoCBIgYEHHS, 3aTBEPAXKEHOrO
Hakazom MO3 Big 26.08.2005
Ne 426 (y pepaxkuii Hakasy
MOS Big 23.07.2015 Ne 460).
MepioAnYHICTb NOAAHHS
perynsipHo OHOBJIOBAHOTO
3BiTYy 3 6€3neku BiANoBiAHO A0
Mopsaaky 3aiicHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa 0XOpOHU
300pO0B’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi oCcTULi YKpaiHn
19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHY
3,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: BiANOBIAHO A0
nepiognYHOCTI CKNafaHHs
perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6€3Mekn NikapcbKoro
3acoby, [03BOIEHOr0 [0
MeMYHOro 3aCTOCyBaHHS, Ha
LEeHTPa/IbHOMY PiBHi.

NIAOKCAH
MEHTON

NbOASAHUKK, 5 Mr/1 wmr,
Ne24 (12x2) y 6nictepax

TOB "CaHpo3
YkpaiHa"

YKpaiHa

Bunyck cepiii:
Nex
dapmaueBTny
Ha KomMaHis

A

CnoseHisi/
Benbris

peecTpauist Ha 5 pokiB.
MepioAnYHICTb NOAAHHS
perynsipHoO OHOBJIOBAHOIO
3BiTYy 3 6€3neku BiANoBIAHO A0
Mopsiaky 34iNCHEHHS

6e3
peuyenma

nionsieae

UA/16208/01/01
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0OYeHHs1
CnoBeHis thapmakoHarnagy,
BUPOGHMLITBO 3aTBEPAKEHOIO HakasoMm
3a MOBHUM MiHicTepcTBa 0OXOpOHU
LUMKIOM: 300pOoB’A YKpaiHu Big 27
Na6opaTtopia rpyaHa 2006 poky Ne 898,
Keanichap HB 3apeecTpoBaHuii B
(KBanidpap MiHicTepcTBi oCTULi YKpaiHn
HB) 19 rpygHs 2016 poky 3a Ne
Benbris 1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
[Ans nikapcbKoro 3acoby
CTaHOBWTb - BiANOBIAHO A0
nepiognyHocCTi SK ANs
nikapcbKkoro 3acoby nicns
AepxaBHOI peecTpadii B
YkpaliHi, Ik y nepLuiin kpaiHi
CBITY.
8. | nm3nHonpuny KpUcTaniuyHWin NopoLLIoK My6niyHe akuioHepHe YkpaiHa XKepxiaHr Kutaii peecTpauist Ha 5 pokis - He UA/16216/01/01
ANrIAPAT (cybcTaHuis) ans TOBapuncTBO "HaykoBo- Xyaxaii niossieae
hapMaueBTUYHOIO BMPOGHUYNIA LEHTP dapmacbioTika
3aCTOCyBaHHA Y "BopuyariBcbkuii n Ko. N4,
nonieTuIeHoBmx Ximiko-
naketax thapmaueBTUYHWI
3asop"
9. | MOHTENYKACT TabneTku, BKpUTI My6niuHe akuioHepHe YkpaiHa BCi cTagii Benbris/ IcnaHis peecTpauis Ha 5 pokiB. - He UA/16207/01/01
NNiBKOBOK 060/IOHKOHO, TOBapucTBo "HaykoBo- BMpPOBOHULTBA MepioAnYHICTb NOAAHHSA nionsieae

no 10 wr, in bulk no
50000 TabneTtok y
noagiiHomy
nonieTMaeHoBoOMy nakeTi

BMPOGHNYNIA LEHTP

"BopLyariBcbKuii
Ximiko-

hapmavLeBTUYHWI

3asop"

3a BUHSATKOM
BWMYCKY Cepii:
CaHiko H.B.,
Benbris
BMPOGHMLTBO,
aHani3 Ta
BUMYCK Cepiii:
CiHTOH
Xicnanis C.J.
IcnaHis

perynsipHoO OHOB/IHOBAHOTO
3BiTy 3 6e3Mneku BiANoBiAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsay,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
300pOoB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
ANs NikapcbKoro 3acoby
CTaHOBUTb - BignNoBigHO A0
nepiogNYHOCTI AK Ans
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsBi0o4YeHHs
nikapcbKoro 3acoby nicns
AepxaBHOI peecTpadii B
YkpaliHi, Ik y nepLuiin kpaiHi
CBITY.
10. | MOHTENYKACT TabneTku XyBasibHi No 4 My6niyHe akuioHepHe YkpaiHa BCi cTagii Benbris/ IcnaHis peecTpauist Ha 5 pokiB. - He UA/16207/02/01
mr, in bulk no 42000 TOBapuncTBO "HaykoBo- BMPOGHULITBA MepioAnyHICTb NOAAHHSA nionsizae
TabneTok y noaginHomy BUPOGHNUNIA LIEHTP 3a BUHATKOM perynsipHo OHOBJIOBAHOIO
nonieTuIeHoBOMY MakeTi "BopuyariBcbKuii BWMYCKY Cepiii: 3BiTy 3 6e3Mneku BignoBiAHO A0
XiMiKo- CaHiko H.B., Mopsaaky 34ilicHeHHS
thapmaueBTUYHWI Benebris; thapmakoHarnagy,
3asoa" BUPOBHMNLTBO, 3aTBEPKEHOIO Haka3oMm
aHani3 Ta MiHiCTepcTBa OXOPOHU
BUMYCK Cepiii: 340pOoB’A YKpaiHu Big 27
CiHTOH rpyaHs 2006 poky Ne 898,
XicnaHis C.J1., 3apeecTpoBaHuii B
Icnanis MiHicTepcTBi tocTULi YKpaiHn
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxujii Hakasy
MiHicTepcTBa 0XOpOHY
300poB’A YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
0151 NiKapcbKoro 3acoby
CTaHOBWTb - BIANOBIAHO A0
nepiogNYHOCTI AK ANA
nikapcbkoro 3acoby nicns
AepxaBHOI peecTpadii B
YKpaiHi, K y nepLuiii kpaiHi
CBITY.
11. | MOHTENYKACT TabneTku XyBasibHi Mo 5 My6niyHe akuioHepHe YkpaiHa BCi cTagii Benbris/ IcnaHis peecTpadist Ha 5 pokiB. - He UA/16207/02/02
mr, in bulk no 34000 TOBapucTBo "HaykoBo- BMPOGHULITBA MepioAnyHICTb NOAAHHA nionsizae

TabneTok y noagiiHoOMy
nosieTuIeHoBOMY NakeTi

BUPOGHNUNIA LIEHTP
"BopLyariBcbKuii
Ximiko-
thapmaueBTUYHWI
3asofa”

3a BUHATKOM
BWMYCKY Cepii:
CaHiko H.B.,
Benebrist;
BMPOGHMLTBO,
aHanis Ta
BUMYCK Cepiii:
CiHTOH
XicnaHis C.J1.,
Icnanis

perynsipHo OHOBJIOBAHOIO
3BiTy 3 6e3Mneku BiANoBIAHO A0
Mopsaky 34ifcCHEHHs
dhapmakoHarnsgy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa 0XOpOHY
3[,0p0B’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHiCTEpCTBa OXOPOHU
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0OYeHHs1
300pOoB’A YKpaiHu Big, 26
BepecHst 2016 poky Ne 996),
0151 NiKapCbKoro 3acoby
CTaHOBWTb - BIANOBIAHO A0
nepioguyHocCTi SK Ans
nikapcbkoro 3acoby nicns
[JepxaBHoi peecTpauii B
YKpaiHi, K y nepLuiii kpaiHi
CBITY.
12. | MYCKOME/L Kancynu Teepai, 4 mr Ne yopna MEANLINH TypeuunHa YOPNA4 TypeuunHa peecTpauist Ha 5 pokis 3a He UA/16219/01/02
10 (10x1), Ne20 (10x2) y | INAY CAH. BE TIAX. MEAVLINH peyenmo nionsizae
6nictepax A.LL. INAY CAH. BE M
TIOK. A.LL.
13. | MYCKOME/A Kancynu teepai, 8 mr Ne yopna MEANLINH TypeyunHa yoprna TypeyunHa peecTpauis Ha 5 pokis 3a He UA/16219/01/01
10 (10x1), Ne20 (10x2) y | INAY CAH. BE TIAX. MEAVLINH peyenmo nionsi2ae
6nictepax A.LL. INAY CAH. BE M
TIOK. A.LLL.
14. | HATPIIO X/TOPUJ, po3uuH Ans iHdysiii, 50 TOB "tOpis-®apm” YkpaiHa TOB "tOpis- YkpaiHa peecTpauisi Ha 5 pokiB. 3a He UA/16211/01/01
mr/mn no 200 mny Papm" 3060B’'A3aHHA Npu BUAadi peyenmo nionsieae
nnswkax, no 200 mn, peecTpaLiiiHoro nNocBigYeHHs M

400 mMn y KOHTelHepax

BiACYTHI.

MnaH ynpasniHHSA pu3nkamu
Bifjo6paxae pU3NKNPONOpLLiliHi
3axoAay 3 MiHiMi3auii pu3ukis
Ta aKTUBHOCTI 3
thapmakoHarnagy. Pestove
nnaHy ynpas/iHHA pU3vkamm
[0A3€ETLCA. Y NPOeKTi
IHCTPYKLiT ANs MeguyHoro
3acTOCyBaHHA BifoOpaxeHi
3ax04u 3 MiHiMi3auii pu3uKis,
3a3HayeHi y HagaHux
AoKymeHTax. MepioguuHicTb
noAaHHA perynsapHo
OHOBJIHOBAHOrO 3BITY 3
6e3nekun BiANoBigHO A0
Mopsaky 34ifcCHEHHs
hapmakoHarnsay,
3aTBEPAKEHOIO Haka3oMm
MiHicTepcTBa OXOpPOHU
370poB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpaiHu
19 rpyaHs 2016 poky 3a Ne
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0OYeHHs1
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
AnA nikapcbKoro 3acoby
CTaHOBWTb - BIANOBIAHO A0
nepioguyHoOcCTI K Ans
nikapcbKoro 3acoby nicns
[JepxaBHoi peecTpauii B
YKpaiHi, K y nepLuiii KpaiHi
CBITY.
15. | HEOMIUUHY MOPOLLIOK (Cy6CcTaHuis) y ToBapucTBoO 3 YkpaiHa luaH CaHbces Kutai peecTpauif Ha 5 pokis - He UA/16217/01/01
CYNb®AT NOTPIlHMX 0bMexeHot dapmachboTika nionsizae
nosieTuIeHoBMX BiANOBIAA/ILHICTIO n Ko., n1a.,
naketax ans "®apmaueBTnyHa
hapmaLeBTUYHOro KomnaHis "3gopos'a”
3acTocyBaHHs
16. | NCEBAOBAK pO34nH A4 iH'ekuii no 1 AT "MegiHTopr" Pociiicbka IHCTUTYT MonbLa peecTpauif Ha 5 pokis 3a He UA/16009/01/01
My CKAsHIA (Tvn ) Pepepauis 6ioTexHonorii peyernmo niossieae
amnyni, no 5 amnyn y CMpoBaToK i M
NAacTVKOBIli KOHTYPHIi BaKUWH
YapyHKOBIli ynakoBLi, no BIOME/[
1 KOHTYpHIli YapyHKOBIli AT/IBCB
yMaKkoBLi Y KAPTOHHIi BIOMEA AT
Kopobui
17. | PANATO Tabnetky no 1 mr Ne30 KPKA, a.4., HoBo CnoBeHis BMPOBHULITBO CnoseHisa peecTpaList Ha 5 pokiB. 3a He UA/16206/01/01
(10x3), Ne90 (10x9) y MecTo "in bulk”, MepioAnyHICTb NOAAHHS peyenmo nidnsieae
6nictepax nepBuHHe Ta perynsipHo OHOBJIOBAHOIO M
BTOPUHHE 3BiTYy 3 6e3neku BiANOBIAHO A0
nakyBaHHs, Mopsiaky 34iNCHEeHHS
KOHTpONb cepil hapmakoHarnsgy,
Ta BMMycK 3aTBEPKEHOr0 HaKka3oMm
cepii: MiHiCTepcTBa OXOPOHU
KPKA, a.4., 37,0p0B’A YKpaiHu Big 27
HoBso mecTo, rpyaHsa 2006 poky Ne 898,
CnoseHist 3apeecTpoBaHuii B
KOHTPO/b MiHicTepcTBi toCcTULi YKpaiHu
cepii: 19 rpyaHa 2016 poky 3a Ne
KPKA, a.4., 1649/29779 (y peaakuii Hakasy
HoBo mecTo, MiHicTepcTBa OXOPOHU
CnoseHis 300poB’A YKpaiHu Big, 26

BepecHst 2016 poky Ne 996),
Ans nikapcbKoro 3acoby
CTaHOBWTb - BiANOBIAHO A0
NepiogNYHOCTI CKNagaHHs
perynsipHo OHOBJIOBAHOIO
3BITY 3 6€3Mnekun NikapcbKoro
3aco0y, [103BO/IEHOrO 10
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Ne Ha3sBsa snikapcbko20 ®dopma surnycky 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asB8HUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0OYeHHs1
MeAMYHOro 3aCTOCYBaHHS, Ha
LLeHTPa/IbHOMY PiBHi.
18. | CODITI® TabneTkn, BKPUTI dapmioHioH BCB Kinp Nabopartopioc Icnanis peecTpauist Ha 5 pokis 3a He UA/16220/01/01
NNiBKOBOK 060/I0HKOHO, LesenonwveHT /Ta,. JleoH dapwma, peyenmo nionsieae
0,03 mr/2 mr Ne 28 C.A. M
(21+7) y 6nicTepi
19. | LE®TA3NANM NOPOLLOK A1 PO3UNHY Opxig ®apma Nimiteq, IHais AcTtpan IHais peecTpauis Ha 5 pokis - He UA/16221/01/02
Ans iH'ekuii no 500 mr CrepiTey nionsieae
in-bulk y donakoHax Ne MpaiiseT
50, Ne 100 Nimiteq
20. | LE®PTA3SNAUM NMOPOLLOK A1 PO3UNHY Opxig ®apma Nimiteq, IHais AcTtpan IHais peecTpauist Ha 5 pokis - He UA/16221/01/01
Ans iH'ekuii no 1000 mr CrepiTey niossieae
in-bulk y donakoHax Ne MpaviseT
50, Ne 100 Nimiteq
21. | ULE®@TPUAKCOH MOPOLLIOK AJ151 PO3YNHY Opxig ®apma Nimites, IHAiA AcTpan IHAiA peecTpauisf Ha 5 pokis - He UA/16222/01/02
08 iH'exui no 500 mr Crepiteu nidnsieae
in-bulk y donakoHax Ne MpaiiBeT
50, Ne 100 Nimiten
22. | ULE®TPUAKCOH NOPOLLOK A1 PO3UNHY Opxig dapma Nimiteq, IHais AcTtpan IHais peecTpauist Ha 5 pokis - He UA/16222/01/01
Ans iH'ekuii no 1000 mr Crepitey nions2ae
in-bulk y dpnakoHax Ne MpaiiBeT
50, Ne 100 Nimitepn

HavyanbHukK YnpaeniHHA ¢papmMmaueBTUYHOIT
AIANBLHOCTI Ta AKOCTI (hapMaLeBTUYHOI NPOAYKLiT

T.M. NAaCcKOBCbKUH




NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOI4YHUX MNMPEMAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn
09.08.2017 Ne 920

Ne Hassa snikapcbko20 ®dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayitiHo20
yrnakoska) nocBi0O4Y€eHHs1
1. | A-OICTOH Kpanni gns TOB "YkpaiHcbka Ykpaina MpAT"Bionik" YkpaiHa MepepeecTpauis Ha 6e3 peyenma niossiecae UA/5666/01/01
nepopasibHOro thapmaveBTUYHa HeobMeXeHW TepPMIH.
3acTocyBaHHsA no 30 mn KomnaHia" 30608B’A3aHHA Npu

abo no 50 mny
donakoHi; no 1 dpnakoHy
B nauLj 3 KapTOHy

BMAaui peecTpawiiHoro
NOCBIAYEHHS ICHYIOTb -
Ha/jaHHs AeTalbHOro
onncy cucTemm
ynpaBiHHA pusnkamu
y BUrNAAj nnaxy
ynpasniHHA pUsnKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BiANoBigHO A0
nignyHKTy 1.13 NyHKTY
1, NignyHKTy 2.3 NyHKTY
2 popatky 15 no
Mopsigky NpoBeAeHHS
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3aco6u, o
nojatTbcsa Ha
AepxXasHy peecTpavjto
(nepepeecTpauiio), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis NpoTArom
4ii peecTpauiiiHoro
NoCBIAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NoAaHHsA perynsapHo
OHOB/OBAHOrO 3BITY 3
6e3neku BiANoOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBepIKeHOro
Haka3zom MiHicTepcTBa
OXOPOHU 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pPOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgMNoBigHO A0
nepiognyHocCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

AMNOPUN® HD

Tabnetku no 5 mr/25 wr,
no 10 TabneTok y
6nictepi, no 3 abo no 6,
ab6o no 9 6nictepis y
Kopobui; no 7 TabneTok
y 6nicTepi, no 2 abo no
4, abo no 8, abo no 12,
abo no 14 6nictepis y
Kopoo6ui

KPKA, a.4a., HoBo
MecTO

CnoBeHis

KPKA, 4.4.,
Hoso mecTo

CnoBeHisi

MepepeecTpadis Ha
HeobMeXeHW TEPMIH.
3MiHn | TURY - 3MiHK
oo
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakrtepucTuui
nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHA Ta
IHCTPYKUiT gns
MeAnYHOro
3acTocyBaHHS Ha

3a peyernmom

He
niosnsiecae

UA/4903/02/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

nigctasi perynspHo
OHOB/OBAHOrO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
LocnigpKeHb 3 6e3neku
3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY
3 AOCNifKEHD,
npoBefeHnx
Bi4NOBIAHO A0 NnaHy
negiaTpuyHmNX
pocnipkeHs (PIP)
(3MiHyY y3rofxeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHn
BHECEHO [0 iHCTPYKL,i
AN Megu4yHoro
3acTocyBaHHS
npenapary Ao po3ginis
"dapMakonorivHi
BN1ACTVBOCTI",
"MpoTunokasaHHsa",
"B3aemogisi 3 iHWnMKn
nikapcbkrMmn 3acobamu
Ta iHWi B1Am
B3aemogii",
"Ocob6nuBocCTi
3aCTOCyBaHHSA",
"Mo6iuHi peakwi "
BiA4NoBigHO A0
OHOB/IEHOT iHdopMaLLii
3 6e3neku ajrunx
PEYOBUH.
MepiognyHicTb
nofaHHA perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsiaky 34iiCHEHHS
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

dhapmakoHarnsgy,
3aTBEPIKEHOrO
Hakaszom MiHicTepcTBa
OXOPOHU 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOpOHU
3[10pOB’sA YKpaiHu Big
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepioguyHoOCTI
CKNafaHHA perynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco0y, [J03BOSIEHOrO
[0 MeUYHOro
3aCTOCYBaHHS, Ha
LEHTPasIbHOMY PiBHi.

AMMNPUN® HL

Tabnetkn no 2,5 mr/12,5
mr, no 10 Tabnetok y
6nictepi, no 3 a6o no 6,
abo no 9 6nictepiB y
Kopobui; no 7 TabneTok
y 6nicTepi, no 2 abo no
4, abo no 8, abo no 12,
ab6o no 14 6nictepis y
KopobLi

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, a.4.,
HoBo mecTo

CnoBeHis

MepepeecTpauis Ha
HeobMeXeHW TepPMIH.
3MiHn | TURY - 3MiHK
oo
6e3nekn/edPeKTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTKili
XapaxkTepucTui
nNiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKLUiT Ana
MefNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo

3a peyenmom

He
niosisieae

UA/4903/02/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

[ocnigpkeHb 3 6e3neku
3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pesynbTaTt OLiHK/ 3BITy
3 foCnigKeHb,
npoBefeHunx
BiAANOBIAHO A0 NnaHy
negiaTpuyuHmnX
pocnigxeHb (PIP)
(3MiHyY y3rofxeHo 3
KOMNETEHTHUM
YNOBHOB&XEHUM
opraHom) - 3MiHn
BHECEHO [0 IHCTPYKL,T
AN MegnyHoro
3acTocyBaHHSA
npenapary f10 po3ginis
" dapmakosoriyHi
B/1aCTMBOCTI",
"MpoTunokasaHHsa",
"Mo6iuHi peakwji ",
"Oco6nuBocCTi
3aCToCyBaHHA",
"B3aemogis 3 iHWy1MK
nikapcbknmmn 3acobamm
Ta iHWi BUAK
B3aemogji" -
BiANOBIAHO A0
OHOB/IEHOT iHdopMaLLii
3 6e3neku airunx
PEYOBUH.

MepiognyHicTb
noAaHHA perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 3AiCHeHHA
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Hakazom MiHicTepcTBa




18

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

OXOPOHW 3[0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiANoBigHO A0
nepiognYHoCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco0by, J03BOIEHOrO
[0 MeM4Horo
3aCTOCyBaHHS, Ha
LeHTpasIbHOMY PiBHi.

BAKTPUM®

cycneHsis gns
nepopasibHoOro
3actocyBaHHs, 200
Mmr/40 mry 5 mn, no 100
MJ1 cycneHsii y piakoHi,
no 1 donakoHy B
KOMMNNEKTi 3 MipHO0
JIOXKOIO B nauuj

®.XohhmaHH-/1a Pow
nrtp

LLiBefiuapis

Brpo6HMLTBO
Hepo3cacoBaH
oi npoayKu;i,
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/0
AKOCTI:
CeHekci CAC,
®paHuisa
Bunyck cepii:
®.XodhpmaHH-
Na Pow 14,
LBeiiLapis

®paHuia/
Lseiiapis

MepepeecTpadis Ha
HeoOMEXEHWI TePMiH
30608B’A3aHHA Npn
BMAaui peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -
HaZiaHHsA JOMOBHEHHS
00 ornagy KNiHivYHUX
naHux o 30.10.2017,
BiANOBIAHO A0
NigNyHKTY 2.3 NyHKTY 2
popatky 15 no
Mopapky nposBeneHHsA
eKcrnepTusn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
nofjatTbcs Ha
LePXaBHY peecTpadito
(nepepeecTpadiio), a
TaKOX eKCnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHnx

3a peyernmom

He
nionsicae

UA/6569/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Marepianis NpoTArom
Aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460). MepiognuHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignNoBigHO J0
Mopsaky 34iicHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOI0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainum 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognyHoOCTI
CKnafaHHa perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco0by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

BEPOBEHT-M®

aepo3o/b 4N iHranayin
[[o030BaHuii, 200
MKr/no3y no 15 mn (300
[03) y MeTaieBOMy
6as10Hi 3 po3nutoBayYemM
Ta 3aXMCHM KOBMaYKoM,
no 1 6as10Hy B
KapTOHHIM navui

TOB "Mikpodpapm"

YkpaiHa

TOB
"Mikpodpapm"

YkpaiHa

nepepeecTtpauisi Ha 5
POKiB Y 3B'A3KY 3
3aKiHYeHHsAM il
peecTpauiiiHoro

nocBig4eHHs. 3MiHn |

My - 3MiHK WoA0
6e3nekn/etheKTUBHOCTI

Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTuui

3a peyenmom

He
niosisieae

UA/4347/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
nikapcbKkoro 3acooby,

TEKCTi MapkyBaHHA Ta
IHCTpYKUiT ans
MeAn4YHOro
3acTocyBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pesynbTaTt OLiHK/ 3BITy
3 foCNigpKeHb,
npoBefeHnx
BiAANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnigpkeHs (PIP)
(3MiHY y3rompkeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - (3MiHu
BHECEHO [0 iHCTPYKL,i
AN MegnyHoro
3acTocyBaHHS
npenapary Ao po3ginis
"Oco611BOCTi
3aCcTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS
Ta fo3n" (YTOYHEHHS
iHpopMmawii), "Mo6iyHi
peakuii”,
"MNepepo3yBaHHA",
"3acTocyBaHHs y
nepiog, BariTHoCTi abo
rogysaHHs rpyaaro”
(peparyBaHHs TEKCTY),
"[iTn" (pegaryBaHHs
TeKcTy), "3aaTHICTb
BN/MBATY Ha
LIBWAKICTb peakuii npm
KepyBaHHi
aBTOTpaHCNoOpPTOM abo
iHWMMK MexaHizmamn',
"B3aemogis 3 iHWMun

nikapcbkrMun 3acobamu
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

a60 iHWi BMAn
B3aemogiit" BianosigHO
[,0 OHOBNEHOI
iHchopmawii 3 6e3nekn
Lito40i pevoBUHM
"cheHoTepony
rigpobpomiay")
3060B’s3aHHSA Npu
BMAAui peecTpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onucy cuctemu
ynpaBiHHA pUsnkamu
y BUrNaAj nnaxy
ynpasAiHHA pu3nKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
AaHux o 23.07.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsigky npoBeaeHHS
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peectpaviiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Hakasom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHEeHHs
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 340POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHoCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BO/IEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

BEPOBEHT-M®

aepo3onb Ans

iHranauin, gosoBaHwi,
100 mkr/go3y no 15 mn
(300 po3) y meTanesomy
6an0Hi 3 po3nuoBavemM
Ta 3aXMCHUM KOBMa4KoM,
no 1 6as0Hy B
KapTOHHIM nayui

TOB "Mikpodpapm"

YkpaiHa

TOB
"Mikpochapm"

YkpaiHa

nepepeecTpauis Ha 5
POKiB Y 3B'A3KY 3
3akiH4eHHsM gil
peecTpaujiiiHoro

nocsigyeHHs. 3MiHu |

TUny - 3MiHN LWOA0
6e3nekn/etheKkTUBHOCTI

Ta chapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli

nikapcbKkoro 3acoby,

TEKCTi MapKyBaHHA Ta

IHCTpYKLUiT Ana
MeAMYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3mnekn Nikapcbkoro
3acoby, abo
LocnigpkeHb 3 6e3neku
3acToCcyBaHHSA

nikapcbKoro 3acoby B

nicnspeecTpauiiiunii

3a peyenmom

He
nionsiecae

UA/4347/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 fOCNifKEHD,
npoBefeHnx
BigNOBIAHO A0 NnaHy
negjiatpuyHmx
pocnigxeHs (PIP)
(3MiHyY y3rofxeHo 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - (3miHu
BHECEHO [10 iHCTPYKL,i
AN MegnyHoro
3aCTOCYyBaHHSA
npenapary 0 po3ginis
"OcobnvmBocTi
3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHSA
Ta f03n" (YTOUYHEHHS
iHchopmawii), "MobiuHi
peakuii”,
"MNepepo3yBaHHA",
"3acTocyBaHHs Y
nepiog, BaritHocTi abo
rogyBaHHa rpyaaro”
(peparyBaHHS TEKCTY),
"[iTn" (peparysaHHs
TEKCTy), "3paTtHicTb
BNMBATY Ha
LIBUAKICTb peakuii npn
KepyBaHHi
aBTOTpaHcnopToM abo
iHWXMK MeXxaHi3mamm”,
"B3aemogisi 3 iHWnMun
nikapcbkvMu 3acobamu
abo iHwWi Buan
B3aeMOZji" BignoBigHO
[,0 OHOBNEHoI
iHchopmawuii 3 6esnekn
[ito40i peyoBMHN
"thbeHoTepony
rigpobpomigy")

3060B’sA3aHHSA Npu
BMAAYi peecTpauiiHoro
NoCBiAYEHHS ICHYIOTb -
HafjaHHs AeTaslbHOro
onncy cucTemm
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

ynpaBiHHA pUsnkamu
y BUrNaAj nnaxy
ynpasAiHHA pu3nKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
AaHux o 23.07.2017
BiAgMNoBigHO A0
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 go
Mopsiaky NpoBeaeHHS
eKkcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[AepXaBHy peecTpaviio
(nepepeecTtpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTtpaviiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Hakasom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
MiHicTepcTBa 0XOpOHHU
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BO/IEHOrO
[0 MeNYHOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.
7. | BPUNBLAHTOBUIN pO34nH ons MAT "Nly6Hudpapm” YkpaiHa MAT YkpaiHa nepepeecTpawis Ha 6e3 peyenma nionsieae UA/6963/01/01
3ENEHUIA 30BHILLHLOIO "Ny6Hnchapm” HeobMeXeHWn TepMIH
3acToCyBaHHs,
cnupToBuii 1 % no 15
My dhiakoHax
8. | BPUIbAHTOBUN pPO34MH ons MAT "Tannudapm* YkpaiHa MAT YkpaiHa nepepeecTpawis Ha 6e3 peyenma niossieae UA/8011/01/01
3E/IEHNIA 30BHILUHLOIO "Tanuucpapm” HeoOMEXEHWI TePMiH
3acTocyBaHHs,
cnupToBuin 1 % no 25
MY hnakoHi-
KpanenbHuui; no 25 mn'y
dhnakoHi-KpanesnbHUL;
no 1 cpnakoHy-
KpanenbHUuUi B nayui
9. | BYMIBAKAIH-3H PO34UH ANs iH'eKL, 5 ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpavis Ha 3a peyernmom He UA/12559/01/01
Mr/Mn no 5 mn B amnyni; obmexeHoro BMPOGHMLTBA, Heo6MeXeHUiA TepMiH. nions2ae
no 10 amnyn B Kopobui 3 Bi4NOBiAA/IbHICTIO KOHTPO/b 3060B’s13aHHS Npu
KapToHy; no 5 mn B "XapkiBcbke SAKOCTI, BUNYCK BMAaui peecTpaviiHoro
amnyni; no 5 amnyn'y hapmauleBTUYHe cepii: NocBifAYEeHHS ICHYIOTb -
6nicTepi; no 2 6nictepn nignpPUeEMCTBO ToBapucTBO 3 HaJaHHSA AeTa/IbHOro
B KOPOOGLii 3 KApTOHY "340poB'a Hapoay" 06MexeHo onuncy cuctemu

YkpaiHa

BiANOBIA&asIbHIC
THO "XapkiBCbke
hapmMaueBTUYH
e
nigNpPUeEMCTBO
"340poB'a
Hapozy"
YkpaiHa
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b
AKOCTI:
TOB
"PapmaueBTuny

ynpasAiHHA pu3nKamu
y BUrS4j nnany
yNpaB/iHHA pU3nKamu
Ta [OMNOBHEHHA A0
ornsay KniHiYHNX
paHux oo 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, NianyHKTY 2.3 NYHKTY
2 popatky 15 no
Mopsaky npoBeAeHHs
ekcnepTusmn
peecTpauiiHux
mMartepianis Ha
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ha KoMMaHisi
"3popos'a”
Ykpaina

nikapcbki 3acobu, Lo
nojatTbcsa Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiiHnx
mMarepianis NPoTArom
aii peecTpadiiHoro
NnocCBiAYEHHS,
3aTBEPKEHOrO
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460).
MepiognyHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34jiicHeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognyHoOCTI
CKnafaHHa perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, J03BOIEHOrO
[0 MeIMYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

10.

BYNIBAKAIH-M

PO34uH NS iH'eKLin, 5

ToBapucTBO 3

YKpaiHa

ToBapucTBO 3

YKpaiHa

MepepeecTpauis Ha

3a peyenmom

He

UA/7162/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Mr/mMa no 5 mn B amnyrni; obmexeHo obMexeHo HEeobMeXeHW TEpPMIH. niosisicae
no 10 amnyn B Kopoo6Li 3 BiANOBiAA/ILHICTIO BignosigasbHic 3060B’A3aHHsA Npu
KapToHy; no 5 mn B "XapkiBcbke TI0 "XapkiBCcbke BUAaui peectpauiiHoro
amnyni; no 5 amnyn y hapmaLleBTUYHE thapmaueBTUYH NOCBiAYEHHS ICHYIOTb -
6nicTepi; no 2 6nictepn nignNpPUEMCTBO e HafaHHA AeTa/lbHOro
B KOPOO6Lii 3 KapTOHY "3p0pos's Hapoay" nignpMeMCTBO onucy cuctemu
"3p0poB'a yNpaBiHHA pr3nKamu
Hapoay" y BUrNaAj nnaxy

ynpasAiHHA pu3nKamu
Ta [ONOBHEHHS A0
ornsaay KniHiYHnX
naHux oo 30.10.2017
BigMnoBigHO Ao
nignyHkTy 1.13 nyHKTY
1, NignyHKTY 2.3 NyHKTY
2 popatky 15 no
Mopsigky npoBeaeHHS
eKkcnepTusmn
peecTpauiiHnx
mMartepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
MaTepianis NpoTArom
Aii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BOSIEHOrO
[0 MeNYHOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

11.

rAnonpPun

PO34UH ANs iH'EKL, 5
mr/mn, no 1 mn B
amnyni; no 10 amnyn y
KOpoO6Lii 3 KapToHyY; Mo 1
M/1 B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepy B KOpOO6Lii 3
KapToHy; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
B KOPOOGLi 3 KapTOHY

ToBapucTBO 3
06MeXeHOI
BiANOBIAA/ILHICTIO
"XapkiBcbke
hapmMaueBTNYHE
nignprveMCTBO
"3p0poB's Hapoay"

YkpaiHa

BCi cTagii
BMPOGHMLTBA,
KOHTpO/b
AKOCTI, BUMYCK
cepit:
ToBapucTBO 3
06MeXeHoI0
BignoBigasibHiC
TI0 "XapkiBCcbke
thapmaueBTUyH
e
nignpMeMCTBO
"340poB'a
Hapogay",
Ykpaina
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b
AKOCTI:
ToBapucTBO 3
06MEXEHOI0
BignosigasbHic
THO
"®apmaueBTuny
Ha KomMnaHis
"3p0poB'sa”,

YkpaiHa

MepepeecTpalis Ha
HeobMeXeHW TepMiH;
3MiHu | TUnNYy - 3MiHn
om0
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTuui
nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUii pns
MeNYHOro
3acToCcyBaHHA Ha
nigcrasi perynspHo
OHOBJIIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnimkeHs 3 6e3neku
3acToCyBaHHsA
nikapcbKoro 3acoby B
nicnapeecTpavujinHuii
nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY
3 foCNifKeHb,
npoBefeHnx
BifNoBIAHO A0 NnaHy

3a peyenmom

He
niosnsicae

UA/6576/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
YkpaiHa negjiaTpuyHnx

pocnigxeHb (PIP) (iHwi
3MiHW) - 3MiHK
BHECEHO [10 IHCTPYKL,i
ANna MeguyHoro
3acToCyBaHHsA
npenapary 40 po3ginis
"Cnoci6 3acTocyBaHHs
Ta f03n" (YTOYHEHHS
iHbopmawtii),
"MpoTunokasaHHsa",
"Mo6iuHI peakuii”,
"MNepepo3yBaHHA",
"3acTocyBaHHs Y
nepiog saritTHocTi a6o
rogysaHHa rpyaaro”
(YyTOYHEHHSA
iHchopmawii),
"Oco61MBOCTi
3aCToCyBaHHA",
"34aTHiCTb BNAMBaTu
Ha WBNAKICTb peakui
npu KepyBaHHi
aBTOTPaHCMOPTOM abo
IHLIMMK MexaHi3mamMn",
"B3aemogis 3 iHWy1MK
nikapcbknmmn 3acobamm
abo iHwWi Buan
B3aeMogijin" BignosigHO
[0 maTepianis
peecTpavuinHoOro Aocbe
Ta OHOBJIEHOT
iHchopmawii 3 6esneku
Lir040i pevOBUHN.

3060B’sA3aHHSA Npu
BMAaui peecTpaviiHoro
NOCBIAYEHHS ICHYIOTb -
HajaHHs AeTaslbHOro
onncy cucTemm
ynpaBAiHHA pusnkamu
y BUIAS4j nnaxy
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

ynpaBiHHA pUsnkamu
Ta AOMOBHEHHA A0
ornsay KniHiYHNX
naHux oo 30.10.2017
BiANOBIAHO A0
nignyHKTy 1.13 NyHKTY
1, nignyHKTYy 2.3 NyHKTY
2 popatky 15 no
Mopagky nposefeHHA
eKcnepTusmn
peecTpauiiHux
martepianis Ha
nikapcbki 3aco6u, Lo
nojatTbcsa Ha
[AepXaBHy peecTpavito
(nepepeecTpadiio), a
TaKoX eKCrnepTu3mn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTpauiiiHoro
NOCBIAYEHHS,
3aTBEPIAKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAHHSA PerynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignNoBigHO J0
Mopsaaky 3AiCHeHHA
hapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHYU
3710pOB’A YKpaiHuu Bif
26 BepecHA 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3 NignyHKTOM 3
NyHKTY 2 rnasn 3
posginy V.

12.

FEKCANI3

Tabnetkn Ans
PO3CMOKTYBaHHs no 10
Tabnetok y 6nictepi; no
3 6nicTepun B KAPTOHHiIl
Kopoo6ui

Nab6opatopii Bywapa
Pekopgari

®paHuin

Nab6opaTopii
Bywapa
Pekopgari

PpaHuis

MepepeecTpalis Ha
HeobMeXeHW TEPMIH.
3MiHu | TURY - 3MiHK
om0
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTui
nikapcbKkoro 3acooby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUii gns
MeAnyHOro
3acTocyBaHHA Ha
nigctasi perynspHo
OHOBJ/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiinii
nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BITy
3 fOCNigpKEHDb,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnipkeHs (PIP)
(3MiHY y3rompkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKUiT
AN MeguyHoro
3acTocyBaHHS
NiKapcbKoro 3acoby go

6e3 peyenma

nionsicae

UA/6005/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
po3sginis
"MpoTnnokasaHHsa",

"Oco6nuBi 3axoam
6e3nekn”, "Baaemopisn
3 HLWMMK NiKapCbKMuU
3aco6amu Ta iHLWi BUAn

B3aemMogijin",

"3acTocyBaHHs Y
nepiog, BaritHocTi abo

rogysaHHsa rpyaato”,

"MNepepo3yBaHHA",

"Mo6iuHi peakw,ii”,
"3p4aTHICTb BNANBaTH
Ha WBNAKICTb peaku;i

npy KepyBaHHi
aBTOTpPaHcnopTomM abo
HWMMK MeXxaHi3mamn”
BiANOBIAHO A0
OHOBJIEHOT iHdhopMmaLii
3 6e3neku ajrunx
PeyoBUH NiKapCbLKOro
3aco0y.
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa

OXOPOHW 3[0POB’A
YKpaiuu Big 27 rpyfHs

2006 poky Ne 898,

3apeecTpoBaHuii B

MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun Nikapcbkoro
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
3aco0y, [03BO/IEHOrO
[0 MeN4HOro
3aCTOCyBaHHS, Ha
LeHTpa/IbHOMY PiBHi.
13. | FEKCACNPEN cnpeii 0poOMyKO3HWIA, Nab6opatopii Bywapa ®paHuin Nab6opatopii PpaHuis MepepeecTpavia Ha 6e3 peyenma nionsieae UA/6180/01/01
750 mr/30r,mo30ry Pekopgarti Bywapa HEOOMEXEHU TEPMIH.
aepo30/1bHOMY (D1aKOoHi; Pekopgaari 3MiHu | TURY - 3MiHK

no 1 cpnakoHy B
KapTOHHI Kopoo6Li

om0
6e3nekn/etPeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaxkTepucTui
nikapcbKoro 3acooby,
TEKCTi MapkyBaHHS Ta
IHCTpYKUIii gns
MeAn4yHOro
3acTocyBaHHA Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA
nikapcbKoro 3acoby B
nicnspeecTpauiiHnii
nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BITy
3 fOCNigpKEHDb,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnipkeHb (PIP) (iHwi
3MiHW) - 3MiHK
BHECEHO [0 iHCTPYKL,i
AN MegnyHoro
3acTocyBaHHS
npenapary Ao po3ginis
"Oco611BOCTi
3aCcToCyBaHHSA",
"Cnoci6 3acTocyBaHHS
Ta nosun”, "MobivHi
peakuii”,
"Mepeno3yBaHHA"
BiA4NoBigHO A0
marepianis
peecTpauiiHoro AochbeE.
MepioagnyHicTb
nofiaHHsa perynsipHo
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHEeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHU
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHoCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BOSIEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

14.

OAPINIA

TabneTkn, BKpUTI
N1iBKOBOK 060/10HKOIO,
3 mr/0,02 mr, no 28 (24+
4) TabneTok y 6nictepi;
no 1 (1x24+4) a6o no 3
(3x24+4) 6nictepu
pasoMm 3 nnackum
KapTOHHVUM oyTAsIpOM
Ans 36epiraHHA
6nictepa Ta TXKHEBUM
KaneHgapeM-cTikepoM B
KapTOHHI ynakoBL,i

BAT "T'efieoH Pixtep"

YropLmHa

BAT "TeneoH
PixTep"

YropLmHa

MepepeecTpalis Ha
HEeoOMeXeHWn TEPMIH.
30608B's3aHHA Npyn
BMAaui peecTpaviiHoro
NoCBiAYEHHS iCHYE —
HaflaHHA [JOMOBHEHHS
00 ornagy KNiHiYHUX
AaHux go 30.10.2017,
BiAgNoBigHO A0
NigNYHKTY 2.3 NyHKTY 2
pogatky 15 no
Mopsiaky NpoBeaeHHs
eKcnepTusmn
peecTpauinHnx
marepianis Ha
nikapcbki 3aco6u, Lo
noAalTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTtpadito), a
TaKOX eKkcnepTusmn

3a peyenmom

He
nionsiecae

UA/11801/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHux
Marepianis NpoTArom
Aii peecTpadiiHoro
NOCBiAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460). MepiognuHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO J0
Mopsaky 34jiiCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainum 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynspHo
OHOBJOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco6by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHS, Ha
LeHTpa/IbHOMY PiBHi.

15.

[KICI ®NH0 | GC
FLU

BAKLUMHA Ans
MPO®ITAKTUKA
rPuny
(PO3LLEMN/IEHUN

CyCneHsis gNs iH'ekujiin
no 0,5mnta0,25 Mny
nonepegHL0
HamnoBHEHUX LINpULAx
Nel, NelO

M.BIOTEK JIIMITE/,

Benuka
BpuTaHis

"piH Kpocc
KopnopeiiwH

Kopes

nepepeecTpawis Ha
HeobMeXeHWi TepMiH;
3MiHn Il TUny - 3MiHn
om0
6e3nekn/etdeKkTUBHOCTI
Ta hapmakoHarnagy.

3a peyenmom

He
nionsicae

UA/16223/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
BIPIOH, 3MiHU Y KOpOTKili
IHAKTUBOBAHWIA) XapaKTepucTuLj

NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta
iHCTpYKUii ans
MefNYHOro
3aCTOCyBaHHS y
3B'AA3KY i3 HOBUMU
OaHUMM 3 SKOCTI,
LOKNIHIYHUMNA,
KMIHIYHUMK AaHMun Ta
JaHuMu 3
thapmakoHarnsgy -
3MiHV BHeceHo A0
IHCTpYKUiT Ans
MeAnYHOro
3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao
po3ginis
"MpoTunokasaHHa",
"Cnoci6 3acTocyBaHHs
Ta fosn”,
"Ocob6nvmBocTi
3aCcToCyBaHHSA",
"MNepepo3yBaHHA",
"Mo6iuHi peakwji"
"Oitn" (aogaHo posgin
6e3 3MiHu cyTi
iHchopmawii),
"3partHicTb BNAKBaTH
Ha LWBMAKICTb peakuil
npu KepyBaHHi
aBTOTpaHCNoOpPTOM abo
HWMMK MeXxaHi3mamn®”
BiANOBIAHO A0
iHhopmaLii cToCcoBHO
6e3neku, ska
3a3HayeHa B
mMartepianax
peecTpaLiiiHoro Aockbe
Ta y3rogpkeHa

KOHCY/1IbTaTUBHO-




37

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

€KCMEePTHOLO TPyro
"BakunHn Ta
iMyHOMOTIYHI
npenapartu'.
MepiognyuHicTb
NoAaHHA perynsapHo
OHOB/OBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
thapmakoHarnagy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 34,0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Bif
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKNafaHHa perynspHo
OHOBJIIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MefUYHOro
3aCTOCYBaHHS, Ha
LeHTpasIbHOMY PiBHi.

16.

SUNONA®

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOIO,

no 5 mr; no 7 Tabnetok y

6nictepi, no 1 a6o 4
6nictepu B navy,j

BAT "l'epeoH Pixtep"

YropwuHa

TOB "TepeoH
PixTep
Monba”

MonbLa

MepepeecTpavis,Ha
HEeobMeXeHW TepPMIH.
3MiHu | TUnNYy - 3MiHn
oo
6e3nekn/eheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHW y KOpOTKili
XapakTepucTumui
nikapcbkoro 3acoby,

6e3 peyenma

nionsiecae

UA/12192/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

TEKCTi MapKyBaHHA Ta
IHCTpYKUiT Ansa
MefNYHOro
3acTocyBaHHSA
reHepuyHUX/TiopuaHnX/
6ionoAibHNx
nikapcbknx 3acobis
nicns BHeCeHHs Tiel
camoi 3MiHM Ha
pedbepeHTHUIA
npenapar (3MiHa He
notpebye HagaHHsA
XOLHNX HOBUX
[0AATKOBUX faHWX) -
3MiHV BHECEHO A0
IHCTpYKUiT Ans
MeAnYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby Ao
po3ginis
"®apmMaKonorivHi
BN1ACTVBOCTI",
"MpoTnnokasaHHsa",
"Cnoci6 3acTocyBaHHsA
Ta gosun”, "B3aemopis 3
HLWIMMK NiKapCbKMU
3aco6amu Ta iHLWi BUAn
B3aemMogijin",
"Oco611BOCTi
3aCcTOCyBaHHSA",
"3acTocyBaHHA Y
nepiog, BaritHocTi abo
rogyBaHHsA rpyaar”,
"Mo6iyHi peakwyji"
BiANoBigHO A0
iHchbopmawi, sika
3a3HauveHa B IHCTpyKuUil
AN MegnyHoro
3acTocyBaHHsA
pedhepeHTHOro
nikapcbKoro 3acoby
(Kcusan, Tabnetkuy,
BKPUTi MIBKOBOO
060/10HKOI0, 5 Mr)
30608B’a3aHHA Npu
BMAAui peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb -

HafdaHHA AONOBHEHHSA
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

[0 ornsapy KNiHiYHMX
naHux go 30.10.2017,
BiANOBIAHO A0
NiANYHKTY 2.3 NyHKTY 2
popartky 15 go
Mopapky nposefeHHA
eKcrnepTusn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbcs Ha
LepXaBHY peecTpaLito
(nepepeecTpauito), a
TaKoX eKCnepTu3mn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiiHnx
marepianis NpoTArom
aii peecTpaduiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Hakazom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Big 23.07.2015 Ne
460). MepioAnyHICTb
NOAAHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
YKkpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big,
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHoCTI
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BO/IEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LEHTPasIbHOMY PiBHi.
17. | IHOGAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsiAH Benuka nakcoCmiTKns Benbris MepepeecTpauia Ha 3a peyenmom He UA/16235/01/01
FEKCA™/INFANRI IPV) gns iH'exuin y Ekcnoprt Jlimiteg, BpuTtaHis H HeobMeXeHW TEPMIH. nionsieae
X HEXA™ nonepegHL0 Bionoaxikana 3MmiHu |l Tuny - 3MiHn
KOMBIHOBAHA HanoBHeHOMY C.A. wono
BAKUWHA Ana O01HOPa30BOMY LUMPUL, Y 6e3nekn/eheKTUBHOCTI
MPO®ITAKTUKN KOMM/IEKTI 3 ABOMA Ta chapmakoHarnsgy.
OUNDTEPII, ronkamu Ta niodpinisat 3MiHU Y KOPOTKil
NMPABLA, (Hib) y cbnaxoHi, Lo XapaxkTepucTui
KALLTHIOKY 3MiLLYHOTbCA Nepes nikapcbKkoro 3acoby,
(ALETIONAPHNIA BUKOpUCTaHHAM, Ne 1 TEeKCTi MapKyBaHHA Ta
KOMMOHEHT), a6o Ne 10 IHCTpYKUIii gns
FENATUTY B, MeAn4HOro
noniomMieniTy TA 3aCTOCyBaHHA Y
3AXBOPIOBAHDb, 3B'AA3KY i3 HOBVMMM
36YAHNKOM OaHUMM 3 SKOCTI,
AKUNX € LOKNIHIYHUMNA,
HAEMOPHILUS KAIHIYHUMW faHMK Ta
INFLUENZAE TUMY LaHUMK 3
B chapmakoHarnsgy -

3MiHV BHECEHO A0
iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS
npenapary Ao po3ginis
"B3aemogis 3 iHWMun
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemogiji","Ocobmso
CTi 3acTOCyBaHHS",
"Mo6iuHi peakwi "
BiA4NoBigHO A0
marepianis
peecTpauiiHoro AochbeE.

30608B’A3aHHA Npu
BMAaui peecTpaviiiHoro
NOCBIAYEHHS ICHYIOTb —
HaflaHHs [LOMOBHEHHS
[0 ornsapy KNiHivYHMX
gaHux o 30.10.2017
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

BigMnoBigHO Ao
NigNYHKTY 2.3 NyHKTY 2
nopatky 15 no
Mopsigky npoBefeHHs
eKcrnepTusmn
peecTpauiitHux
marepianis Ha
nikapcbki 3acobu, Lo
noAarTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHSA 3MiH [0
peecTpauiitHnx
Marepianis NpoTArom
4ii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
3rigHO 3 MignyHKTOM 3
NYyHKTY 2 rnasn 3
posginy V.
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

18.

KATNIYM
X/TOPATYM Cl/lb
JIOKTOPA

LUKOCCIIEPA Ne 4

Tabnetkn, no 80
Tabnetok y donakoHi; no
1 donakoHy B KOpo6Lii

[oliue Xomeonari-
YHioH AXY-
ApuHaiimiTTens M6X
& Ko. KI

HimeuunHa

[Joiiue
Xomeonari-
YHioH OXY-

ApuHaiimiTTens
v6X & Ko. KI

HimeyunHa

MepepeecTpadis Ha
HeobMeXeHW TEpPMIH.
MepiognyHicTb
noAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaky 34iiCHEeHHs
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainm 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco6by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHS, Ha
LeHTpa/IbHOMY PiBHi.

bes peyenma

niosisieae

UA/12586/01/01

19.

KIPUH

MOPOLLIOK A/151 CyCneH3ii
onsiH'ekuinno 2r; 1
ch/1aKOH 3 NOPOLLKOM Y
KOMM/EKTi 3
PO3UYMHHMKOM MO 3,2 M
B amnyni
(bakTepiocTaTnyHa Boga
ONs iH'EKUN 3
6eH3110BMM CNMPTOM, 9
mr/mn) y 6nictepi; no 1
6nictepy B KOpo6Lli

Megokemi NTT],

Kinp

Megokemi NTA
(AmMNynbHUIA
IH eKLiHMiA
3asop) Kinp
NabopaTopio
ITaniaHo
Biokimiko
dapmacbloTiko
Nizachapma
C.IM.A.
ITanisa

Kinp/ Itanisa

nepepeecTpauis Ha
HeoOMeXeHWn TepMiH
3060B’A3aHHs Npu
BMAaYi peecTpawiiHoro
NoCBiAYEHHS iCHYE —
HafaHHA [JOMOBHEHHS
[0 ornsagy KNiHivHMX
[aHux go 30.10.2017,
BiA4NoBigHO A0
NiANYHKTY 2.3 NYHKTY 2
popartky 15 go
Mopsiaky NpoBeAeHHS
ekcnepTusmn
peecTpauiiHnx
martepianis Ha
nikapcbki 3acobu, Lo

3a peyenmom

He
niosisieae

UA/6669/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

nojatTbCsa Ha
[AepXaBHy peecTpav;iio
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
martepianis npo
BHECEHHS 3MiH 0
peecTpauiiHnx
MaTepianis NpoTArom
4ii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPAKEHOr0
Haka3om MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iicCHeHHs
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’A YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BOSIEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

20.

KOEH3M
KOMMO3NTYM

PO34UH A5t iH'EKLA NO
2,2 Mn B amnyni; no 5

Bionoriwe
XainbMmiTTenb Xeenb

HimeuunHa

Bionoriwe
Xannbmitresb

HimeyunHa

MepepeecTpaujis Ha
HeobMeXeHW TepPMIH.

3a peyenmom

He
nionsizae

UA/6999/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
amnys y KOHTYpPHIi 6X Xeenb M'm6X 3MiHn | TURY - 3MiHK
YapyHKOBIl ynakoBLi; no ogo
1 a6o no 2, abo no 20 6e3nekn/etheKTUBHOCTI

KOHTYPHUX YapyHKOBUX
YyNaKoBOK y KOPOOLi

Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakrtepucTuui

NiKapcbKoro 3acooby,

TEKCTi MapKyBaHHA Ta

IHCTpYKUiT ans
MeAnYHOro
3aCTOCyBaHHA Ha
nigcTasi perynsipHo

OHOBJ/IIOBAHOrO 3BITY 3

6e3nekn Nikapcbkoro

3acoby, abo
JocnifmxeHb 3 6e3neku
3aCTOCYBaHHSA

nikapcbKoro 3acoby B

nicnsipeecTpauiiHnii

nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY
3 fOCNigKEHD,
npoBefeHnx
BiANOBIAHO A0 NnaHy
negjiaTpuyHnx
pocnigxeHb (PIP)
(3MiHy y3romxeHo 3
KOMMNETEHTHUM
YMOBHOBaXEHUM
opraHom) - 3miHu

BHECEHO [0 iIHCTPYKL,i

AN MeanyHoro
3acTocyBaHHsA
npenapary 1o po3ginis

"Cnoci6 3acTocyBaHHs

Ta fo3un" (BuyyeHa
iHbopMmaLlisi CTOCOBHO
[03YBaHHSA [iTAM BiKOM
oo 3 pokis), "Aitn"
(6yno: 3 6 micauyis,
cTano: 3 3 pokis),
"HecyMicHicTb"
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

(mopaHo po3gin)
BiANOBIAHO A0
iHhopmaLii cTocoBHO
6e3neku, saka
3a3HaveHa B
mMartepianax
peecTpavuiniHOro AoChbe.
3MiHu | TUnNYy - 3MiHn
oo
6e3nekn/etdeKTUBHOCTI
Ta thapmakoHarnagy.
BBepgeHHA abo 3MiHn
[0 y3araibHeHux
[JaHux npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHNX faHnx
npo cuctemy
dhapmakoHarnsgy,
3MiHa yNMOBHOBaXEHOT
oco6w, BignosiganbHOI
3a 3[iliCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI oco6u 3
thapmakoHarnsgy
3asBHMKa AN
3[iACHEHHS
thapmakoHarnagy B
YkpaiHi, SKL0 BOHa
BiAMIHHa Bif
YNOBHOBaXEHOI 0Ccobu,
BignoBiganbHOI 3a
3AjiACHEHHS!
thapmakoHarnsgy
(BK/THOYAKOYMN KOHTAKTHI
[aHi) Ta/abo 3MiHK Yy
pO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnagy).
3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXXEHOT

ocoou.
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

MepiognyHicTb
NOAAHHSA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekn BignNoBigHO J0
MopsiaKy 34iCHEHHS
hapmakoHarnsgy,
3aTBEPIKEHOrO
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0XOpOHHU
3[10pOB’sA YKpaiHu Big
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiAMNoBigHO A0
nepioguyHoOCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BOSIEHOrO
[0 MefUyYHOro
3aCTOCYBaHHS, Ha
LEHTPasIbHOMY PiBHi.

21.

KOHBY/EKC 300
MI" PETAP/,

TabneTku, BKPUTI
N1iBKOBOK 060/10HKOIO,
NPONOHIoBaHOI Aji No
300 mr; no 50 TabneTtok
Y KOHTelHepi 3
nonieTunexy; no 1
KOHTeliHepy B kopobL,i 3
KapToHy

TOB "BAJIEAHT
®APMACBIOTIKANS"

YkpaiHa

BVMPOGHMLTBO,
MapKyBaHHs,
nakyBaHHs,
KOHTPO/b
AKOCTI:
I.J1. dapma
rM6X
ABCTpis
BUPOBHMK,
BignoBigasibHU
11 3a BUNyCK
cepit:

AscTpis

MepepeecTpadis Ha
HeobMeXeHW TEPMIH.
3MiHu | TUnNYy - 3MiHn
oo
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
BBegeHHs abo 3MiHu
[0 y3arasibHeHnx
[aHux npo cuctemy
chapmakoHarnsgy
(BBEAEHHSA
y3arasibHeHUX AaHnx
npo cuctemy

3a peyernmom

He
nionsiecae

UA/6671/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
I.J1. dapma thapmakoHarnsagy,
vM6X 3MiHa yNMOBHOBaXEHOT
ABcTpis ocobu, BiAnNoBigasIbHOT

3a 34jiCHEHHS
dhapmakoHarnsagy;
KOHTaKTHOI ocobu 3
chapmakoHarnsgy
3asBHUKa 414
3AjiACHEHHS!
chapmakoHarnsgy B
YkpaiHi, KO0 BOHA
BiAMIHHA Bif
yMNOBHOBaXeEHOI 0cobu,
BignoBiga/IbHOI 3a
3AjiACHEHHS!
chapmakoHarnsgy
(BK/IIOUAKOUN KOHTaKTHI
[AaHi) Ta/abo 3MiHM y
pO3MiLLEeHHI MacTep-
thaiina cuctemu
thapmakoHarnagy).
3MiHa KOHTaKTHMX
[aHNX YNOBHOBaXKEHOT
ocobun. 3miHa
KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobm.
3miHa agpecn mactep-
(paiina. 3miHa agpecu
3[iiCHEHHS] OCHOBHOT
AiSNbHOCTI 3
dhapmakoHarnsgy.
3MiHn | TURY - 3MiHK
oo
6e3nekn/etdeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHW y KOpOTKili
XapaxkTepucTuLi
nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
IHCTpYKUiT Ansa
MeAn4YHOro
3acTocyBaHHsA
reHepuyHUX/riopuaHnX/
6ionogibHMX
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
nikapcbKknx 3acobis

"Cnoci6 3acTocyBaHHs
Ta gosun”, "B3aemopis 3

3acobamu Ta iHWi BUAn

nicns BHECEHHs Tiel
camoi 3MiHM Ha
pechepeHTHuiA
npenapar (3miHa He
noTpebye HagaHHsA
YXOAHUX HOBUX
[0[AaTKOBUX AaHWX) -
3MiHV BHECEHO: A0
IHCTpYKUiT Ansa
MeZNYHOro
3acTocyBaHHA [0
po3ainy "MokasaHHA",
a TakoXx A0 po3ginis
"MpoTunokasaHHsA",

HLUMMK NiKapCbKUMK
B3aemMogijin",
"Ocob6nuBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHA Y
nepiog, BaritHocTi abo
rogysaHHsa rpyaar”,
"MNepepo3yBaHHA",
"Mo6iuHi peakw,ii”,
"aitn" (posgin
pefaroBaHo),
BiANOBIAHO A0
iHchopmavii
pedhepeHTHOro
nikapcbKoro 3acoby
(BEMAKIH XPOHO
300 mr, Tabnetku,
BKPUTI 060/TOHKOIO,
NPOMOHIoOBaHOI Aji);
30608B'A3aHHA Npn
BMAAYi peecTpauiiHoro
NOCBIAYEHHS ICHYIOTb —
HafaHHA [JOMOBHEHHS

[0 ornagy KNiHivHMX
paHux oo 30.10.2017,

BigNoBigHO A0
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
nocgio4yeHHs1

ynakoska)

NigNYyHKTY 2.3 NyHKTY 2
popartky 15 go
Mopagky nposefeHHA
eKcrnepTusmn
peecTpauiiHnx
marepianis Ha
nikapcbki 3acobu, Lo
nojatTbCsa Ha
LepXaBHy peecTpaLito
(nepepeecTpadito), a
TaKoX eKCrnepTu3n
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
mMarepianis NpoTArom
Aii peecTpadiiHoro
NOCBIAYEHHS,
3aTBEPIKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pegakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekn BigNoBigHO J0
Mopsaaky 3AiACHeHH:
dhapmakoHarnsgy,
3aTBEPIKEHOrO
Haka3zom MiHicTepcTBa
OXOPOHW 3[0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0XOpOHHK
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
BiANoBigHO A0
nepioguyHoOCTI
CKNafaHHa perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeN4HOro
3aCTOCyBaHHS, Ha
LEHTPasIbHOMY PiBHi.
22. | KOHBY/NEKC 500 TabneTku, BKPUTI TOB "BAJIEAHT YkpaiHa BVMPOGHMLTBO, ABcTpist MepepeecTpauis Ha | 3a peyernmom He UA/6671/01/02
Ml PETAP/ NAiBKOBOK 060/I0HKOHO, PAPMACBIOTIKANS" MapKyBaHHs, TEepPMiH. 3MiHun | nionsi2ae
NPOJIOHrOBaHoOI Aji No nakyBaHHs, HeobMeXeHuin Tuny -
500 mr; no 50 TabneTok KOHTPOJ1b 3MiHV Wwoao
Yy KOHTelHepi 3 SIKOCTi: 6e3nekn/etheKTUBHOCTI
nonietuneny; no 1 I.J1. dapma Ta thapmakoHarnagy.
KOHTeliHepy B KOpOOL;i 3 6X BBepgeHHs abo 3MiHN
KapToHy ABCTpIA [0 y3arasibHeHNX
BUPOBHNK, [aHvx npo cuctemy
BignoBigaIbHU hapmakoHarnsgy
71 3a BUNYyCK (BBEAEHHSA
cepit: y3arasibHeHUX AaHnX
I.J1. dapma npo cuctemy
v6X thapmakoHarnsagy,
ABCTpist 3MiHa YNOBHOBaXEHOT

ocobu, BiAnoBigabHOT
3a 34jiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0co6u 3
hapmakoHarnsgy
3asBHMKa AN
3[iACHEHHS
thapmakoHarnsgy B
YKpaiHi, SIKLLO BOHA
BigMiHHa Bif
yMOBHOBaXXEHOT 0Cco6u,
BignoBiga/IbHOI 3a
3[iiCHEHHS
thapmakoHarnsgy
(BK/THOUAKOYMN KOHTAKTHI
[AaHi) Ta/abo 3MiHM y
PO3MiLLEeHHi macTep-
thaiina cuctemu
dhapmakoHarnagy).
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

3MiHa KOHTaKTHUX
[aHnX YNOoBHOBaXKEHOT
ocobun. 3miHa
KOHTaKTHUX AaHuX
KOHTaKTHOI 0cobu.
3miHa agpecn mactep-
haiina. 3miHa agpecu
3[iACHEHHSI OCHOBHOT
AiSNbHOCTI 3
dhapmakoHarnsgy.
3MiHn | TURY - 3MiHK
oo
6e3nekn/etdeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapaxkTepucTuLli
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHA Ta
IHCTpYKUiT Ana
MeAn4YHOro
3acTocyBaHHSA
reHepuYHNX/riopugHNx/
6ionoaioHMx
nikapcbknx 3acobis
nicna BHECEHHA TiEl
camoi 3MiHM Ha
pedepeHTHUI
npenapar (3miHa He
noTpebye HagaHHs
XOAHUX HOBUX
[0AATKOBUX AaHuX) -
3MiHM BHECEHO: [0
IHCTpYKUiT ans
MeAnYHOro
3acToCyBaHHsA A0
po3ginis
"MpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHs
Ta gosun”, "B3aemopis 3
HLWIMMK NiKapCbKUMU
3acobamu Ta iHWi BUAn
B3aemMogiji",
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
"OcobnvmBocTi
3aCcToCyBaHHSA",

"3acTocyBaHHs Y
nepiog, BaritHocTi abo
rogyBaHHs rpyaar”,
"MNepepo3yBaHHA",
"Mo6iuHi peakw,i’,
BiAnoBigHO A0
iHchopmawyii
pedepeHTHOro
nikapcbKoro 3acoby
(BEMAKIH XPOHO
500 wmr, TabneTku,
BKPUTi 060/10HKOIO,
NPOMOHIroBaHol Aji).
30608B’s13aHHSA Npyn
BMAAui peecTpaviiiHoro
NOCBiAYEHHS ICHYIOTb —
HafaHHA [JOMOBHEHHS
[0 Ornsapy KNiHivHMX
[aHux go 30.10.2017,
BiAMNoBigHO A0
NiANYHKTY 2.3 NyHKTY 2
pogatky 15 no
Mopsigky npoBeaeHHs
ekcnepTusmn
peecTpauinHnx
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbCs Ha
LepPXaBHY peecTpadito
(nepepeecTtpadiio), a
TaKOX eKkcnepTusmn
martepianis npo
BHECEHHS 3MiH 10
peecTpauiiHnx
MaTepianis NpoTArom
Aii peecTpadiiHoro
NoCBIAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
NOAAaHHSA perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3neku BignoBigHO f0
Mopsaaky 34iiCHeHHs
thapmakoHarnagy,
3aTBEpPKEHOro
Haka3zom MiHicTepcTBa
OXOPOHW 34,0P0B’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
3[,0pOB’sA YKpaiHu Big
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiAgMNoBigHO A0
nepiognyHoCTI
CKNafaHHA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BOJIEHOr0
[0 MeUYHOro
3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

23.

KOPOAPOH®

Tabnetkun no 200 wmr;
Ne30 (10x3): no 10
TabneTok y 6nictepi; no
3 6nicTepun y KapTOHHii
Kopo6ui; Ne30 (15x2): no
15 TabneTok y 6nicTepi;
no 2 6nictepu y
KapTOHHI Kopoo6Li

TOB "CaHodpi-ABEHTIC
Ykpaina"

YkpaiHa

XIHOIH 3aBog
dapmaueBTUYH
nx Ta XiMivyHUX
MpoaykTis
MpaiisiT Ko.
nra.

YropLmHa

MepepeecTpalis Ha
HeobMeXeHW TEPMIH.
3MiHu Il TUny - 3MiHn
wozno
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapaxkTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta

3a peyenmom

He
niosnsiecae

UA/3683/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
iHCTpYyKUii ans
MeANYHOTo

3aCTOCYBaHHSA y
3B’A3KY i3 HOBUMU
OaHUMM 3 AKOCTI,

LOKNIHIYHUMK,
KNiHIYHUMW fJaHMK Ta
JaHuMu 3
hapmakoHarnagy -
3MiHV BHECEHOo A0
IHCTpYKUiT Ans
MeAnYHOro
3acTocyBaHHSA

nikapcbkoro 3acoby o

po3ginis
"®apmakonoriyHi
B/1lacTMBoCTi",
"MpoTunokasaHHsA",
"B3aemogisi 3 iHWnMun
nikapcbkvmu 3acobamu
Ta iHWi BUAK
B3aemogijin",
"Oco611BOCTi
3aCcToCyBaHHSA",
"3acTocyBaHHA Y
nepiog, BaritHocTi abo
rogyBaHHsA rpyaar”,
"MNepepo3yBaHHA",
"Mo6iuHI peakuii”,
"[iTn", BiANOBIAHO A0
iHchopmaL,ii CTOCOBHO
6esneku, aka
3a3HayeHa B
marepianax
peecTpaLiiHoro AocbeE.
MepiognyHicTb
nofaHHA perynspHo

OHOBJ/IIOBAHOrO 3BITY 3

6e3neku BignNoBigHO J0

Mopsaky 34iicHEeHHs

dhapmakoHarnsgy,
3aTBEPIKEHOr0

Haka3om MiHicTepcTBa

OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuji
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKNafjaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco6by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHsA, Ha
LleHTpa/IbHOMY piBHi.

24,

KOPAUMIH XL

Tabnetku 3
MoAMhikoBaHNM
BUBINIbHEHHAM No 40 Mr
Ne20 (10x2) y 6nicTtepax

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, f.4.,
HoBo mecTto

CnoBeHis

MepepeecTpauis Ha
HeobMeXeHW TepMIH.
3MiHV Woao
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapaxkTepucTui
nikapcbKoro 3acoby,
TEKCTi MapkyBaHHA Ta
IHCTpYKUIii gns
MeAn4yHOro
3aCTOCYyBaHHSA
reHepuyHUX/riopuaHnX/
6ionoaibHMx
niKkapcbknx 3acobis
nicns BHECEHHs Tiel
camoi 3MiHM Ha
pechepeHTHuiA
npenapar (3miHa He
noTpebye HafaHHA
XKOLHNX HOBMX
[0AAaTKOBUX AaHuX) -
3MiHV BHECeHOo A0
IHCTpYKLUiT Ana
MeAMYHOro
3acTocyBaHHSA
npenapary 10 po3ginis
"dapMakonoriyHi
BnacTmBocCTi”,
"TokazaHHA",
"MNpoTunokasaHHsa",

3a peyenmom

He
niosisieae

UA/1105/02/02
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KpaiHa
3asiBHUKa
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Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

"B3aemogisi 3 iHWnMun
nikapcbkuMu 3aco6amu

Ta iHWi BUAK

B3aemogii",
"Oco611BOCTi
3aCcToCyBaHHSA",
"3acTocyBaHHA Y
nepiog BariTHOCTi Ta
rogyBaHHsA rpyaar”,
"3p4aTHICTb BNANBaTH
Ha WBUAKICTb peaku;i
npy KepyBaHHi
aBTOTpPaHcnopToM abo
IHLIMMK MexaHi3mamn®,
"fitn" ( 6yno - He
3aCTOCOBYHOTb AiTAM
0o 14 pokis., cTauio -
Besneka ta
eheKTMBHICTb
HicheauniHy ans pitein
BMBYEHA HEf0CTaTHbO,
TOMy Lieii npenapar He
npv3HavaloTb LiTam
BikOM [0 18 pokiB.),
"Mepepo3yBaHHa","T10
6iuHi peakuii
"BignoBigHO J0
iHchopmawyi
pecepeHTHOro
nikapcbKoro 3acoby
(Adalat LA 30mg
Tabnetku
NPOJIOHrOBaHoOI fji) .
MepiognyHicTb
noAaHHA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs

2016 poky 3a Ne
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgMNoBigHO A0
nepiognyHocCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

25.

KOPION®

Tabnetku no 3,125 mr no
7 TabneTok y 6nictepi,
no 4 6nictepu B
KapTOHHI kopo6uj; no
10 Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHI Kopoo6Li

KPKA, a.4a., HoBo
MecTo

CnoBeHis

KPKA, 4.4.,
HoBo mecTo

CnoBeHisi

nepepeecTpauis Ha
HeobMeXeHu TEpPMIH.
3MiHn | TURY - 3MiHK
om0
6e3nekn/etheKkTUBHOCTI
Ta chapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUiT Ana
MeJNYHOro
3acTocyBaHHA Ha
nigcTasi perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3nekun Nikapcbkoro
3acoby, abo
LocnigpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 foCnigKeHb,
npoBefeHnx
Bi4NOBIAHO A0 NnaHy
negjaTpuyuHmx
pocnipxeHs (PIP)
(3MiHyY y3rofxeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHn
BHECEHO [10 iHCTPYKLi

3a peyernmom

He
nionsicae

UA/4128/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

AN MegnyHoro
3aCTOCYBaHHSA
npenapary 40 po3ginis
"MpoTunokasaHHa",
"B3aemogis 3 iHWMun
nikapcbkrMun 3acobamu
Ta iHWi BUAn
B3aemogii",
"Ocob6nuBocCTi
3aCToCyBaHHA",
"3acTocyBaHHs Y
nepiog, BariTHOCTi Ta
rogysaHHsa rpyaato”,
"3paTHICTb BNAMBaTu
Ha LWBMAKICTb peakwil
npy KepyBaHHi
aBTOTpaHcnopToM abo
iHWXMK MeXxaHi3mamm”,
"fitn" ( 6yno - He
peKkoMeHAYETbCS
npusHayatn Kopion®
Aitam, ctano - besneka
Ta ePeKTUBHICTb
3acTocyBaHHsA
Kopiony® aitam He
BCTaHOB/IEHi, TOMY
3aCTOCOBYBaHHS
npenapary Aitam
NPOTMNOKa3aHo ),
"MNepepo3yBaHHA",
"Mo6iuHi peakwi "
BiANoBigHO A0
OHOB/IEHOT iHdopMaLLii
3 6esneku gjtoyoil
PeyoBUHN.
MepiognyHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignNoBigHO J0
Mopsaky 34iicHEeHHs
dhapmakoHarnsgy,
3aTBEPIKEHOr0
Haka3om MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuji
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKNafjaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco6by, J03BOIEHOrO
[0 MefUyYHOro
3aCTOCyBaHHsA, Ha
LleHTpa/IbHOMY piBHi.

26.

KOPION®

Tabnetkun no 6,25 mr no
7 TabneTok y 6nictepi,
no 4 6nictepu B
KapTOHHI kopo6uj; no
10 TabneTok y 6nicTepi,
no 3 6nictepu B
KapTOHHI Kopoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHis

KPKA, f.4.,
HoBo mecTo

CnoBeHis

nepepeecTpauis Ha
HeobMeXeHW TepMIH.
3MiHu | TUny - 3MiHn
oo
6e3nekn/edeKTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTumui
NiKapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta
iHCTpYyKUii gns
MeAnYHOro
3acTocyBaHHS Ha
nigctasi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo
nocnimxkeHs 3 6e3neku
3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BiTy
3 fOCNifKEHb,
npoBefeHnx
BiANOBIAHO A0 NiaHy
negiaTpuyuHmnx
pocnigxerb (PIP)
(3MiHy y3rompkeHo 3
KOMNETEHTHUM
YNOBHOBaXXEHUM

3a peyenmom

He
niosisieae

UA/4128/01/04
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

opraHom) - 3miHn
BHECEHO [0 IHCTPYKLT
ANna MefnyHoro
3acTocyBaHHSA
npenapary 10 po3ginis
"MpoTunokasaHHsa",
"B3aemogisi 3 iHWnMun
nikapcbkvMu 3acobamu
Ta iHWi BUAK
B3aemogii",
"Oco611BOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHA Y
nepiog BaritTHoOCTi Ta
rogyBaHHsA rpyaar”,
"3p4aTHICTb BNAMBaTh
Ha WBUAKICTb peaku;i
npy KepyBaHHi
aBTOTpPaHcnopTom abo
IHLIMMK MexaHi3mamn®,
"fitn" ( 6yno - He
peKkoMeHAY€ETbCA
npu3HavaTn Kopion®
LniTam, ctano - besneka
Ta e(peKTUBHICTb
3aCTOCYyBaHHSA
Kopiony® gitam He
BCTaHOB/IEHi, TOMY
3aCTOCOBYBaHHS
npenapary gitam
NPOTMNOKa3aHo ),
"MNepepo3yBaHHA",
"Mo6iuHi peakwi "
BiAgMNoBigHO A0
OHOB/EHOT iHhopmaLi
3 6e3neku gitoyoi
PeyoBUHN.
MepiognyHicTb
NOAAHHA PerynsapHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHH:
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’A
YKpaiuu Big 27 rpyfHs
2006 poky Ne 898,
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHHK
3[10pOB’sA YKpaiHu Big
26 BepecHA 2016 poky
Ne 996), cTaHOBUTb:
BiANoBigHO A0
nepiognyHocCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [J03BOSIEHOrO
[0 MeNYHOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.
27. | mnoia c 100 NopoLUoK (cybCTaHLis) B Ninoig, TmM6X HimeuunHa Ninoig, Mm6X HimeyunHa nepepeecTpawis Ha - He UA/12291/01/01
MiLLKax noABiiHMX HEeoOMeXeHWn TEPMIH. nionsieae
nonieTNeHoBux ans
BUPOGHMLTBA
CTepusibHUX Ta
HecTepuIbHNX
NiKapcbknx hopm
28. | IOPAHO Tabnetkn no 10 mr, no 7 CaHpos CnoBeHis BUPOBHMLTBO Himeuunna/ MepepeecTpauis Ha 6e3 peyenma niosnsiecae UA/6985/02/01
Tabnetok y 6nictepi, no dapmacbloTiKans 4.4. in Monbwa HEOOMEXEHWI TEPMIH.
1 6nicTepy B KAPTOHHiIl bulk,nakysaHHs MepiognyuHicTb
Kopobui; no 10 TabneTok , BUMNYCK cepii: noJaHHsA perynsipHo
y 6nicTepi, no 2 Canotac OHOB/IOBAHOrO 3BITY 3
6nicTepy B KapTOHHIiA dapma 'M6X 6e3neku BiANOBIAHO A0
Kopoo6Li HimeuunHa Mopsaaky 34iiCHeHHs
nakyBaHHsl, dhapmakoHarnsgy,
BMNYCK cepil: 3aTBepAXEHOro
Nek C. A., Haka3zom MiHicTepcTBa
MonbLa OXOPOHY 340p0B’A

YKpainuu Big 27 rpyaHa
2006 poky Ne 898,
3apeecTpoBaHuii B

MiHicTepcTBi tocTuuii
Ykpainum 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pefakuii Hakasy
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
MiHicTepcTBa 0XOpOHHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiANOBIAHO A0
nepiognyHoCTI
CKNafaHHa perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, J03BOIEHOrO
[0 MefuyHOro
3aCTOCyBaHHS, Ha
LeHTpasIbHOMY PiBHi.
29. | MEBEBEPUHY neneTu, Wo MiCTATb MAT YkpaiHa OCMO®APM LBeiiLapis nepepeecTpawis Ha - He UA/7083/01/01
rigpoxnoprunj cybCcTaHLjito y nakeTax "KuiBmegnpenapar” C.A. HeobMexeHuli TepMiH nionseae
NoABIAHNX
nonieTMNeHoBux ans
hapmaueBTUYHOro
3aCcTOCyBaHHSA
30. | METOK/NOMPAMIA- | TabneTkn no 10 mr, no MpAT YkpaiHa MpAT YkpaiHa nepepeecTpawis Ha 3a peyenmom He UA/7726/02/01
AAPHULUA 10 TabneToK y KOHTYpHIl "dbapmalieBTMyHA "papmaueBTny HeoOMeXeHWi TepMIH; nionsieae
YapyHKOBIl1 yrnakoBLi; No ipma "OapHuus” Ha chipma 3MiHu | TURY - 3MiHK
5 KOHTYpPHUX "fapHuus” uofo
YapYHKOBMX YNakoBOK y 6e3nekn/etheKTUBHOCTI

nauwi

Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapakTepucTui

nikapcbKoro 3acoby,

TEKCTi MapkyBaHHA Ta

IHCTpYKUii gns
MeAn4yHOro
3acTocyBaHHA Ha
nigctasi perynspHo

OHOBJ/IIOBAHOrO 3BITY 3

6e3nekun nikapcbkoro

3acoby, abo
[ocnigpkeHb 3 6e3neku
3aCTOCYyBaHHSA

nikapcbKoro 3acoby B

nicnspeecTpauiiinii

nepiog, abo sk
pe3ynbTaTt OLiHK/ 3BITy
3 fOCNigpKEHDb,
npoBefeHnx

BiANOBIAHO A0 NnaHy

negiaTpuy4HmNX
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Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs

pocnipxeHs (PIP)
(3MiHy y3rofxeHo 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3MiHn
BHECEHO [10 IHCTPYKL,i
AN MegnyHoro
3aCTOCYyBaHHSA
npenapary 40 po3ginis
"®apmakonoriyHi
BnacTmsocTi"
(yTOUHEHHS
iHdhopmawuii), "TobiuHi
peakuii”,
"Mepeno3syBaHHA"
BigMnoBigHO Ao
OHOB/EHOT iHhopmaLi
3 6e3neku gitoyoi
peyoBVHN
"mMeToknonpamigy
rigpoxnopug".
30608B'A3aHHA Npn
BMAAui peecTpaviiiHoro
NocBiAYEHHS ICHYIOTb -
HafjaHHs AeTa/lbHOro
onucy cucTemm
ynpasAiHHA pu3nKamu
y BUMNAAj niaHy
ynpaBAiHHA pusnkamu
Ta [AOMNOBHEHHA A0
ornagy KiHiYHMX
naHux go 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, NianyHKTY 2.3 NYHKTY
2 popatky 15 no
Mopsigky npoBeaeHHs
eKcrnepTusmn
peecTpauiitHnx
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbCs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiiHnx
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

Marepianis NpoTArom
Aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPAKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
nojaHHA perynsapHo
OHOB/IOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPAKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpaiHu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHYU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BigMnoBigHO Ao
nepiognyHocCTi
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeM4Horo
3aCTOCyBaHHS, Ha
LEHTPasIbHOMY PiBHi.

31.

ME®EHAMIHOBA
KUCMOTA-
JAPHULA

Tabnetkn no 500 mr, no
10 TabNeToK y KOHTYpHiIlA
YapyHKOBIl ynakoBLi; No
2 KOHTYPHi YapyHKOBiI
yNakoBKM B nauLl

MpAT
"®apmaueBTuyHa
dipma "AapHuus"

Ykpaina

MpAT
"@apmaueBTuny
Ha chipma
"OapHuua”

Ykpaina

MepepeecTpadis Ha
HeobMeXeHu TepPMIH.
3MiHn | TURY - 3MiHK
om0
6e3nekn/etheKkTUBHOCTI
Ta thapmakoHarnagy.
3MiHa y KopoTkili
XapaKkTepucTuLli
NiKapCcbKoro 3acooby,

6e3 peyenma

niosisieae

UA/7015/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
TEKCTi MapKyBaHHA Ta
IHCTpYKUiT Ansa
MeAnYHOro

3acToCyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo
LocnimpkeHb 3 6e3neku
3acTocyBaHHSA
nikapcbKoro 3acoby B
nicnapeecTpavyjinHuii
nepiog, abo sk
pes3ynbTaT OLiHKY 3BITY
3 fOCNifKEHD,
npoBefeHnx
BiNoBIAHO A0 NnaHy
negjiaTpuyHmx
pocnigxeHs (PIP)
(3MiHy y3rofxeHo 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3MiHn
BHECEHO A0 IHCTPYKLT
AN MegnyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby o
po3giny "Bsaemogis 3
HLWIMMK NiKapCbKUMU
3aco6amu Ta iHLWi BUAn
B3aemogijin",
"Oco611BOCTi
3aCTOCyBaHHSA",
"Mo6iyHi peakwyji"
BiANoBigHO A0
OHOB/IEHOT iHdopMaLLii
3 6esneku aityol Ta
[OMOMIXXHUX PEYOBUH
nNikapcbKoro 3acoby.
30608B'A3aHHA Npn
BMAAui peecTpaviiiHoro
NocBifAYEHHS ICHYIOTb -
HafjaHHs AeTa/lbHOro
onncy cucTemm
ynpasAiHHA pu3nKamu
y BUMNAAj niaHy
ynpaBAiHHA pusnkamu
Ta [ONOBHEHHA A0
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

ornagy KniHiYHMX
naHux go 30.10.2017
BiANOBIAHO A0
nignyHkTy 1.13 nyHKTY
1, NianyHKTY 2.3 NYHKTY
2 popartky 15 no
Mopsigky npoBeaeHHs
eKcrnepTusmn
peecTpauiitHux
marepianis Ha
nikapcbki 3acobu, Lo
noAalTbcs Ha
[AepXXaBHy peecTpav,ito
(nepepeecTpadito), a
TaKOX eKkcnepTusmn
marepianis npo
BHECEHHS 3MiH [0
peecTpauiitHux
Marepianis NpoTArom
Aii peecTpadiiHoro
NoCBiAYEHHS,
3aTBEPKEHOr0
Haka3zom MO3 Big
26.08.2005 Ne 426 (y
pepakuii Hakasy MO3
Bif 23.07.2015 Ne
460).
MepiognyHicTb
noAaHHA perynsapHo
OHOBJOBAHOrO 3BITY 3
6e3nekun BigNoBiAHO A0
Mopsaaky 3AiACHeHH:
thapmakoHarnagy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHW 3[,0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTULi
Ykpainun 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOPOHYU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUT:
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

BigMnoBigHO Ao
nepiognyHocCTi
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeMYHOro
3aCTOCyBaHHS, Ha
LEHTPasIbHOMY PiBHi.

32.

HEBYTAMON®

pO34uH ANs iHranauin, 1
Mmr/mn no 2 mn a6o 2,5
My KOHTelHepax
0AHOA030BMX; No 10
KOHTEHepiB y NakeTi 3
nosimMmepHoi nnisku; no 1
abo no 4 nakeTu y nauui
3 KapTOHY

TOB "tOpis-®apm”

Ykpaina

TOB "tOpis-
dapm”

Ykpaina

MepepeecTpadis Ha
HEOOMEXEHWI TePMIH.
MepiognyHicTb
nofaHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BignoBigHO 40
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHs
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHsa perynsapHo
OHOB/OBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, J03BOIEHOrO
[0 MeUYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

3a peyernmom

He
nionsicae

UA/12488/01/01

33.

CIANIC®

TabneTkun, BKPUTI
NAiBKOBOK 060I0HKOIO,
no 2,5 mrno 14
Tabnetok y 6nictepi; no
2 6nictepun B nauui

Eni Ninni Hegepnang
B.B.

HigepnaHgm

Brpo6HMLTBO
Hepo3acoBaH
Oro NPoAYKTY:
Ninni genb
Kapi6e IHK.
Cnony4eHi

CnonyyeHi
Wratun (CLWA)/
Icnanis

nepepeecTpawis Ha
Heo6MeXeHUiA TepMiH;
3Minn |l TUny - 3MiHn
wozno
6e3nekn/ePeKTUBHOCTI
Ta thapmakoHarnagy.

3a peyenmom

He
nionsiecae

UA/7881/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
LWratn (CWA); 3MiHU Y KOpOTKili

MepBuHHA Ta
BTOPVHHA
ynakoBka,
[03BiN Ha

BUMYCK Cepii:
Ninni C.A.,

IcnaHis

XapaxkTepucTui
NiKapcbKoro 3acooy,
TEKCTi MapKyBaHHS Ta
iHCTpYKUii ans
MefNYHOro
3aCTOCyBaHHS y
3B'AA3KY i3 HOBUMU
OaHUMM 3 SKOCTI,
LOKNIHIYHUMNA,
KMIHIYHUMK AaHMun Ta
JaHuMu 3
thapmakoHarnsgy -
3MiHV BHeceHo A0
IHCTpYKUiT Ansa
MeAnYHOro
3aCTOCYBaHHSA
npenapary Ao po3ginis
"MMoka3aHHA"
(peparyBaHHs TeKCTy),
"apmMaKonorivHi
Bnactusocti"
(yTOUYHEHHS
hopmy oBaHHS),
"Cnoci6 3acTocyBaHHS
Ta fo3n" (YTOYHEHHS
iHchopmawit),
"MNpoTunokasaHHsa",
"Mo6iuHi peakw,ii’,
"3acTocyBaHHs y
nepiog, BaritHocTi abo
rogysaHHs rpyaaro”
(peparyBaHHs TEKCTY),
"Oco611BOCTi
3aCTOCyBaHHSA",
"B3aemogis 3 iHWMun
nikapcbkvMun 3acobamu
a6o iHwWi Buan
B3aemMopijit" BianosigHO
[0 matepianis
peecTpaLiiHoro AocbeE.

[epioAnyHICTb
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

nofAaHHA perynspHo
OHOB/OBAHOrO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34iiCHeHH:
hapmakoHarnsgy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 30POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa OXOpOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepiognYHOCTI
CKnafaHHa perynspHo
OHOB/OBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, [03BONEHOTO
10 MeIN4HOro
3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

34.

CIANIC®

TabneTkun, BKPUTI
NAiBKOBOK 060/10HKOHO,
no 5 mr no 14 tabneTtok
y 6nicTepi, no 1 abo 2
6nictepu B nauLi

Eni Ninni Hepgepnang
B.B.

HigepnaHgn

Brpo6HMLTBO
Hepo3acoBaH
Oro NpoAyKTy:
Ninni penb
Kapi6e IHk.
CronyyeHi
LWratm (CLWLA);
MepBuHHA Ta
BTOPVHHA
ynakoBka,
[03BiN Ha
BMNYCK cepil:
Ninni C.A.,

CnonyJeHi
Wratun (CLWA)/
Icnanis

nepepeecTpauis Ha
HEOOMEXEHU TEPMIH;
3MiHn [l TUny - 3MiHn
oo
6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnagy.
3MiHU Y KOPOTKili
XapakrtepucTuui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHA Ta
IHCTpYKLUIiT Ana
MeAnYHOro
3acTOCyBaHHA Y

3a peyenmom

He
niosnsiecae

UA/7881/01/03
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Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
Icnanis 3B'A3KY i3 HOBVMM

OaHUMM 3 SKOCTI,
OOKNIHIYHUMN,
KMIHIYHUMW AaHMun Ta
JaHnmn 3
hapmakoHarnagy -
3MiHV BHECEHO A0
IHCTpYKUiT Ansa
MefNYHOro
3aCTOCYyBaHHSA
npenapary Ao po3ginis
"MMoka3aHHA"
(peparyBaHHs TEKCTY),
"apmMakonorivHi
BnacTmsocTi”
(yTOYHEHHSA
hOPMY/IOBAHHS),
"Cnoci6 3acTocyBaHHS
Ta 031" (YTOYHEHHS
iHchopmawii),
"MpoTunokasaHHsa",
"Mo6iuHI peakuii”,
"3acTocyBaHHA Y
nepiog, BaritHocTi abo
rogyBaHHa rpyaaro”
(peparyBaHHs TEKCTY),
"Ocob6nvmBocCTi
3aCcTOCyBaHHSA",
"B3aemogis 3 iHW1MK
nikapcbkrMun 3acobamu
abo iHwi Buan
B3aemMogijit" BignosigHO
[0 maTepianis
peecTpaLiiHoro AocbeE.
MepiognyHicTb
noAaHHA perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku BigNoBigHO A0
Mopsaaky 3AiCHeHHA
dhapmakoHarnsgy,
3aTBEPAKEHOr0
Hakazom MiHicTepcTBa
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

OXOPOHW 3[0POB’A
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiuu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiANoBigHO A0
nepiognYHoCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekn Nikapcbkoro
3aco0by, J03BOIEHOrO
[0 MeM4Horo
3aCTOCyBaHHS, Ha
LeHTpasIbHOMY PiBHi.

35. | CNUPT .
KAM®OPHUN

MPAT "®ITOPAPM" MPAT

"®ITOPAPM"

pPO34MH ons niossieae UA/7967/01/01
30BHILUHLOIO
3acTocyBaHHs,
cnupToBuii 10 % no 40
My dhnakoHax CKASHMX

ab0o nonimepHux

YkpaiHa Ykpaina MepepeecTpauis Ha

HeoOMEXEHWI TePMiH

6e3 peyenma

36. | TPOKCEBEHON renb, no 40 r y Ty6ax, no niossieae UA/7201/01/01

40 ry TY6i, no 1 Ty6i B
nauui

MpAT
PapmaLeBTUYHa
thabpuka "Biona"

YkpaiHa MpAT
dapmaLeBTUyH
a habpuka

"Biona"

Ykpaina MepepeecTpavis Ha
HEeobMexXeHuli TepMIH.
MepioanyHICTb
noJaHHsA perynspHo
OHOB/IOBAHOrO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34jiiCHEeHHs
hapmakoHarnsgy,
3aTBepKeHoro
Haka3zom MiHicTepcTBa
O0XOPOHU 3[,0POB’A
YKpaiuu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpaiuun 19 rpyaHs
2016 poky 3a Ne

6e3 peyenma
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n/n

Ha3sBsa nikapcbko2o
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4eHHs1

1649/29779 (y
pepaxuii Hakazy
MiHicTepcTBa 0OXOPOHU
340pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTL:
BiAgMNoBigHO A0
nepiognyHocCTI
CKNafaHHa perynspHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3acoby, [03BONIEHOTO
[0 MeUYHOTo
3aCTOCYBaHHs, Ha
LEHTPasIbHOMY PiBHi.

37.

LUMHABCUH

Tabnetkun no 20
Tabnetok y 6nictepi; no
5 6nicTepiB y KapTOHHIN
Kopoo6Li

[oliue Xomeonari-
YHioH AXY-
ApuHavimittens M6X
& Ko. KI'

HimeuunHa

[oiiue
Xomeonari-
YHioH OXY-

ApuHaiimiTTens
'm6X & Ko. KI

HimeyunHa

MepepeecTpadis Ha
HEOOMEXEHWI TEPMIH.
MepiognyuHicTb
nofAaHHA perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku BignoBigHO 40
Mopsaky 34jiACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0
Haka3zom MiHicTepcTBa
OXOPOHU 3[0POB’SA
YKpainu Big 27 rpygHs
2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi
Ykpainu 19 rpyaHsa
2016 poky 3a Ne
1649/29779 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Bif
26 BepecHs 2016 poky
Ne 996), cTaHOBUTb:
BiANOBIAHO A0
nepioguyHoOCTI
CKnafaHHa perynsapHo
OHOB/OBAHOrO 3BITY 3
6e3mnekn Nikapcbkoro
3acoby, J03BOIEHOrO
[0 MeUYHOro
3aCTOCyBaHHS, Ha
LleHTpa/IbHOMY piBHi.

6e3 peyenma

niosisieae

UA/6790/01/01

38.

YACTOTINY

TpaBa no 50 r y naykax 3

MpAT

YKpaiHa

MpAT

YKpaiHa

MepepeecTpauis Ha

3a peyenmom

He

UA/12678/01/01




73

Ne Ha3sBsa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs
TPABA BHYTPILLUHIM MakeToMm; no dapmaneBTUYHA dapmaneBTUYH HeoOMeXeHW TepMiH niosisicae
1,5r y dhinbTp-nakeTi; no thabpuka "Biona" a thabpuika MepiognyHicTb
20 hinbTp-nakeTiB y "Biona" nofaHHA perynsapHo

nauuj 3 KapToHy

OHOBJ/IHOBAHOrO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
Harnsgy 3a nobivyHuMun
peakuisiMn Nikapcbkux
3aco6iB, 4,03BOIEHNX
[0 MeM4Horo
3aCcTOCyBaHHs,
3aTBEPKEHOrO
Hakazom MO3 Big 27
rpyaHa 2006 poky

Ne898,
3apeEecTpoBaHoOro B
MiHicTepcTBi tocTuuii

Ykpainu 29 ciuHs 2007
poky 3a Ne73/13340,
CTaHOBWTb: BiANOBIAHO
[0 NepiognyHoCTI
CKnafaHHa perynsapHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro
3aco0y, [03BOSIEHOrO
[0 MeN4HOro
3aCTOCYBaHHS, Ha
LeHTpa/IbHOMY piBHi.

HavanbHuK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta
AKOCTI hapmMmaueBTUYHOI NPOAYKLT

T.M. IackoBCbKui




MEPENIK

AopaTok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

09.08.2017 Ne 920

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONONYHUX NMPENAPATIB), LLLOAO AKX BY/I BHECEHI 3MIHN A0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbCA 40 AEP>XABHOI'O PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa nikapcbko20 dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
YnakoBsKa) nocsBi04Y€eHHs1
1. | 1-METUN-2- MOPOLLIOK (Cy6CTaHLis) y ToBapucTBo 3 YkpaiHa UeHrgy Kutaii BHECEHHS 3MiH 10 peecTpavLiiiHmX - UA/10532/01/01
((PEHINTIO)METU noABifHMX NakeTax 3 o6MexeHo Xaomxun marepianis:
n)-3- nosieTuneHy gns BigMNOBiga/IbHICTIO dapmuem 3MiHK | TNy - 3MiHa y meTogax
KAPBETOKCW-4- thapmaueBTUYHOro "®apmMaveBTUYHa KopnopeiiwH BMnpobyBaHHA APl abo BuxigHOro
((BUMETUNAMIHO | 3acTocyBaHHs KomnaHis "3g0pos'a” mMarepiany/npoMiKHOro NpoayKTy/peareHTy,

) METWM)-5-
rAPOKCU-6-
BPOMIHAON
rAPOXNOPUA,
(YMI®EHOBIPY
rAPOXOPUA)

LLIO BUKOPNCTOBYETLCA Y Npoueci
BMpo6HULTBa AP (iHWI 3MiHKM Y MeTogax
BMNPOOGYBaHHSA (BK/IlOHAKOUM 3aMiHy abo
[0noBHEHH:A) A®| abo
BVIXiZHOro/MpOMKHOro MpoAYyKTY); 3MiHu |
T™Mny - 3MiHa y napameTpax cneumdikauiii
Ta/abo fonyCTUMNX MEX, BUSHAUEHUX Y
cneumngikauisx Ha A®l, abo
BUXiZHWIA/NPOMIDKHUIA NpoAYyKT/pearexT, wo
BMKOPVCTOBYIOTHCS y NpoLeci BUPobHMLTBA
A®| (iHWi 3MiHW); CynyTHA 3MiHa: 3MiHa Y
MeToAax BunpobysaHHsA A®| abo BuxigHOro
mMaTepiany/npomKHOro NPoAyKTy/peareHTy,
LLIO0 BUKOPNCTOBYETLCSA Y Npoueci
BMpOoOHULTBa AP (iHLWI 3MiHK y MeToAax
BUMPOOYBaHHA (BK/THOYAI0UM 3aMiHy ab0
[0NoBHEHHs)) APl abo
BVIXiZLHOro/MpOMKHOro MpoAyKTY) - 3MiHa y
cneumaikauii Ta MeTogax KoHTpono Adl, y
3B'A3KY 3 NPUBELEHHS Y BiANOBIAHICTb A0
opuriHasIbHOT JOKyMeHTaLii BUpobHuKa, a
came: «CynpoBigHi AOMILLKN» - 3MIHEHO
MoCWNaHHA Ha MeTof, BUNPOOYBaHHSA y
cneuudikayii, Lo 06yMOBNEHO 3aMiHOO
METOAMKM TOHKOLLIAPOBOI XxpomaTtorpadii
(TLWX) Ha meToaMKy BUCOKOEHEKTUBHOI
pianHHOT xpomatorpadii (BEPX)
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
2. | ABILUE® MOPOLLOK A/151 PO3YNHY AnTibioTiKe C.A. PymyHis Brpo6HuK, PymyHis/ Kutai BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/14522/01/01
DPAPMIHOHIOH NS iH eKuii no 750 mry BignoBiga/IbHN mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
dhnakoHax Nel 1 3a BTOPUHHE 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo agpecn
nakyBaHHs1, MiCLii MPOBaPKEHHS Ai/IbHOCTI
TeCTyBaHHSA Ta BUpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
BUMNYCK cepil 3aco6y, BKNOYaUY AiNbHULi BUNYCKY cepil
KiHLLeBOro abo micue NpoBefeHHsI KOHTPOJHO SKOCTI.
NPOAYKTY: (misnbHICTb, 3a AKy BignNOBIfaE
AHTIGIOTiKE BMPOBHUK/IMNOPTEP, HE BKIOYAKYN BUMYCK
C.A., PymyHis cepiii) (3miHa Ha3BM Ta agpecn BUPOOHUKa
Bupo6HuK,Bian N3 LWeHbYxeHb XXnoH dapmacbioTnkasl
oBifanbHWi1 3a Ko., lita, Kutaid, BignosiganbHoro 3a
BUPOOHNLTBO BMPOGHMLITBO Ta NEPBUHHE NaKyBaHHSA
Ta nepBuHHE nikapcbKoro 3acoby, 6e3 3miHu Micus
nakyBaHHs: BMPOOHULITBA)
CiHocbapm
XKntoH
(LWeHbwkeH)
PapmMacblTUK
an Ko., /114, ,
KnTaii
3. | ABILUE® MOPOLLOK A/151 PO3YMHY AnTibioTiKe C.A. PymyHis Brpo6HMK, PymyHis/ Kutai BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/14522/01/02
DAPMIOHIOH ansaiHekuinno 1,5ry BiANoBiAa/IbHN mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peuyenmom
chnakoHax Nel 1 32 BTOPUHHE 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
nakyBaHHs, MiCLii NPOBaPKEHHS Ai/IbHOCTI
TeCTyBaHHsA Ta BMpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
BUMNYCK cepil 3aco6y, BKIOYauM AiNbHULi BUNYCKY cepil
KiHLLeBOro abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
NPOAYKTY: (aisnbHICTb, 3a AKy BigNOBILaE
AHTIGIOTiKE BMPOGHUK/IMNOPTEP, HE BKIOYAKYM BUMYCK
C.A., PymyHis cepiid) (3miHa Ha3BM Ta agpecn BUPOOHUKa
Bupo6Huk,Bian N3 LWeHb4YxeHb XXnoH dapmacbioTnkasl
oBigasIbHWI 3a Ko., 14, KnuTali, BignoBigasibHOro 3a
BUPOOHNLITBO BMPOGHMLITBO Ta NepBUHHE NaKyBaHHSA
Ta nepBuUHHE nikapcbKoro 3acoby, 6e3 3miHu Micus
nakyBaHHs: BMPOOHULITBA)
CiHocbapm
XKntoH
(LWeHbwkeH)
dPapmacboThK
an Ko., 1114, ,
Kutaii
4. | AEPO®TIIOCAN MOPOLLOK AN5 iHranALIi, CaHpo3 CnoseHis Aepochapm HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/14833/01/02
®OPCMIPO [030BaHni 50 Mkr/250 $apmacbloTiKans g.4. 6X mMaTtepianis: 3MiHu, WO NOTPe6YOTL HOBOI peyenmom

MKr/[03y B
nNacTyKoBoMy
iHransuiiHomy 3aco6i,
Lo MicTUTb 6nicTep 3 60

peecTpavuii — 3mMiHa abo foAaBaHHS HOBOI
cunu Aii/po3BefeHHs (3aTBepaXeHO:
NOPOLLIOK AN1s1 iHraNaLiii, fo30BaHuiA, 50
MKr/500 MKr/go3y)
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

nonepeAHLO
BIAMIpSHUMY fl03aMuU
nopotuky Nel, Ne2

3060B'A3aHHA NpY BMAAYi peecTpawyjiiiHoro
NOCBIAYEHHS BiACYTHI.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6€3Mekun BigNoBiAHO
00 MNopagky 34iicHeHHs dhapMakoHarnsagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa 0XOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
NS NikapcbKoro 3acoby CTaHOBUTb -
BiAMNOBIAHO 40 NEPIOANYHOCTI CKafaHHSA
perynisipHoO OHOBJIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, [,03BO/IEHOIO A0
MeAMYHOr0o 3aCTOCYBaHHS, Ha
LEeHTPasIbHOMY PiBHi.

AKBABIT-43

PO34mnH opasibHuiA 375
MKr/mn (15000 MO/min)
no 10 mn y donakoHax,
no 1 dpnakoHy 3
NPO6KOI-KpanebHNLE
y nayui 3 KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiiHX
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpacpiuHoro
0(DOPM/IEHHS YNAaKOBKWN Ha TEKCT
MapKyBaHHSA NePBUHHOT Ta BTOPUHHOI
yMakoBOK, 3 BiZMNOBIAHOK 3aMiHOI po3ainy
«["pachiyHe ohopMIEHHS YNAKOBKU» Ha
po3ain «MapkyBaHHs», Ta BHECEHHS
He3HaYyHMX pefakLiiHnX NpaBoK y TEKCT
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT
ynakoBok) (TepMiH BBEAEHHS 3MiH NPOTArOM
6-TV MicALIB Mic/1A 3aTBEPXEHHS); 3MiHu |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoro NocBigYeHHs)
(3miHa agpecu 3asBHVKa) (TepMiH BBeLEHHS
3MiH NPOTAroM 6-Tu micAuiB nicns
3aTBEPXEHHS); 3MiHM | Tuny -
AAMIHICTpaTUBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AISNbHOCTI
BMpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKOYaUM AiNibHWLi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOJIIO SKOCTI.
(aisnbHICTb, 3a AKy BigNOBILaE
BMPOGHMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepiii) (3miHa agpecn Bupo6Huka M3, 6e3
3MiHW MicLa BUPO6HMLTBA) (TepMiH
BBEAEHHSA 3MiH MPOTSAroM 6-Tv MicsiB nicas

3a
peyenmom

UA/13453/01/01




77

Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPIKEHHS)

ANMIPAN

Po3unH ans iH'ekuiit,
75mr/3 mnno 3 Mn B
amnynax Ne5 (5x1),
Ne10 (5x2) y bnictepax

Mepokemi NTA

Kinp

Megokemi
nTa
(AMnNynbHUiA
IH eKUinHNIA
3aBog)

Kinp

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun

MiCLisi TPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro
3aco06y, BK/0YaKUY AifbHMLi BUNYCKY cepil

a60 MmicLe NnpoBefeHHA KOHTPOSIKO SKOCTI.

(aisnbHICTb, 3a SKy Bignosigae

BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK
cepiii) (3MiHa HalilMeHyBaHHs Ta
npuBeAeHHs agpecy BUPOBHNYOI 4inbHUL Y

BiANOBIAHICTb A0 BUCHOBKY L1040

nigTBEPAKEHHA BIANOBIAHOCTI BUPOBGHULITBA
NiKapcbKnx 3acobiB BUMOram HanexHol
BMPOGHMYOI NpakTukn (GMP), 6e3 3MiHK

Micusi BUpO6HULTBA) (TepMiH BBeEeHHS 3MiH

npoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS)

3a
peyenmom

UA/9465/01/01

ANMIPAN

PO34MH NS iH'eKUiid, 75
mr/3 M no 3 mn B
amnynax Ne 5 (5x1), Ne
10 (5x2) y bnictepax

Mepokemi 1T[,

Kinp

Mepokemi
nTa
(AMnNynbHUIA
IH eKUinHNni
3aBoga)

Kinp

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeegeHHs abo 3MiHM A0 y3arasibHeHNX
[JaHnx npo cuctemy dhapmakoHarnsgy
(BefeHHs y3arasibHeHNX fAaHux nNpo cuctemy
hapMakoHarnsay, amiHa yrnoBHOBaXKeHO!
0cobw, BigNoBiganbHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHoOT ocobu 3
hapMakoHarnsay 3asBHuKa AN 34iINCHEeHHS
thapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiIHHa Bif YNOBHOBaXeEHOI 0CO6M,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
thapmakoHarnagy (BK/Iovaum KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3arsepaxeHo: Kapacbos JMUTPO
Bonogumuposuy. 3anponoHosaHo: MNenex
NMopgmuna OnekcaHgpiBHa

Ba peyerimom

UA/9465/01/01

ANNbMEP

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 5 mr no 10 TabneTok
y 6nicTepi, no 3
6nicTepy y navui

AkTasic rpyn AT

IcnaHgis

AxTaBic T,

MasibTa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis:
3MiHu |l TUNY - NnogaHHsA OHOBNEHOI Bepcil
(April 2016) macTep-cpaiiny Big DR.
REDDY'S Ha fito4y peyoBuHy

Ba peyenmom

UA/5816/01/01

ANbMEP

TabneTkn, BKpUTI

AxTasic rpyn AT

IcnaHgis

AkTasic /IT[,

MasibTa

BHECEHHS 3MiH [0 peecTpavLiiiHX

Ba peyerimom

UA/5816/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

NNiBKOBOK 060/TIOHKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi, no 3
6nicTepn y nauui

marepianis:
3MiHM |l TUNY - NoAaHHsA OHOB/EHOT BepCil
(April 2016) macTep-thaiiny Big DR.
REDDY'S Ha fjtouy pevoBuHy

10.

AMBPOKCON

no 100 mn y dhiakoHi
abo y 6aHuji, no 1
donakoHy abo 1 6aHuj 3
JIOXKOK MIpHOIO B nayLi
3 KAPTOHY

TOB "TepHodchapm”

YkpaiHa

TOB
"TepHochapm"

YkpaiHa

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX
marepianis:
3MiHM | TNy - 3mMiHa po3Mipy cepii
(BKtOYalouM fianasoH posmipy cepir)
roTOBOrO JliKapCbKOro 3acoby (36iNbLUeHHs
00 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipOM) - BBEA,EHHSA [AOAATKOBOrO PO3Mipy
cepii: 3anponoHoBaHo: 713,66 Kr
(TeopeTunyHmii BuXig no 100 mn — 6233 yn.;
ouikyBaHuiA BuXig no 100 Mn - He MeHLle
5729 yn.) Ta foaaTkoBuii po3mip cepii
1200,0 kr (TeopeTuyHUiA BUXig no 100 mn —
10480 yn.; oyikyBaHuii Buxig no 100 mn - He
MeHLwe 9632 yn.)

bes peyenma

UA/1587/01/01

11.

AHOUNAN-®OPTE

Tabnetku no 10
TabneTok y ctpunax; no
10 TabneTok y cTpuni;
no 10 cTpuniB y nauui 3
KapTOHY

MAT "MoHchapm"

YKpaiHa

NAT
"MoHcpapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis:
3MiHu |l TNy - 3MiHa BUPOGHMKa
BWXiHOro/MpoMiKHOro NpoAyKTy/peareHTy,
LL|0 BUKOPWNCTOBYHOTBLCS Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpOGHMKa
(Bktovaroun, ae HeobxigHo, MicLe
NpoBeAEeHHS KOHTPOAO AkocTi) APl (3a
BiICYTHOCTI cepTudpikaTta BiAMNoBIigHOCTI
€sponelicbkiin dhapmakonei y
3aTBEPMKEHOMY [0CLE)(iHLWi 3MiHM) - 3aMiHa
BMPOGHMKA aKTUBHOI peyoBUHY 6eHaas3ony
rigpoxnopuay; 3MiHu Il Tuny - 3miHa
BVMPOGHMKA BUXIAHOrO/MPOMIXHOIO
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYHOTLCA
y BUpO6HMYOMy npoueci A®l, abo 3miHa
BMPOGHMKa (BK/KOYaYM, e HeobXigHo,
MicLie NpoBeAEeHHS KOHTPOAO AKocTi) A®I
(3a BigCyTHOCTI cepTudikaTa BifnoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPKEHOMY [0ChE)(iHLWi 3MiHM) - 3aMiHa
BUPOGHMKaA aKTUBHOT PEYOBVHW NanasepuHy
rigpoxnopugy

be3 peyenma

UA/10129/01/01

12.

AMOHIN

Tabnetkn no 100 Mr Ne

Mepokemi NTA

Kinp

Megnokemi

Kinp

BHECEHHS 3MiH [10 peecTpaLjiiiHmux

Ba peyenmom

UA/8715/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

20 (10x2) y 6nictepax

nTA,
(UeHTpanbHuii
3aBog), Kinp;
Megokemi
NTA (3aBog,
AZ), Kinp

marepianis:
3MiHu | TNy - 3MiHK Woao
6e3nekn/edekTBHOCTI Ta hapMakoHariagy.
BeefieHHst ab0 3MiHW [0 y3araslbHEHNX
JaHnx npo cuctemy dpapmakoHarnsgy
(BEfEeHHS y3ara/ibHEHUX JaHuX MPo cuctemy
hapMakoHarnsay, 3amiHa ynoBHOBaXKeHOT
ocobu, BignoBigabHOI 3a 3AiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiMiHHa Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsgy (BkaoYauy KOHTakKTHI
naHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3arsepaxeHo: Kapacbos JMUTPO
Bonoanmuposuyto. 3anponoHosBaHo: MNenex
NMogmuna OnekcaHgpiBHa

13.

APMAVH®

TabneTkn, BKpUTI
060/10HKO10, M0 125 Mr
no 30 TabneTok y 6aHLyj;
no 1 6aHuj B nayui 3
KapToHy; no 10
TabneTok y 6nictepi; no
3 6nictepn y nauu;j 3
KapTOHY

ToBapucTBO 3
06MEXEHO

BiANOBIAA/TIbHICTIO
HaykoBo-BUpo6HMYa
dhipma "MIKPOXIM"

YKpaiHa

ToBapucTBO 3
06MexeHot
BiANOBIAA/bHI
CTo HaykoBo-
BMpOGHUYa
ipma
"MIKPOXIM*

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHX
mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

MiCLii NPOBaPKEHHS Ai/IbHOCTI
BMpO6HMKa/iMnopTepa roToBOoro JlikapcbKoro
3acoby, BKOYauM AinibHULi BUNYCKY cepil

abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.

(misnbHICTb, 3a AKy BigNOBILaE

BMPOGHMK/IMNOPTEP, BKIOYAKOUYN BUMYCK
cepiii) (MpYBeAEHHSA HaliMeHyBaHHS Ta
aapecu BupobHuka 13 y BigNoBigHICTL A0
marepianis peecTpauiiiHoro gockbe, 6e3
3MiHW Micus BUpPo6HMUTBA) (TepMmiH
BBEEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo afpecy 3asiBHMKA
(BnacHvKa peecTpawiiHoro noceig4yeHHs)
(NpuBeaeHHs HaliMeHyBaHHA Ta agpecun
3asBHMKA Y BigNOBIgHICTL [0 MaTepiasiB
peecTpauiiHoro gocbe) (TepmiH BBEAEHHS
3MiH npoTarom 3-Xx micauis nicns
3aTBEPKEHHS)

3a
peyenmom

UA/12306/02/01

14.

ACKOPIN

Tabnetku, no 10
TabneTok y 6nictepi; no
1 a6ono 2, abo no 5

neHmapk

dapmacboTuKan3

Nita.

IHais

neHmapk
dPapmacboThK
ans Jita.

IHgis

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu

3a
peyerimom

UA/11237/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepiB B KAPTOHHIA
ynaxoBLi

MiCLii NPOBaPKEHHS Ai/IbHOCTI
BMpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKNOYauM AiNbHULi BUNYCKY cepil

abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.

(misnbHICTb, 3a AKy BignNOBIfaE

BMPOGHMK/IMNOPTEP, BKIOYAOUN BUMYCK
cepiii) (3MiHa agpecy BUpPo6HUKa MneHmapk
$apmacbioTukans Jrg., 6e3 3MiHu micua
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiLiB Micnsi 3aTBepAKEHHS)

15.

BAKTPUM®

cycneHsia gns
nepopasibHOro
3acTocyBaHHs, 200
Mmr/40 mry 5 mn, no 100
M cycnensii y dpnakoHi,
no 1 dpnakoHy B
KOMMJIEKTi 3 MipHOO
JIOXKOHO B KQPTOHHI
nauui

®.XohchmaHH-/15 Pow
N1a., Weeiiyapis

LLiBeiiuapis

Brvpo6HMuTBO
Hepo3ghacoBa
HOT NMpoAyKu,i,
nakyBaHHs1,
BMNPOBYyBaHHSA
KOHTPO/0
AKOCTI:
CeHekci CAC,
dpaHLis;
Bunyck cepii:
®.XothdmaHH-
Na Pow NTA,
LLiBeiiuapis

dpaHuia/
LLseiuapis

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu Il Tuny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHM y TepaneBTUYHMX NOKa3aHHAX
(mopaBaHHA HOBOrO TEpanNeBTUYHOTO
nokasaHHs abo 3MiHa y 3aTBEPAKEHOMY
nokasaHHi) (40 IHCTPYKUIT y po3ain
"MokasaHHs") (TepMiH BBEAEHHSA 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBepXeHHs); 3MiHu I Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKUIi 418 MeQUYHOro 3acToCyBaHHA y
3B'AA3KY i3 HOBVMU JaHUMU 3 SKOCTI,
OOKNIHIYHUMUA, KNIHIYHUMY faHUMK Ta
JaHvmu 3 chapmakoHarnsagy (8o iHCTpyKuii y
po3gainu: "®apmakosoriyHi BnactMeocTi",
"MpoTmnokasaHHA" (pefaryBaHHs TEKCTY),
"B3aemogis 3 iHWVMU fikapcbKuMu
3acob6amu Ta iHWi BUAy B3aEMogii",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BariTHocTi abo
rogyBaHHs rpyaar” (pefaryBaHHs TEKCTY),
"Cnoci6 3acTocyBaHHsA Ta 403u1",
"Mepepo3ysaHHsa", "MobiuHi peakyii”, "AiTn")
(TepmiH BBeAEHHS 3MiH MPOTAroM 6-Tn
MicALiB Nic/a 3aTBepAKEHHS)

3a
peyenmom

UA/6569/01/01

16.

BEPOBEHT-M®

aeposo0/b Ansi
iHransuiii, no3oBaHwii,
100 mkr/go3y no 15 mn
(300 po3) y 6anoHax 3
posnunioBavem Ta
3UXMCHUM KOBMaYKoOM,
no 1 6as10Hy B
KapTOHHI/ navwi

TOB "Mikpochapm”

Ykpaina

TOB
"Mikpodhapm"

Ykpaina

3MiHK | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHnX
JaHnx npo cuctemy dpapmakoHarnsgy
(BefeHHs y3arasibHeHNX AaHUX Npo cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHUKa A1 34iACHEHHS
dhapmakoHarnagy B YkpaiHi, SKLi0 BOHa

3a
peyerimom

UA/4347/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BiAMiHHa BiJ YNOBHOBaXeEHOI 0Co6M,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnagy (BKIovaum KOHTaKTHi
OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy) -
3areBepmxeHo: bpuTteiH OnekcaHap
CeprilioBny. 3anponoHoBaHo: XoHaa
Banepiit BacniboBuy. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXKEHOT 0cobu,
BifNoBiAa/IbHOI 32 hapmakoHarnsg
17. | BEPOBEHT-M® aepos30/b Ans TOB "Mikpochapm” Ykpaina TOB Ykpaina 3MiHu | TUNYy - 3MiHK Woao 3a UA/4347/01/02
iHransuii, 4o3oBaHwuii, "Mikpodpapm" 6e3nekn/edpekTBHOCTI Ta hapmakoHariagy. peyenmom
200 mkr/go3y no 15 mn BBefeHHs1 ab0 3MiHU [0 y3arasibHEHNX
(300 po3) y 6anoHax 3 [aHux npo cuctemy hapmakoHarnsgy
posnuntoBayem Ta (BELEHHS y3ara/ibHEHUX JaHWX MPO cucTemy
3UXNCHUM KOBMa4KoM, dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
no 1 6as1oHy B ocobwu, BignoBigabHOI 3a 3AiCHEHHS
KapTOHHIW nayv, hapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
thapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa BiJ YNOBHOBaXeEHOI 0CO6M,
BiANoBiAa/IbHOI 32 3AiACHEHHSI
hapmakoHarnsgy (Bknoyakum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3aTBepmxkeHo: bputeiH OnekcaHap
CeprilioBny. 3anponoHoBaHo: XoHaa
Banepiit BacniboBuy. 3MiHa KOHTaKTHMX
[aHnX ynoBHOBaXeEHOT 0cobu,
Bi4NoBiAa/IbHOI 32 hapmakoHarnsg
18. | BPUNBSHTOBUIA po34nH N MAT "ly6Hucbapm” Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/6963/01/01
3E/IEHNIA 30BHILUHLOrO "Ny6Hnhapm" mMatepianis: 3miHu | TUNy - AgMiHICTpPaTUBHI peuenma
3acTocyBaHHs, 3MiHW. 3miHa kogy ATX (3MiHW BHeCceHi B
cnupToBuii 1 % no 15 po3ain "®apmakoTepaneBTuyHa rpyna”
My chnakoHax (npuBeaeHHs kogy ATX y BIANOBIAHICTb A0
MiXHapogHoro knacucikatopa BOO3) B
HCTPYKLi0 415 MeAMYHOro 3aCTOCyBaHHS
NiKapcbkoro 3acoby)
19. | BYAECOHIA- iHransyia nig Tuckom, 3AT "IHTENI NntBa JTabopaTtopio IcnaHis BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/12444/01/01
IHTENI cycneHsis, 50 mkr/go3a, FEHEPVKC HOPA" Anbpo-HOHioH, mMartenpiasnis: 3MiHu | TUNy - AAMIHICTpaTUBHI peyenmom
no 200 fgos (10 mn) y C.. 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecn

6anoHi Nel 3
nNacTVKOBUM
afanTepoMm Ta KpULLIKOH
y KOpooUj

MicList MPOBaPKEHHS AisiNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco6y, BKIOYaUY AiNbHULI BUNYCKY cepil

ab0 Mmicue NpoBefeHHS KOHTPOJIKO SKOCTI.

(misnbHICTb, 3a AKy BignNOBIfae

BUPOGHMK/IMIOPTEpP, BKIKOYAOUN BUMYCK
cepiit) (3mMiHa HaliMeHyBaHHS1 BUPOOHMKa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

roTOBOrO Jlikapcbkoro 3acoby, 6e3 3MiHn
Micust BUpoOHULTBA); 3MiHW | TUny - 3MiHK
wozao 6esnekun/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) (3amiHa
rpagivHoro ohopM/IEHHS YNakoBKN Ha TEKCT
MapKyBaHHsA NepPBUHHOT Ta BTOPUHHOI
yNaKoBKK)

20.

BYJECOHIA-
IHTENI

IHranayia nig Tuckom,
cycneHsis, 200
MKr/go3a, no 200 o3
(10 mn) y 6anoHi Nel 3
NAacTMKOBUM
aflanTepom Ta KPULLKOK
y KOpoo6uji

3AT "IHTESI
FEHEPVKC HOPA"

NutBa

NabopaTtopio
Anbao-HOHioH,
C.N.

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marenpianis: 3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

MiCLisi MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco06y, BK/0YaKUY AiNbHMLi BUNYCKY cepil

a60 MmicLe NpoBefeHHA KOHTPOSIKO AKOCTI.

(aisnbHICTb, 3a SKy BignoBigae

BMPOGHMWK/iMNOpPTEp, BK/OYAOYM BUMYCK

cepiii) (3MiHa HaliMeHyBaHHS1 BUPOGHMKa
roToBOro MikapcbKoro 3acoby, 6e3 3miHn
MicLsA BUPOGHMLTBA); 3MiHW | Tuny - 3MiHK

oo 6e3snekun/edpekTMBHOCTI Ta

thapmakoHarnagy (iHwi 3miHn) (3amiHa
rpacdiyHOro ohoOpM/IEHHS YNaKoBKM Ha TEKCT
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT
yNakoBKM)

3a
peyenmom

UA/12444/01/02

21.

BEPAMAMITY
rAPOX/IOPUA,

MOPOLLIOK (Cy6CTaHLis) y
nakeTax
noslieTuaeHoBuxX oNs
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA

MpAT
"®apmaueBTnyHa
thipma "apHuus”

YKpaiHa

Pekopparti
IHaacTpia
Ximika |
dapmac toTika
Ec.ni.EW.

ITanisa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMatepianis: 3MiHu | TUNy - AgMiIHICTpPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MiCLil NPOBaKEHHS AiS/TbHOCTI BUPOGHUKA

(BKKOYatoum, 3a Heo6XiAHOCTI, Micue
NpOBefEeHHS KOHTPO/IO SKOCTI), abo
B/lacHuKa mactep-ghaiina Ha Adl, abo
noctavanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 MPOAYKTY,
LLI0 3aCTOCOBYOTHCA Y BUPOOHULTBI ADI
(AKLL0 3a3HAYEHO Y AOCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuduikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CbE, a60 BUPOBHMKA
HOBOT A0MNOMDKXHOT PEYOBUHN (SKLLO
3a3HayeHo y ocbe) (3MiHa agpecu
BMPOGHMKA Ajto4oi pevoBuHN Bepanaminy
rigpoxnopug, 6e3 3miHu micua
BMPOGHULITBA)

UA/8016/01/01

22.

BI/IbNMPA®EH®

TabneTku, BKpUTI
N/1iBKOBOKO 060JI0HKOIO,
no 500 mr no 10
TabneTok y 6nictepi; no
1 6nicTepy B KAPTOHHIi

Actennac ®apma
Opon B.B.

Higepnangn

BMPOGHMK 3a
NMOBHUM
LMKIOM:

[pareHodhapm
Anotekep

HimeyunHa

BHECEHHS 3MiH 10 peecTpavLinHnx
marepianis:
TEXHiYHa NOMW/IKa B METOAAX KOHTPO/IO
AKOCTI NikapcbKoro 3acoby y cneundikadii -

Ba peyenmom

UA/4350/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Kopobui Mown MeX ponyctumi mexi n. "OgHOPOAHOCTb Macchl"”
23. | BOKAHAMET TabneTku, BKpUTI TOB "[J)KOHCOH & Pocilicbka Brpo6HMLUTBO CLUA/ Itanis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a UA/14895/01/01
MN/1iBKOBOK 060/TI0HKOO JDKOHCOH" Pepnepauis Hepo3dhacoBa mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
no 150 mr/1000 mr Ne20, HOro 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Ne60 y chnakoHax NPOAYKTY, MiCLii MPOBaKEHHS AiNIbHOCTI
KOHTPO/b BMPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro
SAKOCTI: 3acoby, BK/IoYaoun AinbHUL BUNycKy cepil
AHcceH OpTo abo micLe NpoBefeHHsI KOHTPOJIHO SKOCTI.
NINC, CLUA; (misnbHICTB, 3a AKy BignoBigae
MepBuHHA Ta BMPOGHMK/iIMNOPTEP, HE BK/IHOYAKUM BUMYCK
BTOPUHHA cepiit) (3miHa agpecu BUPOGHMKa AHCCEH
ynakoBka, OpTo /I/IC, CLWA, 6e3 3MiHN MicuA
KOHTPO/1b BMPOOHULITBA)
AIKOCTI, BUMYCK
cepii:
Anccen-Cinar
C.n.A,, ITanis
24. | BOKAHAMET TabneTku, BKpUTI TOB "[>XOHCOH & Pocilicbka B1po6HMLTBO CLWA/ Itanis BHECEHHS 3MiH 10 peecTpaLiiiHmuX 3a UA/14894/01/01
N/1iBKOBOK 060/I0HKOIO [DKOHCOH" Pepepauis Hepo3schacosa marepianis: 3miHu | Tuny - AAMIHICTpaTUBHI peyenmom
no 50 mr/1000 mr Ne20, HOro 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
Ne 60 y dhnakoHax NpoAayKTY, MicLst MTPOBaMKEHHS AiANbHOCTI
KOHTPO/b BMpPO6HMKa/iMNopTepa roToBOro JlikapCcbKoro
SIKOCTi: 3acoby, BK/IOYaun AiNbHMLI BUMYCKY cepil
AHcceH OpTo abo micLe NpoBefeHHA KOHTPOIO AKOCTI.
NNC, CLA; (aisnbHICTb, 3a AKy BignNOBIgaE
MepBuHHa Ta BUPOGHMK/iIMMOPTEp, He BK/IHOYAIOUM BUMYCK
BTOPVHHA cepiii) (3MiHa agpecy BUPOGHUMKa AHCCeH
yrnakoBkKa, Opto I/1IC, CLWA, 6e3 3MiHn Micua
KOHTPO/Tb BMPOGHULTBA)
SAKOCTI, BUNYCK
cepii:
AHccer-Cinar
C.n.A., ltanis
25. | TNEHUET EABAHC | Ttabnetku, BKpUTI neHmapk IHAiA Fnenmapk IHAis BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/13538/01/01
M/1iBKOBOK 06GOJIOHKOMO, dapmacbloTmkans dapmacbloTuK marepianis: 3miHu | TUny - AgMIHICTPaTUBHI peyenmom
no 7, a6o no 14, a6o no nrp. ans ita. 3MiHWN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
28 a6o no 50 TabneTok MiCLii NPOBaPKEHHS AiNIbHOCTI
y KOHTeliHepi, no 1 BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
KOHTEiHepY B KapPTOHHiIl 3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
KopoobLi abo micue NpoBefeHHs KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMMOpTEp, BKIOYAOUYN BUMYCK
cepiii) (3MiHa agpecn BUPOGHMKa MneHmapk
dapmacbloTvkans J1T4., 6e3 3miHu micus
BUpO6HULTBA) (TepMiH BBEAEHHSA 3MiH
npoTArom 6 micsuiB nicns 3aTBepAKEHHS)
26. | TNIBEHKNAMIA, Tabnetk no 5 mr no 30 MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 poeecTpauiiHux 3miHu | 3a UA/2820/01/01
Tab/1eTOK Y KOHTEHEPI; "TexHonor" My - AAMIHICTpaTVBHI 3MiHW. 3MiHa peyenmom
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 1 KoHTeliHepy B maui
i3 KapTOHY

HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro NocBigYeHHs)
(3miHa agpecu 3asaBHuKa) (TepMiH BBEEHHSA
3MiH NpPOTAroM 6-Tu MicsLiB nicns
3aTBEpKeHHS); 3MiHuW | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro
3aco06y, BK/OHAUY AiNbHMLi BUNYCKY cepil
a60 MicLe npoBefeHHA KOHTPOSIKO AKOCTI.
(aisnbHiCcTb, 3a AKy BigNoBifae
BMPOGHMK/IMNOPTEp, BK/IOYAKOYM BUMYCK
cepiii) (3miHa agpecn BUpo6HuKa M3, 6e3
3MiHW micus BUpobHuULTBa) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBepKeHHS); 3MiHU | Tuny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHK) (NpBeAEHHS TEKCTY
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT
ynakoBku J13 go sumor Hakasy MO3
YkpaiHn Ne460 Big 23.07.2015 p. Ta
BHECEHHS He3HaYHVX pefakLuiiHnX NpaBokK y
TEKCT MapKyBaHHs NePBUHHOI Ta BTOPUHHOT
ynakoBok) (TepmiH BBEAEHHS 3MiH MPOTSAroM
6-T1 MicsAUIB NicNs 3aTBEPKEHHS)

27.

FNIKNAJA

TabneTtkn 3
MoAMIKOBAHUM
BUBIIbHEHHAM MO 60 Mr
Ne 30 (15x2), Ne 60
(15x4), Ne 90 (15x6) y
6nicTepax

KPKA, a.4., HoBo
MecTo

CnoBeHisa

KPKA, a.4.,
HoBo mecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis:
3MiHM |l Tuny - 3mMiHa po3mipy cepil
(BKNOYatoumM gianasoH po3Mipy cepir)
rOTOBOrO /iKapCbKOro 3acoby - 36i/bLUEHHS
Jiana3oHy po3mipy cepii: 3anpornoHOBaHoO:
Big min. 100 000 Ta6n. o max. 2 550 000
Ta6n.

Ba peyenmom

UA/14151/01/01

28.

rNILEPUH

pianHa (cybcTaHuin) y
604Kax nonimepHux ans
BMPOOHULTBA
HecTepuIbHNUX
nikapcbkux popm

MAT "Tanuuchapm”

YKpaiHa

MAT
"Tanuudapm”

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis:
3MiHuM | TUNY - 3MiHa BUpOBHMKa
BUXIAHOIO/NPOMIXHOTO NPOAYKTY/peareHTy,
LL|0 BUKOPWNCTOBYHOTHLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpo6HMKa
(Bkntovaroun, ae HeobxigHo, MicLe
NpoBeAEeHHS KOHTPOs0 sikocTi) APl (3a
BiZICYTHOCTI cepTudikata BignoBigHOCTI
€Bponeiicbkiii hapmakonei y
3aTBEpPHKEHOMY A0CHLE)(iHWi 3MiHW) -

UA/12710/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BBE/IEHHS a/IbTEPHATNBHOI BUPOGHMYOT
AinsaHkn A®|, 5K BUXiAHOT CUPOBUHN
29. | AAPINMIA TabneTkn, BKpUTI BAT "lepeoH Pixtep" YropuHa BAT "leneoH YropmHa BHECEHHS 3MiH 10 peecTpaLiiiHX 3a UA/11801/01/01
NNiBKOBOK 060/IOHKOIO, PixTep" mMartepianis: 3miHu | TMNY - 3MiHK WOA0 peyenmom
3 mr/0,02 mr no 28 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
(24+4) TabneTtok y 3MiHU Y KOPOTKIill XapakTepucTuui
6nicTepi; no 1 (1x24+4) NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
a60 no 3 (3x24+4) IHCTPYKUII AN MeANYHOro 3aCTOCYBaHHS
6nicTepy pasom 3 reHepnyYHuX/ribpuaHMx/6ionogibHmNX
NAacknm KapTOHHUM nNiKapcbKknx 3acobiB Nicss BHECEHHA Tiel
dyTnspom ans camoi 3MiHU Ha pedhepeHTHWIA Nnpenapat
36epiraHHs 6rictepa B (3miHa He NOTpebye HafaHHSA XOLHNX HOBUX
KapTOHHI ynakoBLi [04aTKOBUX flaHuX) (3MiHa [0 iHCTPYKUii y
po3gin "MokasaHHs", "MpoTunokasaHHsa",
"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6iyHi
peakuii”, "Oco61MBOCTi 3acTOCyBaHHS",
"3paTtHICTb BNIMBATU Ha LIBUAKICTb peakLil
npv KepyBaHHi aBTOTPaHCNOPTOM abo
iHLWMMKU MexaHi3mamun', "B3aemogis 3
HLUIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUan
B3aemogii", "®apmakosioriyHi BnactmsocTi”.
MpuBeaeHHA [0 pethepeHTHOro npenapary
Yaz 0.02 mg/3 mg film coated tablets);
3MmiHu | TUny - 3MiHK WwWoao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW) (3MiHa rpadiyHnx 306paxeHb
NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
MapKyBaHHS NMepBUHHOT Ta BTOPUHHOT
ynakoBoK. [JofaBaHHs TUXKHEBOrO
KaneHgaps-ctikepa fo 6nictepa ans
3pYYHOCTi BUKOPUCTAHHS TabneTok, AKuii
[0NoMOoXe nauieHTkam CnocTepirat B sikuia
[OeHb TWKHS MoYauiocs i NPOAOBXYETLCA
3acTocyBaHHSA TabneTok 3 NOCi4OBHNMU
3MiHamK y p. "Ynakoska')
30. | AAPINIA TabneTkn, BKpUTI BAT "lepeoH Pixtep" YropuHa BAT "leneoH YropLlmHa 3MiHM | TUMy - NogaHHa oHoBneHoro CEP Ne 3a UA/11801/01/01
NAiBKOBOK 060/IOHKOIO, PixTep" R1-CEP 2009-402-Rev 00 ans A®l peuyenmom
3 mr/0,02 mr no 28 LpOCNipeEHOHY Bif BXe 3aTBEpaKEHOr0
(24+4) Tabnetok y BMPOGHMKaA
6nictepi; no 1 (1x24+4)
a6o no 3 (3x24+4)
6nicTepy pasom 3
NNackMm KapTOHHUM
dyTnspom gns
36epiraHHs 6rictepa B
KapTOHHI ynakoBLi
31. | AEKACAH® po3uuH, 0,2 mr/mn no 50 TOB "lOpis-®apm” YkpaiHa TOB "tOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHnX be3 peyenma UA/5364/01/01
mn a6o no 100 mn, abo Papm" marepianis:
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
no 200 mn a6o no 400 TEeXHiYHa NOMUJIKa Y TEKCTI MapKyBaHHS
M/1 B NAIALWKaX CKIAHNX; NepBUHHOT YMakoBKM MO 2 M/ Ta 'y TeKCTi
no 50 mn a6o no 100 MapKyBaHHA NepPBUHHOT yNakoBKM No 5 M
M1, abo no 250 mn, abo
no 500 mn, a6o no 1000
M1, abo no 2000 mn,
abo no 3000 mn, abo no
5000 M1 B KOHTEliHEpax
noniMepHnX; no 2 mn
abono5wmns
KOHTeliHepi
ofHoAa030B0MY, Mo 10
KOHTeliHepiB B NayL,ji 3
KapTOHY
32. | AXKICI DO I GC CyCMeHs3ia Ans iH'ekuji M. BioTek flimiteq Benuvka 'piH Kpocc Kopes BHECEHHS 3MiH [10 peecTpaLjiiiHnx Ba peyernmom 874/12-
FLU no 0,5 mnTa 0,25 Mny BpuTtaHis KopnopeiiwH marepianis: 300200000
BAKUWHA And nonepegHbL0 3MiHM Il TUMy - 3MiHU B aKTUBHIli PeYOBUHI
MPO®ITAKTUKN HanoBHEHUX LWnpuLax Ce30HHUX, NepeanaHaemiyHnx abo
revny Ne 1, Ne 10 naHgeMiYHUX BakLMH NPOTU Bipycy rpuny
(POSLLEMNMEHNIA noavHn (3amiHa wramy(iB) y CE30HHUX,
BIPIOH, nepegnaHaemiyHux abo naHgeMivHNX
IHAKTUBOBAHWIA) BaKLMHax NpoTyv BipyCy rpumny Sl04UHN)
33. | ANKOP NOHI Tabnetkn TOB HB® "Mikpoxim", Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/11012/01/01
NPOJIOHroBaHoi Aji no 20 YkpaiHa "Mikpoxim", marepianis: 3miHu | Tuny - 3miHK Woao peyenmom

mr, no 50 TabneTok y
6aHuj, no 1 6aHLi y
nauui 3 KapToHy, no 10
TabneTok y 6nictepi, no
5 6nicTepiB y nayyj 3
KapToHY

6e3nekn/edekTBHOCTI Ta hapMakoHariagy.

3MiHU Y KOPOTKill XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 419 MeAUYHOT0 3acTOCyBaHHS
reHepnyHuX/ribpuaHnx/6ionoaibHmNX
NiKapcbKnx 3acobis nicsis BHECEHHSA Tiel
camoi 3MiHM Ha pedoepeHTHUIA npenapat
(3MiHa He NOTpebye HafaHHSA XOAHUX HOBUX
[0[aTKOBUX AaHnX) (BHecTu 3miHM o
IHCTPYKUiT y po34isn: MNokasaHHs.
$apmakosorivyHi BNacTMBOCTI.
MpoTunokasaHHsa. B3aemogis 3 iHLWMMK
nNiKapcbknmy 3acobamu Ta iHLWi BUAK
B3aemogiii. Ocob6MBOCTi 3aCTOCYBaHHS.
3acTocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHA rpyaaro. 34atHiCTb BI/IMBATU HA
LIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCNOPTOM a60 iHWMMK
MexaHiaMmamu. Cnocib 3acTocyBaHHA Ta
no3un. MNMepeposyBaHHs. Mo6GiyHI peakLii,
3rifgHO 3 iHhopmaLielo Woa0 MegnyHoro
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHs pecpepeHTHoro (KAPOVKET®
PETAPJ) nikapcbkoro 3acoby) (TepMiH
BBE/EHHS 3MiH NPOTAroM 3-X MicsLiB nicns
3aTBEPIKEHHS)

34.

ANKOP JTOHI

Tabnetku
MPOJIOHroBaHoi Aji no 40
mr, no 50 TabneTok y
6aHui, no 1 6aHLi y
nauui 3 KapToHy, no 10
TabneTtok y 6nictepi, no
5 6nicTepiB y nayui 3
KapToHY

TOB HB® "Mikpoxim"

YKpaiHa

TOB HB®
"Mikpoxim"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapcbKnx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHWIA Npenapar
(3MiHa He NoTpebye HafaHHS XOAHUX HOBUX
[04aTKOBUX AaHnx) (BHecTu 3miHu o
IHCTPYKUiT y po3ainu: MokasaHHS.
$apmakosorivyHi BNacTMBOCTI.
MpoTtunokasaHHsa. B3aemogis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUagn
B3aemopiii. Ocob6MBOCTI 3aCTOCYBaHHS.
3acTocyBaHHA y nepiog BariTHOCTi abo
rofyBaHHs rpyaaro. 34aTHICTb BNIMBATY Ha
LWBMAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWMMK
MexaHismamu. Cnocib 3acTocyBaHHS Ta
no3un. MNepepno3syBaHHsA. Mo6iuHI peakw,
3rifgHO 3 iHhopMaLEelo WoA0 MeaNyYHOro
3actocyBaHHs pecpepeHTHoro (KAPOVKET®
PETAPJ) nikapcbkoro 3acoby) (TepMiH
BBEJEHHS 3MiH MPOTArom 3-x MicsLiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/11012/01/02

35.

ANKOP JTOHI

TabneTkun
MPOJIOHroBaHoi Aji no 60
mr, no 50 TabneTok y
6aHui, no 1 6aHLi y
nauui 3 KapToHy, no 10
TabneTtok y 6nictepi, no
5 6nicTepis y naywi 3
KapTOHY

TOB HB® "Mikpoxim"

YKpaiHa

TOB HB®
"Mikpoxim"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - 3miHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKill XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
reHepuyHMX/ribpuaHnx/6ionodibHMX
NiKapcbKnx 3acobiB Nic/is BHECEHHSA Tiel
camoi 3MiHV Ha pedepeHTHWIn npenapat
(3miHa He NoTpebye HaAaHHS XOAHUX HOBUX
[04aTKOBUX AaHnx) (BHecTu 3miHu o
IHCTPYKUiT y po3ainun: MNokasaHHs.
$apmakonorivyHi BNacTMBOCTI.
MpoTunokasaHHs. B3aemogdis 3 iHLWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aemogijii. Oco6MBOCTI 3aCTOCYBaHHS.
3acTocyBaHHA y nepiog BariTHOCTi abo

3a
peyenmom

UA/11012/01/03
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

rofyBaHHs rpyAaro. 34aTHICTb BNMBATY Ha
LIBUAKICTb peakuii npyu kepyBaHHi
aBTOTPaAHCNOPTOM ab60 iHWMMK

MexaHismamu. Cnoci6 3acTocyBaHHS Ta
no3u. MNMepeposyBaHHs. Mo6GiyHI peakLiii,
3rifHO 3 iHhopMaLiEelo WoA0 MegnyHOro

3actocyBaHHs pecpepeHTHoro (KAPOVKET®
PETAPJ) nikapcbkoro 3acoby) (TepMiH

BBE/IEHHS 3MiH NPOTAroM 3-X MicsLiB nicns

3aTBEPIKEHHS)

36.

JVNCONb

PO34unH ANs iHdysi no
400 mMn y nnsiwkax

MpuBaTHe akLioHepHe
TOBapucTBo "IHdy3ia"

YKpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO

"Indpy3ia”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis:
3MiHK | TNy - 3MiHa NnapameTpiB
cneundikauii Ta/abo JONYCTUMUX MEX
roTOBOrO /KapPCbKOro 3acoby (BUyYeHHN
He3Ha4yHOro MokKasHuKa (Hanpukiag,
3acTapifioro NokasHuka, Takoro sk 3anax Ta
cMak, abo igeHTudikauisi 6apBHUKIB Un
CMaKoBUX [,06aBOK)); CynyTHS 3MiHa: 3MiHK
3 AKOCTi. FoTOBUIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro 3acoby
(iHLWi 3MiHW) - BUNYYEHHS M. "AHOMasTbHA
TOKCUYHICTB" 3i cneumdikayii, meTogis
BMNPOGYBaHHSA roTOBOro NiKapCbKOro
3acoby; 3MiHM BUNpobyBaHb abo
[0NYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikavisx, nig yac BUpobHULTBA
roTOBOrO NikapCbKOro 3acoby (BUIyYeHHs
HecyTTeBOro BUNpobyBaHHSA B NpoLeci
BUPOGHMLTBA) - BUTYYEHHS N. "AHOMa/IbHa
TOKCUYHICTL" 3i cneuyudikauii nig vac
BMPOGHMYOro npoLiecy

Ba peyenmom

UA/11875/01/01

37.

ANDEPENIH®

nopotuok no 0,1 mr ta
PO3YMHHWK 4151 PO3UNHY
Ans iH'ekuiid; no 7
(p1aKOHIB 3 NOPOLLKOM
Ta 7 amnyn 31 mn
PO34MHHYMKA (PO34UH
HaTtpito xnopugy 0,9 %)
Y KapTOHHI1 kopobuj

INCEH ®APMA

PpaHLis

MOPOLLIOK -
BUPOBHULTBO,
TeCcTyBaHHS,
nakyBaHHs,
BMNYCK cepil:
INCEH
PAPMA
BIOTEK,
PpaHuis;
PO3UYNHHVIK -
BMPOBHMLTBO,

PpaHuis

BHECEHHS 3MiH 10 peecTpavLinHnx
marepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
- 3MiHW [0 IHCTPYKLUIT 418 MeAnYHOro
3acTocyBaHHA y po3ginu: (po3ainn
[0MNOBHEHI iHdhopMmaLlieto Woa0 NOA0BXEHHS
iHTepBasty QT 3rigHo pekomeHaauin PRAC
EMA). B3aemogis 3 iHWMU NiKapCbKUMm
3aco6amu Ta iHWi BuAn B3aemMogiit. MobiyHi
peakuii; 3MiHu Il Tuny - 3MiHW y KOPOTKIiA

Ba peyenmom

UA/0695/02/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
nepBUHHE XapakTepucTunLi NikapCbKoro 3acoby, TEKCTi
nakyBaHHs Ta MapKyBaHHS Ta iHCTPYKUIT 4719 MeANYHOro
KOHTPO/b 3aCTOCYBaHHS, Y 3B’A3KY i3 HOBUMUW JaHUMU
AKOCTI: 3 AKOCTI, AOK/IHIYHUMU, KAIHIYHUMU faHNMK
CEHEKCI, Ta faHumMu 3 papmMakoHarnsgy - 3mMiHuM go
dpaHuis; IHCTPYKLi 415 MeANYHOTrO 3acTOCyBaHHSA Y
BTOPVHHE po3ainu: (3rifHO OHOBMEHUX JaHUX 3
nakyBaHHs, 6e3neku) MobiyHi peakuii. 3rigHo 3
BUMYCK Cepii: nignyHKToMm 7.20 NyHKTY 7 gogartky 20
INMCEH Iopaaky NpoBefeHHA ekcnepTnsn
DAPMA mMartepianis Ha nikapcbki 3acobu, Lo
BIOTEK, noJalTbCA Ha AepXXaBHy peecTpaLiio
PdpaHuis (nepepeecTpadisl), a TakoX eKkcnepTman
martepianis NPo BHECEHHSA 3MiH 0
peecTpaLiiHux maTepianis NpPoTArom aii
peecTpauiiiHoro NocBig4eHHs,
3aTBepaKeHoro Hakazam MO3 Ykpainu Big
26.08.2005
Ne 426 (y pepaxuii Hakazy MO3 Ykpainu Big
23.07.2013 Ne 460) fo iHCTPYKLiT foAaHo
po3ainu 3asBHUK Ta Micue3HaxomKeHHs
3a8BHUKA, 3a5BHUK NPU LIbOMY He
3MiHIOBaBCA
38. | ANDEPENIH® nopowok no 0,1 Mr Ta INCEH ®APMA dpaHuis MOPOLLOK - dpaHuis BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX Ba peyernmom UA/0695/02/01
PO3YMHHWK A715 PO3UUHY BMPOGHMLTBO, marepianis:
Ans iH'ekuiii; no 7 TeCTyBaHHH, 3MiHuM | TMNy - 3MiHX B NpoOLLeCi BUPOGHMLTBA
(h/1aKOHIB 3 MOPOLLKOM nakyBaHHs1, A®| (He3HayHa 3MiHa y npovueci
Ta 7 amnyn 31 mn BUMYCK Cepii: BMpO6HMLTBa ADI); 3MiHK | TUNY - 3MiHA Y
PO3UMHHMKA (PO3YUMH INCEH napameTpax crneuucikauin Ta/abo
HaTpito xnopugy 0,9 %) DPAPMA [ONYCTUMUX MEX, BUSHAUEHUX Y
Y KapTOHHIi kopobuj BIOTEK, cneumdikauisx Ha Adl, abo
PpaHLis; BUXiAHUIA/NPOMIXHUIA NPOAYKT/pearexT, Lo
PO3YMHHNK - BMKOPVCTOBYHOTbCS Yy MpOLEeci BUPOOHMLTBA
BUPOBHULTBO, A®| (ZONOBHEHHSA cnevmdikayii HoBUM
nepBuHHe NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
nakyBaHHs Ta BUNPOGYBaHHSA); 3MiHU | TUNy - 3MiHa
KOHTPO/1b po3mipy cepii (Bktoyaroun fianasoHu) Ad|
SAKOCTI: ab0 NPOMiXHOro NPoAyKTY, AKuUi
CEHEKCI, 3aCTOCOBYETLCA Y MpoLeci BUpO6bHMLTBA
PpaHuis; A®I (3MeHLLEeHHs1 06cAry BUpOGHMLTBA A0
BTOPVHHE 10 pasiB); 3MiHu | TUNY - 3MiHX B NpoLLeci

nakyBaHHA,

BMpOo6HULTBA A®| (HE3HAYHA 3MiHA Y
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
BWMYCK Cepii: npoueci BupobHuutea Adl)
INCEH
SAPMA
BIOTEK,
PpaHuin
39. | AOKTOP MOM® 3l nbofaHukn Ne 20 (4x5) y TOB "[J)KOHCOH i YkpaiHa FOHiK IHAis BHECEHHS 3MiH 10 peecTpaLiiHnx bes peyenma: UA/2410/01/01
CMAKOM cTpunax, Ne 16 (8x2), Ne [DKOHCOH YkpaiHa" dapmMacbloTUK marepianis: Ne 1, Ne 16, Ne
AHAHACA 24 (8x3) y bnictepax; Ne an 3MiHM Il TUNY - 3MiHW [0 IHCTPYKUIT ANs 20, Ne 24; 3a
1y nnisuj; Ne 100 y Na6opaTopi3 MeZJMYHOro 3aCTOCYBaHHA y Po34in peyernmom: Ne
6aHKax (BigAineHHs "B3aemMogis 3 iHWMMU NiKapCbKUMMN 100
ipmm "Ox. B. 3aco6amMu Ta iHWi BUAW B3aeMOSiA"; 3MiHu |
Kemikans eHp, TMNYy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI
dapmMacbloTUK Ta thapmakoHarnsagy (iHLwi 3MiHW) - BHECEHHSA
ans itg.") [oAaTKoBOI iHhopmalii 1o po3ainy
MapKyBaHHS1 BTOPUHHOT yNakoBKM
nikapcbKoro 3acoby, a came
iHchopmaviriHoro Hanuey "NbOAAHNKIA
MPU KALL/I". BBegeHHA 3MiH npoTArom 3-
X MicaUiB nicnA 3aTBepXeHHSA
40. | AOKTOP MOM® 31 | nbogsHukn Ne 20 (4x5) y TOB "[JKOHCOH i YkpaiHa FOHiK IHAjis BHECEHHS 3MiH [0 peecTpaLiiiHnX bes peyenma: UA/2409/01/01
CMAKOM cTpunax, Ne 16 (8x2), Ne [DKOHCOH YKpaiHa" dapmMacbloTUK marepianis: Mo 1, Ne 16, Ne
AMNENBCUHA 24 (8x3) y 6nictepax; Ne an 3MiHW Il TMny - 3MiHW [0 IHCTPYKUIT Ans 20, Ne 24; 3a
1y nnisui; Ne 100 y Nab6opaTopi3 MeAMYHOro 3aCTOCyBaHHA y po3ain peyenmom: Ne
6aHKax (BipaineHHs "B3aemogis 3 iHWMU NikapcbKuMu 100
ipmn "Ox. B. 3aco6amu Ta iHLWi BUAKW B3aemMogiii"; 3miHm |
Kemikans eHg, TMNY - 3MiHK WoA0 6e3nekun/eddekTUBHOCTI
PapmMacbloTHK Ta hapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS
ans itg.") [04aTKOBOI iHdhopmalii Lo po3ainy
MapKyBaHHS1 BTOPMHHOT yNakoBKM
nikapcbKoro 3acoby, a came
iHchbopmaviriHoro Hanucy "NIbOAAHNKIA
MPU KALLJI". BBegeHHA 3MiH npoTArom 3-
X MicAILliB MicnsA 3aTBepPAKEHHA
41. | AOKTOP MOM® 3l nbofaHukn Ne 20 (4x5) y TOB "[J>KOHCOH i YkpaiHa FOHiK IHAis BHECEHHS 3MiH 10 peecTpaLinHnx bes peyernma: UA/2412/01/01
CMAKOM IMMOHA | ctpunax, Ne 16 (8x2), Ne [DKOHCOH YKpaiHa" dapmacbloTUK marepianis: Ne 1, Ne 16, Ne
24 (8x3) y bnictepax; Ne an 3MiHK |l TNy - 3MiHK A0 IHCTPYKLiT AnA 20, Ne 24; 3a
1y nnisuj; Ne 100 y Na6opaTopi3 MeZMYHOro 3aCTOCYBaHHA y Po34in peyenmom: Ne
6aHKax (BigAineHHs "B3aemMogis 3 iHWMMU NiKapCbKUMM 100
ipmm "Ox. B. 3acob6amMu Ta iHWi BUAW B3aeMOgii"; 3MiHu |
Kemikans eHpg, TMNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI
PapmacbloTHK Ta hapmakoHarnsgy (iHwi 3miHK) - BHECEHHS
ans fitg.") [04aTKoBOI iHdhopmalii o po3ainy
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
MapKyBaHHS1 BTOPUHHOT yNakoBKu
nikapcbKoro 3acoby, a came
iHdhopmaviinoro Hanucy "IbOAAHNKN
MPW KALLNI". BBegeHHA 3MiH npoTArom 3-
X MicaLiB nicnA 3aTBepAKEHHA
42. | OOKTOP MOM® 3lI nboasHukn Ne 20 (4x5) y TOB "[>XOHCOH i Ykpaina FOHiK IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHmx be3 peyenma: UA/2408/01/01
CMAKOM cTpunax, Ne 16 (8x2), Ne [bxoHCcOH YkpaiHa" dapmacbloTuK marepianis: Ne 1, Ne 16, Ne
MAJTNHWK; 24 (8x3) y 6nictepax; Ne an 3MiHK |l TUNy - 3MiHK 0 IHCTPYKLUiT AnA 20, Ne 24; 3a
1y nnisuj; Ne 100 y Na6opaTopi3 MeZMNYHOro 3aCTOCYBaHHS y Po34in peyenmom: Ne
6aHKax (BipaineHHA "B3aemogis 3 iHWMU NiKapCbKUMMN 100
cipmn "Ox. B. 3aco6amMu Ta iHWi BUAW B3aEMOZiin"; 3miHu |
Kemikans eHpg, MMy - 3MiHW Woao0 6e3nekn/eddekTUBHOCTI
dapmMacbloTUK Ta thapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS
ans3 /itg.") [04aTKoBOI iHdhopmauii o po3giny
MapKyBaHHA BTOPVMHHOT yNakoBku
nikapcbKoro 3acoby, a came
iHdhopmaviiiHoro Hanucy "NIbOAAHNKA
MPW KALLNI". BBegeHHA 3MiH NpoTArom 3-
X MicALiB NicnsA 3aTBepAKeHHA
43. | AOKTOP MOM® 31 | nbogsHukm Ne 20 (4x5) y TOB "[I>KOHCOH i YkpaiHa FOHiK IHAjs BHECEHHS 3MiH [0 peecTpavLiiiHX bes peyenma: UA/2411/01/01
CMAKOM ctpunax, Ne 16 (8x2), Ne [XOHCOH YkpaiHa" PapmMacbloTHK marepianis: Ne 1, Ne 16, Ne
nonyHWuLy; 24 (8x3) y 6nictepax; Ne an 3MiHM Il TMRy - 3MiHW 8O IHCTPYKUIT Ans 20, Ne 24; 3a
1y nnisui; Ne 100 y Na6opaTopi3 MeAMYHOro 3acToCyBaHHA y po3gain peyenmom: Ne
6aHKax (BipaineHHs "B3aemMogisi 3 iHWMMM JiKapCbKUMMN 100
cipmm "Ox. B. 3aco6amMu Ta iHWi BUAW B3aeMOgiin"; 3miHu |
Kemikan3 eHg, UMYy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI
dapmacbloTuK Ta thapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS
ans3 /ita.") [04aTKOBOI iHdhopmauii fo po3giny
MapKyBaHHS1 BTOPUHHOT yNakoBKu
nikapcbKoro 3acoby, a came
iHchopmaviriHoro Hanuey "NIbOAAHNKIA
MPW KALLNI". BBegeHHA 3MiH npoTArom 3-
X MicAILiB MiCNA 3aTBePAKEHHA
44. | DOKTOP MOM® I3 | nboasHukn Ne 20 (4x5) y TOB "[>XOHCOH i Ykpaina FOHiK IHais BHECEHHS 3MiH 10 peecTpaLiiiHmX bes peyenma: UA/6076/01/01
DPYKTOBUM cTpunax, Ne 16 (8x2), Ne [bxoHCcoH YkpaiHa" dapmacbloTuK marepianis: Ne 1, Ne 16, Ne
CMAKOM 24 (8x3) y bnictepax; Ne an 3MiHK |l TNy - 3MiHK OO IHCTPYKLiT ANA 20, Ne 24; 3a
1y nniBui; Ne 100 y NabopaTtopis MeAMYHOro 3aCTOCyBaHHS y po3A4in beyernmom: Ne
6aHKax (BioaineHHs "B3aemMogis 3 iHWMMU NiKapCbKuMu 100
ipmm "Ox. B. 3aco6amu Ta iHWi BUAKW B3aeMogiii"; 3miHu |
Kemikans eHpg, MMy - 3MiHW Woao0 6e3nekn/eddeKkTMBHOCTI
dapmacbloTUK Ta thapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS
an3 fitg.") [,04aTKOBOI iHchopmauii 4o po3giny
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
MapKyBaHHS1 BTOPUHHOT yNakoBKu
nikapcbKoro 3acoby, a came
iHdhopmaviinoro Hanucy "IbOAAHNKN
MNPW KALL/I". BBeaeHHsA 3MiH NpoTArom 3-
X MicaLiB nicnA 3aTBepAKEHHA
45. | AOKTOP MOM® I3 | nbogsHukn Ne 20 (4x5) y TOB "[I>XOHCOH i YkpaiHa FOHiK IHAia BHECEHHS 3MiH [0 peecTpavyinHnx bes peyernma: UA/6077/01/01
ArigHAM cTpunax, Ne 16 (8x2), Ne [bxoHCcOH YkpaiHa" dapmacbloTuK marepianis: Ne 1, Ne 16, Ne
CMAKOM 24 (8x3) y 6nictepax; Ne an 3MiHK |l TUNy - 3MiHK 0 IHCTPYKLUiT AnA 20, Ne 24; 3a
1y nnisuj; Ne 100 y Na6opaTopi3 MeZMNYHOro 3aCTOCYBaHHS y Po34in peyenmom: Ne
6aHKax (BipaineHHA "B3aemogis 3 iHWMU NiKapCbKUMMN 100
cipmn "Ox. B. 3aco6amMu Ta iHWi BUAW B3aEMOZiin"; 3miHu |
Kemikans eHpg, MMy - 3MiHW Woao0 6e3nekn/eddekTUBHOCTI
dapmMacbloTUK Ta thapmakoHarnsagy (iHwi 3mMiHW) - BHECEHHS
ans3 /itg.") [04aTKoBOI iHdhopmauii o po3giny
MapKyBaHHA BTOPVMHHOT yNakoBku
nikapcbKoro 3acoby, a came
iHdhopmaviiiHoro Hanucy "NIbOAAHNKA
MPW KALLNI". BBegeHHA 3MiH NpoTArom 3-
X MicALiB NicnsA 3aTBepAKeHHA
46. | AYNNEKOP® TabneTku, BKpUTI BAT "lepeoH Pixtep" YropuHa l'epeoH PixTep PymyHis/ BHECEHHS 3MiH [0 peecTpavLiiiHX 3a UA/12650/01/01
NAiBKOBOK 060/IOHKOIO, PymyHia A.T., YropwuHa mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peuyenmom
20 mr/5 wr, no 10 PymyHis; 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
TabneTok y 6nictepi; no LopatkoBe MiCLii NPOBaPKEHHS Ai/IbHOCTI
3 6icTepy B KAPTOHHIi MicLie BUNYCKY BUpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
ynakoBLi cepii: 3acoby, BKOYauM AifibHULi BUNYCKY cepil
BAT "leneoH abo micue NpoBefeHHsI KOHTPOJIIO SKOCTI.
PixTep", ([isnbHICTb, 3a AKy BigNOBILaE
YropLmHa BMPOGHMK/IMNOPTEP, BK/OYAOYM BUMYCK
cepiii) (3MiHa agpecy Ta HallMeHyBaHHS
BUpo6HUKa NefeoH PixTtep PymyHis
A.T./S.C. Gedeon Richter Romania S.A.
(BUPOGHMLTBO 3a NOBHUM LykoM) (TepMmiH
BBEJEHHS 3MiH MPOTAroM 6-Tu MicsALIiB nicns
3aTBEPKEHHS)
47. | AYNNEKOP® TabneTku, BKpUTI BAT "lepfeoH Pixtep" YropwmHa l'epeoH Pixtep PymyHis/ BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/12650/01/02
NAiBKOBOK 060/IOHKOIO, PymyHia A.T., YropwuHa mMatepianis: 3MiHu | TUNy - AgMiIHICTpPaTUBHI peyenmom
10 mr/5 wr, no 10 PymyHis; 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
TabneTok y 6nictepi; no Jopatkose MicLs MPOBaMKEHHS AiANbHOCTI
3 6icTepU B KAPTOHHIi MicLie BMNyCKy BMpOGHMKa/iMnopTepa roToBOro JlikapCbKoro
ynakoBLi cepii: 3aco06y, BKIOYauY AibHULi BUNYCKY cepil
BAT "TeneoH abo micLe NpoBefEeHHSI KOHTPOJIHO SKOCTI.
PixTep", (aisnbHICTb, 3a AKy BigNOBILaE
YropmHa BMPOGHMK/iMNOPTEpP, BK/OYAOYM BUMYCK

cepiii) (3MiHa agpecy Ta HallMeHyBaHHs
BUpo6HUKa MegeoH Pixtep PymyHis
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
A.T./S.C. Gedeon Richter Romania S.A.
(BMPOGHULITBO 3a NOBHUM LMKI0OM) (TepMiH
BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBEPIKEHHS)
48. | OYNNEKOP® TabneTku, BKPUTI BAT "lepeoH Pixtep" YropwmHa F'epeoH Pixtep PymyHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/12650/01/03
N/1IBKOBOK 06GOJIOHKOIO, PymyHia A.T., YropuwmHa marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peyenmom
10 mr/10 mr no 10 PymyHis; 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu
Tabnetok y 6nictepi; no Jopatkose MiCLisi MTPOBaMKEHHS AiANbHOCTI
3 6nicTepn B KAPTOHHIi MicLe BUMYyCKy BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
ynakoBLi cepii: 3aco0by, BK0YaKUY AiNbHMLi BUNYCKY cepil
BAT "leneoH a60 MicLe NnpoBefeHHA KOHTPOSIKO SKOCTI.
PixTep", (misnbHiCTb, 3a AKy BigNoBifae
YropumHa BMPOGHUWK/iMNOpPTEp, BK/IOYAKOYM BUMYCK
cepiii) (3MiHa agpecy Ta HallMeHyBaHHs
BMPO6HUKa MefeoH Pixtep PymyHis
A.T./S.C. Gedeon Richter Romania S.A.
(BMPOGHMLITBO 3a NOBHUM LMK/I0M) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)
49. | OYNNEKOP® TabneTku, BKPUTI BAT "lepeoH Pixtep" YropwmHa 'epeoH Pixtep PymyHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/12650/01/04
N/1iBKOBOK 06GO/IOHKOMO, PymyHia A.T., YropmHa marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peyenmom
20 mr/10 mr no 10 PyMmyHis; 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
TabneTtok y 6nictepi; no Jopatkose MiCLisi MPOBaMKEHHS AiANbHOCTI
3 6nicTepn B KAPTOHHIi MicLe BUNyCKy BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
ynaxoBLi cepii: 3aco06y, BK/0YaKUY AiNbHMLI BUNYCKY cepil
BAT "leneoH a60 micLe NnpoBefeHHA KOHTPOSIKO SKOCTI.
PixTep", (misnbHiCTb, 3a AKy BignoBifae
YropuHa BMPOGHMK/iMMOPTEp, BK/OYAKOUN BUMYCK
cepiii) (3MiHa agpecy Ta HallMeHyBaHHs
BMpO6HUKa MefeoH Pixtep PymyHis
A.T./S.C. Gedeon Richter Romania S.A.
(BMPOGHMLITBO 3a NOBHUM LMKI0M) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)
50. | EBKA3O/IH® cnpei HasanbHuiA, 1 mr/r MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnx be3 peyenma UA/3664/02/01
AKBA no 10 r y donakoHi marepianis:

CK/ISIHOMY 3 HACOCOM-
[l03aTOpOM 3
posnunoBayem
Hasa/IbHOro
npu3HayeHHs; no 1
chnakoHy B nauu,

3MiHK | TNy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,
BM3HaYeHuxX y cneyudpikauisx Ha Adl, abo
BVXiHWA/NPOMDDKHUIA NpoAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci BUPobHMLTBA
A®| (iHWi 3MiHW); 3MiHK | TUNY - 3MiHa Y
MeTogax BUNpobyBaHHA rOTOBOrO
nikapcbKoro 3acoby (iHWwi 3MiHM y meTogax
BMNpoGyBaHb (BK/OYaUM 3amiHy abo
[LOMOBHEHHS))
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
51. | EKCUMIAN M emysbCisi HalkipHa, 20 Fangepma CA LLiBefiuapis LLnipir ®apma LLiBeiuapis BHECEHHS 3MH [0 peECTpaLiinHux be3 peyenma UA/11920/01/01
rapPoONOCbAOH Mmr/mn no 200 mny Al mMartepianis: npuBeAeHHA y BiANOBIAHICTb
dhnakoHi; no 1 conakoHy [0 peecTpauiiiHux maTtepianis
B KOPTOHHIiA KOpo6Li; no HanMcaHHA Ha3BU NiKapCcbKoro 3aco6y B
500 My donakoHi Hakasi MO3 YkpaiHu Ne 169 Big,
21.02.2017 B NpoLeCi BHECEHHSA 3MiH -
TEXHi4YHa NOMW/IKa y MapKyBaHHi NepBUHHOT
YyNakoBKM LWLOA0 Ha3BM NiKapCbKoro 3acoby
(6yno - EKCUIMIA/T M I4POJ/IOCHOH)
52. | EMAHEPA Kancynm KPKA, a.4., HoBo CnoseHis BVPOGHMLTBO CnoBeHis BHECEHHS 3MiH O peecTpavLiiiHnX 3a UA/12801/01/01
KMLLKOBOPO34UHHI Nno 20 MecTo "in bulk", marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peuyenmom
MT; MO 7 Kancyny nepBrHHe Ta [oTOBWIA Nikapcbkmit 3aci6. 3MiHN Y
6nicTepi; no 1, 2 a6o 4 BTOpPUHHE BMPOGHULTBI. 3MiHa iMnopTepa/aMiHu, Lo
6nicTepy y KapTOHHiIl nakyBaHHs1, CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
Kopobu,i KOHTPO/b Ta SIKOCTi TOTOBOrO MikapCbKoro 3acoby (3amiHa
BUMYCK Cepii: abo AofaBaHHA AibHUL, Ha SKil
KPKA, a.4., 3[iICHIETLCS KOHTPO/IL/BUNPOBYBAHHSA
Hoso mecTo, cepii) ((BBeAeHHS 4OAATKOBOI AiNbHUL 415
CnoBeHis KOHTPO/I0 cepii roTOBOro /ikapcbKoro
KOHTPO/1b 3aco6y. 3a3HaueHHs PyHKLI paHille
cepii: 3aTBEPKEHOr0 BUPOOHNKA)
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
53. | EMAHEPA Kancynm KPKA, g.4., HoBo CnoseHis BVMPOGHMLTBO CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/12801/01/02
KMLLKOBOPO34UHHI no 40 MecTo "in bulk", marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
Mr; MO 7 Kancyny nepBuHHe Ta [oTOBWIA Nikapcbkmit 3aci6. 3MiHN Y
6nicTepi; no 1, 2 a6o 4 BTOPVHHE BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
6nicTepy y KapTOHHiIl nakyBaHHs1, CTOCYIOTbCS BUNYCKY CEpii Ta KOHTPO/0
Kopo6u,i KOHTPO/b Ta SIKOCTi rOTOBOrO MikapCcbKoro 3acoby (3amiHa
BMNYCK cepil: abo AofaBaHHA AiNbHUL, Ha Skl
KPKA, a.4., 3[iICHIETLCS KOHTPO/IL/BUNPOBYBAHHS
Hoso mecTo, cepii) ((BBeAeHHS 4OAATKOBOI AiNbHUL 415
CnoseHisa KOHTPOJIH0 Cepii roTOBOrO NikapCbkoro
KOHTPO/1b 3aco6y. 3a3HaueHHs hyHKLi paHille
cepii: 3aTBEPKEHOr0 BUPOOHYKA)
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
54. | EHricTon Tabnetku no 50 Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHmX be3 peyenma UA/2053/02/01
Tab/1eTOK y KOHTElHepi Xavnbmitrenb Xeenb XaiinbmiTrens marepianis:
noninponiszieHoBoMy, nNo rM6X Xeenb M'M6X 3MiHu | TUNY - 3MiHa y MeTogax

1 KOHTelHepy B KOPOOL

BMNPOOGYBaHHSI TOTOBOTO /iKApCbKOro 3acoby
- HE3HAYHa 3MiHa y 3aTBEpXEHUX MeTogax
BMNpobyBaHHA T."MikpobionoriyHa umctoTa",

T. "OpgHopigHicTb Macu”, "CTupaHHicTb", y
3B A3KY 3 NPUBEAEHHSM VY BifNOBIAHICTb A0
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BuMor EP; 3miHu Il Tuny - 3miHa napameTpis
cneumdikauin Ta/abo 4ONyCTUMUX MEX
roTOBOrO NKAPCHLKOro 3acoby - 3miHa [0 p.
"CTilikicTb [0 po3faBtoBaHHs" (414
TepMiHy NpuaaTHOCTI)
55. | IMOAIYM® TabneTku, Lo MakHin Mpogaktc Benvka BTopvHHa dpaHuia/ BHECEHHS 3MiH [10 peecTpavjiiiHnx 6e3 UA/9831/02/01
NIHMBANbHWIA AnCnepryTbes B Nimiten BpuTaHis ynakoBka, Benuka marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenma
POTOBI NOPOXHWHI, N0 2 [03Bin Ha BputaHis [oTOBWIA Nikapcbkumii 3aci6. 3MiHN Yy
Mr no 6 TabneTok y BUMYCK Cepii: BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
6nicTepi; no 1 6nictepy AHcceH Cinar CTOCYITbCS BUMYCKY Cepil Ta KOHTPO/II0
B KapTOHHIiA ynakoBLi - Ban ge P, AKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa
PpaHuis; abo gofasaHHs BUPOOHUKA, LLIO Bignosigae
KartaneHt FOK 3a BBE3EHHS Ta/abo Bunyck cepii) -
CBiHAOH 3uaic Bk/itoyatoumn KOHTPOsb/BUNPOGYBaHHA cepil
Nivites, (BBEAEHHSA BUPOBGHMYOT AiNbHULI — AHCCEH
Benvka Cinar - Ban ge Ptoii, lomeH ae MerpemoH,
BpuTaHis Ban- ge -Ptoid, 27100, ®paHuis); 3miHu |
TUNYy - 3MiHW 3 SIKOCTi. FTOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BBEJEHHS 0AATKOBOI AiNbHUL
BMPOGHMLTBA 4151 YACTUHM abo BCbOro
BUPOGHNYOro NpoLecy roTOBOrO NiKapCbKOro
3aco6y (fibHULA AN BTOPUHHOTO
nakyBaHHs) (BBeEHHS [0AaTKOBOI
BMPOGHWYOI AiNbHML BiANOBIAA/ILHOI 3@
BTOPVHHE nakyBaHHA — AHcceH Cinar - Ban
ne Proii, lomeH ge MerpemoH, Ban- ge -
Proit, 27100, ®paHuist); 3MiHn | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuyyeHHs
BMPOGHWYOI AiNbHUL (BKNHOYAKUN [iNbHAL
ana A®l, npomikHOro NpoaykTy abo
roTOBOrO J1iKapCbKOro 3acoby, AiNbHuLi Ans
NpoBefEHHs NakyBaHHs, BUPOGHUKA,
BiAMOBIA&/TLHOrO 3a BUMYCK Cepiii, MicLe
NpOoBELIEHHS KOHTPOJIK cepii) abo
noctavajibHUKa BUXigHOro martepiany,
peareHTy abo [OMOMKHOI PEYOBUHY (SIKLLO
3a3HayeHo Yy 10CbE) (BUTyHEHHS BUPOOHUYOT
AinbHuui M3 Axccex-Cinar C.n.A., ITanis)
56. | IHEDXKI Tabnetku, 10 mr/10 wmr, Mepk Wapn i Joym LBeiiyapis, Brpo6HMK Cinranyp BHECEHHS 3MiH [0 peecTpaLiiiHX 3a UA/7872/01/01
no 14 tabneTtok y laea, IHK Hepo3dacoBa /HinepnaHgu matepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peuyenmom
6nicTepi; no 2 6nictepu HOI NpoAyKu,i: [oToBMIA Nikapcbkunit 3aci6. Cuctema
B KapTOHHIi Kopo6Lyi MCA, KOHTeliHep/3aKyrnopoBanibHWii 3aci6. 3MiHa
IHTepHeLuHN PO3Mipy YnakoBKv roTOBOrO /iKapCbkoro
v6X (chinis 3ac06y (BWIYYEHHS YMakoBKW MEBHOTO
Cinranyp), po3mipy) (BUyYEHHS NEBHUX BUAIB

CiHranyp

yNakoBKW NikapcbKoro 3acoby); 3MiHu Il Tuny
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
MakyBaHHs, - 3MiHM Wwoao 6e3nekn/edyekTMBHOCTI Ta
BMNYCK cepil: thapmakoHarnagy. 3MiH1 y KOpoTKili
Mepk Wapn i XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
Joym B.B., MapKyBaHHs Ta iHCTPYKUIiT 4518 MeANYHOro
HigepnaHvgn 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMW AaHUMK 3
AKOCTI, JOKNIHIYHUMU, KNIHIYHUMU AaHMKn Ta
AaHvMu 3 chapmakoHarnsagy (3miHv go
IHCTPYKUiT y po3ginun: "Cnoci6é 3acTocyBaHHsA
Ta go3un", "OcobMBOCTI 3aCTOCYBaHHS",
"B3aemogis 3 iHWMMU NiKapcbKuMu
3aco6amu Ta iHWi BUAW B3aeMogiii",
"apmakonoriyHi BacTnBocTi'”.
57. | IHEDXI Tabnetku, 10 mr/20 wmr, Mepk Wapn i Joym Brpo6HMK Cinranyp BHECEHHS 3MiH [0 peecTpaLiiiHX UA/7872/01/02
no 14 tabneTtok y laea, IHK Hepo3dacoBa /HinepnaHgu matepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peuyenmom
6nicTepi; no 2 6nictepu HOI NpoAyKu,i: [oToBMIA Nikapcbkunii 3aci6. Cuctema
B KapTOHHIi Kopo6Lyi MCA, KOHTeliHep/3aKynopoBanibHWii 3aci6. 3MiHa
IHTepHeLuHN PO3Mipy YNakoBKy roTOBOrO /iKapCbkoro
v6X (chinis 3ac06y (BWIYYEHHS YMakoBKN MEBHOTO
Cinranyp), po3mipy) (BUyYEHHS NEBHUX BUAIB
CiHranyp yrnakoBKW NikapcbKoro 3acoby); 3MiHu Il Tuny
MakyBaHHs, - 3MiHKM Wwoao 6e3nekn/edekTMBHOCTI Ta
BUMYCK Cepii: thapmakoHarnagy. 3MiHU y KOpOTKili
Mepk Wapn i XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
Joym B.B., MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
Higepnangn 3aCTOCyBaHHS Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW faHUMK Ta
LaHumn 3 hapmakoHarnsagy (3mMiHu go
IHCTpYKUiT y po3ainu: "Cnocib 3acTocyBaHHS
Ta o3un", "OcobMBOCTI 3aCTOCYBaHHS",
"B3aemogis 3 iHWVMU fikapcbKuMu
3acob6amu Ta iHWi BUAy B3aEMogii",
"apmMakonoriyHi BnacTnBocTi'.
58. | IHEDXKI Tabnetku, 10 mr/40 wmr, Mepk Wapn i Joym Brpo6HMK Cinranyp BHECEHHS 3MiH [0 peecTpaLiiiHnX 3a UA/7872/01/03
no 14 tabnetok y laea, IHK Hepo3dhacoBa /Higepnangu marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
6nictepi; no 2 6nictepu HOI NpOAYKLUiT: [oTOBMIA Nikapcbkuii 3aci6. Cuctema
B KapTOHHIi Kopo6Lyi MC[, KOHTeliHep/3akyrnoptoBasibHWii 3aci6. 3MiHa
IHTepHeLUHN PO3Mipy YNakoBKV roTOBOrO /liKapCbkoro
m6X (cpinis 3aco06y (BW/IyYEHHS YNakoBKM NEBHOIO
Cinranyp), pO3mipy) (BUNYyYEHHS NEBHUX BUAIB
CiHranyp yNakoBKM NikapcbKoro 3acoby); 3minu Il Tuny
MakyBaHHS, - 3MiHK Wwoao 6e3nekn/edeKkTUBHOCTI Ta
BUMYCK Cepii: thapmakoHarnsgy. 3MiHM y KOpPOTKili
Mepk Wapn i XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
Joym B.B., MapKyBaHHS Ta IHCTPYKLUiT A1s MeanYHOoro
HigepnaHngm 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JAaHUMK 3
AKOCTI, AOKNIHIYHUMMW, KIIHIYHUMUW AaHUMK Ta
LaHumn 3 hapmakoHarnsagy (3mMiHu go
iHCTPYKLiT y po3ainu: "Cnocib 3acTocyBaHHs
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

"o

Ta gosun", "OcobnnBOCTi 3aCTOCYBaHHA",
"B3aemogis 3 iHWMMU NiKapCbKUMM
3acob6amMu Ta iHLi BUAY B3aEMOg",

"apmMakonoriyHi B1acTnBoCTi".

59.

IHGAHPUKC™ INB
KOMBIHOBAHA
BAKLVHA ANsi
MPODINAKTUKN
DVNOTEPII,
MPABLS,
KALLI/TIOKA
(ALUEMONAPHNIA
KOMMOHEHT) TA
NoNIoMIENTY

CycneHsist oNns iH'ekuiii
no 0,5 mn y nonepefHL0
3anoBHEHOMY
0[IHOPa30BOMY LUMPULL Y
KOMMN/IEKTi 3 rONIKOI; N0
1 a6o 10 nonepeaHbO
3anoBHEHUX
0[IHOPa30BYX LUMPULIB Y
nNacTyKoBoMy
KOHTelHepi; no 1
KOHTEiHEepY B KaPTOHHIl
Kopobu,i

FnakcoCmiTKnsiiH

Ekcnopt Jlimiteq,

Benuka
BpuTtaHis

nakcoCmiTKn
SAAH

Bionogxikan3
C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis:
3MiHK | TNy - 3MiHa NnapameTpiB
cneundikauii Ta/abo JONYCTUMUX MEX
NepBUHHOT YNakoBKWN rOTOBOrO JliKapCbKOro
3ac00y (fONOBHEHHS cnevuydikalii HOBUM
MOKa3HMKOM 3 BifNOBIAHUM METOAO0M
BMNPOOGYBaHHS) - 4OMOBHEHHS crneumdikaL,i
TecTom A (NoBepxHeBUIA TecT) 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA 415
nokasHuka Hydrolytic resistance Test ans
unningpis wnpuuis 3 CCT; 3MiHn | TRy -
3MiHa napamMeTpiB cneymdikauiin Ta/abo
[0NYCTUMUX MEX NepBUHHOT YNaKoBKU
roTOBOrO /IiKapCbKOro 3acoby (40MOBHEHHS
cneumdikaLii HOBUM NOKa3HWKOM 3
BiAMNOBIAHUM METOL0M BUNPOOYBaHHS) -
[0NOBHEHHS cnewmdikayii NoKasHUKOM
Visual control 3 BignoBigHUM METOA0M
BUNPOBYBaHHA A8 LWAIHAPIB WNpuLiB 3
CCT,; 3MiHu | TUny - 3mMiHa napameTpis
cneumdikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNaKkoBKWY rOTOBOrO JlikapCbKOro
3aco6y (fONOBHEHHS cnevudikaLlii HOBUM
NMOKa3HMKOM 3 BiNOBIAHUM METOAO0M
BMNPOGYBaHHS) - AONOBHEHHS cneumndikawii
nokasHukom ldentity by Total Ash Test 3
BiANOBIAHUM MEeTOA0M BMNPOGYBaHHA A5
yLibHIOBaYiB NOpLUHIB Wwnpuuis 3 CCT;
3MiHM | TURY - 3MiHa Byb-SKOT YaCTUHK
maTepiasny NepByHHOT yNakoBKK, L0 He
KOHTaKTy€e 3 rOTOBMM J1iKapCbKUM 3aC060M
(Hanpviknag Konip KpULIEeYOoK 3 KOHTPONEM
NepLIoro BiAKPUTTS, KONIp KOJOBUX Kinewb
Ha amnynax, KoHTeliHepa 415 rosok (pisHi
BMAM nnacTmacw) (3mMiHa, sika He BNAVBaE Ha
KOPOTKY XapaKTepuCTUKy NiKkapCbKoro
3acoby)

Ba peyenmom

UA/13939/01/01

60.

IHOAHPUKC

cycneHsis (DTPa-HBV-

"nakcoCwmiTKnsiiH

Bennkobput

nakcoCwmiTKn

Benbris

BHECEHHS 3MiH 0 PEECTPALiiHNX

3a

333/12-
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
FEKCA™/INFANRI IPV) ans iH'exuin y Ekcnopt flimiteq aHis ANH marepianis: peyenmom 300200000
X HEXA™ nonepeAHLO Bionomxikans 3MiHK | TUNY - 3MiHa HaliMeHyBaHHA Ta/abo
KOMBIHOBAHA HanoBHeHOMY C.A. ajipecy MicLA NPOBAaKEHHS AiS/IbHOCTI
BAKUUHA onda 0HOPAa30BOMY LUMPUL Y BMPO6HMKa (BK/THOYAKUM, 38 HEOOXIAHOCTI,
MPO®INTAKTUKN KOMNeKTi 3 BOMa MicLie NpoBefEeHHS KOHTPOJIO AKOCTI), abo
ANDTEPII, ronkamu Ta niogoinisar BN1acHuKa mactep-caiina Ha APl, abo
NPABLS, (Hib) y donaxoHi, wo noctavanbHuka A®l/BuxigHoro
KALLUTHOKY . 3MiLLYIOTbCA Nepeq, mMartepiany/peareHTy/NPoOMKHOIo NPOAYKTY,
(ALENONAPHUAN BUKOpUCTaHHAM, Ne 1 LLIO 3aCTOCOBYOTLCS Y BUPO6HULTBI ADI -
KOMMOHEHT), abo Ne 10 3MiHa Ha3BW BMPOGHMKA Ai0UMX PeYOBUH
FENATUTY B, andptepiitHoro (D) Ta npasuesoro (T)
noniomMienitTy TA KOMMOHEHTIB BaKLMHW, Y 3B'A3KY i3
3AXBOPHOBAHDb, npuabaHHsam komnaHielo GSK Vaccines
3bYAHNKOM GmbH nignpremcTsa Novartis Vaccines and
AKUX € Diagnostics GmbH & Co. KG.
HAEMOPHILUS
INFLUENZAE TUNY
B
61. | KAM®OMEH® aepo3onb no 30ry AT "Ctoma" YkpaiHa AT "CToma" YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHX be3 peyenma UA/4361/01/01
6a10Hi aep030/IbHOMY marepianis:
anomiHiesomy; no 1 3MiHu Il Tuny - 3MiHK Woao
6as10Hy 3 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
posnuoBayYemM B navui BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta
YMOB BUAaui peECTPaLifiHOro NoCBiAYEeHHS,
BK/IIOHaK0uM MNnaH ynpasniHHS pusukamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noA&asTbLIOro 06rpyHTYBaHHS HOBMMM
[04aTKOBUM A@aHMK, L0 MatoTb
Ha/faBaTnCA KOMMNETEHTHUM OpraHoMm,
OCKi/fIbKU BUMAraeTbCsl CyTTEBA OL{iHKa
KOMNETEeHTHUM OpraHoMm) - BrKoHaHHSA
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY 2.3
NyHKTY 2 gogatky 15 go MNopsaky
npoBefeHHA excnepTu3n peecTpauiiHnx
mMartepianis Ha nikapcbki 3acobu, Lo
noJaloTbCA Ha AepxaBHy peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTnsn
marepianiB Npo BHECEHHS 3MiH 0
peecTpavuiiHux maTepianis NpoTArom aii
peecTpavuiiiHoOro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Bifg,
26.08.2005 Ne 426 (y pegakuii Hakasy MO3
Big 23.07.2015 Ne 460)
62. | KBETUPOH XR 200 | TabneTtku TOB "®apma Crapt" YkpaiHa TOB "dapma YKpaina BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX Ba peyernmom UA/14089/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

MPOJIOHIrOBaHOI Aji, No
200 mr no 10 TabneTok y
6nictepi; no 1 a6o no 3,
abo no 6 6nictepiB y
nauui 3 KapToHy

Crapt”

marepianis:
3MiHM | TNy — nogaxHa Hosoro CEP RO-
CEP 2014-108-Rev 00 gna Adl kseTianiHy
ymapaTy Bif 3aTBEPAKEHOIO BUPOOHNKA;
3MiHM | TUny - 3MiHa nepiogy NOBTOPHUX
BunpobysaHb/nepiogy 36epiraHHs abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [0Cbe cepTudikaTa
BiNOBIAHOCTI €Bponelickkili hapmakoner,
LLIO BK/IKOYAE Nepiog, NOBTOPHOTO
BMNpobyBaHHsA) (Nepiog, NOBTOPHOIO
BMNpoGyBaHHs/Nepiof 36epiraHHs) -
36inbLUEHHST a0 BBEeAEHHSA nepioay
NOBTOPHOrO BUNpPoGyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB
[ocnigpkKeHb y peasibHOMY Yaci —
36i/1bLLEHHS NepioAy NOBTOPHOIO
BMNpo6yBaHHA A®I; 3miHu | TUNY - 3MmiHa Y
napameTpax cneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisix Ha Adl, abo
BUXiAHWIA/MPOMIKHWI NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCS Y NpoLeci BUPOOHMLTBA
A®| (iHWi 3MiHW) — NpVYBEAEHHS
cneuudikayii BXigHOro KoHTposno Ad|
KBeTianiHy dymapary 3a NokasHUKOM
«MikpobionioriyHa ymcToTa» y BignoBIgHICTb
Ao sumor EP; 3MiHu | Tuny - 3miHa y
napameTtpax cneuucpikauin Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVXiHWIA/NPOMIDKHWIA NpoAYyKT/pearexT, Lo
BMKOPUCTOBYIOTLCS Y NPOLECi BUPOOHULTBA
A®| (iHWi 3MiHW) — [,ONOBHEHHS
cneumdikaLii BXigHOro KoHTpono Ad|
KBeTianiHy dymapary

63.

KBETWPOH XR 400

Tabnetku
NPOJIOHIOBaHoI Aji, No
400 mr no 10 TabneTtok y
6nicTepi; no 1 a6o no 3,
a6o no 6 6nictepis y
naJi 3 KapToHy

TOB "®apma Crapt"

YKpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLinHnx
marepianis:
3MiHu | TNy — nogaHHsa HoBoro CEP RO-
CEP 2014-108-Rev 00 ana A®l kseTianiny
dymapaTy Bif, 3aTBEPAKEHOINO BUPOBHNMKA;
3MiHuW | TUNY - 3MiHa nepiogy NOBTOPHUX

Ba peyenmom

UA/14089/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BMnNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [0CbE cepTudikaTa
BiNOBIAHOCTI €Bponelickkili hapmakoner,
LLIO BK/IHOYA€E Nepios NOBTOPHOrO
BMNpobyBaHHsA) (Nepiog, NOBTOPHOIO
BMNpoGYyBaHHA/Nepios 36epiraHHs) -
36inbLUEHHST 260 BBEAEHHSA nepioay
NOBTOPHOro BUNpobyBaHHsA/nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB
[OCNigKeHb y peanibHOMY yaci —
36i/IbLLEHHS NepioAy NOBTOPHOIO
BUNPOo6yBaHHA A®I; 3MiHu | TuNy - 3MiHa Y
napameTpax cneuudikadii Ta/abo
[OMYyCTUMUX MEX, BU3HAUYEHUX Y
cneumdikauisix Ha Adl, abo
BVXiHWA/NPOMIDKHWIA NpOAYKT/pearexT, Lo
BUKOPVCTOBYIOTBCS y NpoLeci BUPOOHMLTBA
A®| (iHWi 3MiHW) — NpUBEAEHHSA
cneuudikayii BXigHOro KoHTposno Ad|
KBeTianiHy pymapary 3a nokasHukom
«MikpobionioriyHa ymctoTa» y BignoBigHICTb
8o Bumor EP; 3MiHu | Tuny - 3miHa y
napameTpax cneuucpikauin Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo
BUXiAHWIA/MPOMIKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSH Y NPOLECi BUPOOHULTBA
A®| (iHWi 3MiHW) — AONOBHEHHS
cneumdikaLii BXigHOro KoHTpono Ad|
KBeTianiHy dpymapary

64.

KBETUPOH XR 50

Tabnetkun
MPOIOHTOBaHOI Aji, No
50 mr no 10 TabneTok y
6nictepi; no 1 a6o no 3,
a6o no 6 6nictepis y
nauuj 3 KapToHy

TOB "®apma Crapt"

YkpaiHa

TOB "dapma
Crapt"”

Ykpaina

BHECEHHS 3MiH 10 peecTpaLinHnx
marepianis:
3MiHK | TUNy - nogaHHs HoBoro CEP RO-CEP
2014-108-Rev 00 gnsa A®| keeTianiHy
doymapaTy Bif, 3aTBEPAKEHOINO BUPOBHWMKA;
3MiHK | TRy - 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,
BM3HaYeHux y cneyudpikauisx Ha Adl, abo
BVXiHWA/NPOMIDKHWIA NpoAYyKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y NpoLeci BUpobHULTBa
A®I (iHWi 3MiHK) — NpYBEAEHHS

Ba peyenmom

UA/14089/01/03




Ne

Ha3sBsa nikapcbko2o

Popma sBUMYCKY

3asiBHUK

101

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

65.

KUACNOTA

PO3unH ANs iHQysili 5

cneuudikayii BXigHOro kKoHTposno Ad|
KBeTianiHy doymaparty 3a NokasHUKOM
«MikpobionioriyHa ymctoTa» y BignoBigHICTb
Ao sumor EP; 3MiHu | Tuny - 3miHa y
napameTpax cneuucpikauin Ta/abo
[OMYCTUMUX MEX, BUHAUYEHUX Y
cneumdikauisx Ha Adl, abo
BVXiHWIA/NPOMIDKHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYIOTLCSA Y NPOLEC BUPOOHULTBA
A®| (iHWi 3MiHW) — [,ONOBHEHHSA
cneumdikaLii BXigHOro KoHTpono Ad|
KBeTianiHy dpymapary; 3miHu | Tuny - 3miHa
nepiogy NOBTOPHUX BUNPOGYBaHb/nepiogy
36epiraHHs a6o yMoB 36epiraHHs A®I (3a
BifICYTHOCTi Y 3aTBEpAXEHOMY [0CbE
cepTudikaTa BiANOBIAHOCTI EBPONEiChKil
hapmMakonei, Lo BKNoYae nepios
NOBTOPHOTrO BUNpobyBaHHS) (nepiog,
MOBTOPHOTO BUNPOGYBaHHsA/Mepios
36epiraHHs) - 36i/bLIeHHS abo BBeAEHHS
nepiofy NOBTOPHOro BMNpoGyBaHHs/nepiogy
36epiraHHa Ha OCHOBI pe3y/ibTaTiB
OOCNigpKeHb y peanbHOMY yaci —
36iNbLUEHHSA Nepiogy NOBTOPHOTO
BMNpo6yBaHHA Ad|

AMIHOKAMNPOHOB
A

%, no 100 mny
nAsLKax

MpuBaTHe akuioHepHe
TOBapucTBo "IHdy3ia"

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO

"Indpysia”

Ykpaina

BHECEHHS 3MiH [0 peecTpavLjiiiHnX
marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. 3MiHK Y
BMPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
AIKOCTi rOTOBOrO Mikapcbkoro 3acoby (3amiHa
abo gofasaHHs BMPOOHUKA, LLIO Bignosigae
3a BBE3EHHS Ta/abo BMnyck cepii) -
Britouatoumn KOHTPOIbL/BUNPOBYBaHHSA cepii -
BBEJEHHS 40AaTKOBOI AiNIbHUL KOHTPOSIO

SAKOCTI | BUMYCKY cepii: YkpaiHa, 23219,
BiHHMLbKa 06/1., BiHHULbKWIA p-H, C.
BiHHMLbKI XyTOpK, ByNn. HemupiBCbke Luoce,
6. 84 A; 3miHu | TNy - 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbkumii 3aci6. 3MiHK Y

BMPOGHMLTBI. 3amiHa abo BBEAEHHSA
[08aTKOBOI AifIbHNL BUPOGHULITBA A1
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
rOTOBOrO /iKapCbKoro 3acoby (A4inbHULsA, Ha

3a
peyerimom

SKi NPOBOAATHLCA 6YAb-sIKi BUPOOHMYI

UA/4531/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

cTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPO/O AKOCTi Ta BTOPUHHOTO MaKyBaHHS
L1151 CTEPUNBHUX NiKapCbKnx 3acobis
(BKOYAKOYM BUPOGIEHI aCenTUYHUM
MeTOA0M), KPiM JTiKapCbKMX 3ac06iB
6i0/10r4YHOr0/iIMyHO/OTYHOTO NMOXOLPKEHHS) -
BBE[EHHSI fOAATKOBOI AiNbHUL
BMPOGHULTBA: YKpaiHa, 23219, BiHHULbKaA
0671., BiHHWLBKWIA p-H, C. BiHHWLbKI XyTOpMW,
ByN. HemupiBcbke Lwoce, 6. 84 A. Cxema,
TEXHOSOriYHI cTagii BUPOOHULTBA,
napameTpu KOHTPO/IKO B NPOLECI
BMPOGHMLTBA, PO3MIp Cepii He 3MiHIOKTbCS.
HesHauHi 3MiH1 B 06/1aHaHHI BiANoBifal0Th
BuMoram GMP; 3miHa BUKI1aAeHHS
iHchopmawii y cxemi i onuci BupobHuuTBa.
CynyTHs 3MiHa - 3MiHKM 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI.
3amiHa ab0 BBeEHHS [0AATKOBOI Ai/TbHUL
BMPOGHMLTBA 415 YAaCTUHM abo BCbOro
BUPOGHMYOrO NpoLiecy roToBOro MikapCbKoro
3aco6y (AinbHWLUSA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHM 3 SKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI.
3MiHu y npoLeci BUPO6HMLITBA FOTOBOTO
nikapcbKoro 3acoby, BKIOUaKUM NPOMIKHUI
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOGHMLITBI FOTOBOIO /liKAPCbKOro 3acoby
(iHWi 3MiHW)

66.

KUACNOTA
HIKOTUHOBA

Tabnetku no 50 mr, no
50 TabneTtok y
KOHTeliHepi, no 1
KOHTeNHepy B nadui 3
KapTOHY

MpAT "TexHonor"

Ykpaina

MpAT
"TexHonor"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu

MiCLii NPOBaPKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3acoby, BK/IoYaoun AinbHUL BUNyCcKy cepil

a60 micue NpoBefEeHHS KOHTPOSIK0 SKOCTI.

(misnbHicTb, 3a AKy BignoBifae

BUPOGHUK/IMNOPTEp, BKIOYAOUYN BUMYCK
cepiii) (3miHa agpecy BMpo6HuKa MpAT
«TexHonor», 6e3 3MiHM Micus BUPO6HMLITBA
(nepelimeHyBaHHs By/. MaHyiNbCbKOro Ha
Byn. Ctapa npopi3Ha) (TepMiH BBeAEeHHS
3MiH NpOTAroM 6-Tu MicsLiB nicns
3aTBEpPKEHHS); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro NocBig4YeHHs)
(3miHa agpecu 3asBHuKa) (TepmiH BBEAEHHSA

6e3
peyenma

UA/4362/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3MiH NpPOTAroM 6-Tu MicsLiB nicns
3aTBepKeHHS); 3MiHU | Tuny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) (3MiHM Y TEKCTi MapKyBaHHs
BTOPWHHOI YNaKoBKW: BHECEHHS iHdhopMaLlil
LLLOA0 CNOCObY Ta LWIAXY BBEAEHHS,
KaTeropii Bignycky, iHdpopmadii woao
3aCTOCYyBaHHS, NOrOTMNY BUPOGHMKA Ta
HLIMX HE3HAYHUX PefakLiiHUX NonpaBok;
3MiHW Y TeKCTi MapKyBaHHS NEPBUHHOI
yNakoBKW: BHECEHHS iHhopmaLii Wwoa0
KiNIbKOCTI A1il040i peyoBuHM Ta foroTuny
BMPO6HMKa) (TepMiH BBEAEHHS 3MiH
NPOTAroM 6-Tu MiICALIB NiC/A 3aTBePAXEHHS)

67. | KIPH MOPOLLOK A5 CyCneHsii Megokemi T/, Kinp Megpokemi Kinp/ ITanis BHECEHHS 3MiH [0 peecTpaLjiiHnX 3a UA/6669/01/01
anstiv'ekuinno 2r; 1 nTa marepianis: 3miHu | TUny - AgMiHICTpaTUBHI peyenmom
(h1aKOH 3 MOPOLLKOM Y (AMNynbHUiA 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo aapecu
KOMMNEKTi 3 IH'eKUiliHMi MiCLii NPOBaPKEHHS AiNIbHOCTI
PO3YMHHMKOM MO 3aBog), Kinp BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro
3,2 M1 B amnyni NabopaTtopio 3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
(bakTepiocTaTMuHa BoAa ITaniaHo abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.

ONst iH'exUin 3 Biokimiko (misnbHicTb, 3a AKy BignoBifae
6€eH3MN0BUM CnMpTOoM, 9 $apmacbHoTiKo BUPOGHMK/IMMOPTEp, BKIOYAOUYN BUMYCK
mr/mn) y 6nictepi; no 1 Nizachapma cepiit) (3MiHa HallMeHyBaHHs Ta
6nicTepy B kopobuj C.M.A., Itanis npuBeLEeHHS aapecy BUPOOHNYUX AiTbHULLb
y BiANOBIAHICTb A0 BrcHOBKyY LWoa0
niATBEPKEHHS BiANOBIAHOCTI BUPOOHMLTBA
nikapcbKNx 3ac06iB BUMOram HasieXHoi
BUPO6HMYOT npakTnkn (GMP) (TepmiH
BBEJEHHS 3MiH MPOTArom 3-x MicsLiB nicns
3aTBEPKEHHS)

68. | NIAPIAM® Tabnetkn no 250 mrno 4 | ®.XodhcpmaHH-/1s Pow LLiBeiiuapis Brvpo6HMuTBO LLeiiuapisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/1778/01/01
TabneTtkn y 6nictepi; no nTp Hepo3chacosa PpaHuis/ marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI peyenmom
2 6nicTepn y KapTOHHIi HOT NpoAyKuii, LLiBeiiuapis 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Kopobui BUNPOGYBaHHSA MicLisi MPOBaMKEHHS AiANbHOCTI BUPOGHMKA

KOHTPOSIO (BKKOUaOuM, 3a HEOOXiAHOCTI, Micue
SAKOCTI, BUNYCK NpoOBeLEHHS KOHTPO/IO SKOCTI), abo
cepii: BNlacHUKa macTep-gaiina Ha A®l, abo
®.XothdmaHH- noctavanbHuka A®l/BuxigHoro
Na Pow Nita, mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY,
LLieiiuapis; LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI API
Brpo6HMLUTBO (AKLLLO 3a3HAYEHO Y AOChE HA MiKapCbKuii
Hepo3dhacoBa 3acib) 3a BigCyTHOCTI cepTudiikata
HOI NpoAYKLUIT, BiANOBIgHOCTI €Bponeiickkili hapmakonei y
nepBuHHe Ta 3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA
BTOPUHHE HOBOI [ONOMDKHOT PeYOBUHU (SIKLLO
nakyBaHHs: 3a3HayeHo y Aocke) (3MiHa Has3Bu AiNbHULI 3
CeHekci, BVMPOGHMLTBA Ait040i pe4OBUHN Medp/IOXiH,
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
PpaHLis 6e3 3MiHn Micusa BUpo6HMLTBa (TepmiH
MepBuHHE Ta BBEJEHHS 3MiH NPOTAroM 6-Tn MicsALiB nicns
BTOPVHHE 3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK 3
nakyBaHHs1, AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMNPOOYBaHHSA BUPOGHMUTBI. 3amiHa abo BBeeHHS
KOHTPOIO [0AAaTKOBOI Ai/TbHULi BUPOGHMLTBA A1
AKOCTI: 4acTuHK abo BCbOro BUPOOHNYOrO npouecy
. XodhpmaHH- roToOBOro NikapcbKoro 3acoby (AibHUUA AnA
Na Pow Jita, BTOPUHHOIO NakyBaHHs) (BBeAeHHA AinbHUL
LLiBeiiuapis CeHexci, PpaHLis, 5K 4iTbHNL NePBUHHOTO

nakyBaHHs /likapcbkoro 3acoby) (TepmiH
BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBEPMKEHHS); 3MiHM | Tuny - 3MiHK 3
AKoCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOI Ai/TbHMLj BUPOGHMLTBA A4/15
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO /IiKapCbKOro 3acoby (AinbHuUA AnA
NepBUHHOTO NakyBaHHs) (BBefeHHs
LinbHULUi CeHekci, ®paHLis, AK OiNbHULL
BTOPVHHOIO MakyBaHHS MlikapCbKOro 3acoby)
(TepmiH BBeAEHHS 3MiH NPOTArOM 6-Tu
MicsAILiB Micns 3aTBepoKEHHS); 3MiHW | Tvny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3amiHa ab0 BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBGHMLTBA ANA
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHW)
(BBegeHHs ainbHuui CeHekci, PpaHuis, Ak
AiNbHULI 3 BUPO6HULITBA HEpO3dhacoBaHOIl
npoaykuii ikapcbkoro 3acoby) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
ab60 micLe NnpoBeAEeHHA KOHTPOSIK0 SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BUPOGHMK/IMMOpTEp, BKIOYAOUYN BUMYCK
cepiii) (3MiHa (YTOUHEHHs) Ha3BM Ta agpecu
BVMPOGHMYOI AinbHuLi ®.XoddmaH-/1a Pow
NTa, WBeiiuapisi, ska 34ilicHIoe
BVMPOGHMLTBO Hepo3hacoBaHO! NPOAYKL;i,
BUMPOOYBaHHA KOHTPOJIO SKOCTI, BUNYCK
cepii 6e3 3MiHM MicLs BUPOOHNLTBA)
(TepmiH BBEAiEHHS 3MiH MPOTSAroM 6-Tn
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHM | Tuny -
AMiHICTpaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AISANbHOCTI
BUpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKNOYaUY AiNbHULi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOJHO SKOCTI.
(misnbHICTb, 3a AKy BignNOBIfaE
BMPOGHUK/IMNOPTEP, HE BKIHOYAOUN BUMYCK
cepiii) (3miHa (yTOUHEHHS) Ha3BM Ta agpecu
BMPOGHMYOI AinbHuLi ®.XoddmaH-/1a Pow
N1a, Weeiiuapis, ska 34jiiCHI0E NEpBUHHE Ta
BTOPVHHE NakKyBaHHS, BUNPOOyBaHHS
KOHTPO/KO SIKOCTi, 6€3 3MiHN MicLs
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH
NpPOTArom 6-TM MiICALIB NiC/1A 3aTBePAKEHHS)
69. | NEBONMET TabneTku, BKPUTI [O-p Peppi'c IHais Op. Pepai'c IHAis BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a UA/9474/01/01
NAiBKOBOK 060/IOHKOIO, JNlabopaTopic /Tg, Nab6opaTtopic martepianis: 3MiHu | TMNy - AGMIHICTPaTUBHI peyenmom
no 250 mr, no 10 Nimites, 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
Tabnetok B 6nictepi; no Bupo6bHuya 3asiBHUKA (BNacHMKa peecTpauiiiHoro
1 6nicTepy y KapTOHHIi OinbHWUS - 11 noceigyeHHs) (3MiHa agpecu 3asBHUKa)
Kopobu,i
70. | NEBONET TabneTku, BKPUTI [O-p Peppj'c IHais Op. Pepai'c IHais BHECEHHS 3MiH [10 peecTpaLjiiiHmx 3a UA/9474/01/02
NAiBKOBOK 060/IOHKOIO, JNlabopaTopic /Tg, Nab6opaTtopic mMartepianis: 3MiHu | TMNy - AGMIHICTPaTUBHI peyenmom
no 500 wmr, no 10 Nimites, 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Tabnetok B 6nictepi; no Bupo6bHuua 3asiBHUKA (BNacHMKa peecTpauiiHoro
1 6nicTepy y KapTOHHii AinbHWUA - 11 noceigyeHHs) (3MiHa agpecu 3asBHUKa)
Kopobui
71. | NEBOJNET TabneTku, BKpUTI [O-p Peppi'c IHAiA [Op. Peagi'c IHAis BHECEHHS 3MiH 10 peecTpavLinHnx 3a UA/9474/01/03
NAiBKOBOK 060/IOHKOIO, JlabopaTopic /Tg, Nab6opaTtopic mMartepianis: 3MiHu | TUNy - AgMIHICTPaTUBHI peuyenmom
no 750 mr no 5 a6o 10 Nimites, 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
Tabnetok y 6nictepi, no BupobHuua 3asiBHUKA (BNacHMKa peecTpaiiHoro
1 6nicTepy y KapTOHHiIl LinbHuus - 1l nocBigyeHHs1) (3MiHa agpecy 3asiBHMKA);
KopoobLi 3MiHu | TMNY - 3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
PO3Mipy ynakoBKy roTOBOrO /iKapCbkoro
3aco6y (3miHa Ki/lbKOCTi OfMHULb
(Hanpukniag TabneTok, amnyna ToLo) B
ynakoBLi:) - 3MiHa y giana3oHi
3aTBEPMHKEHNX PO3MIPIB YNAKOBKK
(BBEAEHHA A0AATKOBOI YNakoBKM FOTOBOrO
nikapcbKoro 3acoby no 5 tabnetok y
6nictepi; no 1 6nicTepy y KapTOHHI kopobLi
3 BiANOBIAHMMM 3MiHaMK Y p. "YnakoBka")
72. | NIMEHAA Cyno3uTopii BariHanbHi POTA®APM TypeyunHa 3eHTiBa TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHmux Ba peyernmom UA/14636/01/01
Ne 7 (7x1), Ne 14 (7x2) y INAYNAPI ATA. WTI. Carnvk marepianis:
6nicTepax YpyHnepi CaH. 3MiHu | TUNy - 3MiHK Woao
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Be Timk. A.LL.

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBefeHHst ab0o 3MiHN [0 y3araslbHEHNX
JaHunx nNpo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHVX Npo
cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifa1bHOI 3a
3[iiCHEeHHs hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
ocobu, BignoBigasbHOI 3a 3AiCHEHHS
hapmakoHarnsgy (Bkaoyakouy KOHTakKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3aTBepAkeHo: YNoBHOBaXeHa ocoba
3asBHMKa, BignosiganbHa 3a
thapmakoHarnsag — n. Mexmet Ani Tedpexni /
Mr. Mehmet Ali Tefekli. 3anponoHoBaHo:
YnoBHOBaxeHa 0coba 3asaBHUKa,
BiAMOBIgasIbHA 3a hapmakoHarnag, -
Casillesa Jlapuca / Savishcheva Larisa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT
0C06M. 3MiHa KOHTaKTHVX AaHUX KOHTaKTHOT
ocobu. 3miHa Micus 3AiACHEHHSI OCHOBHOI
AiSNbHOCTI 3 hapMakoHarnsgy. 3miHa
agpecv mactep-caiina

73.

MAHIT

PO34uH NS iHdy3il
15%, no 100 mn , no 200
mn a6o no 400 mny
nswKax

MpuBaTHe akLuioHepHe
TOBapucTBo "IHdy3ia"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Indpysisa”

YkpaiHa

BHECEHHS 3MiH IO peecTpavLiiiHX
matepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI.
[oTOBWI1 NiKapCbkWii 3aci6. KOHTpob
rOTOBOrO /likapcbkoro 3acoby (iHLwi 3miHu) (B
crneundikaLito Ta MeToAmn KOHTPONS AKOCTI
BHOCUTLCSI HOPMYBaHHS 3a MOKa3HNKOM
«MexaHiyHi BK/TIOYEHHS: HEBUANMI YacTKn»
019 [OAATKOBOI YnakoBkv Ao3yBaHHAM 100
mn); 3miHu |l Tuny - 3MiHK 3 SIKOCTi. TOTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa
pPO3Mipy yNnakoBK/ roTOBOrO MikapCbKoro
3acoby (3miHa macu/o6'emy BMiCTy
KOHTeliHepa 6araTo030BOr0 CTepUIbHOIO
nikapcbKoro 3acoby (abo 04HOA030BOrO,
4aCcTKOBOrO BUKOPUCTaHHS) Ta
6araTo1030BOr0 /iKapCbKOro 3acoby
6i010r4HOro/iMyHOIONYHOTO NMOXOKEHHS

3a
peyenmom

UA/4535/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

AN NapeHTepasIbHOrO 3aCTOCYBaHHS)
(BBELEHHA A0AAaTKOBOT ynakoBku no 100 mn
y NASWKax, 3 Bi4NOBIAHUMM 3MiHAM Y p.
«YnakoBka». MNepBUHHWI NaKyBabHWi
mMartepian He 3MiH1BCS)

74.

MEAAKCOH

MOPOLLIOK 47181 PO3UNHY
ans iH'exuii no 1,0 r, no
10 chnakoHis 3
MOPOLLIKOM B KapTOHHili
Kopoo6Li

Megokemi NTA

Kinp

Megokemi
NTA (3aBop,
0

Kinp

BHECEHHS 3MiH [0 peecTpaLiiHnuX
marepianis:
3MiHV | TUNY - BUNYYEHHS BUPOOHUYOT
OinbHULI (BKIHOYaoun AinbHUL ana Adl,
NPOMDKHOro NPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHUL Ans
NpoBefeHHs NakyBaHHs, BUPOGHUKA,
BiAMNOBIAa/ILHOIO 3a BUMYCK Cepili, MicLe
npoBeAeHHs KOHTPOIo cepii) abo
noctavasibH1Ka BUXifHOTo matepiany,
peareHTy abo AONOMIXHOT Pe4OBUHY -
BW/TyYEHHS BUPOOHUYOI AinbHULi Harbin
Pharmaceutical Group CO., LTD General
Pharm. Factory, China, BignoBiganbHoi 3a
BMPOGHMLTBO AD| LledpTpMakcoH HaTpito

Ba peyenmom

UA/7582/01/01

75.

MEAAKCOH

NOPOLLIOK A/151 PO3UNHY
ONst iH'eKUi no 2 1, no
10 dhiakoHiB 3
MOPOLLKOM B KapTOHHil
KopoobUi

Megokemi NTA

Kinp

Megokemi
NTA (3aBop,
&)

Kinp

BHECEHHS 3MiH 10 peecTpavLiiiHmX
marepianis:
3MiHM | TUNY - BUYYEHHST BUPOOHUYOT
AinbHUUI (BKAOYaoumn ainbHuli ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro
nikapcbKoro 3acoby, AinbHNLi ANs
NpOBeAEHHs NakyBaHHs, BUPOGHUKA,
BiAMNOBiga/IbHOro 3a BMMNYCK Cepiit, Micue
nNpoBeAEeHHA KOHTPOIo cepii) abo
noctavajibHUKa BUXigHoOro martepiasny,
peareHTy abo [ONOMiXHOI PEYOBUHY -
BWYYEHHS BUPOOHUYOI AinbHULi Harbin
Pharmaceutical Group CO., LTD General
Pharm. Factory, China, BignoBiganbHoi 3a
BUPOGHMLTBO AD| LedTpMakcoH HaTpilo

Ba peyerimom

UA/7582/01/02

76.

MEANXPOHAN®-
JAPHULA

rpaHynu, naket Ne 1 ta
naket Ne 2 y nauuj; 7
naketis Ne 1 ta 7
nakeTis Ne 2 y nauui; 21
naket Ne 1 ta 21 naket
Ne 2 y nauui

MpAT
"GapmaueBTnyHa
dipma "AapHuua”

YkpaiHa

MpAT
"®apmaueBTun
YHa hipma
"fNapHuus"

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis:

3MiHW | TUMY - NOAAHHA OHOBMIEHNX
cepTudikaTiB BifANOBiAHOCTI EBpONEACHKiIi
thapmakonei (CEP Ne R1-CEP 1996-030-

Rev 04) chipmoto BUpo6HrKoMm Roquette

Freres, France Ta (CEP Ne R1-CEP 1997-
059-Rev 03) chipmoto BUpo6HMKomM Cargill

be3 peyenma

UA/6504/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

S.L.U., Spain, Ha gitouy peyoBuHy Glucose
monohydrate Ta BignNoBiAHI 3MiHW Ta
pefakuiiHi yTOYHEHHS! 0 METOZiB BXiAHOMO
KOHTPO/IO Ait040i peYoBMHM Bi4NOBIAHO [0
MoHorpadii EP Glucose monohydrate.
BBegeHHA 3MiH NpoTArom 6-tm micauis
nicns saTBepKeHHs; 3MiHun | Tuny - 3miHa
y MmeTogax BunpobysaHHA AP| abo
BMXiAHOrO Marepiasny/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea APl (He3HauHi 3MiHN
y 3aTBepKeHNX MeToAax BUNPOGYBaHHS);
CYNyTHS 3MiHa: 3MiHa y NnapameTpax
cneundikauii Ta/abo AONYCTUMUX MEX,
BM3Ha4YeHuxX y cneyudpikauisx Ha Adl, abo
BVIXiHWA/NPOMDDKHUIA NpoAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS y NpoLeci BUPobHMLTBA
A®I (iHWi 3MiHM) - Ao cneumndikayii Ta
MEeTO/AiB KOHTPOJIKO AKOCTI Ajilo40T peyoBUHU
Glucose monohydrate BHOCATbCS 3MiHU B
po3ain «MikpobionoriyHa ynctoTa»
BiANoBiAHO A0 BUMOr dY

77.

ME/NIBEK®

Tabnetkv no 15 mr no 10
TabneTok y 6nictepi; no
1 a6o 3 6nictepu y
KapTOHHIlA ynakoBLj; no
4 TabneTku y 6nictepi;
no 1 6nictepy B
KapTOHHIli KopoobLi

HOBE/ IJAY CAHAT
BE TIIXKAPET A.LLL.

TypeyunHa

HOBEJ1 ITAY
CAHAI BE
TIOXAPET

A.LLl.

TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis:

BUMPaB/IEHHS TEXHIYHUX MOMWUIIOK Y
MeTofax KOHTPO/IO AKOCTi Ha Nikapcbkuii
3acib, y metoauLj BUNpo6yBaHHA NokasHuka
«Po34nHeHHA» Byna gonylieHa nomuika
npy 3a3HavyeHHi KOHLeHTpaLlii CTaHgapTHOTo
pO34nHY

Ba peyenmom

UA/3933/01/02

78.

METUNYPALWUN

CYNo3uTOpIi peKTasIbHI
no0,5r,no5
cynosuTopiiB y 6icTepi,
no 1 a6o 2 6nictepun y
nauuj

MpuBaTHE akuioHepHe
TOBapuCTBO "JIEKXIM -
Xapkis"

YKpaiHa

MNpusartHe
akujioHepHe
TOBapuCTBO

"Jlekxim -

Xapkis"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiai:
3MiHu | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro NocBig4YeHHs)
(3miHa HaliMeHyBaHHS Ta afpecy 3asiBHUKA);
3miHu | TYny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
ab60 micLe NnpoBeAEeHHA KOHTPOSIK0 SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMpPOGHUK/IMNopTep, BKIKYAKUYN BUMYCK

6e3
peuyenma

UA/2895/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
cepiii) (3miHa agpecu Ta Ha3BW BYPOGHMKa
N3, 6e3 3MiHW Micusi BUPOGHULITBA)
79. | METUNYPALUWUN Cyno3unTopii pekTasibHi MpvBaTHE aKuioHepHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLinHmx maTepiaJii: - UA/13824/01/01
no 0,5 r, in bulk: Ne1000 TOBapUCTBO "JleKxim - akuioHepHe 3MmiHu | TYny - AgMiHICTpaTuBHI 3MiHK. 3MiHa
(no 5 cynosuTopiiB y Xapkis" TOBapuCTBO HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
6nicTepi, no 200 "Jlekxim - (BNacHvka peecTpauiiHoro nNocBig4eHHs)
6nicTepiB y ALLMKY) Xapkis" (3MiHa HalilmeHyBaHHA Ta afpecu 3asiBHUKA);
3MiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSs Ta/abo agpecu micus
NPOBaPKEHHS AISNbHOCTI
BMpO6HMKa/iMnopTepa roToBoro JikapcbKoro
3acoby, BKOYaUY AiNbHULi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy BigNOBILaE
BMPOGHMK/IMIOPTEP, BKIOYAKOUYN BUMYCK
cepiii) (3miHa agpecu Ta Ha3BW BYPOGHMKa
13, 6e3 3MiHN Micusi BUpOBHULTBA)
80. | HA3IK® ANnA cnpeii HazasbHWIA, Kaccenna-meg MméX HimeuunHa Knoctepdpay HimeuunHa BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX bes3 peyenma UA/9133/01/01
BITEN po3unH no 10 mny eH Ko. Kl Bepnin M'v6X marepianis:
dhnakoHi; no 1 chnakoHy 3MiHM | TUMY - NOAAHHA OHOB/IEHOTO
pa3om 3 HacafKkow A cepTudcpikaTa BiANOBIAHOCTI EBPONEChKIlt
PO3NUNEHHS Y KAPTOHHINA hapmakonei Ne R1-CEP 2008-255-Rev 01
Kopobui; no 10 mny ons aitoyoi peyosnHu Xylometazoline
chnakoHi; no 1 chnakoHy hydrochloride Big Bxe 3aTBepxeHoro
3 (hikcoBaHO HacaaKow BUPOOHUKA
NS PO3NWEeHHs B
KapTOHHI KOpo6L
81. | HA/IBY®IH- PO34mnH NS iH'ekuiid, 10 TOB "®APMEKC Ykpaina BCi cTagii, YkpaiHa BHECEHHS 3MH [10 PeECTPaLinHNX 3a UA/11606/01/01
PAPMEKC mr/mn, no 1 abo no 2 mn reyn" BK/THOHAOUN MaTepianis: NpuBeAEHHA y BiANOBIAHICTb peyenmom
y nonepeaHbo BMNYCK cepil: B[O peecTpauiiiHux matepianis
3aMN0oBHEHOMY LUMPULL; TOB HanucaHHsA yNakoBOK B NpoLeci
no 1 a6o 5 nonepefHbO "®APMEKC BHECEHHS 3MiH - 3MiHu | Tuny -
HanoBHEHWX LUNPULIB Y reymn:, AIMiHICTpaTUBHI 3MiHN. 3MiHa
KOMMNJIEKTi 3 rofikamu y YkpaiHa,; HalilMeHyBaHHs Ta/abo agpecy Micus
KOHTYPHIll YapyHKOBI BCi cTagii, NPOBaKEHHS AISANbHOCTI
ynakosLi a6o 6nictepi; OKpiM BUMYCKY BMPOGHMWKa/imnopTepa roToBoro ikapcbkoro
no 1 KOHTYpHil cepil: 3acoby, BKIYaoun AinbHUL BUNYyCKy cepil
YapyHKOBIli ynakoBLyi TOB "X®r abo micLe NpoBefeHHsI KOHTPOJIHO SKOCTI.
a6o GnicTepy y nauui; "3p0poB's (misnbHICTB, 3a AKy Bignosigae
no 1 mn abo no 2 mn B Hapoay", BMPOGHMK/IMNOPTEpP, BKIOYAKOUN BUMYCK
amnyni; no 5 amnyn y Ykpaina cepiii) (3miHa agpecy BupobHuka TOB

6nicTepi; no 1 abo 2
6nictepu y nau,

«®APMEKC I'PYI») (TepMiH BBEEHHS 3MiH
NpoTArom 6-Tv MicayiB nicns
3aTBEPMKEHHS); 3MiHM | TUny -
AIMiHICTpaTUBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaPKEHHS AiSiSIbHOCTI
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
ab60 micLe NnpoBeAEeHHA KOHTPOSIKO SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMPOGHUK/IMMOPTEp, HE BK/IOYAKYN BUMYCK
cepiit) (3mMiHa agpecy BUpo6HUKa TOB «X®T1
«300poB‘sa Hapoay») (TepMiH BBEAEHHS 3MiH
NpOTArom 6-Tv MicAuiB nicns
3aTBEPKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA
(BNacHuKa peecTpauiiHoro NocBigYeHHs!)
(3miHa agpecu 3asBHuKa) (TepmiH BBeAEHHS
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS)
82. | HEBIBOJION-TEBA | Tabnetku no 5 mrno 7 TeBa ®apmaueBTikan I13painb AT YropLumHa BHECEHHHS 3MiH [0 peecTpauiiHnX 3a UA/12672/01/01
Tabnetok y 6nictepi, no IHpacTpi3 14, dapmaneBTUy matepianis: 3MiHu | TUNY - 3MiHKX 3 AKOCTI. peuyenmom
4 6nicTepn B KOPOOL; HWIA 3aBOS, oToBUIA Nikapcbkuii 3aci6. Cuctema
no 10 Tabnetok y TEBA KOHTeliHep/3aKynopoBaibHWii 3aci6. 3MiHa
6nictepi no 3 6nictepu B pPO3Mipy ynakoBK/ roTOBOrO NikapCbKoro
kopobui; no 10 TabneTok 3aco6y (3MiHa KinbKOCTi 0ANHULIb
y 6nicTepi no 2 6nictepu (Hanpuknag TabneTok, amnyn TOLO) B
B KOpOOL ynakoBLii:) - 3mMiHa nosa fianasoHoMm
3aTBEPMKEHNX PO3MIPIB YNAKOBKU
(BBEAEHHA [,OAATKOBOrO PO3MIPY YNaKoBKM:
Ne 20 (10 ? 2) y 6nicTepi, 3 BigNoBiAHUMU
3MiHaMu [0 po3Ainy ynakoBka, MepBUHHUIA
nakyBaslbHUIA MaTepian He 3MiHMBCS)
(TepMmiH BBEAEHHS 3MiH NPOTAroM 6-Ti
MicsILiB MiCNsA 3aTBEPAKEHHS)
83. | HE®POAON TabneTkn, BKpUTI TOB "dapmaueBTNYHa Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnX 6e3 UA/15033/01/01
060/10HKO10, M0 10 KOMnNaHis "TexHonor" mMartepianis: 3miHu | TMny - 3MiHK WOA0 peuenma
TabneTtok y 6nictepi; no "CANOTAPIC" 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

6 6nicTepiB y nayu;j i3
KapTOHy

3MiHU Y KOPOTKill XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 419 MeAUUYHOro 3acTOCyBaHHS
reHepnyYHUX/ribpuaHnx/6ionogibHmNX
nNiKapcbKnx 3acobis Nicsis BHECEHHA Tiel
camoi 3MiHN Ha pedepeHTHWIA Npenapat
(3miHa He noTpebye HafaHHA XOLHUX HOBUX
[04aTKOBUX flaHnx) (BHeCTn 3miHu go
IHCTPYKUiT y po34inn: MNokasaHHs.
$apmakonorivyHi BNacTMBoCTi
MpoTunokasaHHsa. B3aemogis 3 iHWMMK
nikapcbkMmn 3acobamu Ta iHLWi BUagn
B3aemogiii. Ocob6/MBOCTi 3aCTOCYBaHHS.
3acTocyBaHHA y nepiog BariTHOCTi abo
roflyBaHHs rpyaar. Cnocib 3actocyBaHHs Ta
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
no3n. [itn. MNo6iyHi peakuii, 3rigHo 3
iHhopmaLieto Wwo[0 MeguyHoro
3acTocyBaHHsA pethepeHTHOro
(KAHE®POH® H ) nikapcbKoro 3acoby)
(TepmiH BBEAEHHS 3MiH NPOTAroM 1 micaus
nicns 3aTBepikeHHs)
84. | HICTATUH- TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavLiiiHX 3a UA/7727/01/01
340POB'A 060/10HKO10, N0 500000 06MEXEHO BMpPOBHULTBA, mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peuyenmom
O/fi no 10 TabneTok y BiANOBIAA/TIbHICTIO KOHTPO/1b 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun
6nicTepi; no 2 6nictepu "®apmMaveBTUYHa SIKOCTi, BUNYCK MiCLii NPOBaPKEHHS Ai/IbHOCTI
Y KapTOHHIi kopobui KoMnaHis "3popos'a” cepit: BMpO6HMKa/iMnopTepa roToBoro JikapcbKoro
ToBapucTBO 3 3acoby, BKOYaUY AiNbHULi BUNYCKY cepil
0bMexeHot abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
BignoBigasbHi (misnbHICTb, 3a AKy BigNOBILaE
cTio BMPOGHUK/IMNIOPTEP, HE BKIHOYAKOUN BUMYCK
"®apmaveBTu cepiii) (3MiHa agpecy BUPOGHMKa
YHa KoMnaHis ToBapuCTBO 3 06MEXEHOI0
"3popos'a”, BignosigasbHicTio «PAPMEKC IPYIM»
YkpaiHa; (TepmiH BBEAEHHSA 3MiH MPOTArOM 3-X
BCi cTagii MicsILiB Micns 3aTBepKEHHS); 3MiHM | Tvny -
BMPOGHMLITBA, AAMIHICTPATVBHI 3MiHW. 3MiHa
KOHTpPO/Tb HalilMeHyBaHHs Ta/abo agpecu Micus
SAKOCTI: NPOBaPKEHHS AISNIbHOCTI
ToBapucTBO 3 BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro
0bMexeHot 3aco06y, BK/0YaKUY AifbHMLi BUNYCKY cepil
BignoBigasbHi a60 MmicLe NnpoBefeHHA KOHTPOSIKO SKOCTI.
cTio (misnbHiCTb, 3a AKy BigNoBifae
"®APMEKC BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK
reymn:, cepiid) (3MiHa agpecy BUPOGHMKa
YkpaiHa ToBapuCTBO 3 0OMEXEHOID

BiANOBIAa/IbHICTIO «DapMaLeBTUyYHa
KoMMaHis «340p0oB's») (TepMiH BBEAEHHS
3MiH npoTarom 3-X micauis nicns
3aTBEPMXEHHS); 3MiHM | Tuny -
AAMIHICTpaTUBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoOro NocBigYeHHs)
(3miHa agpecy 3asBHKKa TOBapuCTBO 3
06MeXeHOH0 BifnoBigaNbHICTIO
«®apmaueBTUYHa KOMMaHis «340poB‘A»)
(TepMiH BBEAEHHS 3MiH NPOTArOM 3-X
MICALIB MiCNA 3aTBEPMKEHHS); 3MiHM | Tuny -
3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6.
Cucrema KoHTeliHep/3akynoptoBasibHUi
3aci6. 3miHa po3mipy ynakoBKM rOTOBOro
NiKapCbKOro 3acoby (BWyYEHHS YMaKoBKM
NeBHOro po3Mmipy) (BUIYyYEHHS YNakoBOK: NO
10 TabneToK 3 MapKyBaHHSAM YKpPaiHCbKOH
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ta poCicbKoo MoBamu 6e3 BKafaHHA B
KOpOGKy Ta ynakoBky no 10 TabneTok y
6nicTepi, no 1 6nicTepy y KapTOHHIl
KOpoo6Li); 3MiHM | TuMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. 3MiHK Y
BMPOGHULTBI. 3amiHa abo BBEAEHHSA
[0[aTKOBOI Ai/TbHMLi BUPOGHMLTBA A1
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO /liKapcbKoro 3acoby (iHLLi 3MiHW)
(3a3HaveHHs hyHKLi BUPOOHUKIB /13
ToBapncTBO 3 06MEXEHOI0
BiANOBIAAbHICTIO «PapmMaLeBTUyYHa
KOMMaHis «340poB‘s» Ta ToBapuCTBO 3
o6MmexeHot BiagnosigasbHICTI0O «PAPMEKC
TPYMM» 6e3 3MiHn caMux dpyHKUil) (TepmiH
BBEJEHHS 3MiH MPOTAroM 3-X MicsLiB nicns
3aTBepKeHHS); 3MiHU | Tuny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpacpiuHoro
0POPM/IEHHA YNaKOBOK Ha TEKCT
MapKyBaHHsA NMepPBUHHOT Ta BTOPUHHOI
YNaKoBKM Ta 3a3Ha4YeHHs [JOMNOMDKHOI
peyoBMHM, a came HaTpil0 KpockapMesnosa
Ha BTOPWHHII ynakoBLii; 3amiHa po3ainy
«["padhiyHe 0hOpMIEHHS YNaKOBKU» Ha
po3gin «MapkyBaHHs») (TepMiH BBEAEHHS
3MiH NpoTarom 3-x micauis nicns
3aTBEPIKEHHS)

85.

HICTATUHOBA
MA3b

Mas3b, 100 000 OA/r no
15ry T1y6i; no 1 1y6i y
naJui 3 KapToHy

MAT "/ly6Hudpapm”

YKpaiHa

MAT
"Nly6Hnchapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis:
3MiHK | TUNY - 3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (3MiHa B ymMoBax
36epiraHHs roTOBOrO fliKapCbKOro 3acoby
ab0 nicna po3yYMHEHHA/BIAHOBEHHS) - 3MiHA
B YMOBax 36epiraHHsi rOTOBOrO J1ikapCbKOro
3acoby. BBefieHHs1 3MiH NpoOTArom 6-T1
MicALiB nicnsA 3aTBepAKeHHA

Ba peyernmom

UA/8829/01/01

86.

HITPOrPAHYNOHI

Tabnetku
MPOJIOHIroBaHoI Aji no
2,9 mr no 10 TabneTtok y
6nictepax; no 10
TabneTok y 6nictepi; no
5 6nictepis y nayyj 3
KapToHy; no 50
Tab/1eTOK Y KOHTEHEPI;
no 1 KoHTelHepy y nayui

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YKpaiHa,

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - AaMiHiICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

3anBHUKa (BNacHNKa peectpauiliioro
noceifgyeHHs) (3MiHa agpecu 3asBHIKA)
(TepmiH BBEA,EHHS 3MiH MPOTSAroM 6-Tn
MicsILiB Micns 3aTBepKEHHS); 3MiHW | Tvny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu micus

3a
peyenmom

UA/7221/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3 KapTOHY

NPOBaPKEHHS AISANbHOCTI
BMpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKNOYauM AiNbHULi BUNYCKY cepil

abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy BignNOBIfaE
BMPOGHMK/IMNOPTEP, BKIOYAOUN BUMYCK
cepiii) (3miHa agpecn Bupo6bHuka M3, 6e3
3MiHM MicLA BUPOo6HULTBa) (TepMiH
BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBEPAXEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta thapmakoHarnagy
(iHwWi 3miHW) (3amiHa rpadpivuHoro
0DOPM/IEHHA YNAaKOBKWN Ha TEKCT
MapKyBaHHS NepBUHHOT Ta BTOPUHHOT
YMakoBOK Ta BHECEHHS HE3HAYHUX
pefakUifiH1X NpaBoK y TEKCT MapKyBaHHS
BTOPVHHOT ynakoBku) (TepMiH BBeLEHHS
3MiH NpPOTAromM 6-Tn micsuis nicns
3aTBEPIKEHHS)

87.

HITPOrPAHYJTOHI

Tabnetku
MPOJIOHrOBaHOI Aji Mo
5,2 mr no 10 TabneTtok y
6nictepax; no 10
TabneTok y 6nictepi; no
5 6nicTepiB y navyj 3
KapToHy; no 50
TabneToK y KOHTelHepi;
no 1 KoHTeliHepy y nauui
3 KAPTOHY

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

MiCLisi TPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro
3aco06y, BK/0YaKUY AifbHMLi BUNYCKY cepil

a60 MmicLe NnpoBefeHHA KOHTPOSIKO SKOCTI.

(aisnbHICTb, 3a SKy BignoBigae

BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK
cepiii) (3miHa agpecyn BUpo6HUuKa M3, 6e3
3MiHM micus BUpobHuLTBa) (TepmiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEpPKEHHS); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro NocBigYEeHHS)
(3miHa agpecu 3asaBHuKa) (TepmiH BBEAEHHSA
3MiH NpOTAroM 6-Tu MicsLiB nicns
3aTBEpPKEHHS); 3MiHU | TUny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpacpiuHoro
0(DOPM/IEHHS YNAaKOBKWN Ha TEKCT
MapKyBaHHSA NMePBUHHOT Ta BTOPUHHOI
yMakoBOK, 3 BiZMNOBIAHOK 3aMiHOI po3ainy
«["pachiyHe ohopMIEHHS YNAKOBKU» Ha
po3ain «MapkyBaHHs», Ta BHECEHHS
He3HaYyHMX pefakLiiHnX NpaBoK y TEKCT
MapKyBaHHS BTOPMHHOT ynakoBku) (TepMiH
BBEAEHHSA 3MiH MPOTSAroM 6-Tv MicsiB nicas

3a
peyenmom

UA/7221/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPIKEHHS)

88.

HITPOrPAHYJTOHI

TabneTtku
MPOJIOHrOBaHOI Aji Mo
5,2 mr in bulk : no 3000
TabneTok y
KOHTelHepax

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecun

MiCLisi TPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa roToBoro ikapcbKoro
3aco06y, BK/0YaKUY AifbHMLi BUNYCKY cepil

a60 MmicLe NnpoBefeHHA KOHTPOSIKO SKOCTI.

(aisnbHICTb, 3a SKy Bignosigae

BMPOGHMWK/iMNOpPTEp, BK/OYAKYM BUMYCK
cepiii) (3miHa agpecn BUpo6HUuKa M3, 6e3
3MiHM micus BUpobHuLTBa) (TepmiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEpPKEHHS); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy 3asiBHVKa
(BNacHuKa peecTpauiiHoro NocBig4YeHHs)
(3miHa agpecu 3asaBHuKa) (TepmiH BBEAEHHSA
3MiH NpPOTAroM 6-Tu MicALiB nicns
3aTBEpPKEHHS); 3MiHU | TUny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpacpiuHoro
0(DOPM/IEHHS YNAaKOBKWN Ha TEKCT
MapKyBaHHSA NePBUHHOT Ta BTOPUHHOI
yMakoBOK, 3 BiZMNOBIAHOK 3aMiHOI po3ainy
«["pachiyHe ohopMIEHHS YNAKOBKU» Ha
po3ain «MapkyBaHHs», Ta BHECEHHS
He3HaYyHMX pefakLiiHnX NpaBoK y TEKCT
MapKyBaHHS BTOPMHHOT ynakoBku) (TepMiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)

UA/13121/01/02

89.

HITPOrPAHYJIOHI

TabneTku
MPOJIOHrOBaHOI Aji no
2,9 mrin bulk : no 6000
TabneTok y
KOHTelHepax

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

MiCList MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco06y, BK/0HaKUY AiNbHMLi BUNYCKY cepil

a60 micLe npoBefeHHA KOHTPOSIKO SKOCTI.

(BisnbHICTb, 3a SKy BignoBigae

BMPOGHMK/IMMOPTEp, BKOYAKOUN BUMYCK
cepiii) (3miHa agpecn BUpo6HUuKa M3, 6e3
3MiHW micus BUpobHuLTBa) (TepmiH
BBEJEHHS 3MiH MPOTAroM 6-Tn MicAUiB nicns
3aTBEpPKEHHS); 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHMKA
(BNacHuKa peecTpauiiHoro NocBigYeHHs!)
(3miHa agpecm 3asBHuKa) (TepMiH BBEAEHHS

UA/13121/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
3MiH NpPOTAroM 6-Tu MicsLiB nicns
3aTBepKeHHS); 3MiHU | Tuny - 3MiHW Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpacpiuHoro
0POPM/IEHHS YNAaKOBKWN Ha TEKCT
MapKyBaHHsA NepPBUHHOT Ta BTOPUHHOI
yMakoBOK, 3 BiAMNOBIAHOK 3aMiHOI po3ainy
«["paciuHe ohopMIEHHSA YNAKOBKU» Ha
po3ain «MapkyBaHHs», Ta BHECEHHS
He3HauHVX pefakLiiHnX NpaBoK Y TEKCT
MapKyBaHHA BTOPMHHOT ynakoBku) (TepMiH
BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsAuiB nicns
3aTBEPIKEHHS)
90. | HILEPIrosiH TabneTku, BKPUTI MAT "Tanuuchapm” Ykpaina MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux Ba peyernmom UA/5252/01/01
o060n0Hkoto, no 10 Mr no "Tanuudapm” marepianis:
10 TabneTok y 6nicTepi; 3MiHU | TUNY - 3MiHW y NpoLeci BUPO6HULTBA
no 3 6nictepun B nauui roTOBOrO J1iKapCbKOro 3acofy, BK/IYakoum
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOOHULITBI FOTOBOTO J1iKapCbKOro
3aco6y (He3HayHa 3MiHa y NpoLEeci
BMPOGHULTBA)
91. | HOBAPVHI® Kinbue BariHanbHe 11,7 LWepiHr-Mnay CeHTpan LLiBefiuapis H.B.OpraHoH, Higepnangu/ BHECEHHS 3MiH 10 peecTpaLiiiHnX Ba peyernmom UA/9613/01/01
Mr/2,7 M no 1 Kinbuo y lcT Al Higepnanan Ipnangis marepianis:
cauwe, no 1 cawe B (3a noBHUM 3MiHM | TURY - 3MiHa BUPOBHUKa
KapTOHHIl KopoobLi LKIOM); BMWXifHOro/MpoOMiKHOro NpoAyKTy/peareHTy,
OpraHoH LL|O BUKOPNCTOBYIOTBLCS Y BUPOOGHNYOMY
(Ipnangis) npoueci A®l, abo 3miHa BUPOGHMKa
Nta., lpnaxgis (BKknOvaroum, oe HeobXxigHO, Micue
(BTOPUHHE NPOBeLEHHS KOHTPO/IIO AKOCTI) API -
nakyBaHHs Ta BBEEHHS aNlbTePHATUBHOI LiNbHULI sika
BUMYCK cepil) BiANOBIAAE 3a NPOBEAEHHS KOHTPOO AKOCTI
(Tinbkv MiKkpobionoriyHi BUNpobysaHHs) API
EToHorectpen
92. | HOKCA®IN® cycneHsis opasibHa, 40 Wepinr-Mnay Centpan | LWseliyapis BVMPOGHMK Kanaga/ BHECEHHS 3MiH [0 peecTpaLiniHnX 3a UA/9269/01/01
mr/mn, no 105 mny lct Al Hepo3cacoBa dpaHuis/ marepianis: 3miHu | Tuny - 3miHK Woao peyenmom
hnakoHi; no 1 dpnakoHy HOI NpoAYKUIT, Benbris 6e3nekn/edeKkTBHOCTI Ta thapMakoHarnagy
3 MiPHOI0 JTIOXXEUKOI Y nepBuHHE (iHWi 3miHW) (3amiHa rpadiuHMX 306paxkeHb
KapTOHHIV KOpO6L nakyBaHHS: yMNakoBOK Ha TEKCT MapKyBaHHSA NePBUHHOT
MareoH IHK., Ta BTOPVMHHOT YNakoBOK 3 BBEAEHHAM
KaHaga OKPEeMOro TEKCTY MapKyBaHHSA BTOPUHHOT
BTOPUHHE YyNaKkoBKN /19 KOXHOro BUPOGHMKA, Lo
nakyBaHHs, Bignosigae 3a Bunyck cepir) (TepmiH
BUMYCK Cepii: BBEJEHHS 3MiH MPOTArom 3-X MicsLiB nicns
CEHEKCI 3aTBEPMXEHHS); 3MiHM | Tuny -
HSC- AZMIHICTpaTMBHI 3MiHU. 3MiHa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

EPYBIJIb
CEHT K/NEP,
PpaHLin
Lepinr-Mnay
Na6o H.B.,
Benbris

HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro MikapcbKoro
3aco6y, BKOHaKUY AifbHMLi BUNYCKY cepil
a60 MicLe npoBefeHHA KOHTPOSIKO AKOCTI.
(aisnbHiCcTb, 3a AKy BigNoBifae
BMPOGHMK/IMNOPTEp, BK/IOYAKYM BUMYCK
cepiii) (3MiHa Ha3Bu Ta agpecy BUPOGHMKa
LWepiHr-Mnay, ®paHuia Ta agpecu
BMpobHuka LLepinr-Mnay /laéo H.B.,
Benbris, 6€3 3miHW Micus BUPOOHULTBA)
(TepmiH BBELEHHS 3MiH NPOTAroM 3-X
MicAILiB Mic/1A 3aTBepAKEHHS)

93.

HO-X-LWA®

CYNno3uTOpIi peKTasibHI
no 0,04 r Nel10 (5x2) y
6nicTepax B nayuyj

MpuBaTHE akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

3anBHUKa (BNacHNKa peectpauiliioro
nocsig4YeHHs) (3MiHa HaliMeHyBaHHS Ta
agpecy 3asBHVKa); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AISNbHOCTI
BMpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BKOYauM AifibHULi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPO/IIO SKOCTI.
(misnbHICTB, 3a AKy BigNOBILaE
BMPOGHMK/IMIOPTEP, BKIOYAKOYN BUMYCK
cepiii) (3miHa agpecu Ta Ha3BW BYPOGHMKa
13, 6e3 3MiHN Micusi BUpO6HULTBA)

6e3
peuyenma

UA/3611/01/01

94.

HO-X-LUA®

CYno3nTOpIi peKkTaslbHI
no 0,04 r in bulk: Ne
1000 (no 5 cynosutopiis
y 6nictepi; no 200
6nicTepiB y ALLMKY)

MpuBaTHe akujioHepHe
TOBapuCTBO "J1EKXiM-
Xapkis"

Ykpaina

MpusatHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHnX
mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu

3as1BHMKa (BNacHMKa peecTpauiiHoro
nocBiAYeHHs) (3MiHa HaliMeHyBaHHS Ta
aapecu 3asaBHMKa); 3MiHK | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco06y, BK/0YaKUY AiNbHULi BUNYCKY cepil
a60 micLe NnpoBefeHHA KOHTPOSIK0 SKOCTI.
(@isnbHICTb, 3a SKy Bignosigae
BMPOGHMK/iMMOPTEp, BK/OYAKOUN BUMYCK
cepiii) (3MiHa agpecy Ta Ha3BW BUPOGHMKA
'N3, 6e3 3MiHW Micus BUPOOHULTBA)

UA/13745/01/01

95.

OB/INMNXOBA
onis

cynosuTopii no 0,35 r
Ne10 (5x2) y 6nicTepax,
B nauuj

MpuBaTHE akuioHepHe
TOBapuCTBO "J/1ekxiM-
Xapkis"

YKpaiHa

MpusartHe
akujioHepHe
TOBapUCTBO

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHmX
marepianis: 3miHu | TUny - AAMIHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecun

6e3
peyenma

UA/3612/01/01
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Ymosu

Homep

Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

"Jlekxim-
Xapkis"

3asBHUKa (BNacHvKa peecTpauiitHoro
NnocBiAYEeHHs) (3MiHa HaliMeHyBaHHS Ta
afipecy 3aaBHVKa); 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy Micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
ab60 micLe NnpoBeAEeHH KOHTPOSIK0 SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BUPOGHUK/IMMOpTep, BKIOYAUYN BUMYCK
cepiii) (3MiHa agpecyn Ta Ha3BU BUPOGHMKA
/13, 6€3 3MiH1 Micusi BUpo6HMLTBA)

UA/13822/01/01

96.

OB/IINMNXOBA
oniA

cynosuTopii no 0,35 rin
bulk Ne1000 (5x200) y
6nicTepax, y ALWUKY

MpuBaTHE akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

3anBHUKa (BNacHNKa peectpauiliioro
nocsig4YeHHs) (3MiHa HaliMeHyBaHHS Ta
agpecy 3asBHVKa); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHU. 3MiHa
HallMeHyBaHHs Ta/abo agpecu Micua
NPOBaPKEHHS AISNbHOCTI
BMpO6HMKa/iMnopTepa roToBoro JlikapcbKoro
3acoby, BKOYauM AifibHULi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPO/IIO SKOCTI.
(misnbHICTB, 3a AKy BigNOBILaE
BMPOGHMK/IMIOPTEP, BKIOYAKOYN BUMYCK
cepiii) (3miHa agpecu Ta Ha3BW BYPOGHMKa
13, 6e3 3MiHN Micusi BUpO6HULTBA)

UA/8112/01/01

97.

OKCONIH

Ma3b 0,25 % no 10 ry
Ty6i; no 1 Ty6i B nayu;j 3
KapTOHY

MAT "ly6Huchbapm”

Ykpaina

NAT
"Ny6Hubapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiHnX
marepianis:
3MiHM | TUny - 3MiHa y TepMiHax npuaaTHoCTi
ab0 ymoBax 36epiraHHs roTOBOro
NiKapcbKoro 3acoby (3MiHa B ymoBax
36epiraHHs roTOBOrO JiKapCbKOro 3acoby
ab0 nicna po3YNHEHHA/BIAHOBEHHS) - 3MiHA
B YMOBax 36epiraHHsi roTOBOro J1ikapCbKoro
3acoby. BBegeHHs 3MiH npoTArom 6-tm
MmicsiliB nicnAa 3aTBepAKEeHHS

bes3 peyenma

3a

UA/14244/01/01

98.

oni3io®

kancynu no 150 mr no 7
Kancyn y 6nictepi; no 1
a6o no 4 6nictepn y
KapTOHHIN nayui

TOB "[XOHCOH &
J[>KoHCOH"

Pociicbka
degepauis

AHccen-Cinar
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis: 3miHu | TNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3miHa y TepmiHax npugaTtHocTi abo ymosax
36epiraHHs roTOBOro flikapCbKoro 3acoby
(36iNbLUEHHA TepMiHY NPUAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - Ans Toprosoi

peyerimom

YNakoBKM (MiATBEPAKYETLCA AAHUMU
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

peanibHOro yvacy) (36inbLIEHHS TEPMiHY
NpUAAaTHOCTI NiKapcbkoro 3acoby 3 2-x Ao 3-
X POKiB); 3MiHM | TUNY - 3MiHM 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/MoHorpadii. NMogaHHs HOBOTO
abo oHOBMEHOrO cepTudpikaTa BiANOBIAHOCTI
ab0 BUNYyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPO6HULTBI A®I; ANt AONOMIKHOT
peyoBuHu (FE-cepTudpikat BignosigHOCTI
€Bponeiicbkili hapmakonei gns
Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOro NpPoAyKTy
ab0 AONOMiXHOT peyoBuHK) - HoBuii
ceptuddikaT AN BUXigHOrO
matepiany/peareHTy/npoMiKHOro NpPoAyKTy
a60 [ONOMIKHOI Ppe4oBMHM Bif HOBOro abo
BXE 3aTBEP)KEHOro BUpobHMKa (MoJaHHA
HOBOrO cepTudikaty BignosigHocTi €EP R1-
CEP 2000-029-Rev 05 ans gito4oi
peyosuHM Gelatin Big HOBOro BUPOGHMKA
ROUSSELQOT); 3minu | Tvny - 3miHun 3
saKocTi. CepTudikat signosigHocTi/TE-
cepTudikaT BiAgnoBigHOCTI EBponeichkili
thapmakonei/mMmoHorpadii. NogaHHs HOBOTO
ab0 OHOBJ/IEHOrO cepTudiKaTa BiANOBIAHOCTI
ab0o BUNyYEHHs cepTudikarta BifnoBigHOCTI
€Bponevicbkinn hapmakonei: ana A®l; ans
BUXiAHOrO MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BMPOG6HULTBI A®I; ANst 4ONOMIXHOT
peyoBuHU (CE-cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei ans
Adl/BMxigHOrO
matepiany/peareHTy/NPOMKHOIo NPOAYKTY
ab0 [0MOMiXHOI peyoBMHW) - HoBWIA
cepTuduikaT AN BMUXigHOrO
mMatepiany/peareHTy/NpoOMKHOIo NPOAYKTY
ab0 AONOMDKHOT pevyoBMHM Bif HOBOro abo
BXe 3aTBEepKEeHOro BUpobHVKa (NoJaHHs
HOBOro cepTudikaty BignosigHocTi €® R1-
CEP 2001-424-Rev 03 gns gjtoyoi
pevoBuHM Gelatin Big HOBOro BMPOGHMKa
GELITA Group); 3MiHu | Tuny - 3miHn 3
akocTi. CepTudikar BignosigHocTi/lE-
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1

cepTudikaT BignoBigHOCTI €EBpoONeNnchbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBNEHOro cepTucpikaTa BiANOBIAHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkilt hapmakonei: ana A®l; ans
BMXiAHOro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCSA Y
BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyosuHu (FE-cepTucpikat BignosigHoCTI
€Bponeiicbkili hapmakonei gns
Adl/BMXxigHOrO
marepiany/peareHTy/npoMiKHOro NpoayKTy
ab0 fONOMiXHOT pevoBuHK) - HoBuid
cepTudikaT 4ns BUXiAHOTO
marepiany/peareHTy/npoMiKXHOro NpoayKTy
ab0 AONOMiXXHOI peyoBMHU Bif, HOBOro abo
BXe 3aTBepAKeHOro BUpobHMKa (NogaHHs
HOBOro cepTudikaty sBignosigHocTi €EP R1-
CEP 2000-045-Rev 03 gns gjtoyoi
peyoBuHM Gelatin Big HOBOro BUpo6HuKa PB
Gelatins); 3miHu | TUny - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpoNechkili
thapmakonei/MoHorpadii. NMogaHHs HOBOTO
abo oHOBMEHOrO cepTudpikaTa BiANOBIAHOCTI
ab0 BUNYyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana
BMXigHOro marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y
BMPO6HULTBI A®I; ANt AONOMIKHOT
peyoBuHu (FE-cepTudpikat BignosigHOCTI
€Bponeiicbkili hapmakonei gns
Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOro NPoAyKTy
ab0 AONOMiXHOT pevoBUHN) - BunyueHHs
ceptucpikaTis (y BUNaAKy HasBHOCTI
MyNbTUMIETHOTO cepTudikaTa Ha maTepian)
(BunyueHHs cepTudikaty BignosigHocTi EP
R1-CEP 2004-022-Rev 00 gns gjto4oi
peyoBuHn Gelatin Big Bupo6Huka PB Leiner
Argentina S.A.); 3MiHun | TUNY - 3MiHK 3
akocTi. CepTudikar signosigHocTi/TE-
cepTudikaT BiAnoBigHOCTI €BpoONenchbkili
thapmakonei/moHorpadii. NMogaHHsA HOBOro
abo oHoBNEHOro cepTudpikaTa BiANOBIAHOCTI
ab0 BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkilt hapmakonei: ana A®l; ans
BMXiAHOT0 marepiany/peareHTy/npoMiKHOro
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
NPOAYKTY, WO BUKOPVUCTOBYHOTHCSA Y
BUPOOHUUTBI ADI; Ana AONOMDKHOT
peyosuHu (FE-cepTucpikat BignosigHoCTI
€Bponeiicbkili hapmakonei gns
Adl/BMXxigHOrO
marepiany/peareHTy/npoMiXHOro NpoayKTy
ab0o fonoMixXHOT pevoBnHN) - OHOBNEHNI
cepTuaikaT Bif BXe 3aTBep)KEHOro
BMPOGHMKA (NOAAHHA OHOB/IEHOTO
cepTtudikaTy BignoBigHOCTI €EBponeichkii
thapmakonei (CEP)Ne R1-CEP 2003-172-
Rev 01 ana A®l Gelatin Big 3aTBEpAKEHOrO
BMpo6HuKka GELITA Group)
99. | OMENPA30I/ - Kancynu TeBa ®apmavreBTikan I13painb TeBa Papma IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHux Ba peyernmom UA/15152/01/01
TEBA racTpope3nCTeHTHi IHpacTpi3 114, C.Jy. marepianis:
TBepai no 40 mr no 10 3MiHK | TUNY - NOA4AHHSA OHOB/IEHOTO
Kancyn y 6nictepi; no 3 cepTudpikaTa BiANOBIAHOCTI EBPONEChKIl
6nicTepy B KOPOOLi chapmakonei NeR1-CEP 2011-065-Rev 00
Ana givoyoi peyosmHM Omeprazole Big Bxe
3aTBEPAKEHOr0 BUPOBOHMKA
100. | OMENPA30/ - Kancynm TeBa ®apmaueBTikan I13painb TeBa ®apma Icnanis BHECEHHS 3MiH [0 peecTpavLiiiHX Ba peyenmom UA/15152/01/02
TEBA racTpope3nCTeHTHi IHpacTpi3 114, C.Jy. marepianis:
TBepAi no 20 mr no 10 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO
Kancyn y énictepi; no 3 cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
6nicTepy B KOpoo6L chapmakonei NeR1-CEP 2011-065-Rev 00
Ana givoyoi peyosmHM Omeprazole Big Bxe
3aTBEPLKEHOIO BUPOBHMKA
101. | OMIKC Kancynv Teepai, MpAT "TexHonor" YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpavLiiiHX - UA/13120/01/01
NPOIOHIOBaHOT Aji No "TexHonor" mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI

0,4 wr, in bulk: no 2000
Kancyn y KoHTeliHepax
nnacTMacoBux

3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
3asBHUKa (BNacHvKa peecTpauiiHoro
noceigyeHHs) (3MiHa agpecy 3as1BHUKA)
(TepmiH BBEA,EHHS 3MiH MPOTAroM 6-Tn
MiCALIB MiC/1A 3aTBEPAKEHHS); 3MiHM | Tuny -
AMiHICTpaTUBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHS AISANbHOCTI
BUpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKNOYauY AiNbHULi BUNYCKY cepil
abo micue NpoBefeHHsI KOHTPOJIIO SKOCTI.
(misnbHICTB, 3a AKy BignNoOBIfaE
BMPOGHMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepiii) (3miHa agpecy BUPOOHKKa roTOBOro
nikapcbKoro 3acoby, 6e3 3miHu Micus
BMPO6HULTBA) (TEpMiH BBEAEHHS 3MiH
NpoTSArom 6-Tv MicsuiB nicas
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAXEHHS); 3MiHM | TUMy - 3MiHM Woa0
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy
(iHwWi 3miHKn) (MpuBeAeHHS TeKCTy
MapKyBaHHA A1 NepPBUHHOT Ta BTOPUHHOI
ynakoBku A0 BumMor Hakasy MO3 YkpaiHn Ne
426 Bif 26.08.05 (y pepakuii Hakazy MO3
Ykpainm Ne460 Big 23.07.2015 p.) Ta
BHECEHHS 0 HUX HE3HAYHWX pefdaKLiiHuX
npasok) (TepmiH BBEAEHHSA 3MiH MPOTATOM
6-TU MicsILIB NicNs 3aTBEPAKEHHS)

102.

OMIKC

Kancynv Teepgi,
MPOJIOHrOBaHOI Aji Mo
0,4 wr, no 10 kancyny
6nictepi; no 1 a6o 3
6nicTepu y nauui 3
KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

3aaBHUKa (BNacHNKa peectpauiliHoro
noceigyeHHs) (3MiHa agpecu 3asBHUKa)
(TepmiH BBeA,EHHS 3MiH MPOTSAroM 6-Tn
MicsILiB Micns 3aTBepMKEHHS); 3MiHM | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3aco06y, BK/0YaKUY AifbHMLi BUNYCKY cepil
a60 MicLe NnpoBefeHHA KOHTPOSIKO AKOCTI.
(aisnbHICTb, 3a SKy Bignosigae
BMPOGHUWK/IMNOpPTEp, BK/IOYAKOYM BUMYCK
cepiid) (3miHa agpecu BUPOOHKKa roTOBOrO
nikapcbKkoro 3acoby, 6e3 3miHu Micus
BMPO6HULTBA) (TEepMiH BBEAEHHS 3MiH
NpOTArom 6-Tv MicauiB nicns
3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy

(iHWi 3miHW) (MpuBeaEeHHS TEKCTY

MapKyBaHHSA 419 NePBUHHOI Ta BTOPUHHOT
ynakoBku Ao sumor Hakasy MO3 Ykpainu Ne
426 Bif 26.08.05 (y pepaxuii Hakazy MO3
Ykpainn Ned60 Big 23.07.2015 p.) Ta
BHECEHHS [0 HUX HEe3HAYHNX pedaKLiiHnX
npasok) (TepMiH BBEAEHHS 3MiH NPOTAroM
6-TV MicsLiB Nic/1sA 3aTBEPLKEHHS)

3a
peyenmom

UA/4311/01/01

103.

ODTAMIPUH

Kpanni
OYHi/BYLUHI/Ha3a/TbHI,
po3uuH, 0,1 mr/mn no 5
My doiakoHi, no 1
chnakoHy B nauu

MpAT
"®apmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"®apmaueBTun
yHa chipma
"AapHnus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHM | TUny - 3MiHK Woao

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

BBegeHHs1 abo 3MiHW A0 y3arasibHeHNX
[JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHNX Npo
cucTemy chapmakoHarasgy, 3miHa

be3 peyenma

UA/12521/01/01




122

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHs hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3assHuka ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
ocobu, BignoBigasibHOI 3a 3AiCHEHHS
hapmakoHarnsgy (Bkao4aroum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
dhaiina cuctemu chapmakoHarnagy) - firova
peakuis: YnoBHoBaxeHa ocoba 3asBHUKa,
BiANoBigauIbHA 3a hapmakoHarnag, -
HaymoBa IpvHa OnekcaHgpiBHa.
MponoHoBaHa peaakuis: YNoBHOBaxeHa
ocoba 3asBHWKa, BignosiganbHa 3a
hapmakoHarnag - Cmoex CtaHiciasa
AHartoriiBHa
104. | NAHALON® TabneTky wmnydi, no 2 nakcoCmiTKnsiAH Benuvka damap A.B.E. | Ipeuis/ IpnaHgis BHECEHHS 3MiH [10 peecTpaLiiiHmx 6e3 UA/2691/02/01
EKCTPA Tabnetkn y KoHcblomep Xernckep BpuTanis AHTOCa NNaHT, marepianis: 3miHa 3asiBHUKa (BNacHuKa peyenma
6araroiapoBomy (FOK) TpewgiHr pewis peecTpauiiiHoro noceigyeHHs) (TepMiH
cTpwni; no 6 cTpuniB y NimiTen nakcoCwmiTKn BBEJEHHS 3MiH NPOTAroM 6-Tu MicsALIB nicns
KapTOHHIl Kopoobui EVL 3aTBEPIKEHHS)
[aHrapsaH
Nimites,
IpnaHgis
105. | NEHTOKCU®INIH Tabnetkn MpAT "TexHonor" Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux 3a UA/7189/01/01
KMLLKOBOPO34UHHI NO "TexHonor" mMatepianis: 3miHu | TUNy - AgMiIHICTpPaTUBHI peyenmom

100 wr, no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi, no
5 6nicTepiB y nauui

3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun
MicLs MPOBaMKEHHS AiANbHOCTI
BMpPOGHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco06y, BKIOYauY AibHULi BUNYCKY cepil
abo MicLe NpoBeAEeHHSA KOHTPOIO AKOCTI.
(aisnbHICTb, 3a AKy BigNOBILaE
BMPOGHMK/IMMOpTEP, BKIOYAKOUN BUMYCK
cepiid) (3miHa agpecu BUPOOHKKa roTOBOro
nikapcbKoro 3acoby, 6e3 3miHu Micus
BMPO6HMLTBA) (TEpMiH BBEAEHHS 3MiH
NpoTArom 6-Tv MicAuiB nicns
3aTBEpPXKEHHS); 3MiHK | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy 3asBHMKA
(BNacHuKa peecTpauiiHoro NocBig4YeHHs!)
(3wmiHa agpecwu 3anBHVKa) (TEPMIH BBEAEHHSA
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEpPXEHHS); 3MiHU | TUny - 3MiHW Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) (MpuBEAEHHS TEKCTY




Ne
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

106.

MapKyBaHHA A1 NepPBUHHOT Ta BTOPUHHOI
ynakoBku A0 Bumor Hakasy MO3 YkpaiHn Ne
426 Bif 26.08.05 (y pepakuii Hakasy MO3
Ykpainn Ne460 Big 23.07.2015 p.) Ta
BHECEHHS 0 HUX HE3HAYHWX pefaKLiiHuX
npasok) (TepmiH BBEAEHHSA 3MiH MPOTATOM
6-TU MicsILIB NicNs 3aTBEPAKEHHS)

107.

NEPUHAOMPUN-
TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 2,5 mr no 30
Tabs1eToK y KOHTeliHepi;
no 1 KoHTeliHepy B
Kopobui

TeBa ®apmavreBTikan
IHpacTpi3 114,

13painb

AT
dapmaueBTuy
HWA 3aBOS,
TEBA

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis:
3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT AN
MeAMYHOro 3aCTOCYBaHHSA y PO3finu:
$apmakosorivyHi BNacTMBOCTI.
MpoTunokasaHHs. B3aemogis 3 iHWwumm
nikapcbkMmn 3acobamu Ta iHLWi BUan
B3aeMogii. OCo6/IMBOCTI 3aCTOCYBaHHSI.
Cnoci6 3acTocyBaHHs Ta A03u. MobiyHi
peakuii, 3rigHo 3 iHchopmalieto woao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
(MPECTAPIYM) nikapcbkoro 3acoby.
BBefeHHs 3MiH NpoTsArom 3-x micsiuiB
nicna saTBep/AKeHHsA

Ba peyenmom

UA/14919/01/01

108.

NEPUHAONPUN-
TEBA

NEPUHAOMPUN-

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOIO,
no 5 mr no 30 TabneTok
y KOHTeliHepi; no 1
KOHTEliHepy B KOpo6Li

TeBa ®apmavneBTikan
IHpacTpi3 114,

13painb

AT
dapmaueBTuy
HWIA 3aBOA,
TEBA

YropLmHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHM | TURY - 3MiHW A0 IHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHSA y PO3Linu:
dapmakosioriyHi BNacTuBOCTi.
MpoTunokasaHHsa. B3aemogis 3 iHW1mm
nNiKkapcbknmy 3acobamu Ta iHLWi BUAN
B3aemMogiii. Oco6/MBOCTi 3aCTOCYBaHHS.
Cnoci6 3acTocyBaHHs Ta A03u. MobiyHi
peakuii, 3rigHo 3 iHhopmaLjieto Wwoao
MeAMYHOro 3acTOCYBaHHSA pethepeHTHOro
(MPECTAPIYM) nikapcbkoro 3acoby.
BBegeHHA 3MiH NnpoTArom 3-x micsAuis
nicns saTBep/AKeHHsA

Ba peyerimom

UA/14919/01/02

TEBA

TabneTkn, BKpUTI
MN/1iBKOBOK 060JIOHKOMO,
no 10 mr no 30 Tabnetok
y KOHTeliHepi; no 1
KOHTEliHepy B KOpo6Li

TeBa ®apmavreBTikan
IHpacTpi3 /T4,

13painb

AT
dapmaueBTuy
HWi 3aBOS,
TEBA

YropLmHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis:
3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT AN
MeAMYHOro 3aCTOCYBaHHSA y PO3LiNu:
$apmakosorivyHi BNacTMBOCTI.
MpoTunokasaHHs. B3aemogis 3 iHWumK
nikapcbkMmn 3acobamu Ta iHLWi BUuagn

Ba peyenmom

B3aemogiin. Ocob6IMBOCTi 3aCTOCYBaHHS.

UA/14919/01/03
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
Cnioci6b 3acTocyBaHHs Ta A03u. MobiyHi
peaxuii, 3rigHo 3 iHchopmalieto woao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
(MPECTAPIYM) nikapcbkoro 3acoby.
BBegeHHA 3MiH npoTArom 3-x micsAuis
nicnsA 3aTBepAKEeHHSA
109. | NIMA®YLUUNH® Cyno3uTopii BariHasibHi NNEO dapma A/C [OaHis Temmnep ITanis BHECEHHS 3MiH [0 peecTpavLiiiHX 6e3 UA/4370/01/01
no 100 mr no 3 ITania C.p.n. marepianis: 3miHu | Tuny - 3MiHK Woa0 peyenma

cynosuTopis y cTpuni; no
1 a6o 2 ctpunn y
KapTOHHI naywi

6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3miHK) (3amiHa rpacpiuHoro
0ChOPMIEHHS MEPBUHHOI Ta BTOPUHHOT
YMakoBKM Ha TEKCT MapKyBaHHS Ha ynakoBLi
3 BiANOBIAHOO 3MIHOK Y METOAax KOHTPO/II0
aKocTi (po3gin «FrPA®NYECKOE
O®OPMNEHWE YNAKOBKW» 3amiHeHO
po3ginom «MAPKVPOBKA») (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tu MicsALIB nicns
3aTBEPMKEHHS); 3MiHM | TUMy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHW A0 y3arasibHeHNX
JaHnx npo cuctemy dpapmakoHarnsgy
(BefeHHs y3arasibHeHMX AaHuX Npo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOI 32 3AiAiCHEHHS
hapmakoHarnsgy (Bkao4aroum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y pO3MilLEeHHI MacTep-
thaiina cuctemu chapmakoHarnsay)
(3atBeppxeHo: KoHTakTHa ocoba B YKpaiHi
YMOBHOBaXEHOT 0C06Y 3asBHMKa A1
3piicHeHHs hapMakoHarnsay - Bipcta
Onbra BacunisHa. lNMponoHoBaHa pegakuis:
YnoBHOBaxkeHa 0coba 3asaBHUKa,
BignosigasibHa 3a hapMakoHarnsag : Xai
Binnapacen / Janie Willadsen. KoHTakTHa
ocoba B YkpaiHi ynoBHOBaXeHOi 0cobu
3asBHUKA AN19 34iiCHEHHSA thapMakoHarnsgy
- Kyuma Bonogumup OnekcaHgposuy. 3miHa
KOHTaKTHUX JaHVX YOBHOBaXXEHOI 0cobu.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0cobu.
3MiHa Micus 3[iCHEHHSI OCHOBHOI
[iSNbHOCTI 3 hapMakoHarnsgy. 3miHa

aapecu mactep-chaiina. 3miHa Homepa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

macTep-aiina) (TepmiH BBEAEHHS 3MiH
NpOTArom 6-Tv MicauiB nicns
3aTBEPAKEHHS); 3MiHa 3asBHMKa (BNacHUKa
peecTpaujiiHoro noceigyeHHs) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicALiB nicns
3aTBEPKEHHS)

110.

AIMA®YLUNH®

Kpem, 20 mr/rmo 30 ry
Ty6i, no 1 1y6i B
KapTOHHI Kopo6Lyi

NNIEO dapma A/C

[Oanis

Temmnep
ITania C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavLiiiHX
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeegeHHs abo 3MiHW A0 y3arasibHeHNX
[aHux Npo cucTemy chapmakoHarnsgy
(BELEHHS y3arasibHEHUX JaHWX MPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
ocobwu, BignoBigabHOI 3a 3AiCHEHHSI
hapmakoHarnsgy; KOHTakTHoOT 0cobm 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHS
thapmakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa BiJ YNOBHOBaXeEHOI 0CO6M,
BiANoBiAabHOI 3a 3AiACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay)
(3atBepaxeHo: KoHTakTHa ocoba B YkpaiHi
YNOBHOBaXEHOT 0CO6U 3asBHMKa 415
3pificHeHHs hapmMakoHarnsgy - Bipcta
Onbra BacunisHa.
3anponoHoBaHo: YNoBHOBaXeHa ocoba
3as1BHMKa, BiAMNoOBiAa/bHA 3a
thapmakoHarnag, : XXaHi BinnagceH / Janie
Willadsen. KoHTakTHa ocoba B YkpaiHi
YMOBHOBaXEHOT 0C06Y 3asBHMKa A1
3piicHeHHs1 hapMakoHarnsgy - Kyuma
Bonogumnp OnekcaHaposuy. 3miHa
KOHTaKTHUX JaHVX YOBHOBaXEHOI 0Cobm.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0Ccobu.
3MiHa Micus 3[iCHEHHSI OCHOBHOI
[iSNbHOCTI 3 hapMakoHarnsgy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
MacTep-taiina) (TepMiH BBEAEHHS 3MiH
npoTArom 6-Tn MicAuiB micns
3aTBEepAKEHHS); 3MiHa 3asBHMKa (BNacHUKa
peecTpauiiHoro nNocBig4eHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460) (TepmiH
BBEJEHHS 3MiH MPOTAroM 6-Tu MicsALIiB nicns
3aTBEPKEHHS)

6e3
peyenma

UA/4370/02/01

111.

AIMA®YLUNH®

TabneTkn
KMLLKOBOPO34MHHi N0

100 mr no 20 TabneTok y

NNEO ®apma A/IC

[aHis

BVPOGHMK
roToBoIl
niKapcbKoi

Higepnangu/
HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnX
mMartepianis: 3miHu | TMNy - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy

3a
peyenmom

UA/4370/03/01
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

6aHUi, no 1 6aHLi B
KapTOHHI naywi

chopmu,
[03BiN Ha
BUMNYCK cepil:
AcTennac
Papma KOpon
HigepnaHgu;
nepBuHHa,
BTOPWHHA
ynakoBKu:
XaynT ®apma
BepniH M'M6X,
HimeuunHa

(iHwWi 3miHW) (3amiHa rpadivHoro
0(pOpMNIEHHS NEPBUHHOI Ta BTOPUHHOT
YMNakoBKN Ha TEKCT MapKyBaHHA Ha ynakoBLi
3 BiANOBIAHO 3MIHOK Y METOAAaxX KOHTPO/IHO
AKocTi (po3gin «FrPA®NYECKOE
O®OPMNEHWE YMNAKOBKW» 3amiHeHO
po3ginom «MAPKVPOBKA») (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy
(BefeHHs y3arasibHeHMX AaHux Npo cuctemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
ocobu, BignoBigasibHOI 3a 3AiCHEHHSI
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA
BiAMiHHa BiJ YNOBHOBaXeEHOI 0Co6M,
BiANOBIAA/IbHOI 32 3AiiCHEHHS
thapmakoHarnagy (BKIovaum KOHTaKTHi
OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay)
(3atBeppxeHo: KoHTakTHa ocoba B YKpaiHi
YMOBHOBaXEHOT 0C06U 3asBHVKa 415
3pificHeHHs1 hapMakoHarnsgy - Bipcta
Onbra BacunisHa. 3anponoHoBaHo:
YnoBHOBaxeHa 0coba 3asaBHUKa,
BignosigasibHa 3a hapmakoHarnsag : Xai
Binnagcen / Janie Willadsen. KoHTakTHa
ocoba B YkpaiHi yrmoBHOBaXeHOi 0cobu
3as1BHUKA AN19 34iCHEHHA thapMakoHarnsgy
- Kyuma Bonogumup OnekcaHgposuy. 3miHa
KOHTaKTHUX JaHVX YNOBHOBaXEHOI 0CobM.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6MU.
3MiHa micus 34iiCHEHHA OCHOBHOT
AiSNbHOCTI 3 hapMakoHarnsgy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
macTep-alina) (TepmiH BBEAEHHS 3MiH
npoTArom 6-Tu MicauiB nicns
3aTBepKEHHS); 3MiHa 3asBHMKa (BNacHUKa
peecTpaLiiHoro nocBif4YeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne 460) (TepmiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicsALiB nicns
3aTBEPKEHHS)

112.

APIOPUKC™ |
PRIORIX™
KOMBIHOBAHA

niogpinizaT A9 po3UnHY
Ans iH'exkuin y
MOHOA030BMX (1 f03a)

nakcoCmiTKnsiiH

Ekcnopt flimiteq

Benvka
BpuTaHis

FnakcoCwmiTKn
AlH
Bionogxikans

Benbris

BHECEHHS 3MiH [0 peecTpavLiiiHX
marepianis:
3MiHM | TMNY - BUYYEHHS1 BUPOGHUYOT

Ba peyerimom

UA/13694/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BAKUWHA AnA dhnakoHax y KOMM/IeKTi 3 C.A. AinbHUUI (BKAOYaoumn ainbHuli ans Adl,
NMPO®ITAKTUKN PO34MHHMKOM (BOAA A5 NPOMIXXHOro NPoAYKTY abo rotToBoro
KOPY, iH'eKLli) y nonepefHb0 nikapcbKoro 3acoby, AinbHuLi Ans
ENIAEMIYHOIO HanoBHeHoOMYy LunpuLi Ne NpoBefieHHs NaKyBaHHSA, BUPOOHYIKa,
MNAPOTUTY TA 1y KomnnekTi 3 gBOMa BiANOBIAaUIbHOrO 3a BMUNYCK cepiii, MicLe
KPACHYXU rosikamvi; MOHOZ,030BUX npoBeAeHHA KOHTPOo cepii) abo
(1 posa) donakoHax Ne nocTavasibHvKa BUXIAHOro matepiasny,
100 y koMnAaekTi 3 peareHTy abo [ONOMiXXHOI PEYOBUHY -
pO34MHHMKOM (BOAA ANA BWJ/TYYEHHS AiTbHULi 3 BUPOGHULITBA
iH'ekuiin) B amnynax Ne PO3YMHHMKA A4/19 MOHOA03HOT BaKLUUHW;
100 B OKpeMiii ynakoBLi; CynyTHs 3MiHa: 3MiHa napameTpis
My/1bTUA030BUX (2 f031) cneumdikauii Ta/abo AONYCTUMUX MEX
thnakoHax Ne 100 y rOTOBOrO J1iKapCbKOro 3acoby; 3ByXeHHS
KOMMJIEKTi 3 MeX KpuTepiiB nokasHuka "Hitpatn"y
PO34MHHMKOM (BOAa AN cneumadikalii o8 po3UMHHKKA, BHACIL0K
iH'ekuili) B amnynax Ne BUJTYYEHHSA BUPOOHNYOT finbHUL, A1 AKOT
100 B oKpemmx 6ynun BCTaHOB/IEHI AaHi kputepil
Kopobkax
113. | NIPOTONUK Ma3b 0,03 % no 10, NEO dapma A/IC [JaHis BignoBiga/IbHN IpnaHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux 3a UA/7779/01/01
abono30r, abono 60r 7 3a BuNycK AnoHis marepianis: 3miHu | Tuny - 3MiHK Woa0 peyenmom
y Tyb6ax B KapTOHHIiA cepii Ta 6e3nekn/edheKTUBHOCTI Ta hapMmakoHarnsgy
Kopobu,i nakyBaHHs: (iHWi 3miHW) (3amiHa rpadiyHoro
Actennac 300paXEeHHs YNaKoBK/ Ha TEKCT MapKyBaHHS
IpnaHg Ko., NepBUHHOI Ta BTOPUHHOI YNaKoBOK
Ntp, Ipnangis; nikapcbKoro 3acoby) (TepMiH BBEAEHHS 3MiH
npoTArom 6-tn Micauis nicns
BiANOBiAa/IbHN 3aTBEPAXEHHS); 3MiHM | TUMy - 3MiHM Woao
3a 6e3nekun/edhekTVBHOCTI Ta thapMmakoHarniagy.
BVMPOGHMLTBO BeefieHHst ab0 3MiHW [0 y3araslbHEHNX
6anky Ta JaHux Npo cuctemy dhapmakoHarnsgy
3anoBHEHHS (BegeHHs y3arasibHeHMX AaHUX Npo cucTemy
TY6U: thapmakoHarnagy, 3miHa ynoBHOBaXKeHol
AcTtennac 0cobw, BignoBigaibHOI 3a 34iACHEHHS
®apma Tex thapMakoHarnagy; KOHTakTHoi ocobu 3
Ko., N1a4. thapmakoHarnsgy 3asBHUKa 418 34iACHEHHS
Toama thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
TexHonooxi BiMiHHa Bif, yNOBHOBaXeHOT 0cobu,

LleHTp, AnoHis

BiNOBIfANbHOI 3a 3[iICHEHHS
thapmakoHarnagy (BK/Io4akum KOHTaKTHI
OaHi) Ta/abo 3MiHWM y po3MiLLeHHi MacTep-

thaiina cuctemu chapmakoHarnsgy) (firoua
pepakuis: KoHTakTHa ocoba B YkpaiHi
YNOBHOB&XEHOI 0CO6U 3asBHUKA A1
3ailicHeHHs hapMakoHarnsagy - Bipcra
Onbra BacunisHa. MNponoHoBaHa pegakuis:
YnoBHOBaXeHa 0coba 3asaBHUKA,
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BiANoBigasibHa 3a hapmakoHarnag, : XaHi
BinnaaceH / Janie Willadsen. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXKEHOI 0cO6U
3aABHMKa 415 34iCHEHHS dhapmakoHarnsagy
- Kyuma Bonogumup OnekcaHgposuy. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6M.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0co6u.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI
AiSnbHOCTI 3 hapmakoHarnsgy. 3miHa
appecu mactep-chaiina. 3miHa Homepa
macTep-aiina) (TepmiH BBEAEHHS 3MiH
npoTArom 6-Tn MicauiB nicns
3aTBEpMKEHHS); 3MiHa 3asBHMKa (BnacHuKa
peecTpaLiiiHoro noceig4eHHs) (3rigHo
Haka3y MO3 Big, 23.07.2015 Ne 460) (TepmiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)
114. | NPOTONUK masb 0,1 % no 10 r, abo NNEO dapma A/IC [anis BiANOBIAa/IbHN Ipnangis/ BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/7779/01/02
no30r,abono60ry 1 3a BMNyCK AnoHis marepianis: 3miHu | Tuny - 3miHK Woao peyenmom
Ty6ax B KApTOHHIi cepii Ta 6e3nekn/edeKkTBHOCTI Ta thapMakoHarnagy
Kopoobui nakyBaHHs: (iHwWi 3miHK) (3amiHa rpadiyHoro
AcTennac 306paKeHHs YNakoBKN Ha TEKCT MapkKyBaHHS
IpnaHg Ko., NepBUHHOI Ta BTOPUHHOI YNaKoBOK
NTa, lpnaxgis; nikapcbKoro 3acoby) (TepMiH BBeAEHHS 3MiH
npoTArom 6-Tu MicauiB nicns
BiANoBiAa/IbHN 3aTBEpKEHHS); 3MiHU | TUny - 3MiHK Woao
n3a 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BVPOGHMLTBO BBefeHHs1 ab0 3MiHU [0 y3arasibHEHUX
6anky Ta [aHux Npo cucTemy chapmakoHarnsgy
3arnoBHEHHS (BefeHHs y3arasibHeHMX AaHUX Npo cucTemy
TYy6U: thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI
Actennac ocobu, BignoBiganbHOI 3a 3AiCHEHHS!
Papma Tex hapMakoHarnaay; KOHTakTHoOi ocobu 3
Ko., N1A4,. thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
Tosma thapmakoHarnsay B YkpaiHi, K0 BOHa
TexHonoaxi BiAMiHHa BiJ YNOBHOBaXeEHOI 0CO6M,

LleHTp, AnoHis

BigNoBiAa/IbHOI 32 3AiACHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakKTHI
AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-

thaiina cuctemu chapmakoHarnsgy) (fitoua
pefakuis: KoHTakTHa ocoba B YKpaiHi
YMOBHOBaXEHOT 0CO6U 3asBHMKa 415
3pificHeHHs hapmMakoHarnsgy - Bipcta
Onbra BacuniBHa. MponoHoBaHa pefakuis:
YnoBHoBaxeHa 0coba 3asBHUKa,
BiANoBigasibHa 3a hapmakoHarnag : XaHi
BinnaaceH / Janie Willadsen. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXXEHOI 0co6u
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

3asBHMKa AN 34iCHEHHS hapmakoHarnsagy
- Kyuma Bonogumup OnekcaHgposuy. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6M.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u.
3MiHa MicLsa 3AiiCHEHHSI OCHOBHOI
AiSnbHOCTI 3 hapmakoHarnsgy. 3miHa
appecu mactep-chaiina. 3miHa Homepa
macTep-aiina) (TepmiH BBEAEHHS 3MiH
npoTArom 6-T1 MicAUiB nicns
3aTBEpMXEHHS); 3MiHa 3asBHMKa (BnacHuKa
peecTpaLiiiHoro noceig4eHHs) (3rigHo
Haka3y MO3 Big, 23.07.2015 Ne 460) (TepmiH
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)

115.

NMCOPIATEH

Ma3b Mo 50 ry Ty6i; no 1
TyGi B KQPTOHHIlA KOPOOGL

[oliue Xomeonari-

YHioH OXY-

ApuHaiimiTTenb M6X

& Ko. KI'

HimeyunHa

[Joive
Xomeonari-
YHioH OXY-

ApuHaiimiTTen
b 'M6X & Ko.
Kr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiHnX
marepianis:
3MiHK | TNy - 3MiHa y MeTogax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby
- He3HayHa 3MiHa y 3aTBepKEHUX MeTofax
BMNPo6yBaHb 3a T. "KisIbKiCHWIA BMIiCT

6eH3unosoro cnupty" (metog BEPX) -

3aMiHa NpUroTyBaHHA BUNPOGyBaHOro

PO34MHY B €TaHo/i 3aMiCTb NponaHona

be3 peyenma

UA/3775/01/01

116.

nypPu-HEToOnM™

Tabnetkn no 50 mr Ne 25
y chnakoHi Ne 1

AcneH dapma
TpengiHr NimiTes,

IpnaHgis

Ekcenna
m6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHX
marepianis:
3MiHu | TUny - 3MiHK Woao
6e3nekun/edhekTVBHOCTI Ta thapMakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX
[JaHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHNX Npo
cucTemy thapmakoHarnagy, 3amiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3[iiCHEeHHs1 hapMakoHarnsay; KOHTaKkTHOI
ocobu 3 hapmakoHarnsgy 3asBHvKa Ans
34jificHeHHs chapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXeEHOT
0cobw, BignoBigasibHOI 3a 34iACHEHHS
thapmakoHarnagy (BKIovatum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
dhavina cuctemu chapmakoHarnagy) -
3aTBepAKeHo: YNoBHOBaXKeHa ocoba
3asBHMKa, BIANOBIAa/IbHA 38
hapmakoHarnsg - Tomac MakkoHaH /
Thomas Mcconnon. KoHTakTHa ocoba B

Ba peyenmom

UA/14862/01/01
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Ne

Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
YKpaiHi ynoBHOBaXeHOi 0coby 3asBHMKa
ONA 34iicHeHHs dhapmakoHarnagy - Kynai
Onexa BonogumupisHa. 3anponoHoBaHo:
YnoBHoBaxeHa 0coba 3asBHUKa,
BignoBigasibHa 3a papMakoHarnsg -
Kaponina C3kygnapek / Karolina Szkudlarek.
KoHTakTHa ocoba B YKpaiHi yOBHOBaXEHOI
0co6U 3asiBHUKA 151 3AiAICHEHHS
thapmakoHarnagy - HaropHa Karepuxa
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0COOM. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6u
117. | PAMAI Tabnetky no 10 mr no 10 MPOPAPMA ManbTa NOBHUIA LMK ManbTta/ BHECEHHS 3MiH [10 peecTpaLjiiiHx Ba peyernmom UA/13550/01/01
TabneTok y 6nictepi; no IHTepHeLwwHn TpelanHr BUpOGHUUTBA: Icnangis/ marepianis:
3 6icTepU B KAPTOHHIi Nimiten AxTasic /114, Bonrapis 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT ANs
naJui ManbTa; MeJMYHOro 3acToCyBaHHs y po3ziim "Cnocib
NOBHUIA LMK 3acTocyBaHHA Ta go3un”, "MobiyHi peakui”,
BMPOGHMLTBA: "Oco61m1Bi 3axoau 6e3nekn”, "OcobNNBOCTI
AkTaBic AT, 3acTocyBaHHA", "B3aemMogis 3 iHWmMK
IcnaHgis; nikapcbkMmn 3acobamu Ta iHLWi BUagn
NOBHUIA LMK B3aemogiit", "dapmakosoriyHi BnactmsocTi”,
BMPOGHMLTBA: 3riAHO 3 peKOMeHAALIMY HaLiOHaTbHUX
BankaHdapma KOMMNETEHTHNX OpraHiB, Micnsi BHECEHHS Tiel
- AynHnua A4, caMoi 3MiHM /151 O4HOKOMMOHEHTHOTO
Bonrapis npenapaty TPUTALUE®, Tabnetku, Lo
BXOAWTb A0 3aTBEPLKEHOro neperstiky
pedepeHTHYX NiKapCbKuX 3acobiB.
BBegeHHA 3MiH NnpoTArom 3-x micsAuis
nicns saTBepApKeHHsA
118. | PAMAI Tabnetku no 5 mr no 10 MPOPAPMA ManbTa NOBHUIA LMK ManbTta/ BHECEHHS 3MiH [10 peecTpaLjiiiHmx Ba peyernmom UA/13550/01/02
TabneTok y 6nictepi; no IHTepHewwHn TpelgnHr BMPOGHMLTBA: Icnangis/ marepianis:
3 6ricTepy B KAPTOHHIi NimiTen AxTasic /114, Bonrapis 3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANs
nauuj ManbTa; MeJMYHOro 3acToCyBaHHsA y po3gim "Cnocib
NOBHUIA LMK 3acTocyBaHHs Ta o3n", "MobiuHi peakuyii,
BMPOGHMLTBA: "Oco6mBi 3axoau 6e3nekn”, "Oco6ANBOCTI
AkTaBic AT, 3acTocyBaHHA", "B3aemogis 3 iHWmMK
IcnaHgis; nNiKkapcbknmy 3acobamu Ta iHLWi BUAN
NOBHWIA LMK B3aemogii", "®apmakosoriyHi BnactmsocTi”,
BMPOGHMLTBA: 3rigHO 3 pekoMeHAalisiM1 HaliOHaTbHUX
BankaHtapma KOMMETEHTHMX OpraHiB, MiC/sl BHECEHHSA Tiel
- OQynHuus AL, caMoi 3MiHM 18 O4HOKOMMOHEHTHOTO
Bonrapis npenapaty TPUTALIE®, TabneTtku, Wwo
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
BXOAMUTb A0 3aTBEPAKEHOr0 nepeniky
pedrepeHTHUX NiKapCbKnx 3acobis.
BBefeHHs 3MiH NpoTsArom 3-x micsuiB
nicna saTBep/AKeHHsA
119. | PAMIMEL TabneTtky no 2,5 mr Ne Mepokemi 1T/, Kinp BVPOGHMLTBO ManbTa/ Kinp BHECEHHS 3MiH 10 peecTpaLiiiHnX Ba peyernmom UA/10153/01/01
30 (10x3) y 6nictepax 3a MOBHUM marepianis:
LMKTOM: 3MiHM | TUny - 3MiHK Woao
AxTtasic /114, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
ManbTa,; BeegeHHs abo 3MiHM A0 y3arasibHeHNX
BMPOOHNLTBO JaHux Npo cucTemy chapmakoHarnsgy
Hepo3dacosa (BefeHHs y3arasibHeHNX fAaHux nNpo cuctemy
HOro dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT
NpoAyKTY, 0cobu, BigNoBiganbHOI 3a 34iACHEHHS
KOHTPO/b chapmakoHarnsgy; KOHTaKTHoi ocobm 3
AKOCTI, A,03BIN thapmakoHarnsgy 3asBHUka Ans 34ilCHEHHA
Ha BUNyCK hapmakoHarnsigy B YKpaiHi, K0 BOHa
cepii: BiAMIHHa Bif YNOBHOBaXeEHOI 0CO6M,
Megokemi BiANOBIAA/IbHOI 32 34iiCHEHHS
nTa thapmakoHarnagy (BK/Iovaum KOHTaKTHi
(UeHTpanbHuii AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
3aBog), Kinp; thaiina cuctemu chapmakoHarnsgy) -
nepBuHHe Ta 3areBepaxeHo: Kapacbos JMUTPO
BTOPUHHE Bonoammuposuyio.
nakyBaHHs: 3anponoHosaHo: MNenex /lrogmuna
Megokemi OnekcaHgpiBHa
NTA (3aBop,
AZ), Kinp
120. | PAMIME/L Tabnetky no 5 mr Ne 30 Mepokemi NTA Kinp BUPOGHMLTBO ManbTa/ Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHmx Ba peyernmom UA/10153/01/02
(10x3) y 6nicTepax 3a MOBHUM marepianis:
LUKIOM: 3MiHu | TUNYy - 3MiHK Woao
AxTasic J11a, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
ManbTa,; BBegeHHs abo 3MiHW A0 y3arasibHeHNX
BUPOOHNLTBO JaHunx Npo cuctemy dhapmakoHarnsgy
Hepo3dacosa (BefeHHs y3arasibHeHNX AaHUX Npo cucTemy
HOro dhapmakoHarnsgy, 3miHa ynosHOBaxeHoT
NpoayKTYy, ocobw, BignoBiganbHOI 3a 34iACHEHHS
KOHTPO/b thapmakoHarnsgy; KOHTaKTHoi ocobm 3
SKOCTI, [03BIN thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
Ha BUMyCK hapmakoHarnsigy B YKpaiHi, SKL,0 BOHa
cepii: BiAMiHHa BiJ YNOBHOBaXeHOi 0co6M,
Megokemi BiANOBIAA/IbHOI 3a 3AiiCHEHHSA

nTg

dhapmakoHarnsay (BkaYarym KOHTaKTHI
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
(UeHTpanbHuii OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
3ason), Kinp; thainna cuctemmn chapmakoHarnsgy) -
nepBuHHe Ta 3arBeppKkeHo: Kapacbos AMUTPO
BTOPUHHE Bonoammmposuyio.
nakyBaHHs: 3anponoHoBaHo: MNenex /llogmuna
Mepokemi OnekcaHApisHa
NTA (3aBog,
AZ), Kinp
121. | PAMIMEL Tabnetkn no 10 mr Ne 30 Megokemi NTA Kinp BUPOGHMLTBO ManbTa/ Kinp BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX Ba peyernmom UA/10153/01/03
(10x3) y 6nicTepax 3a MOBHUM marepianis:
LMKIOM: 3MiHM | TUnYy - 3MiHK Woao
AxTasic /114, 6e3nekun/edhekTVBHOCTI Ta hapMakoHariagy.
ManbTa; BeefieHHs1 ab0 3MiHW [0 y3araslbHeHUX
BMPOBHNLTBO JaHux Npo cucTemy chapmakoHarnsgy
Hepo3dacoBa (BepeHHs y3arasibHeHVX AaHUX Npo cucTemy
HOro dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
nNpoayKTY, ocobu, BignoBiganbHOI 3a 3AiCHEHHS
KOHTPO/b chapmakoHarnsgy; KOHTaKTHoi ocobm 3
SAKOCTI, [03BiN thapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS
Ha BUMyCK thapmakoHarnagy B YkpaiHi, SKLL0 BoHa
cepi: BiAMiHHa BiJ YNOBHOBaXeHOi 0co6H,
Megokemi BiANOBiAa/IbHOI 32 3[iACHEHHSI
nTa hapmakoHarnsagy (Bkaoyauy KOHTakKTHI
(LieHTpanbHwuii [aHi) Ta/abo 3MiHM Y po3MiLLEeHHI MacTep-
3ason), Kinp; thaiina cuctemmn chapmakoHarnsgy) -
rnepBuHHe Ta 3arBepmxeHo: KapacboB AMUTPO
BTOPUHHE Bonogmmuposuyio.
nakyBaHHs: 3anponoHosaHo: MNenex /llogmuna
Megokemi OnekcaHgpiBHa
NTA (3aBog,
AZ), Kinp
122. | PAMIME/Z KOMBI Tabnetku no 2,5 mr/12,5 Mepgokemi NTA Kinp BUPOGHMLTBO ManbTa/ Kinp BHECEHHS 3MiH [10 peecTpavjiiiHnx Ba peyernmom UA/10154/01/01
mr Ne 30 (10x3) y 3a MOBHUM marepianis:
6nicTepax LMKIOM: 3MiHM | TUnYy - 3MiHK Woao
AkTasic NTA, 6e3nekn/edekTBHOCTI Ta hapmakoHariagy.
ManbTa; BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX
BVMPOGHMLTBO JaHnx npo cuctemy dhapmakoHarnsgy
Hepo3dacosa (BefeHHs y3araibHeHMX AaHUX Npo cucTemy
HOro thapmakoHarnagy, 3miHa yrnoBHOBaXKeHoI
nNpoayKTY, ocobu, BignoBiganbHOI 3a 34iCHEHHS
KOHTPO/b chapmakoHarnsgy; KOHTaKkTHoi 0cobm 3

SAKOCTI, 103Bif1

chapmakoHarnaay 3asBHvKa AN 3fiicCHeHHs!
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
Ha BUMyCK thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
cepii: BiAMiHHa BiJ YNOBHOBaXeEHOI 0CO6M,
Megokemi Bi4MNOBiAa/IbHOT 32 34iACHEHHS
nTA hapmakoHarnsay (BknoUarum KOHTaKTHI
(LeHTpanbHuia AaHi) Ta/abo 3MiHM Y pO3MilLEHHI MacTep-
3asop), Kinp; dhavina cuctemu chapmakoHarnagy) -
nepBuHHe Ta 3areBepaxeHo: Kapacbos JMUTpO
BTOPUHHE Bonogvmuposuuio. 3anponoHoBaHo: Menex
nakyBaHHs: Mogmuna OnekcaHAapisHa.
Megokemi
NTA (3asog
AZ), Kinp
123. | PAMIME/Z KOMBI Tabnetku no 5 mr/25 mr Mepokemi NTA Kinp BUPOGHMLTBO ManbTa/ Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHx Ba peyernmom UA/10154/01/02
Ne 30 (10x3) y 3a MOBHUM marepianis:
6nictepax LIMKIOM: 3MiHu | TUny - 3MiHK Woao
AxTasic NTA, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
ManbTa; BBegeHHs1 abo 3MiHW A0 y3arasibHeHNX
BMPOOHNLTBO [JaHux nNpo cucTemy chapmakoHarnsgy
Hepo3dhacosa (BegeHHs y3arasibHeHMX AaHUX Npo cucTemy
HOro dhapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
NpoayKTY, ocobu, BignoBiganbHOI 3a 34iCHEHHS
KOHTPO/b chapmakoHarnsgy; KOHTaKTHoi ocobm 3
AKOCTI, A03BiN thapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
Ha BUNyCcK hapmakoHarnsigy B YKpaiHi, K0 BOHa
cepii: BiAMiHHA BiJ YNOBHOBaXeHOi 0co6H,
Megokemi BiANOBIAA/IbHOI 32 3AiiCHEHHS
nTa thapmakoHarnagy (BK/Io4aum KOHTaKTHI
(UeHTpanbHuii AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
3aBog), Kinp; haiina cuctemu chapmakoHarnsgy) -
nepBuHHe Ta 3areBepaxeHo: Kapacbos AMUTPO
BTOPUHHE Bonogumuposuyto. 3anponoHosaHo: MNenex
nakyBaHHA: Moamuna OnekcaHAapisHa.
Megokemi
NTA (3aBop,
AZ), Kinp
124. | PETUHONY PO3YMH HaLLKIpHWI Ta MAT "BitamiHn" Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHmux be3 peyenma UA/5428/01/01
ALEETAT opasibHWiA, oniiHnii 34,4 "BitamiHn" marepianis:

Mmr/mn no 10 mny
thnakoHi; no 1 chnakoHy
B MauLi 3 KapToHYy

3MiHu | TNy - 3MiHa NapameTpiB
cneumdgikauii Ta/abo AONYCTUMUX MEX
NepBUHHOT YNaKkoBKN rOTOBOrO /liKapCbKOro
3aco6y (iHLUi 3MiHK); CynyTHA 3MiHa: 3MiHa Y
MeTogax BUNpobyBaHHA NEPBUHHOI
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
yNaKoBKM rOTOBOTO J1iKapCbKOro 3acoby
(He3HauHi 3MiHM y 3aTBEPMAXEHUX MeTogax
BMNPOOGYBaHb)
125. | PUBABIPUH- kancynu no 200 mr Ne TOB "ACTPA®APM" Ykpaina TOB Ykpaina BHECEHHS 3MiH 4,0 PEeECTPaLiiHNX Ba peyernmom UA/8369/01/01
ACTPAD®APM 30 (10x3), Ne 60 (10x6) "ACTPA®APM marepianis:
y 6nicTepax y kopobkax " 3MiHM | TUnYy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 ab0 3MiHW [0 y3araslbHeHNX
JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3AjiliCHeHHs hapMakoHarnaay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3[iliCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHa BiJ, yNOBHOBaXXEHOT
ocobu, BignoBiganbHOI 3a 3AiCHEHHS
hapmakoHarnsagy (Bkaoyaouy KOHTakKTHI
OaHi) Ta/abo 3MiHWM y po3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3arBepmkeHo: MenbHWK IpuHa BikTopiBHa.
3anponoHosaHo: LLloBkoBa IpuHa
BaneHTuHiBHA.3MiHa KOHTaKTHUX AaHWUX
YNOBHOB&XEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg
126. | PUCNONENT MOPOLLOK Ta PO3YUNHHUMK TOB "[)XOHCOH & Pociicbka BUPOGHMLTBO LLIseliyapisi/ BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX Ba peyernmom UA/1683/01/01
KOHCTA® Ansa cycnewsii ans LDKOHCOH" degepauis Ta nepBuHHA CWA marepianis:
iH'EKLi NponoHroBaHol ynaxkoBka 3MiHM | TURy - 3MiHa HaliMeHyBaHHA Ta/abo
4ii no 25 Mr; KoMMnexT, PO3UMHHYIKA: afipecu MicLs NPoBaKeHHA AiANbHOCTI
Lo MicTuThb: 1 dhnakoH 3 Cinar AT, BMPOOHMKA (BK/THOYAOYM, 38 HEOOXIAHOCTI,
nopowkom, 1 wnpuy, 3 2 LLIseliyapis; MicLie NMPOBeAEHHS KOHTPOJTO SKOCTI), abo
M1 PO3YMHHUKA (HaTPito BVMPOGHMLTBO BfacHvka mactep-gaiina Ha A®l, abo
Kapmesosa 40 mla.c; Ta nepBuMHHa nocravanbHuka Adl/BuxigHoro
nonicop6ar 20; HaTpito ynakoBka mMaTtepiany/peareHTy/NpoMKHOIo NPOAYKTY,
rigpodocchar, gurigpar; MOPOLLIKY: LLIO 3aCTOCOBYOTbCS Y BUPOOHULTBI ADI -
KMCnoTa IMMOHHa Ankepmec 3MiHa HalilMeHyBaHHS BUPOGHWMKa Aitouoi
6e3B0AHa; HaTPIto IHK., CLUA; peyoBuHM PrcnepugoH, 6e3 3miHu micus
XN10pWA; HaTpIto BTOPWHHA BMPOGHMLTBA
rigpokeug; soga ans ynakoBska Ta
iH'ekUiid), 1 6e3ronkoBuii BUMYCK cepii:
npucTpiii Alaris™ Smart Cinar Arl,
Site® ana npuroTyBaHHsA LLiBeiiuapis
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

cycneHnsii Ta 1 ronky
Needle-Pro® (i3
3aXMCHUM MPUCTPOEM)
ans
BHYTPILLHbOM'A30BUX
iH'eKUili y nauuj;
KOMM/IEKT, WO MIiCTWUTb: 1
dhnakoH 3 nopoLukom, 1
wnpuy, 3 2 mn
PO3YMHHMKA (HATPIO
kapmenosa 40 mlMa.c;
nonicop6ar 20; HaTpito
rigpochocgpar, gurigpart;
KmcnoTa IMMOHHa
6e3BoAHa; HaTpito
xnopug; Hatpito
rigpokcua; Boga ans
iH'exUiii), 1 6e3ronKoBuit
npucTpin West/Medimop
NS NPUTOTYBaHHSA
cycrneHsii Ta 2 rosiku
OOBXMHOK 25 MM Ta 51
MM (i3 3aXUCHUMM
npucTposMun) Ans
BHYTPILLHLOM'A30BUX
iH'exwin y nayui

127.

PUCNONENT
KOHCTA®

MOPOLLIOK Ta PO3UYNHHUK
Ans cycneHsii gns
iH'EKLIi NPO/IOHrOBaHOI
aii no 37,5 wr;
KOMMJIEKT, WO MICTWUTb: 1
chnakoH 3 nopotukom, 1
wnpuy, 3 2 mn
PO3YMHHMKA (HATPIO
kapmenosa 40 mMa.c;
nonicop6art 20; HaTpito
rigpodhocgpart, gurigpart;
KucnoTa IMMOHHa
6e3BoAHa; HaTpito
xnopug; HaTpito
rigpokcua; Boga ans
iH'eKwili), 1 6e3rosKoBuii

TOB ")XOHCOH &
JDKOHCOH"

Pociicbka
depnepauis

BVMPOGHMLTBO
Ta nepBuHHA
ynakoska
PO3UYNHHYIKA:
Cinar Arl',
LBeliuapis;
BVMPOGHMLTBO
Ta NepBuHHa
ynakoBka
MOPOLLIKY:
Ankepmec
IHK., CLUA,
BTOPWHHA
ynakoBka Ta
BMNYCK cepil:
Cinar AT,

LLseiuapis/
CLWA

BHECEHHS 3MiH IO peecTpavLiiiHX
marepianis:
3MiHK | TNy - 3MiHa HaliMeHyBaHHS Ta/abo
ajipecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOOHUKA (BK/THOYAKOUK, 38 HEOOXIAHOCTI,
MicLie NpoBefEHHS KOHTPOJIIO AKOCTI), abo
B/lacHuka mactep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
LLIO 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI -
3MiHa HalilMeHyBaHHS BUPOGHWMKa Aitouoi
peyoBuHU PucnepunoH, 6e3 3miHu mMicus
BUPOGHMLTBA

Ba peyerimom

UA/1683/01/02
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Ne
n/n

Hassa snikapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

npucTpii Alaris™ Smart
Site® Ana NpUroTyBaHHsA
cycneHsii Ta 1 rosky
Needle-Pro® (i3
3aXVCHUM MPUCTPOEM)
ans
BHYTPILLHbOM'A30BUX
iH'eKLi y nayi;
KOMMJIEKT, L0 MiCTWTb: 1
dhnakoH 3 nopoLukom, 1
winpuy, 3 2 mn
PO3UYMHHMKA (HATPIO
kapmenosa 40 mla.c;
nonicop6ar 20; HaTpito
rigpodhocgpar, gurigpart;
Kmucnota IMMOHHa
6e3BogHa; HaTpito
X/10pug; HaTpito
rigpokcua; Boga ans
iH'exuiii), 1 6e3ronKoBuit
npucTpin West/Medimop
NS NPUTOTYBaHHSA
cycneHsii Ta 2 rosiku
OOBXMHOK 25 MM Ta 51
MM (i3 3aXUCHUMM
npucTposMun) Ans
BHYTPILLHEOM'A30BUX
iH'eKUili y nauui

LLiBeiiuapis

128.

PUCNONENT®

TabneTkn, BKPUTI
060/10HKOI0, MO 2 Mr NO
10 TabneTok y 6nicTepi;
no 2 a6o no 6 6nictepis
Y KapTOHHIN nauui

TOB "[XXOHCOH &
[DKOHCOH"

Pociicbka
depnepauis

AHccen-Cinar
C.n.A.

ITanis

BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX
marepianis:
3MiHM | TUMy - 3MiHa HaliMeHyBaHHA Ta/abo
ajipecyt MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOOHUKA (BK/THOYAKOUK, 3 HEOOXIAHOCTI,
MicLie NpOBeAEHHS KOHTPOJIO AKOCTI), abo
BfacHvka mactep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY,
LLIO 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI -
3MiHa HallMeHyBaHHs1 BUPOBHUKa fitouol
peyoBuHM PucnepngoH, 6e3 3miHu micus
BUpPOGHMLTBA

Ba peyernmom

UA/0692/01/02

129.

PO3AMET®

kpeM 1% no 25 r y Ty6i;

AnpaH-IaneHcbknii

Xopsaris

AapaH-

Xopsaris

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a

UA/7256/01/01
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Ha3sBsa nikapcbko2o
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n/n

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

130.

POCT-HOPMA

no 1 Ty6i y KapTOHHIA
Kopobu,i

rpaHynu, no 10ry

Na6opaTopiit 4.4.

[aneHcbKuit
Na6opaTopiii
a.n.

marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KoHTponb
rOTOBOrO /liKapcbKoro 3acoby. 3miHa
napameTpiB cneyundikauii Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCbKoro
3aco6y (BW/IyYEHHSI HE3HAYHOIO MOKa3HMKa
(Hanpviknag 3acTapisnioro NokasHuKa, Takoro
SIK 3anax Ta cmak, abo igeHTudikauis
6apBHUKIB UM CMAKOBUX [4,06aBOK))
(BydeHHs 3 nokasHuka "Onuc" M3
nocunaHHa Ha "3anax" Ta yToYHeHHs
po3giny); 3minu | Tuny - AgMiHiCTpaTuBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu
MicLs MPOBaMKEHHS AiANbHOCTI
BMPOGHUWKa/iMnopTepa roToBoro MikapcbKoro
3aco06y, BK/OYaKUY AiNbHULi BUNYCKY cepil
a60 Micue npoBefeHHA KOHTPOSIKO AKOCTI.
(aisnbHiCcTb, 3a AKy BigNoBifae
BMPOGHMK/IMNOpPTEpP, BK/IOYAKOYM BUMYCK
cepiii) (NpUBeAEHHSI HaliMeHyBaHHS
BMPOGHMKA Y BigNOBIAHICTb A0
aAMiHICTpaTUBHUX AOKYMeHTIB) (TepMiH
BBEJEHHS 3MiH NPOTAroM 6-Tn MicALiB nicns
3aTBEPKEHHS); 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecy 3asiBHMKA
(BNacHuKa peecTpauiiHoro NocBigYeHHs!)
(NpuBefeHHs HaliMeHyBaHHS 3asiBHUKA Y
BiANOBIAHICTb 40 aAMiHICTPATUBHUX
[OKyMeHTIB) (TepMiH BBEAEHHS 3MiH
NpPOTArom 6-Tu MiICALIB NiC/1A 3aTBePAKEHHS)

peyerimom

nocsio4YeHHs

neHasi noniMepHomy; no
1 neHany B nauuj 3
KapTOHY

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

YKpaiHa

MpAT
"HaujioHasibHa
[omeonaTuyH

a Cninka"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHW A0 y3arasibHeHNX
JaHux Npo cuctemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHNX Npo
cuctemy thapmakoHarnisgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHs hapMakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3assHuka ans
3[iicHeHHs thapmakoHarnsay B Ykpaii,
SIKLLO BOHA BigMiHHA Bij, yNOBHOBaXXEHOT
ocobu, BignoBigasibHOI 3a 3AiCHEHHSI

dhapmakoHarnsay (Bknyarym KOHTaKTHI

be3 peyenma

UA/4625/01/01




138

Ne | Ha3ssa nikapcbkoz2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
OaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thainna cuctemun chapmakoHarnsagy) -
3arBepmkeHo: fdawkenb Biktopis CepriiBHa.
3anponoHosaHo: bagpa OneHa AHaToniiBHa
131. | PYMIKCOH MOPOLUOK A1 PO3UMHY AHTIGIOTiKe C.A. PymyHis Bunpo6HMK, PymyHisi/ Kutaii BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 3a UA/14741/01/01
DPAPMIOHIOH ansiHekuiinolry BignoBiga/IbHN mMartepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peyenmom
thnakoHax Nel 1 3a BTOPUHHE 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecn
nakyBaHHs1, MicList MPOBaPKEHHS AisiNIbHOCTI
TecTyBaHHA Ta BMPOGHMKa/iMNopTepa rotToBoro Nikapcbkoro
BUMYCK cepili 3aco6y, BKOYaUY AiNbHULi BUNYCKY cepil
KiHLLeBOro ab0 MmicLe NpoBefeHHS KOHTPOJIKO SKOCTI.
NPOAYKTY: (misnbHICTb, 3a AKy BignNOBILaE
AHTIGIOTiKE BMPOGHUK/IMNOPTEpP, HE BKIOYAKYN BUMYCK
C.A., PymyHisi; cepiit) (3miHa Ha3BK Ta agpecy BUPOOHYKA)
Brpo6HuK,
BiANOBIAa/IbHN
3a
BVMPOGHULTBO
Ta nepBuHHe
nakyBaHHS:
CiHochapm
XKutoH
(LWWeHbwkeH)
dapmMacbloTUK
an Ko., NlT4.,
Kutaii
132. | PYMIKCOH MOPOLLOK A1 PO3UUHY AnTibioTiKe C.A. PymyHis Brpo6HuK, PymyHis/ Kntaii BHECEHHS 3MiH 10 peecTpaLinHnx 3a UA/14741/01/02
DAPMIOHIOH AnsiHekuiino 2ry BiANOBiAa/IbHN marepianis: 3miHu | Tuny - AgMIHICTpaTUBHiI peyenmom
hnakoHax Nel 1 32 BTOPUHHE 3MiHWN. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu
nakyBaHHs, MiCLii NPOBaPKEHHSA AiNIbHOCTI

TecTyBaHHA Ta
BUMYCK cepiii
KiHL,EBOro
NPOAYKTY:
AHTIGIOTiKE
C.A., PymyHis;

Bnpo6HMK,
BiANOBiAaNbHN
n3a
BMPOGHMLTBO
Ta NepBuHHE
nakyBaHHS:
CiHothapm
XKnioH
(LWeHbwkeH)
PapmacboThK

BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3acoby, BK/IoYaoun AinbHUL BUNYyCKy cepil
ab60 micLe NnpoBeAEeHHA KOHTPOSIK0 SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMPOGHUK/IMMOPTEp, HE BK/IOYAKYN BUMYCK
cepii) (3mMiHa Ha3BW Ta aApecu BUPOOHYKA)
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
an Ko., N1T4.,
Kutaii
133. | CAIIUUNNIOBO- nactano25ry MpAT Ykpaina MpAT YKkpaina BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX 6e3 UA/6398/01/01
LMHKOBA NACTA KOHTeliHepax; Mo 20 ry dapmaveBTNyHA dapmaueBTny marepianis: 3miHu | Tuny - AgMiHICTpaTUBHI peyenma
Ty6ax; no 20 ry Ty6i; no thabpuka "Biona" Ha thabpuka 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
1 Ty6i y nayui "Biona" MiCLii NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa/imnopTepa roToBoro ikapcbKoro
3acoby, BK/IoYaoun AinbHUL BUNyCcKy cepil
ab60 micue NnpoBefeHHS KOHTPOSIKO SKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BUPOGHUK/IMNOPTEp, BKIOYAOUYN BUMYCK
cepiii) (3miHa agpecy Bupo6Huka M3 MNpAT
dapmaueBTMyHa habpuka «Biona», 6e3
3MiHM MiCLA BUPOGHMLTBA (3MiHA HAa3BU
Bynuui) (TepmiH BBEAEHHSA 3MiH MPOTATOM 3-
X MicAUIB Micns 3aTBEpAXEHHS); 3MiHu |
TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asBHVKa
(BNacHvKa peecTpauiiHoro NocBig4YeHHs)
(3miHa agpecu 3asaBHUKa MNpAT
dapmaueBTMyHa habpuka «Biona») (TepMiH
BBEJEHHS 3MiH MPOTArom 3-x MicsLiB nicns
3aTBEPKEHHS)
134. | CAHOPVH Kpanni Ha3asibHi, "KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 6e3 UA/2455/01/01
emyrnbcis, 1 mr/mn, no Nimiten" IHpacTpi3 Pecny6nika mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peuyenma
10 mn y ¢pnakoHi; no 1 c.p.o., 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
pNakoHy pasom i3 3as1BHMKa (BNacHMKa peecTpauiiHoro
KPULLIKOHO- noceigveHHs) (3MiHa agpecu 3asaBHUKaA
KpanenbHuueo B (BNacHuKa peecTpauiiHoro NocBigYeHHs!)
Kopoobui (TepmiH BBEAEHHS 3MiH MPOTSAroM 6-Tn
MicsLB Micns 3aTBepKEHHS)
135. | CAHOPUH Kpanni HasasibHi, PO34nH "KcaHTic Papma Kinp Tesa Yex Yecbka BHECEHHS 3MiH 10 peecTpaLinHnx 6e3 UA/2455/02/01
0,5 mr/mn, no 10 mny Nimiteg" IHOacTpi3 Pecny6nika Martepianis: 3MiHu | TMNy - AGMIHICTPaTUBHI peuyenma
hnakoHi 3i ckna; no 1 c.p.o. 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(hN1akoHy, OcHalLLeHoMY 3asiBHUKA (BNacHMKa peecTpauiiHoro
KpanenbHuuer Ta NnocBigueHHs1) (3MiHa agpecu 3asiBHUKa
KPULLIKOKO Y KapPTOHHIl (BNacHvKa peecTpauiiHoro NocBig4YeHHs)
KopooLi (TepmiH BBEAEHHSA 3MiH MPOTAroM 6-Tn
MiCALB Mic/1A 3aTBepAKEHHS)
136. | CAHOPVH cnpeii HasasbHUiA, "KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux 6e3 UA/2455/04/01
po3uunH, 1 mr/mn no 10 Nimiten" IHpacTpi3 Pecny6nika marepianis: 3miHu | Tuny - AaMiHiICTpaTUBHI peyenma
My h/1akoHi 3 c.p.o., 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

MeXaHiYHUM
po3nuaoBayvem; no 1
thrnakoHy pa3om 3
annikatopom ans
MOPOXHUHW HOCa B
Kopobui

3anBHUKa (BNacHKKa peectpauiiiioro
nocBig4eHHs) (3MiHa agpecu 3asBHUKa
(BNacHvka peecTpauiiHoro NocBigYeHHS)
(TepMiH BBEAEHHS 3MiH NPOTAroM 6-Ti
MicsLiB MiCNsA 3aTBEPAYKEHHS)
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
137. | CAHOPWUH Kpanni HasasbHi, "KcaHTic ®apma Kinp TeBa Yex Yecbka BHECEHHS 3MiH 10 peecTpavLiiiHnX 6e3 UA/2455/03/01
po3uuH, 1 mr/mn no 10 Nimiten" IHoacTpi3 Pecny6nika mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peuenma
My donakoHi, no 1 c.p.o. 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo agpecn
chnakoHy pa3om i3 3asBHUKa (BNacHvKa peecTpauiiHoro
KPULLIKOHO- noceigveHHs) (3MiHa agpecu 3asBHUKaA
KpanenobHuLeto B (BnacHuka peecTpauiliHoro noceif4eHHs)
kopobui (TepmiH BBEA,EHHS 3MiH MPOTSAroM 6-Tn
MicALiB Nic/a 3aTBepAXEHHS)
138. | cupPon BIA, cupon no 100 mn a6o no [Op. Taiicc HimeuunHa [p. Taiicc HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHnX be3 peyenma UA/15367/01/01
KALUMKO AP. 250 mn 'y dpnakoHi; no 1 HartypsapeH M'M6X HatypsapeH marepianis:
TAIACCA 3 h1aKkoHy 3 MipHUM M6X 3MiHY | TNy - 3mMiHa po3Mipy cepii
EKCTPAKTOM CTaKaH41KoM y (BKtOvalouM fianasoH po3mipy cepir)
NALWA KapTOHHIli KopooLi roTOBOro NikapCbKoro 3acoby — 36iNbLUeHHs
po3Mmipy cepii roToBOro /liKapcbKoro 3acoby
(3anponoHoBaHo: Po3Mmip cepii (BkItovaoum
njana3oH po3mipy cepii) rotoBoro
nikapcbKoro 3acoby 200 kr - 5500 Kr.); 3MiHu
| Tuny - 3miHa doopmu abo posmipy
KOHTelHepa uu 3aKyrnoptoBaslbHOro 3acoby
(NepBUHHOT yNakoBKW) — 3MiHa BUCOTK
rBUHTOBOI YacTVHU thnakoHy no 250 mn, y
3B'A3KY 3i 3MEHLUEHHAM BUCOTY FBUHTOBOT
4acTUHU hnakoHa no 250 mn AofaeTbesa
015 UbOro (olakoHy asibTepHATUBHWI
3aKynoproBasibHWiA 3aci6 Tuny
(HDPE/LDPE), sikuii paHiwe
BMKOPWCTOBYBAaBCA A4/19 dnakoHis no 100 mn
139. | CIANIC® TabneTku, BKpUTI Eni Ninni Hegepnavg, | Higepnangn | Bupo6HMUTBO CnonyJeHi BHECEHHS 3MiH [0 peecTpaLjiiiHnX 3a UA/7881/01/03
N/1iBKOBOK 060/IOHKOHD, B.B. Hepo3dhacoBa LWratn (CWA)/ mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
no 5 mr no 14 tabnetok HOro IcnaHis 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
y 6nicTepi, no 1 a6o 2 NpoAayKTy: MiCLii MPOBaKEHHS AiSNIbHOCTI
6nicTepy B navw,j ninni pens BMPOGHMWKa/imnopTepa roToBoro ikapcbkoro
Kapi6e IHk., 3acoby, BK/IoYaoun AinbHUL BUNycKy cepil
CnonyuyeHi abo miclLie NpoBefeHHsI KOHTPOJIHO SKOCTI.
LWratn (CLUA) (misnbHICTB, 3a AKy BignoBigae
MepBuHHA Ta BMPOGHMK/iIMNOPTEP, HE BK/IHOYAKOUM BUMYCK
BTOPWHHA cepiii) (3miHa agpecu Bupo6Huka M3 Ninni
ynakoBka, nenb Kapi6e IHK, 6e3 3MiHu micus
[03BiN Ha BMPOOHULITBA)
BWMYCK cepil:
Ninni C.A.,
Icnanis
140. | CIANIC® TabneTkn, BKPUTI Eni Ninni Hepgepnahg HigepnaHgn Bunpo6bHMuTBO CnonyyeHi BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX 3a UA/7881/01/02
N/1iBKOBOK 060/IOHKOHD, B.B. Hepo3dhacoBa LWratn (CWA)/ mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
no 2,5 mr no 14 Horo IcnaHis 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
TabneTok y 6nictepi; no NpoAayKTy: MiCLii NPOBaPKEHHS Ai/IbHOCTI
2 6nicTepu B naui ninni pensb BMpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
Kapi6e IHk., 3aco6y, BKNOYauM AiNbHULi BUNYCKY cepil
CnonyueHi abo micue NpoBefeHHsI KOHTPOJIHO SKOCTI.
LWraTn (CLUA) (misnbHICTb, 3a AKy BignNOBIfaE
MepBuHHaA Ta BMPOBHUK/IMNOPTEP, HE BKIOYAKYMN BUMYCK
BTOpPMHHA cepiii) (3miHa agpecy BMpo6Huka M3 Ninni
ynakoBKa, nenb Kapiée IHk, 6e3 3MiHM Micus
[03BiN Ha BMPOGHMLITBA)
BUMYCK Cepii:
Ninni C.A.,
Icnanis
141. | CTPENCINIC® BE3 | nboasiHukm no 8 PexkkiTT BeHkizep Benuka PexkiTT Benuka BHECEHHS 3MiH [0 peecTpaLiiiHX be3 peyenma UA/4927/01/01
LLYKPY, 3l NbOASAHUKIB Y 6nicTepi; Xenckep IHTepHeLwHN BpuTaHis BeHkizep BputaHis marepianis:
CMAKOM JIMMOHA | no 2 6nictepu B Nimiten Xenckep 3MiHM | TURY - 3MiHKW, NOB'A3aHI 3
KapTOHHiI kopobuj; no IHTepHeLuHN HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTb
12 nbogsAHMKIB Y Nimiteq [0 MoHorpadii J®Y abo €sponeiicbKoi
6nicTepi; no 1 abo no 2 thapmakonei, abo iHLIOI HaLioHa/TbHOI
6nicTepy B KapTOHHIN thapmakonei gepxasu E€C - npuBefeHHs
KopooLi cneuundikauii A®I 2,4-anxnop6eH3nnoBoro
CNupTY Y BiANOBIAHICTb 4O BMMOT
MOHorpadii «2,4-Dichlorobenzyl Alcohol»
EP 8.1.; 3miHuK | Tuny - 3miHa nepiogy
NOBTOPHMX BUNPOGYBaHb/Nepioay
36epiraHHa abo ymoB 36epiraHHs APl -
36i/1bLLEHHS NepioAy NOBTOPHOIO
BMNPO6YBaHHA A®I 2,4-anxnop6eH3nnoBoro
CrnpTY; 3MiHW | TUNY - 3MiHX B NpoLLeci
BUpo6HULUTBA AP - HE3HAYHA 3MiHa Y
npoveci BupobHuuTtea 2,4 -
ANXI0p6EH3NI0BOro CNNPTY
142. | CTPENTOUMA Tabnetkn no 300 Mr no MNAT "Tanuucapm” Ykpaina MAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnX Ba peyernmom UA/7258/01/01
10 TabneTok y cTpuni; "Tanuucapm”, marepianis:
no 10 Tabnetok y YkpaiHa; NAT 3MiHM | TUMy - 3MiHK y NpoLeci BUPO6HMLTBA
6nicTepi, no 1 6nictepy "Kuismegnpen roTOBOrO J1iKkapCbKOro 3acoby, BK/I4akum
B nauuj apat”, YkpaiHa NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCS
npy BUPOBHMLITBI FOTOBOIO /1iKApCbKOro
3acoby (He3HayHa 3MiHa y NpoLeci
BMPOGHMLTBA)
143. | CYMAMEA® kancysm no 250 mr no 6 TeBa dapmaveBTikan I13painb MNIBA Xopsaris BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX Ba peyernmom UA/2396/03/01
Kancyn y 6nictepi; no 1 IHpacTpi3 /T4, XpBarcka marepianis:
6nicTepy B KapTOHHIl A.0.0. 3MiHM | TMNy - 3MiHa Macy NOKPUTTS

KOpOoO6Li

nikapcbkux hopm A5 nepopasibHOro
3aCTOCyBaHHS abo 3MiHa Macy 060/10HKK




142

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep

n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

yrnakoska) nocsi0O4YeHHs1

kancyn (TBepgi nikapcbki choopmu ons
nepopasibHOro 3acCTOCyBaHHS) - 3MiHa Macu
060/10HKN Kancysn
144. | CYCTAHOH®-250 po3unH s iH'ekyin, 250 AcneH dapma IpnaHgais H.B.OpraHoH Higepnanamn BHECEHHS 3MiH 4,0 PEeECTPaLiiHNX Ba peyernmom UA/9228/01/01
Mr/mMn no 1 ma B amnyni; TpeigiHr Nimiteq,

no 1 amnyni y KapTOHHIl
nauuj

3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6MU.

marepianis:
3MiHu | TNy - 3MiHK Woao

BeefieHHs1 ab0 3MiHW [0 y3araslbHeHNX
JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHNX Npo
cuctemy thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifabHOI 3a
3AjiliCHeHHs hapMakoHarnaay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHuka ans
3[iliCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHa BiJ, yNOBHOBaXXEHOT
ocobu, BignoBiganbHOI 3a 3AiCHEHHS
hapmakoHarnsagy (Bkaoyaouy KOHTakKTHI
OaHi) Ta/abo 3MiHWM y po3MiLLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) -
3aTBepmkeHo: YNoBHOBaXeHa ocoba
3as1BHMKa, BiAMNOBiAa/IbHA 3a

hapmakoHarnsag — [jiova pegakuis:
YnoBHOBaxeHa 0coba 3asaBHUKa,
BiAgNoBigasibHa 3a hapmakoHarnag, - Ap. rai
[Jemon / Dr. Guy Demol. KoHTakTHa ocoba B
YKpaiHi ynoBHOBaXeHOI 0co6y 3asBHMKa
Ona 3pjiicHeHHs hapmakoHarnagy - Enena
AHppyua.
3anponoHoBaHo: YnoBHoBaxeHa ocoba
3asBHVIKa, BignosiganbHa 3a
hapmakoHarnag - KaponiHa C3kyanapek /
Karolina Szkudlarek. KoHTakTHa ocob6a B
YKpaiHi ynoBHOBaXeHOI 0CObu 3asiBHUKA
NS 3giCHEHHSA dhapmakoHarnsgy -
HaropHa KaTtepuHa IBaHiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6M.

3MiHa Micus 3AiiCHEHHSI OCHOBHOI
LisNbHOCTI 3 chapmakoHarnagy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa

MacTep-aiina

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

145.

TABINEK

kancynm
KMLLKOBOPO3UMHHI M'SAKi
no 150 wmr; no 10 kancyn
y 6nictepi; no 3
6nicTepy B KapTOHHIN
KopooLi

dapmaueyTie
habpik MoHTaBIT
mM6X

ABCTpis

dapmaneyTiw
e thabpik
MoHTaBIiT
6X

ABcTpist

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
- 3MiHa rpadiyHOro 0hOpPMIEHHS NEPBUHHOT
YMakoBKM Ha TEKCT MapKyBaHHS ynaKkoBKU;
BHECEHHS 3MiH [0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBK1 (OHOBIEHO HaNMCaHHSA
TEepPMiHy NpUAATHOCTI Ta HoMepy cepil
NiKapcbKoro 3acoby; BHECEHO iHthopMaLito
LLIOA0 BMPOGHMKA) Ta BTOPUHHOI YNakoBKu
(BUNYy4eHo Ha3By NikapCcbKoro 3acoby Ha
aHrnincobkii MoBi)

be3 peyenma

UA/5604/01/01

146.

TAKC-O-BIA®

MOPOLLIOK 4718 PO3YNHY
Ans iH'ekuiii no 500 mr, 1
dhnakoH 3 NOPOLUKOM B
KopoOLi 3 KapToHY

Opxig ®apma JNimiteq,

IHais

Opxif
Xenrtxkep
(BioaineHHs
Opxig
Kewmikasnc eHg,
dapmacbloTika
nc Niviten)

IHAis

BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis: 3miHu | TUny - AAMIHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu

3aaBHUKa (BNacHKKa peectpauiliioro
NoCBiAYEHHS) (3MiHA HaliMeHyBaHHS
3aaBHMKA); 3MiHM | TUNY - AQMiHICTPaTUBHI
3MiHWN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCL NPOBa)KEHHS AiS/IbHOCTI BUPO6HMKA
(BrtOYatouM, 3a HeObOXiAHOCTI, Micue
NpoBeAeHHS KOHTPOI0 AKOCTI), abo
BfacHvka mMactep-gaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY,
LLIO 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI
(AKLLO 3a3HAYEHO Y AOChE Ha MIKapPCbKWiA
3acib) 3a BiACYTHOCTI cepTudpikara
BifNoBigHOCTI €Bponelickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOOHMKA
HOBOI ONOMDKHOT Pe4OBUHU (SIKLLO
3a3Ha4yeHo y A0CbE) (3MiHa Ha3BK

BMpOo6HUKa A®I, 6e3 3MiHN MicLA
BUPOGHMLTBA); 3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy

(iHwWi 3miHK) (3amiHa rpacpiuHoro

306paKeHHs yNakoBKN Ha TEKCT MapKyBaHHS
015 NEPBUHHOT Ta BTOPUHHOI YNaKOBKK Y
3B'AA3KY 3 NPUBELEHHAM Y BiAMNOBIAHICTb A0
Haka3y MOS3 Ykpainu Ne 426 Big 26.08.05 (y
pepakuii Hakasy MO3 YkpaiHu Ne460 Bif
23.07.2015 p.)

3a
peyenmom

UA/6482/01/02

147.

TAKC-O-BIA®

MOPOLLOK A/151 PO3YUHY
Ans iv'exuii no 1000 wmr,
1 d1akoH 3 NOPOLLKOM B

Opxig ®apma Nimiteq,

IHais

Opxif
Xenrtxkep
(BigAineHHs

IHAis

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis: 3miHu | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3a
peyenmom

UA/6482/01/03
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Ne
n/n

Ha3sBsa nikapcbko2o

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOpOo6Li 3 KapTOHY

Opxig,
Kewmikasic eHf
dapmacbloTika

nc Nimiten)

3asBHUKa (BNacHvKa peecTpauiitHoro
nocBifYeHHs) (3MiHa HaliMeHyBaHHS
3aaBHMKA); 3MiHM | TUNY - AAMIHICTPaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu
MicLs MpoBaMKEHHS AisANbHOCTI BUPOOHMKA
(BKKOUatouK, 3a HeO6XiAHOCTI, Micue
NpPOBeAEHHS KOHTPO/IIO SKOCTI), abo
B/lacHUKa mMacTep-gaiina Ha Ad®l, abo
noctavasnbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOr0 MPOAYKTY,
LLIO 3aCTOCOBYHOTLCA Y BUPOOHULTBI API
(AKLLO 3a3HAYEHO Y A0CLE HA NiKapCbKuii
3acib) 3a BigCyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOGHMKA
HOBOI AOMNOMIXHOT PEYOBUHM (SIKLLO
3a3HayeHo y J0Cbe) (3MiHa Ha3BU
BMPO6HUKa API, 6e3 3MiHN MicuA
BMPOGHMLTBA); 3MiHM | TRy - 3MiHK WoAo
6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy
(iHwWi 3miHW) (3amiHa rpadpivuHoro
306paKeHHs YNakoBKN Ha TEKCT MapKyBaHHS
A9 NePBUHHOT Ta BTOPUHHOT YNaKoBKK Y
3B'A3KY 3 NPUBELEHHAM Y BifNOBIAHICTb A0
Haka3y MO3 Ykpainu Ne 426 Big, 26.08.05 (y
pegakuii Hakazy MO3 Ykpainn Ne460 Big
23.07.2015 p.)

148.

TAKC-O-BIA®

MOPOLLOK /151 PO3UNHY
Ans iH'ekuii no 500 mr, 1
dh1aKkoH 3 NOPOLLKOM B
KOpOoO6Li 3 KapTOHY

Opxig ®apma Nimites,

IHais

AcTpan
CrepiTey
MpaiiseT

Nimiten

IHais

BHECEHHS 3MiH [0 peecTpavLiiiHX
marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
[oTOBWI Nikapcbkmit 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHa iMnopTepa/aMiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi TOTOBOrO MikapCbKoro 3acoby (3amiHa
abo gogaBaHHS BMPO6OHUKA, LLIO BignoBigae
3a BBe3eHHs Ta/abo Bunyck cepir) -
Bkntoyaroun KOHTposib/BUNpobyBaHHS cepil
(3a3HaveHHs BUPOGHMYOT AinbHuULi AcTpan
CrepiTteu MpaiiseT JlimiTea, ska Bignosigae
3a BMMNYCK Cepii, BKIOYaun
KOHTPO/b/BUNpPO6YBaHHSA cepii) CynyTHs
3MiHa - 3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa abo
BBEEHHS fOAATKOBOI AiNbHUL
BMPOGHMLITBA 415 YAaCTUHM abo BCbOro
BMPOBHMYOro NpoLLecy roToBOro J1ikapCbKoro
3aco06y (iHWi 3MiHK) (3a3HaYeHHs
BMPOBGHUYOT AinbHUUi AcTpan CTepitey
MpaiiseT JlimiTes, ska BignoBiga€e 3a NOBHWIA

3a
peyenmom

UA/6482/01/02
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

LMKN BUpo6HMLTBa. Micue BUpobHuLTBa
3/IMWIAETHLCA HE 3MiHHUM)

149.

TAKC-O-BIA®

MOPOLLOK A/151 PO3YNHY
Anst iv‘exuii no 1000 wmr,
1 chnakoH 3 NOPOLLIKOM B
KOpo6L,i 3 KapTOHY

Opxig Papma Nimiteq,

IHais

Actpan
CrepiTeu
MpaiiBeT

Nimiten

IHais

BHECEHHS 3MiH 0 peecTpaLiiHnX
marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWiA Nikapcbkumii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3MiHa iMnopTepa/aMiHy, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/I0
SKOCTi FOTOBOr0 NiKapcbKoro 3acoby (3amiHa
abo gofasaHHs BMPOGHUKA, LLIO Bignosigae
3a BBE3EHHS Ta/abo BMnyck cepii) -
B/1tovaloumn KOHTPOsb/BUNPOBYBaHHA cepil
(3a3HaveHHs BUPOGHMYOT AinbHULI ACTpan
Crepiteu MNpaiiBeT JlimiTea, ska Bignosigae
3a BMNYCK cepil, BK/IYaum
KOHTPO/b/BMNPOGYBaHHA cepii) CynyTHA
3MiHa - 3MiHM 3 SKOCTi. [OTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPO6HMLTBI. 3aMiHa abo
BBE/EHHS 404ATKOBOT AifIbHUL
BMPOBHMLITBA A/15 YaCTUHM ab0 BCbOro
BUPOGHMYOro NpoLiecy roToBOro MikapCbKoro
3aco06y (iHWi 3MiHK) (3a3HaYeHHs
BMPO6HUYOI AinbHNLi AcTpan CTepiTey
MpaiiBeT JlimiTea, sika BigNoBifa€e 3a NOBHWIA
LyKN BUpo6HMLTBa. MicLe BUpobHuLTBa
3/IMLIAETLCS HE 3MiHHUM)

3a
peyerimom

UA/6482/01/03

150.

TBIHPUKC™ |
TWINRIX™
BAKLVHA AN1A
NPODINAKTUKU
FENATUTIB A
(IHAKTUBOBAHA) |
B
(AICOPBOBAHA)

cycneHsisi ans iH'ekuiii
no 1 posi (1 mn/go3sy) y
nonepeaHbLO
HarnoBHeHoMy wnpuui Ne
1y KOMNAEKTi 3 FONKO

FnakcoCmiTKnsiiH
Ekcnopt fimiTeq,

Benuka
BpuTtaHis

nakcoCmiTKn
SAMH

Bionogxikans
C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHmx
marepianis:

3MiHuM | TUNY - 3MiHa 6y Ab-AKOT YaCTUHU

maTepiany NepByHHOT yNakoBKK, LU0 He
KOHTaKTy€e 3 rOTOBMM JliKapCbKMM 3aC060M
(Hanpviknag Konip KpULIEeYOoK 3 KOHTPONEM
NepLLOoro BigKPUTTSA, KONIP KOAOBUX Kinleub
Ha amnynax, KoHTeliHepa 415 rosok (pi3Hi

BUAMW niacTMacwy) (3MiHa, sika He BM/IMBa€ Ha
KOPOTKY XapaKTepuCTUKy NiKkapCbKoro

3aco6y); 3MiHM | TUNY - 3MiHa NapameTpiB

cneumdikauin Ta/abo 4ONYyCTUMUX MEX
NepBUHHOT YNaKkoBKWN rOTOBOrO JliKapCbKOro
3ac06y (foNOBHEHHS cnevumdikalii HOBUM

MOKa3HMKOM 3 BifNOBIAHUM METOAO0M
BMNPOOGYBaHHS) - ONOBHEHHSA crneumdikawii
TecTom A (noBepxHeBUIi TecT) 3

BiANOBIAHUM METOA0M BUNPOBYBaHHA A5
nokasHuka Hydrolytic resistance Test gnis
unninapie wnpuuis 3 CCT; 3MiHK | Tuny -

Ba peyenmom

UA/13056/01/01




Ne Ha3sBsa nikapcbko2o

Popma sBUMYCKY

3asiBHUK

146

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

151. | TEPA®NIO

MOPOLLOK ANsi

3MiHa NnapameTpiB cneuudikauii Ta/abo
[0NYCTUMUX MEX NMEePBUHHOT YNaKoBKU
roTOBOrO /iKapCbKOro 3acoby (40NOBHEHHS
cneuudikaLii HOBUM NOKa3HWKOM 3
BiAMNOBIAHUM METOA0M BUNPOBYBaHHS) -
[OMNOBHEHHA creumdikalii nokasH1KOM
Visual control 3 BignoBigHUM METOA0M
BUNPOBYBaHHA ANA LWAIHAPIB WnpuLiB 3
CCT; 3MiHu | Tuny - 3mMiHa napameTpis
cneundgikauii Ta/abo AONYyCTUMUX MEX
NepBUHHOT YNakoBKN FOTOBOTO NiKapCbKOro
3acoby (foNOBHEHHSA creuudikaLii HoBUM
NMOKa3HMKOM 3 BiNOBIAHUM METOAO0M
BMNPO6YBaHHS) - AONOBHEHHS crneumndikawii
nokasHukom ldentity by Total Ash Test 3
BiNOBIAHUM METOAOM BUNPOGYBaHHA A1
YLiNbHIOBaYIB NOPLUHIB wnpuuis 3 CCT

nocsio4YeHHs

OpasIbHOr0 PO34UHY 3i
CMaKOM J1iCOBUX Arig y
naketax Ne 1, Ne 10

HosapTic KoHcblomep
Xenc CA

LLiBeiuapis

Hosapric
KoHcbromep
Xenc

CLIA

BHECEHHS 3MiH 10 peecTpaLiiiHnX
marepianis:
3MiHW | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BeegeHHs abo 3MiHM A0 y3arasibHeHNX
JaHnx Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHNX Npo
cucTemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNoBiganbHOI 3a
3[iiCHEeHHSsT hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asasHvKa ANs
3pilicHeHHs1 chapmakoHarnsay B YKpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXeHOT
0cobw, BigNoBiganbHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/Iovaum KOHTaKTHi
AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - fioua
pefakuis: YnoBHoBaxxeHa ocoba 3asBHUKa,
BignosigasbHa 3a thapmakoHarnsag - diaHa
Yp6aHosuy / Diane Urbanowicz. KoHTakTHa
ocoba B YkpaiHi ynoBHOBaXeHOi 0cobu
3asBHUKA A1 34iiCHEHHS thapMakoHarnsay
- PewweTeBchkuii Hasapiii OnekcaHapoBuy.
MponoHoBaHa peaakuis: YNoBHOBaXeHa

be3 peyenma

ocoba 3as1BHMKA, BignosigasibHa 3a

UA/5436/01/01




Ne

Ha3sBsa nikapcbko2o

147

n/n

3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

152.

TEPA®/IO BIA,

YKpaiHi ynoBHOBaXKEHOI 0CO6U 3asiBHMKA
Ans 3giiCHEHHA dhapmakoHarnsgy -
NanunHcbka IHHa IropiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBA&XEHOI 0CO6M.

3MiHa Micus 3AiiCHEHHSI OCHOBHOI
AiSnbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
MacTep-caiina

thapmakoHarnag - Ap.CtiseH Xo66ugxep /
Dr. Stephen Hobbiger. KoHTakTHa ocoba B

3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0Co6M.

nocsio4YeHHs

reuny TA
SACTYON 31
CMAKOM JIMMOHA

NnopoLUIoK ANns
OpasIbHOro PO3YnNHY y
naketax Ne 1, Ne 10

HosapTic KoHcblomep
Xenc CA

LLiBeiiuapis

OPAMAP
OPJIEAH

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiiiHmx
marepianis:
3MiHuW | TUNY - 3MiHK Woa0

BBegeHHs abo 3MiHN A0 y3arasibHeHNX
[aHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHNX NPpo
cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiiCHeHHs thapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3assHuka ans
3AjiCHeHHs1 hapMakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOT
0ocobw, BignoBiganbHOI 3a 3A4iACHEHHS
hapmakoHarnsgy (BkaoUakoum KOHTaKTHI
OaHi) Ta/abo 3MiHM Y PO3MilLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - fivoua
pefakuis: YnosHoBaxeHa ocoba 3asBHMKa,
BiAnoBigasbHa 3a hapmakoHarnsag - fliaHa
Yp6aHosuy / Diane Urbanowicz. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXKeHOI 0co6u
3asBHVKa AN 34iiCHEHHS hapmakoHarnsagy
- PelweTeBcbkuMii Hazapiii OnekcaHapoBuy.
lMponoHoBaHa pegakLisi: YNoBHOBaXeHa
ocoba 3asBHVKa, BigNoBiga/ibHA 3a
hapmakoHarnag - Ap.CriseH Xo66ugxep /
Dr. Stephen Hobbiger. KoHTakTHa ocoba B
YKpaiHi ynoBHOBaXeHOI 0CObY 3asiBHUKA
ONA 3aiiCHEeHHs hapMakoHarnagy -
NanunHcbka IHHa IropiBHa. 3miHa

KOHTaKTHUX AaHWX YNOBHOBaXKEHOI ocobu.

6e3nekun/edekTVBHOCTI Ta hapMakoHarnagy.

be3 peyenma

UA/5529/01/01




154.

Ne

n/n 3acoby

Ha3sBsa nikapcbko2o

Popma sBUMYCKY

ynakoska)

(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asBHUKa

148

Bupo6Huk

KpaiHa

BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

153. | TEPA®/IO

EKCTPA 3I

CMAKOM JTMMOHA

NOPOLLIOK ANs

OpasIbHOro PO3YnNHY y
naketax Ne 1, Ne 10

Xenc CA

HosapTic KoHCcblomep

LBeliuapis

Pamap

®paHuis

3MiHa Micus 3[iCHEHHSI OCHOBHOI
LiSNbHOCTI 3 hapmakoHariagy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
mMacTep-arina

3MiHa KOHTaKTHUX AaHKUX KOHTaKTHOT 0CO6M.

nocsio4YeHHs

TEPXWUHAH

TabneTky BariHanbHi Ne

Na6opaTopii Bywapa

®paHuin

CothapTekc

OpneaH

BHECEHHS 3MiH 10 peecTpaLiiHnx
marepianis:
3MiHM | TUny - 3MiHK Wwoao

BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX
JaHnx npo cuctemy dhapmakoHarnsgy
(BBEAEHHS y3aralbHEHNX AaHNX Npo
cucTtemy hapmakoHarnsagy, samiHa
YMOBHOBaXEHOT 0cobu, BignoBifanbHOT 3a
3AjiiCHeHHs hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHa BiJ, yNOBHOBaXXEHOT
ocobu, BignoBiganbHOI 3a 34iCHEHHS
thapmakoHarnagy (BK/Io4akum KOHTaKTHI
[OaHi) Ta/abo 3MiHM Y pO3MilLeHHI MacTep-
thaiina cuctemun chapmakoHarnsagy) - fitoua
peAakuis: YnoBHoBaxeHa ocoba 3asBHUKa,
BignoBigasibHa 3a hapmakoHarnsg - [iaHa
Yp6aHosuy / Diane Urbanowicz. KoHTakTHa
ocoba B YKpaiHi ynoBHOBaXXEHOT 0co6U
3aABHMKa AN 34iiCHEHHS hapmakoHarnsagy
- PeweTeBcbkunii Hasapin OnekcaHaposuy.
MponoHoBaHa pefakuis: YNoBHOBaXKeHa
ocoba 3asBHUKa, BiANOBIAa/IbHA 3a
hapmakoHarnag - Ap.CtiseH Xo66ugxep /
Dr. Stephen Hobbiger. KoHTakTHa ocob6a B
YKpaiHi ynoBHOBaXKEHOI 0CO6U 3asiBHMKA
[ONA 3aiiCHEHHsT hapMakoHarnagy -
NanunHcbka IHHa IropiBHa. 3MiHa
KOHTaKTHUX JaHVX YNOBHOBaXEHOI 0cobu.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M.
3MiHa MicLs 3AiiCHEHHS] OCHOBHOI
AisNbHOCTI 3 hapmakoHarnagy. 3miHa
appecu mactep-chaiina. 3miHa Homepa
MacTep-aiina

PpaHuis

6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.

be3 peyenma

UA/5797/01/01

BHECEHHS 3MiH 10 peecTpaLiiiHmX

Ba peyenmom

UA/8116/01/01



149

Ne | Ha3ssa nikapcbkoz2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
6, Ne 10 y ctpunax; no 1 Pekopgari marepianis:
CTPUNY Y KAPTOHHIl 3MiHM | TUny - 3MiHa y napameTpax
KopoobUi cneumndikauii Ta/abo 4oNycTUMUX MeX,
BM3HAYeHNX y cneuudikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTbCSA Y NpoLeci BUpoOHULTBA
A®| — BUTyYEHHS 3 NOKa3HMKa «3a/INLLIKOBI
PO3UMHHUKM», cneyudikauii Ha Adl,
BMNPOBYBaHHA Ha MeTaHO/; BBEAEHHA O
nokasHunka «CynyTHi JOMILLIKu»,
cneuudikauii Ha A®I, BUSHAYEHHS [OMILLKN
NpeAHi30M10HY NIPUANHIIO; 3MiHK | TURY -
3MiHM B npoueci BupobHuuTea APl -
BWJTYYEHHS 3 CUHTE3Y [il04H0T PeYOBUHN
npeaHi3asioHy HaTpito MeTacynbdobeH3oaty
OpraHiYHOro PO34YMHHUKA MeTaHoNy
155. | TIPAMAKC® pO34mnH opasibHuiA 100 BIOCANHC NT[ Cnony4yeHe Brvpo6HMuTBO MopTyranis BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a UA/14348/01/01
mr/mn no 300 mny KoponiscTBo roToBOro martepianis: 3MiHu | TMNYy - AGMIHICTPaTUBHI peyenmom
CKnsiHOMY doniakoHi; no 1 Benukobput nikapcbkoro 3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu
p1aKkoHy B KOMM/IEKTI 3 aHii i 3acoby, 3asiBHUKA (BNacHMKa peecTpauiiHoro
MipH/M NAACTUKOBUM MiBHIYHOT nepBuHHE Ta NnocBigYeHHs) (3MiHa agpecu 3asBHUKa
LUNPULLOM Y KapTOHHIiA IpnaHgji BTOpPUHHE (BNacHvKa peecTpauiiHoro NocBig4YeHHs)
naJui nakyBaHHs: (TepMmiH BBEAEHHS 3MiH NPOTAroM 6-Ti
dapmanabop - MicSLiB MiCNsA 3aTBEPAYKEHHS)
MpoayTtoc
$apmacbHoTiKo
cC.A,
MopTyranis;
MoBHwiA
BVPOGHWYNIA
uyikn,
BK/THOHA0UM
KOHTPO/1b
AKOCTI
roToBOro
niKapcbKoro
3acoby Ta
BMNYCK cepil:
Bnydapma-
IHoycTpia
$apmacbloTika
, C.A,
MopTyranis
156. | TPAYME/Ib C Tabnetku no 50 Bionoriwe HimeuyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHmx be3 peyenma UA/5934/02/01
maTepianis:

Tab1eToK y KOHTeliHepi

XainbMiTTenb Xeenb

Xannbmitresnb

noninponisieHoBoOMy, No
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
1 KoHTeliHepy B kOpoobLi M6X Xeenb 'M6X 3MiHM | TUMy - 3MiHa y MmeTogax
BMNPOGYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
- He3HayHa 3MiHa go T. "CTupaHHicTb", y
3B A3KY 3 NPUBEAEHHAM Y BifNOBIAHICTb A0
BuMor EP; 3minm |l Tuny - 3miHa napameTpis
cneumdgikauii Ta/abo AONYCTUMUX MEX
roTOBOrO /iKapCbKOro 3acoby - 3miHa Ao p.
"CTiliKicTb [0 po3faBntoBaHHsA" (415
TepMiHy NpuaaTHOCTI)
157. | YHINAT Kpanni o4Hi, po3unH 50 TOB "YHimeg ®apma” CnoBaubka TOB "YHivep CnoBaubka BHECEHHS 3MiH [10 peecTpaLjiiiHmx Ba peyernmom UA/14038/01/01
MKr/mMn no 2,5 mny Pecny6nika Papma” Pecny6nika marepianis:
hNakoHi-KpanenbHUL 3MiHu |l TUny - 3MiHK 3 sKocTi. API.
Ne 1 Brpo6HMUTBO (iHLLIi 3MiHWM)
158. | PABPA3NM® NnopoLUIoK ANns [xeHzalim tOpon B.B. | Higepnanan xeHzalim Benvka BHECEHHS 3MiH [10 peecTpaLiiiHux Ba peyernmom UA/10306/01/01
NPUroTyBaHHA Nimiten, BpuTtaHis/ marepianis:
KoHUeHTparty (5 mr/mn) Benvka CnonyyeHi 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS Ta/abo
NS pO34nHy Ans BpuTaHis Ltatn Amepukn afpecu MicLs NpoBaKeHHs AifNbHOCTI
iHdpy3iii no 5 mr a6o no (BTOPUHHA BMPOGHMKa (BK/THOYaAOUM, 3a HEOOXIAHOCTI,
35 Mry onakoHax Ne 1y yrnakoBka, MicLie NpOBeAEHHS KOHTPOJIO AKOCTI), abo
KOpoo6Li [03Bin Ha B/lacHuKa mactep-gaiina Ha Adl, abo
BUNYyCK cepii); nocravanbHuka Adl/BuxigHoro
Xocnipa IHk., marepiany/peareHTy/npomMiKHOr0 NPOAYKTY,
Cnony4eHi LLI0 3aCTOCOBYOTHCS Y BUPOOHULTBI ADI
LWratn (AKLLO 3a3HAYEHO Y AO0ChE HA MIKaPCbKWiA
AmMepurkn 3acib) 3a BigCyTHOCTI cepTudiikata
(BMPOGHMLTBO, BigMNOBIgHOCTI €Bponelickbkili hapmakonei y
nepBuHHA 3aTBEPAKEHOMY AOCbE, a60 BUPOOHMKA
yrnakoBka) HOBOT A0MNOMDKHOT PEYOBUHN (SKLLO
3a3HayeHo y A0CbE); 3MiHM | TUny - 3MiHa
BVMPOGHMKA BUXIAHOrO/MPOMIKHOTO
NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYOTLCA
y BUpO6HMYOMY npoueci A®l, abo 3miHa
BMPOGHMKa (BK/IKOYaoYM, e HeobXifgHo,
MicLie NpoBeeHHS KOHTPOIO SKoCTi) AdI
(3a BigcyTHOCTI cepTudikaTa BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y
3aTBEPKEHOMY [OCHE)(3MiHV [0 3ax0fiB,
noB'A3aHunX 3 KOHTponem A®l, abo
AofaBaHHA AiNbHUL, fe NPOBOANUTLCA
KOHTPO/b/BUNPOGYBaHHS cepii)
159. | PAHUTAH® PACT | renbno 30rab6o 100 ry KYCYM XENTXKEP IHais KYCYM IHAis BHECEHHS 3MiH [10 peecTpavjiiiHnx be3 peyenma UA/7665/01/01
anoMiHieBili abo NBT NTA XENTXKEP marepianis:




151

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
naMiHOBaHi Ty6i; no 1 MNBT NTA, 3MiHM | TRy - 3mMiHa po3Mipy cepii
Ty6i y KAPTOHHIM (BKrOYatOuM fianasoH po3mipy cepi)
ynakoBLUi roTOBOrO /liKapCbKoro 3acoby (36iNbLUeHHs
00 10 pasiB NOPiBHAHO i3 3aTBEPAKEHUM
po3Mipom) - 3anponoHoBaHo: 300 kr (10000
Ty6 no 30 r a6o 3000 Ty6 no 100 r), 1200 kr
(40000 Ty6 Mo 30 r a6o 12000 Ty6 no 100 r)
160. | PNYUMNHAP® rens, 0,25 mr/rno 15ry TOB "BANIEAHT YkpaiHa dapm3sasof MonbLa BHECEHHS 3MiH 10 peecTpavLinHnx Ba peyernmom UA/2878/01/01
Ty6i; no 1 Ty6i B PAPMACBIOTIKANS" Enbha A.T. marepianis:
KapTOHHI Kopo6Lyi 3MiHK | TNy - nogaHHs oHoBneHoro CEP Ne
R1-CEP 2004-103-Rev 01 gns gjto4oi
peyoBuHu Fluocinolone acetonide
Micronised Bif 3aTBEpAYKEHOro BUPOGHMKA 3
OHOB/IEHHAIM po3giny 3.2.5.4.1.
Creuundikauis, 3.2.S.4.2. AHanNiTUYHI
MeTOoAMKN
161. | PIYUNHAP® N Masb o 15y Ty6i; no 1 TOB "BANTEAHT Ykpaina $apmzasop, MonbLa BHECEHHS 3MiH [10 peecTpaLjiiiHmx Ba peyernmom UA/2879/01/01
Ty6i B KapTOHHIli kopobui | ®APMACBLIOTIKANZ" Enba A.T. marepianis:
3MiHK | TNy - nogaHHs oHoBneHoro CEP Ne
R1-CEP 2004-103-Rev 01 ans gito4oi
PeYOoBWHM Bif, 3aTBEPKEHOT0 BUPOGHUKA 3
OHOBJ/IEHHAM po3giny 3.2.S.4.1.
Creundikauis, 3.2.S.4.2. AHaNiTUYHI
MeTOoANKN
162. | PPAKCUNAPNH® PO3YMH ANS iH'EKLN, AcrnieH ®apma IpnaHgis AcneH Hotep PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHmX Ba peyernmom UA/2970/01/01
9500 MO aHTK-Xa/mn no Tpenginr Nimiteq, Oam ge marepianis:
0,3 mn (2850 MO aHTu- BoHaesinb 3MiHu | TUny - 3MiHK Woao

Xa/0,3 mn) Tano 0,4 mn
(3800 MO aHTK-Xa/0,4
M) y nonepesHbo
3anoBHeHOMy Lwnpuui Ne
10 (2x5) y 6nicTepi

6e3nekn/edekTBHOCTI Ta hapMakoHariagy.

BBegeHHs abo 3MiHM A0 y3arasibHeHNX
JaHnx npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6M, BignoBiganbHoI 3a
3AjiliCHeHHs hapMakoHarnaay; KOHTaKkTHOT
ocobu 3 hapmakoHarnsgy 3asBHvKa Ans
3pjiicHeHHs hapMakoHarnagy B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXXEHOT
ocobu, BignoBigabHOI 3a 3AiCHEHHS
thapmakoHarnagy (BKIovatum KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
dhavina cuctemu chapmakoHarnagy) -
3aTBepAXeHo: YNoBHOBaXeHa ocoba




Ne

Ha3sBsa nikapcbko2o

152

n/n 3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

163.

DPAKCUMAPUH®

3as1BHMKa, BiAMNOBiAa/IbHA 3a
thapmakoHarniag - Ctis Xob66irep / Steve
Hobbiger. KoHTakTHa ocoba B YkpaiHi
YMNOBHOBaXEHOT 0CO6U 3asBHMKa 415
3[jicCHeHHs hapmakoHarnaay - JlanumHebka
IHHa. 3anponoHoBaHoO: YNOBHOBaXKeHa
ocoba 3asBHYKa, BignoBigasibHa 3a
thapmakoHarnag - KaponiHa C3kyanapek /
Karolina Szkudlarek. KoHTakTHa ocob6a B
YKpaiHi ynoBHOBaXeHOI 0CObY 3asiBHUKA
ANs 3giicHEHHA dhapmakoHarnsgy -
HaropHa KaTepuHa IBaHiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBA&XEHOI 0CO6M.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U.
3MiHa MicLs 34iliCHEHHS OCHOBHOI
AisNIbHOCTI 3 chapmakoHarnagy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
MacTep-aiina

nocsio4YeHHs

PO3YMH ANS iH'EKLN,
9500 MO aHTu-Xa/mn no
0,6 mn (5700 MO aHTu-
Xa) y nonepefHb0
3anoBHEHMX LWNpULax

Ne 10; no 0,8 mn (7600
MO aHTn-Xa) y
nonepeaHbLO
3anoBHEHMX LINpULax

Ne 10

AcneH dPapma
Tpenginr Nimiteq,

IpnaHgis

AcneH Hotep
Jawm ge
BoHpeBinb

PpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHux
marepianis:
3MiHu | TUNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs abo 3MiHM A0 y3arasibHeHNX
JaHunx nNpo cuctemy dhapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHNX Npo
cuctemy thapmakoHarnsgy, amiHa
yMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHs hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3assHuka Ans
3ailicHeHHs thapmakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
ocobu, BignoBigabHOI 3a 3AiCHEHHS!
hapmakoHarnsay (Bknoyarum KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MiLLEeHHI MacTep-
dhaiina cuctemu chapmakoHarnagy) -
3aTBepAkeHo: YNoBHOBaXeHa ocoba
3a0BHVIKa, BignosiganbHa 3a
thapmakoHarnsg, - Cti Xo66irep / Steve
Hobbiger. KoHTakTHa oco6a B YkpaiHi
YMOBHOBaXEHOT 0CO6YM 3asiBHMKA A1
3pjlicHeHHs hapmakoHarnagy - JlanuymHebka

IHHa. 3anponoHoBaHoO: YNoBHOBaXeHa

Ba peyenmom

UA/8185/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
ocoba 3as1BHMKa, BignoBigasibHa 3a
thapmakoHarnag - KaponiHa C3kygnapek /
Karolina Szkudlarek. KoHTakTHa ocoba B
YKpaiHi ynoBHOBaXKeHOI 0CO6U 3asiBHUKA
ANA 34jiiCHEeHHs hapmakoHarnagy -
HaropHa KaTtepuHa IBaHiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6M.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu.
3MiHa micus 34iiCHEHHA OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3miHa
agpecu mactep-chaiina. 3miHa Homepa
MacTep-aiina
164. | PYPOCEMIA- PO34KH ANa iH'eku;id, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHnx Ba peyernmom UA/2353/02/01
AAPHULA Mr/mMn no 2 mn B "®GapmaueBTnyHa "®apmaueBTn marepianis:
amnynax Ne 10 (10x1), thipma "OapHuus" yHa chipma 3MiHu | TUny - 3MiHK Woao
Ne 10 (5X2) y KOHTYpHUX "OapHuus” 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
YapyHKOBUX yNakoBKax; BBegeHHs1 abo 3MiHW A0 y3arasibHeHNX
no 2 mn B amnynax Ne [JaHux nNpo cucTemy chapmakoHarnsgy
10 y Kopobui (BBEAEHHSA y3ara/lbHEHNX AaHWUX Npo
cucTemy chapmakoHarnsgy, 3amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3[iiCHEeHHSsT hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3pilicHeHHs1 chapmakoHarnsay B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif, yNTOBHOBaXEHOT
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
thapmakoHarnagy (BK/Io4aum KOHTaKTHI
AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
haiina cuctemu chapmakoHarnsgy) -
3arBepoxeHo: Haymosa IpuHa
OnekcaHgpiBHa. 3anponoHoBaHo: CMOBX
CraHicnasa AHaToniiBHa
165. | XIBEPUKC™ | niogpinisaT A8 po3UnHY "nakcoCmiTKnsiiH Benuka nakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpavLiiiHnX 3a UA/13048/01/01
HIBERIX™ Ans iH'exuii no 1 gosiy Ekcnopt Jlimiteq, BpuTtaHis ANH marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
BAKUWHA And hnakoHi Nel B Bionoaxikans [oTOBMIA Nikapcbkuii 3aci6. Cuctema
MPO®DITAKTUKN KOMMNJIeKTi 3 C.A. KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa
3AXBOPHOBAHDb, PO3UYNHHUKOM Y pPO3Mipy ynakoBKv roToBOrO likapCbKoro
36YAHNKOM nonepeaHL0 3aco06y (BW/IyYEHHS1 yNakoBKM NEBHOIO
AKNX € HanoBHEHOMY LUAPULL po3mipy) (BuayyeHHs ynakoBKN BaKLWHN Y
HAEMOPHILUS Nel Ta gBOMma ronkamu; onakoHax Nel00 y KoMNAekKTi 3
INFLUENZAE TUMNY | no 1 gosiy donakoHax PO3UMHHKKOM Yy dhnakoHax Nel00 B oKpemumx
B Nel100 y KoMnnaekTi 3 Kopo6kax) (TepMiH BBEAEHHSI 3MiH NPOTAromM

PO3YMHHUKOM Yy amnynax
Ne100

6-Tn micAuiB nicnsA 3aTBEP)KEHHS)
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
166. | XIBEPUKC™ | niogpinizaT A9 PO3UnHY "nakcoCmiTKnsiiH Benuka nakcoCmiTKn Benebris BHECEHHS 3MiH 10 peecTpavLiiiHnX Ba peyenmom UA/13048/01/01
HIBERIX™ Ans iH'ekuii no 1 gosiy Ekcnopt flimiteq BpuTanis ANH marepianis:
BAKUWHA ANnd onakoHi Ne 1 B Bionogxikans 3MiHK | TNy - 3MiHa HaliMeHyBaHHS Ta/abo
MPO®ITAKTUKN KOMMNEKTi 3 C.A. afipecyt MicLA NPOBaKEHHS AiS/IbHOCTI
3AXBOPHOBAHDb, PO3UYNHHUKOM Y BMPOOHMKa (BK/THOYAOYM, 3a HEOOXIAHOCTI,
36YAHNKOM nonepegHLo MicLie NpOBeAEHHS KOHTPOJIO AKOCTI), abo
AKNX € HarnoBHeHoMy LunpuLi Ne B/lacHuka mactep-gaiina Ha A®l, abo
HAEMOPHILUS 1 Ta ABOMA rosikamu; no nocravanbHuka Adl/BuxigHoro
INFLUENZAE TUMY | 1 posiy donakoHax Ne marepiany/peareHTy/npoMKHOr0 NPOAYKTY,
B 100 y KoMnNAekxTi 3 LLIO 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI -
PO3YMHHMKOM Y amnynax 3MiHa Ha3BW BUPOGHMKa fjt0HOT PevOBUHN
Ne 100 npasLeBoro (T) KOMMOHEHTY BaKLUHWY, Yy
3B'A3KY i3 NpuAdaHHAM komnaHiero GSK
Vaccines GmbH nignpunemcTsa Novartis
Vaccines and Diagnostics GmbH & Co. KG.
167. | XYMOOAP® b cycneHsist gns iH'eku;i, MpAT "Mo YkpaiHa MpAT "o Ykpaina BHECEHHS 3MiH 4,0 pPeecTpaLiiHNX Ba peyernmom UA/1155/01/01
100P 100 MO/mn no 3 mny BMPOGHULITBY IHCYNIHIB BVMPOGHULTBY marepianis: 3miHu | TMny - 3MiHW 3 AKOCTI.
KapTpuaxi; no 3 abo no "IHOAP" iHCyniHIB [oTOBMIA Nikapcbkunii 3aci6. CTabiNbHICTb.
5 kapTpuaxis y nadui 3 "IHOAP" 3MiHa y TepmiHax npugaTHocTi abo ymosax
KapToHy; no 10 mny 36epiraHHs roTOBOrO JliKapCbKOro 3acoby
hnakoHi; no 1 dpnakoHy (36iNbLUEHHA TepMiHy NpUAATHOCTI FOTOBOro
B Nauli 3 KapTOHY; No 5 NiKapcbKoro 3acoby) - 36iNbLUEHHS TEPMiHY
MmNy cpnakoHi; no 1 a6o NpUAAaTHOCTI NiKapcbKoro 3acoby
no 5 chnakoHiB y navi 3 6i0N10ri4YHOro/iMyHO0MNYHOTO NOXOKEHHS
KapToHy Ha OCHOBI pe3y/bTaTiB A0C/iHKEeHb
CTabinbHOCTI, NpoBeAEHUX BIAMNOBIAHO A0
3aTBEPAKEHOr0 NPOTOKONY (36iNbLUEHHA
TepMiHy NpuaaTHOCTI FOTOBOro NiKapcbKoro
3acoby Mo 5 Mn y dhriakoHax 3 2-x fo 3-x
pokiB)
168. | XYMOOAP® b CycneHsis ons iH'ekuii, MpAT "Mo Ykpaina MpAT "o Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnX - UA/13721/01/01
100P 100 MO/mnn bulk: Ne BUPOBHULTBY iHCYNiHIB BMPOGHMLTBY matepianis: 3MiHu | TUNY - 3MiHKU 3 AKOCTI.
100, Ne 200 (no 5 mny "IHOAP" iHCyniHIB [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
thnakoHi; no 100 a6o "IHOAP" 3miHa y TepMiHax npugaTtHocTi abo ymoBax

200 chnakoHiB y kopobi);
in bulk: Ne 100,

Ne 200 (no 10 mny
chnakoHi; no 100 a6o
200 chnakoHiB y KOpo6i)

36epiraHHs roTOBOrO fliKapCbKOro 3acoby
(36inbLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
NiKapcbKoro 3acoby) - 36iNbLIEHHsT TEpMiHY
NpuAATHOCTI JliKapcbKoro 3acoby
6i010ri4YHOro/iMyHOOMNYHOTO MOXOKEHHS
Ha OCHOBI pe3y/bTaTiB AOCNifKEHb
cTabinbHOCTI, NPOBEAEHUX BiNOBIAHO A0
3aTBEpPAKEHOro NPoToKosy (36i/1bLUEHHS
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsio4YeHHs
TepMiHy NPMAATHOCTI FOTOBOTO NiKapCbKOro
3acoby no 5 mny dpiakoHax 3 2-x fo 3-x
pOKiB)
169. | XYMOAAP® K25 CycneHsis Ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnX Ba peyernmom UA/1533/01/01
100P 100 MO/mnno 3 mny BMPOBHULTBY iHCY/TiHIB BUPOOHMLTBY marepianis: 3MiHu | TUMNY - 3MiHK 3 AKOCTI.
KapTpuaxi; no 3 abo no "IHOAP" iHCyniHIB [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
5 kapTpuaxis y nauui 3 "IHOAP" 3miHa y TepmiHax npugaTtHocTi abo ymoBax
KapToHy; N0 5 mny 36epiraHHs roTOBOrO JliKapCbKOro 3acoby
pnakoHi; no 1 abo no 5 (36iNbLIEHHA TepMiHY NPUAATHOCTI FOTOBOro
(hNakoHiB y nauui 3 NiKapcbKoro 3acoby) - 36iNbLUEHHS TepMiHy
KapToHy; no 10 MmNy nNpuAAaTHOCTI NiKapcbKoro 3acoby
hnakoHi; no 1 dpnakoHy 6i0N10ri4YHOro/iMyHONONYHOTO NOXOKEHHS
B NauLj 3 KapTOHY Ha OCHOBI pe3y nbTaTis AOoCNigKEHb
cTabiNbHOCTI, NPOBEAEHUX BiANOBIAHO A0
3aTBEPAKEHOro NPOTOKONY (36iMbLUEHHS
TepMiHy NpuaaTHOCTI FOTOBOro NikapcbKoro
3acoby no 5 mny dpnakoHax 3 2-x 1o 2,5
pokiB)
170. | XYMOOAP® K25 CycneHsis ons iH'ekuii, MpAT "Mo Ykpaina MpAT "o Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHmx - UA/13722/01/01
100P 100 MO/mn in bulk: Ne BMPOGHULITBY iHCYNIHIB BVPOGHMLTBY marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI.
100, Ne 200 (no 5 mny "IHOAP" iHCyniHIB [oTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb.
chnakoHi; no 100 abo no "IHOAP" 3miHa y TepmiHax npugaTHocTi abo ymoBax
200 chnakoHiB y kopobi); 36epiraHHs roTOBOro flikapcbKoro 3acoby
in bulk: Ne 100, Ne 200 (36inbLUEHHsI TEPMiIHY NPUAATHOCTI FOTOBOrO
(no 10 mn y dprakoHi; no nikapcbKoro 3acoby) - 36iNbLUEHHS TEPMiHY
100 a6o no 200 NpWAATHOCTI NiKapcbKoro 3acoby
chakoHiB y Kopooi) 6i0N10riYHOro/iMyHOONYHOTO MOXOKEHHS
Ha OCHOBI pe3ynbTaTiB AOCNiAKEHb
cTabiNbHOCTI, NPOBEAEHUX BiAMNOBIAHO A0
3aTBEPAKEHOro NPOTOKOY (36ibLLEHHS
TepMiHy NpuAAaTHOCTI FOTOBOrO NiKapcbKoro
3acoby no 5 mny dpnakoHax 3 2-x fo 2,5
pOKiB)
171. | LEBAHEKC® MOPOLLOK A/151 PO3YNHY Opxig Papma Nimiteq, IHAiA Opxig, IHAis BHECEHHS 3MiH 10 peecTpaLiiHnx 3a UA/1008/01/01
Aans iH'exuiii no 0,5r/ XenTtxkep marepianis: 3miHu | Tuny - AgMIHICTpaTUBHiI peyenmom
0,5r, 1 donakoH 3 (BipaineHHs 3MiHWN. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu
MOPOLLKOM B KapTOHHiiA Opxig, 3anBHUKa (BNacHNKa peecTpauiiioro

KOpOoO6Li

Kemikasic eHg
$apmacbloTika
nc Nimiten),
(AcTtpan
$apmacbloTika
N lHaacTpis)

NoCBiAYEHHS) 3MiHA HAaliMEHYBaHHS
3asBHMKa
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
172. | ULEBAHEKC® MOPOLLOK A/151 PO3YNHY Opxig Papma Nimiteq, IHZis Opxig, IHgis BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a UA/1008/01/02
ans id'exuivi no 1r/ 1r , 1 Xentxkep mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI peyenmom
h/1aKoH 3 NOPOLLKOM B (BipaineHHs 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo agpecn
KapTOHHIli Kopoobui Opxig, 3asBHUKa (BNacHvKa peecTpauiiHoro
Kewmikasic eHf NoCBiAYEHHS) 3MiHA HaliMEHYBaHHS
dapmacbloTika 3anaBHMKa
nc Nimiten),
(Actpan
dapmachbloTika
N lHgacTpis)
173. | LEBAHEKC® NOPOLUOK A1 PO3YUHY Opxig ®apma JNimiteq, IHais AcTtpan IHAis BHECEHHS 3MiH [10 peecTpaLiiiHmx 3a UA/1008/01/01
Ans iH'ekuii no 0,5r/ Crepitey marepianis: 3miHu | TNy - 3MiHW 3 AKOCTI. peyenmom
0,5r, 1 conakoH 3 MpaiiBeT [oTOBWIA Nikapcbkmii 3aci6. 3MiHN Y
MOPOLLKOM B KapTOHHil Nimiten BMPOOHULTBI. 3MiHa iMnopTepa/3aMiHu, LWo
Kopobu,i CTOCYHOTbCS BUMYCKY cepil Ta KOHTPO/I0
AKOCTi rOTOBOr0 MikapCcbKoro 3acoby (3amiHa
abo fofaBaHHA BUPOGHKKA, L0 Bignosigae
3a BBe3€eHHSA Ta/abo BMNycK cepii) -
Bkntoyaroun KoHTposib/BUNpobyBaHHS cepil
(3a3HaueHHs BUPOBHNYOI AinbHULI ACTpas
Crepiteu MNpaiiseT JlimiTea, Aka signosigae
3a BUMyCK cepii, BKIKYaum
KOHTPO/1b/BUNPO6YBaHHA cepil) CynyTHSA
3MiHa - 3MiHM 3 AKOCTi. [OTOBWIA NikapcbKuit
3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BBEJEHHS OAATKOBOI [iNIbHUL
BMPOGHMLTBA A1 YaCTUHU abo BCbOro
BUPOGHMYOro NpoLecy roTOBOrO NiKapCbKoro
3aco0y (iHLi 3MiHK) (3a3HaYEHHS
BMPOGHUYOI AinbHWLi AcTpan CTepiTey
MpaiiBeT JlimiTea, sika BigNoBifa€e 3a NOBHWIA
LMK BUpo6HMUTBA. MicLe BUPOBHULTBA
3a/IMLIAETLCA HE 3MiHHUM)
174. | ULEBAHEKC® NMOPOLUOK A1 PO3YUHY Opxig ®apma Jlimiteq, IHais AcTtpan IHais BHECEHHS 3MiH 10 peecTpaLiiiHnX 3a UA/1008/01/02
ansid'ekuyivinolr/1r, 1 CrepiTey marepianis: 3MiHu | TUNY - 3MiHX 3 AKOCTI. peyenmom
ch1akoH 3 NOPOLLKOM B MpaiiseT [oTOBWIA Nikapcbkmit 3aci6. 3MiHN Y
KapTOHHIli KopoobLi Nimiten BMPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUNYCKY CEpii Ta KOHTPO/0
SIKOCTi TOTOBOrO fikapcbkoro 3acoby (3amiHa
abo fofaBaHHSA BUPOGHMKA, L0 BifNOBIgae

3a BBe3eHHsA Ta/abo Bunyck cepii) -
Bkntoyaroun KOHTposib/BUNpobyBaHHS cepil
(3a3HaveHHs BUPOGHMYOT AinbHuUL AcTpan
Crepiteu MpaiiseT flimiTea, ska Bignosigae
3a BMMNYCK Cepii, BKIOYaKun

KOHTPO/b/BUNpo6YyBaHHSA cepii) CynyTHA
3MiHa - 3MiHN 3 sIKOCTi. FOTOBWIA Nikapcbkuii

3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep

n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

yrnakoska) nocsi0O4YeHHs1
BBE[EHHSI fOAATKOBOI AiNbHUL
BMPOGHMLTBA 415 YAaCTUHM abo BCbOro
BMPOBHMYOro NpoLecy roToBOro JlikapcbKoro
3aco6y (iHWi 3MiHK) (3a3Ha4YeHHs
BMPOBGHUYOT AinbHUUi Actpan CTepitey
MpaviBeT JlimiTes, ska BiANOBigaE 3a NOBHUI
LMKN BUpo6HMLTBa. MicLe BUpobHuLTBa
3a/IMWIAETHLCA HE 3MiHHUM)

175. | LEPBAPUKC™ cycneHsis Ans iH'ekujin "nakcoCmiTKnaiiH Benukobput | MnakcoCmiTKn Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHnX Ba peyernmom 686/12-
ICERVARIX™ no 0,5 mn (1 posa) y Ekcnopt fimiteq aHis ANH martepianis: 300200000
BAKUWHA And nonepeaHL0 Bionopxikans 3MiHM | Tuny - 3MiHa napameTpis
MPO®ITAKTUKA HanoBHeHoMY LnpuLi Ne C.A. cneundgikauii Ta/abo AONYyCTUMUX MEX
3AXBOPHOBAHDb, 1y KOMMEKTi 3 FO/IKOK0 NepBUHHOT YNakoBKM rOTOBOTO JliKapCbKOro
Lo a6o y donakoHax Ne 1 3aco0by (JONOBHEHHSA crieundikaLii HoBUM
BUKNNKAKOTbLCA NOKa3HWKOM 3 BifMnoBigHM MEeTOLO0M
BIPYCOM BMNPOO6YBaHHS) - AONOBHEHHS crneumndikawii
NAOIOMU nokasHukom ldentity by Total Ash Test 3
NOAVHU TUNIB BiANOBIAHUM METO40M BUNPOBYBaHHA A5
16 TA 18 yLinbHIOBaYiB NOpLUHIB Wwnpuuis 3 CCT;

3MiHM | TuMy - 3MiHa napameTpis
cneumdikauii Ta/abo JONYyCTUMUX MEX
NepBUHHOT YNaKkoBKWN rOTOBOrO J1iKapCbKOro
3acoby (fONOBHEHHS cnevydikaii HOBUM
MOKa3HMKOM 3 BifNOBIAHUM METOAO0M
BMNPOGYBaHHS) - AONOBHEHHSA crneumdikawii
nokasHukom Visual control 3 BignosigHUm
MEeTOA0M BUNPO6YBaHHA A/15 LMNIHAPIB
wnpuuis 3 CCT; 3MiHM | Tuny - 3miHa
napameTpiB cneyudikauin Ta/abo
[0NYCTUMUX MEX NepBUHHOT YNaKoBKU
roTOBOrO /IiKapCbKOro 3acoby (40MOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM 3
BiAMNOBIAHUM METOL0M BUNPOOYBaHHS) -
[LOMOBHEHHS cnevumdikaLii Tectom A
(noBepxHeBwui TeCT) 3 BiANOBIAHUM METOAOM
BUNPOBYBaHHSA A1 nokasHuka Hydrolytic
resistance Test Ana LuNiHAPIB LWNPULIB 3
CCT; 3miHu | TMny - 3MiHa 6yab-AKOT
4acTUHW MaTepiany NepBMHHOT yNakoBKK,
LLI0 He KOHTaKTY€ 3 FOTOBUM JliKapCbKUM
3aco60M (Hanpuknaz, Konip KpuLeyvok 3
KOHTPO/IEM MEepLLOro BiAKPUTTSA, KOMIp
KOA0BUX KifleLb Ha amnynax, KoHTeiHepa
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ans ronok (pisHi BUAn nnactmacu) (3miHa,
Sika He BM/IMBAE Ha KOPOTKY XapaKTepucTuKy
nikapcbKoro 3acoby)3miHa BeMUMH po3MipiB

OCHOBM NMOPLUHA ANs wnpuyis 3 CCT

176.

LETUN

TabneTKkn BKPUTI
o060n0Hkoto no 250 wmr,
no 10 TabneTtok y
6nictepi; no 1 6nictepy
Y KapTOHHI ynakoBLi

JoniH Nimitepg,

IHgis

MoniH NlimiTepg,

IHgis

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX
mMartepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu

MicList MPOBaPKEHHS AisiNIbHOCTI
BMPOGHMKa/imnopTepa roToBoro Nikapcbkoro
3aco6y, BKOYaUY AiNbHULi BUNYCKY cepil

ab0 MmicLe NpoBefeHHS KOHTPOJIKO SKOCTI.
(misnbHICTb, 3a AKy BignNOBILaE
BUPOGHMK/IMIOPTEpP, BKIKOYAOUN BUMYCK
cepiin) (A.5. (a) IAHN)
3MiHa HanmcaHHsa afpecu BUpobHuka, 6e3
3MiHM MicUs BUPOOHULITBA); 3MiHM | TUny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3amiHa
rpaciyHoro 306paxxeHHs ynakoBK/ Ha TeKCT

MapKyBaHHS; BHECEHHS 10 TEKCTY

MapKyBaHHS BTOPVHHOI YNaKoBKM

iHdbopmauii Woa0 BUpo6HMYOT NileHsil

3a
peyenmom

UA/8412/01/01

177.

LETUN

TabeTkn BKpUTI
06010HKot0 no 500 wmr,
no 10 TabneTtok y
6nicTepi; no 1 6nictepy
Y KapTOHHI ynakoBLi

JoniH NimiTeg,

IHZis

MoniH Nlivitepg,

IHgis

BHECEHHS 3MiH 0 peecTpavLiiiHuX
mMartepianis: 3MiHu | TUNy - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu

MiCLii MPOBaPKEHHS Ai/IbHOCTI
BMpOGHMKa/iMnopTepa roToBoro JlikapcbKoro
3aco6y, BKNOYauM AiNbHULi BUNYCKY cepil

abo micue NpoBefeHHsI KOHTPOJIIO SKOCTI.
(misnbHICTb, 3a AKy BignNOBIfaE
BMPOGHMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepiii) (A.5. (a) IAHN)
3MiHa HanucaHHa agpecy BUPO6HMKa, 6e3
3MiHM MicuUs BUPOGHULTBA); 3MiHM | Tuny -
3MiHM Wwopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3amiHa
rpaciyHoro 306paxXeHHs ynakoBK/ Ha TeKCT

MapKyBaHHS; BHECEHHS 10 TeKCTY

MapKyBaHHS1 BTOPUHHOT yNakoBKM

iHdbopmauii Woa0 BUpo6HMYOT NileHsil

3a
peyenmom

UA/8412/01/02

178.

LEE®MNOTEK® 200

TabneTkn, BKpUTI
06010HKO0, N0 200 Mr
Ne 10 (5x2), Ne 14 (7x2),
Ne 20 (5x4) y 6nictepax

HOBE/ IJAY CAHAT
BE TIIXKAPET A.LL.

TypeuunHa

HOBEN INAY
CAHAI BE
TIOIXAPET
A.LL.

TypeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHX
marepianis:
3MiHM | TUny - 3MiHa y meTogax
BMNPOGYBaHHSA rOTOBOrO /liKapCbKOro 3acoby
- YTOYHEHHSI Macy HaBaXXKN aMOHit0
auerary, Lo BUKOPUCTOBYETLCS A1
npurotyBaHHs 0,02 M po3yrHy aMoHito

Ba peyerimom

UA/10429/01/01
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Ne
n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

aueTaty MeToAjiB BUNPooByBaHHS rOTOBOTO
nikapcbKoro 3acoby

179.

LIMIKNO 3® ®OPT

kancynv Teepgi no 10
kancyn y 6nictepi; no 3
6nicTepy B KAPTOHHIN
ynakoBLi

M'ep ®abp
MegvkameHT

®paHLis

M'ep dabp
MegvkameHT
MpogaxwH

®paHuis

BHECEHHS 3MiH 10 peecTpaLiiiHX
marepianis:
3MiHKM | TUNy - 3MiHa y 6e3nocepeHili
ynakoBLi A®I (sKicHi Ta/abo KiNbKiCHi 3MiHK
cknagy) - BBEAEHHS a/ibTepHaTUBHOI
YMakoBKMN /1A CYXOro eKCTpakTy irnuui 3
TUTPOBAHNM BMICTOM CTEPO/IOBUX
retepo3ungis; 3miHu | TMny - 3MiHX B NpoLeci
BMPO6HULTBA AP - BBEIEHHSA
anbTepHaTMBHOroO cuta (1 Mm) Ha ctagii
NOoAPIGHEHHSA CyXOro eKCTpaKTy irfuLi; 3MiHu
| Tuny - 3miHa y 6e3nocepeHili ynakoBLi
AO®I (sKicHi Ta/abo KinbKicHi 3MiHW cknagy) -
BBEJEHHA aNlbTepHaTUBHOI yNakoBku Ans
recnepuimnHy MeTUXanbkoH; 3MiHu | Tuny -
3MiHM B npoLeci Bupo6Huutea AdI -
BBEJEHHA aNbTepHaTMBHOrO Cnocoty
NoAPIGHEHHS i CYLLIHHA Ha CTagisax
noapibHEeHHs-NepeMillyBaHHS Ta CYLLIHHS
recnepuanHy MeTUIXasibkKoH

Ba peyerimom

UA/7550/01/01

180.

LUMKNTOCEPUH

kancynu Teepgi no 250
Mmr, no 10 kancyn y
6nictepi, no 3 6nictepn
y nauuji 3 kapToHy, no 60
Karcyn y KoHTeliHepi, no
1 KOHTeWHepy y nauyuj 3
KapToOHY

MpAT "TexHonor",

YkpaiHa

YKpaiHa

MpAT
"TexHonor",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3miHu | TUny - AAMIHICTpPaTUBHI
3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun

3anBHUKa (BNacHNKa peectpauiiiioro
noceifgyYeHHs) (3MiHa agpecu 3asBHIKA)
(TepMiH BBEAEHHST 3MiH MPOTArOM 6-Tn
MicsILiB nicns 3aTBepKEHHS); 3MiHu | Tvny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHUKa/iMNopTepa roToBoro NikapcbKoro
3acoby, BK/IOYaUn AiNbHMLI BUMYCKY cepil
abo MicLe NpoBefeHHSA KOHTPOIO AKOCTI.
(misnbHicTb, 3a AKy BigNoBifae
BMPOGHMK/IMNOpPTEpP, BK/IOYAKOYN BUMYCK
cepiii) (3miHa agpecn BMpo6HuKa M3, 6e3
3MiHW Micus BUPO6HULTBA) (TepMmiH
BBEEHHS 3MiH MPOTAroM 6-Tu MicsLIB nicns
3aTBEepKEHHSR);3MiHKM | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW) (3MiHW Y TEKCTI MapKyBaHHsI
NepPBUHHOI Ta BTOPUHHOI YMaKoBKu:
BHECEHHS iHhopmalLii LWoAo norotuny

3a
peyenmom

UA/15150/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
yrnakoska) nocsi0O4YeHHs1
BMPOOHMKA Ta iHLIMX HE3HAaYHNX
pejakuiiiHux nonpasok. ) (TepmiH BBeAEHHS
3MiH NPOTAroM 6-Tn micsuis nicns
3aTBEPIKEHHS)
181. | UUATPIK® NnopoLIoK ANns MAT "®apmak” Ykpaina MAT "®dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHmx be3 peyenma UA/15885/01/01
maTepianis:

OP&/IbHOIO PO34KHY, N0
22,13 r B cawe; no 10
calle B nayuj 3 KapToHy

3MiHU | TUNY - 3MiHK y NpoLeci BUPO6HULTBA
roTOBOrO /iKapCbKOro 3acoby, BKIoYaoun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOOHULITBI FOTOBOTO J1iKapCbKOro
3aco6y (iHLi 3MiHK); 3MiHK | TURY - 3MiHa
po3Mipy cepii (BK/ItOYatoUn gianasoH po3mipy
cepii) roToBOro NMikapcbkoro 3acoby
(36inbLlueHHs Ao 10 pasiB NOPIBHSHO i3
3aTBEPAKEHUM PO3MIPOM) - 36i/bLUEHHS
po3mipy cepii: 3anponoHoBaHo: 44,26 kr (2
TnC. yn.), 88,52 (4 Tnc. yn.), 177,04 (8 Tuc.
yn.), 354,08 (16 Tuc. yn.), 531,12 (24 Tuc.
yn.), 708,16 (32 tuc. yn.)

HayanbHuk YnpasniHHA cpapmaveBTUYHOT
OIANBbHOCTI Ta AKOCTI (hapmaueBTUYHOT NPoAYKLUiT

T.M. IACKOBCbKUA
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