Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NPOIMNOHYKOTbLCA A0 AEPXXABHOI PEECTPALJI
Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04YeHHs1
1. AMIOAAPOHY KpucTanivyHmi ToBapucTBO 3 Ykpaina FNEHMAPK IHais PeecTpaujsa Ha 5 pokiB - He UA/18726/01/01
riAPOXNIOPUA, MOPOLLIOK (Cy6CTaHLis) 06MeXeHot NAN® nionsizae
y nakeTax noAgiiHnx BiANOBIAA/TbHICTIO CAMEHCE3
nosnieTuNeHoBux ans "®apmaveBTnyHa NIMITEL,
hapmaLeBTUYHOro KoMnaHis
3acTocyBaHHA "3popoB A"
2. APTUAEHT po34nH Ans iH'ekuii no | TOB "€BPO®APM Ykpaina XyoHc Ko., N14. Pecny6nika PeecTpauis Ha 5 pokis 3a He UA/18727/01/01
1,7 Mn y KapTpuaxi; ma" Kopes peyenmom nionsizae
no 10 kapTpuaxis y MepioAnyHICTb NofAHHSA
6nicTepi; no 5 perynspHo
6nicTepiB y KAPTOHHIN OHOB/THOBAHOrO 3BITY 3
KopooLi 6e3neku, BiANOBIAHO A0
Mopsaaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepioguyYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
3. AYOKonTt Kpansi o4Hi, po3yunH no | JIABOPATYAP TEA PpaHuis Jendapm Typ PpaHuis peecTpauisi Ha 5 pokis 3a He UA/18728/01/01
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Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHilA KopooLi

perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO

Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1

5mny peyernmom niosnsieae
6aratof030B0MYy MepiognyHicTb NogaHHA
oNaKoHi 3 HACOCOM i perynsipHo
3aXMCHUM KOBMaYKoM; OHOB/IIOBAHOTO 3BITY 3
no 1 donakony y 6e3neku, BiANOBIAHO A0
[0NOMKHOMY Mopsiaky 34iiCHEeHHS
npucTpoi Ansa thapmakoHarnagy,
poctasku; Nel abo 3aTBEpPAXEHOro Hakasom
Ne3 y kopobuj abo no MiHicTepcTBa OXOpPOHU
10 mny 3[10pOB’A YKpainu Big 27
6araTto030BOMY rpyaHsa 2006 poky Ne
oN1aKoHi 3 HACOCOM i 898, 3apeecTpoBaHoOro B
3aXMCHNM KOBMayKoM; MiHicTepcTsi tocTuuii
no 1 donakony y Ykpaiuu 29 ciuHa 2007
[0NOMKHOMY poky 3a Ne 73/13340 (y
npucTpoi 4nsa pefakuii Hakasy
poctasku; Nel a6o MiHicTepcTBa 0XOpOHK
Ne2 y kopobuj 37,0pOB'st YKpaiHu Big 26

BepecHA 2016 poky Ne

996), cTaHOBUTb: 3riAHO

3i cTpokamu,
3a3HaYeHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esneku.
4, KnonigorprEeE/b TabneTkn, BKPUTI Makneoac IHais Makneopc IHais peecTpauist Ha 5 pokis 3a He UA/18729/01/01
MAKNEOAC N/1iBKOBOK 0BOJIOHKOO dPapmacbloTukanc PapmacbloThKanC peyenmom nionsizae

no 75 mr, no 14 Nimiteq Nimitepn MepioAnyHICTb NofaHHSA




MO no 10 dnakoHis y
KapTOHHIA Kopoo6Li

Ta BTOPVHHA
ynakoBka,
KOHTPO/b Ta
BWNYCK cepil:
ANTAH
®APMACBIOTIKA
N3, C.A.

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
YKpainu 29 ciuHs 2007

Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
3i cTpokamu,
3a3Ha4YeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
5. KONICTUH-BICTA MOPOLLIOK A1 PO3UMHY Mictpan Kenitan AHrnis BMPOGHMLTBO ITanis/ peecTpauisi Ha 5 pokis 3a He UA/18734/01/01
ans iH'exuii abo MeHeaXMeHT roToBOI NiKapCbKoi IcnaHis peyenmom niosnsieae
iHransAyin no 1000000 Nimiten dhopmu, neperMHHA MepiognyHicTb NogaHHA
MO no 10 chnakoHis y Ta BTOPMHHA perynsipHo
KapTOHHIlA KopooLi yrnakoBkKa, OHOBJ/ItOBAHOTO 3BITY 3
KOHTPONb Ta 6e3neku, BiANOBIAHO A0
BWMNYCK Cepil: Mopsaaky 34iiCHEeHHS
ANb®ACITMA thapmakoHarnagy,
C.MN.A,, ITanis; 3aTBepKeHOro Hakasom
BMPOGHMLTBO MiHicTepcTBa 0XOpoHK
roToBOT NiKapCbKoil 3[10pOB’A YKpaiHu Big 27
dopmMm, NepBuHHA rpyaHsa 2006 poky Ne
Ta BTOPUHHA 898, 3apeecTpoBaHOro B
yrnakoBkKa, MiHicTepcTsi tocTuuii
KOHTPO/b Ta Ykpainu 29 ciuHg 2007
BWNYCK cepil: poky 3a Ne 73/13340 (y
ANTAH pefakuii Hakasy
PAPMACBIOTIKA MiHicTepcTBa 0XOpPOHK
N3, C.A., Icnanis 340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHIMn y
nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3nekw.
6. KONICTUH-BICTA MOPOLLIOK A1 PO3UMHY Mictpan Kenitan AHrnis BMPOGHMLITBO Icnanis peecTpauist Ha 5 pokis 3a He UA/18734/01/02
ONs iH'exUii abo MeHemXMeHT rOTOBOI NiKapCbKOI peyenmom nionsieae
iHransyin no 2000000 Nimiteq dhopmMu, NepBuHHA MepioAnyHICTb NofAHHSA




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaYeHMn y
nepioguYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6esneku.

MEAOK/NAB

MOPOLLIOK A5
OpasIbHOT CyCneHsil,
250 mr/62,5 mr B 5 Mn;
1 dpnakoH 3 NOpoLLKOM
ONA NpurotysaHHA 60
M1 cycneHsii abo 1
dhnakoH 3 NOPOLLKOM
[ANA NPUroTyBaHHsA
100 mn cycneHsii 'y
KOMM/IEKTI 3 MipHOIO
NOXEUKOIO Y KapTOHHIl
KopooLi

Megokemi NT/,

Kinp

Megokemi T4
(3asog B)

Kinp

peecTpauisi Ha 5 pokis

MepiognyHICTb NogAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/18730/01/01

PAMITOH A

Kancynu TBepgi, no 5
mr/5 mr, no 6 kancyny
6nictepi; no 5
6nicTepis B nayj

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii rotoBoro
NPOAYKTY:
Apavepg ®apma
C.A., Nonba;
nepBuHHe Ta

MonbLla

peecTpauist Ha 5 pokis

MepioAnyHICTb NofAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsigky 34iCHEeHHS
chapmakoHarnsagy,
3aTBEPAKEHOrO Haka3oM

3a
peyerimom

He
nionsieae

UA/18731/01/01
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
BTOPVHHE MiHicTepcTBa OXOPOHU
nakyBaHHs, 3[,0p0OB’A YKpaiHu Bif, 27
KOHTPO/b SIKOCTI, rpyaHsa 2006 poky Ne
BUNYyCK cepil 898, 3apeecTpoBaHoro B
roToBOro MiHicTepcTBi tocTuLii
NPOAYKTY: YKkpaiHu 29 ciuns 2007
Apamveq ®apma poky 3a Ne 73/13340 (y
C.A., MNonblua pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
9. PAMITOH A Kancynv TBepgi, no 5 MpAT YkpaiHa BMPOGHMLTBO, Monbwa peecTpauisi Ha 5 pokis 3a He UA/18731/01/02
Mr/10 mr, no 6 kancyn "®apmaveBTUyHa nepBuHHe Ta peyenmom niosnsieae
y 6nicTepi; no 5 thipma "fapHnua" BTOPUHHE MepiognyHicTb NogaHHA
6nicTepiB B navwyj nakyBaHHs, BUMYyCK perynsipHo
cepii roToBoro OHOB/IIOBAHOTO 3BITY 3
NPOAYKTY: 6e3neku, BiANOBIAHO A0
Apawvep dapmva Mopsaaky 34iCHEeHHS
C.A., NonbLa; thapmakoHarnagy,
nepBrHHE Ta 3aTBEPKEHOr0 HaKa3oMm
BTOPUHHE MiHicTepcTBa 0XOpoHK
nakyBaHHs, 3[10pOB’A YKpaiHu Big 27
KOHTPO/b AKOCTI, rpyaHa 2006 poky Ne
BMMYCK cepil 898, 3apeecTpoBaHoOro B
roToBOro MiHicTepcTsi tocTuuii
NPOAYKTY: Ykpainu 29 ciuHg 2007
Apawvep dapmva poky 3a Ne 73/13340 (y
C.A., MonbLwa pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y
nepioguyYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
10. PAMITOH A Kancynu Teepgi, no 10 MpAT Ykpaina BMPOGHWLTBO, Monbuwa peecTpauist Ha 5 pokis 3a He UA/18731/01/03
mr/5 wmr, no 6 kancyny "®apmaveBTnyHa NnepBuUHHE Ta peyenmom nionsizae
6nictepi; no 5 ipma "dapHuus" BTOPWHHE MepioAMYHICTb NOAAHHSA
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
6nicTepiB B naywj nakyBaHHs, BUMYCK perynsipHo
cepii rotoBoro OHOB/IHOBAHOrO 3BITY 3
NPOAYKTY: 6e3neku, BigNOBIAHO A0
Apaveg dapma Mopsaaky 34iACHEeHHS
C.A., Nonblya; hapmakoHarnagy,
nepBuHHe Ta 3aTBEPKEHOI0 Haka3oMm
BTOPVHHE MiHicTepcTBa OXOPOHU
nakyBaHHs, 3[,0p0OB’A YKpaiHu Bif, 27
KOHTPO/b SIKOCTI, rpyaHsa 2006 poky Ne
BUNYyCK cepil 898, 3apeecTpoBaHoro B
roToBOro MiHicTepcTBi tocTuLii
NPOAYKTY: YKkpaiHu 29 ciuns 2007
Apameg ®apma poky 3a Ne 73/13340 (y
C.A., MNonblua pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3/10pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.
11. PAMITOH A kancynv TBepgi, no 10 MpAT YkpaiHa BMPOGHMLTBO, Monbwa peecTpauisi Ha 5 pokis 3a He UA/18731/01/04
Mr/10 mr, no 6 kancyn "®apmaveBTnyHa nepBuHHe Ta peyenmom niosnsieae
y 6nicTepi; no 5 thipma "apHnua" BTOPUHHE MepiognyHicTb NogaHHA

6nicTepiB B navwyj

nakyBaHHs, BUMYCK
cepii roToBoro
NPOAYKTY:
Apamveq ®apma
C.A., NonbLa;
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMMYCK cepil
roToBOro
NPOAYKTY:
Apamveq ®apma
C.A., MonbLwa

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
YKpaiHu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HavYeHIMn y




Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocBi04Y€eHHs1
nepioguyYHOCT NOAAHHSA

perynsipHux 3BiTis 3
6e3neku.

FeHepanbHUW AUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o

yrnakoska) nocsi04YeHHs1
1. AMMNPUN® Tabnetku no 1,25 mr, no KPKA, a.4., Hoso CnoBeHis BiANoBiganbHMIA 3a CnoseHis MepepeecTpauis Ha 3a He UA/4903/01/01

10 TabneTok y 6nicTepi, MecTo BMPOGHMLITBO "in HeobMeXeHuli TEePMIH. peyenmom nionsizae

no 1 a6o 3, a6o 6, abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 7 TabneTok
y 6nictepi, no 2 a6o 4,
a6o 8, abo 12, abo 14
6nicTepiB y KapPTOHHIi
Kopobu,i

bulk", nepBrHHe
Ta BTOpVHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mMecTo, CrioBeHis;
BiANoBiganbHMIA 3a
BMPOGHMLITBO "in
bulk", nepBrHHe
Ta BTOpVHHE
nakyBaHHS:
KPKA, a.4., Hoso
mMecTo, CnoBeHis

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeNYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax "lMNokasaHHs"
(peparyBaHHs),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHs", "Moo6iYHi
peakuii” BignoBigHo A0
OHOB/EHOT iHthopMaLi 3
6e3neku gjtoyol
peyvoBUHM.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi roCTULI




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

AMMPUN®

Tabnetku no 2,5 mr, no
10 TabneTok y 6nicTepi,
no 1 a6o 3, a6o 6, abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 7 TabneTok
y 6nicTepi, no 2 a6o 4,
a6o 8, abo 12, abo 14
6nicTepiB Yy KAPTOHHIi
KOpoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHis

BiAnoBiganbHMIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

Ta BTOPUHHE
nakyBaHHS,

KOHTPO/b cepii Ta

BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;

BiAnoBiganbHNIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

Ta BTOPWHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, CrioBeHis

CnoseHis

MepepeecTpauis Ha
HeobMeXeHuli TEePMiH.

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3ginax "lNokasaHHsa"
(peparyBaHHs),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6mBocCTi
3acTocyBaHHs", "Mo6iYHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHthopmaLi 3
6e3nekun gjtoyoi
PeyvoBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii

3a
peyenmom

He
nionsieae

UA/4903/01/02




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

AMMPUN®

Tabnetku no 5 mr, no 10
TabneTtok y 6nictepi, no
1 a6o 3, abo 6, abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 7 TabneTok
y 6nicTepi, no 2 a6o 4,
a6o 8, abo 12, abo 14
6nicTepiB Yy KAPTOHHIi
KOpoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHis

BiAnoBiganbHMIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

Ta BTOPUHHE
nakyBaHHS,

KOHTPO/b cepii Ta

BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;

BiAnoBiganbHNIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

Ta BTOPWHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, CrioBeHis

CnoseHis

MepepeecTpauis Ha
HeobMeXeHuli TEePMiH.

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3ginax "lNokasaHHsa"
(peparyBaHHs),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6mBocCTi
3acTocyBaHHs", "Mo6iYHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHthopmaLi 3
6e3nekun gjtoyoi
PeyvoBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii

3a
peyenmom

He
nionsieae

UA/4903/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

AMMPUN®

Tabnetku no 10 mr no 10
TabneTtok y 6nictepi, no
1 a6o 3, abo 6, abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 7 TabneTok
y 6nicTepi, no 2 a6o 4,
a6o 8, abo 12, abo 14
6nicTepiB Yy KAPTOHHIi
KOpoo6Li

KPKA, a.4., Hoso
MECTO

CnoBeHis

BiAnoBiganbHMIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

Ta BTOPUHHE
nakyBaHHS,

KOHTPO/b cepii Ta

BUNYyCK cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;

BiAnoBiganbHNIA 3a
BMPOGHMLTBO "in
bulk", nepsnHHe

Ta BTOPWHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTo, CrioBeHis

CnoseHis

MepepeecTpauis Ha
HeobMeXeHuli TEePMiH.

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3ginax "lNokasaHHsa"
(peparyBaHHs),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmu 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6mBocCTi
3acTocyBaHHs", "Mo6iYHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHthopmaLi 3
6e3nekun gjtoyoi
PeyvoBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii

3a
peyenmom

He
nionsieae

UA/4903/01/04
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PO34MH HaTpilo Xnopuay)
no 1,2 mn y nonepesHs0
3anoBHEHMX LWNpuuax Ta
HacagKolo (agantepom)
3 FOJIKOI0, 2 CINPTOBUMMU
cepBeTkaMu B ynakoBLi
3 KapToHy; no 15
YMakoBOK B KAPTOHHIi
KopooLi

KI, HimeyuunHa,
BTOpPMHHA
ynakoBka, [103BiN
Ha BUMYCK cepii:
Baiiep AT,
HimeyunHa

niKapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acTocyBaHHs", "Moo6iYHi
peakuii" BiANoBigHO A0

iHchopmawii cTocoBHO
6e3neku, sika 3a3HaveHa

B Marepianax

peecTpauiiHoro J0CbeE.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
5. BETA®EPOH® NopOLLOK Baitep Al HimeuuunHa Hepo3dacoBaHwii HimeyunHa nepepeecTpawis Ha 3a He UA/15287/01/01
niodpinizoBannii ans NPOAYKT, HeobMexeHuii TepMiH peyenmom nionsi2ae
NPUroTYBaHHS PO3YNHY nepBuHHA
Ans iH'exuii no 0,3 Mr ynakoBka: OHOB/EHO iH(hopmaLLito
(9,6 mnH MO); 1 donakoH Bepinrep B IHCTPYKLU|i ans
3 MOPOLLKOM Y KOMI/IEKTI IHrenbxanmv MeAnYHOro
3 po3unHHKKoM (0,54 % $apma 'm6X i Ko. 3acTOCyBaHHSA
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KapTOHHI Kopo6Lyi

MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKonorivHi
BnacTusocTi" (LLoao
6e3nekn),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"3aaTHiCTb BNAMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTPaHCNOPTOM abo
HWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs
Ta gosun" (woao
6e3nekn),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BignoBigHO Ao
OHOBNEHOT iHthopmMaLi 3
6e3nekun fjtoumx
PEYOBVH.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOrO 3BITY 3

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
6. BAJ/ICAPTAH H- TabneTkn, BKpUTI TOB «TeBa Ykpaina AkTasic 1T, ManbTta/ nepepeecTpawis Ha 3a He UA/8900/01/01
TEBA NAiBKOBOK 060/IOHKOIO, YkpaiHa» ManbTa; Bonrapis HEe0bMeXeHW TepMiH peuyenmom nionsieae
no 320 mr/12,5 wr; no 10 BankaHdapma-
TabneTok y 6nictepi; no OynHuus AT, OHOB/EHO iH(hopmaLLito
3 abo 9 bnictepis y Bonrapis B IHCTPYKLU|i ans
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

BAJICAPTAH H-
TEBA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 80 mr/12,5 wr; no 10
TabneTok y 6nictepi, no
3 abo 9 bnictepis y
KapTOHHI Kopo6Lyi

TOB «TeBa
YkpaiHa»

YKpaiHa

AkTasic 1T,
ManbTa,
BankaHdapma-
AynHunua AT,
Bonrapis

ManbTa/
Bonrapis

MepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®apMaKkonorivHi
BnacTusocTi" (LLoao
6e3nekn),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"3aaTHiCTb BNAVMBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHi

3a
peyenmom

He
nionsieae

UA/5743/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

aBTOTpaHcnopToM abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta go3un" (wono
6e3nekn),
"MNepepo3syBaHHSA",
"Mo6iyHi peakwyii"
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLyii 3
6e3nekun gjtoumx
PEYOoBYH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

BAJICAPTAH H-
TEBA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 160 mr/25 wr; no 10
TabneTok y 6nictepi, no
3 abo 9 bnictepis y
KapTOHHI Kopo6Lyi

TOB «TeBa
YKpaiHa»

YKpaiHa

AkTasic 1T,
ManbTa,
BankaHdapma-
AynHuua AT,
Bonrapis

ManbTa/
Bonrapis

MepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sainax
"®PapMakoorivHi

3a
peyenmom

He
nionsieae

UA/5743/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BnactusocTi" (LLoao
6e3nekn),
"MpoTnnokasaHHA",

"B3aemopis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogysaHHs rpygaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta go3un" (wono
6e3nekn),
"MNepepno3syBaHHA",
"Mo6iuHi peakwyii”
BiAnNoBigHO A0
OHOB/EHOT iHChopMmaLyii 3
6e3nekun gjtoumx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEpPKEHOro Haka3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTAHOBUTb: 3riAHO
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KapTOHHI Kopobuj

MeNYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby y
po3ginax
"®apmakonorivHi
BnactusocTi" (LLoao
6e3neku),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
iHWMK MexaHismamn®”,
"Cnoci6 3acTocyBaHHs
Ta gosun" (woao
6e3neku),
"Mepepo3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekun gjtoumx
PEeYOBUH.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
9. BAJICAPTAH H- TabneTkn, BKpUTI TOB «TeBa YkpaiHa AxTasic /1TA, ManbTa/ nepepeecTpauis Ha 3a He UA/5744/01/01
TEBA NNiBKOBOK 060/TOHKOIO, YkpaiHa» ManbTta; Bonrapis HeobMeXeHWi TepMiH peyenmom nionszae
no 160 mr/12,5 wr; no 10 BankaHdapma-
TabneTok y 6nictepi; no OynHnus AT, OHoB/EHO iHdhopMaLto
3 abo 9 6nicTepiB y Bonrapis B IHCTPYKUiT Ans
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NoAAHHS
perynsapHux 3BiTiB 3
6e3neku.

10.

BAJICAPTAH H-
TEBA

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 320 mr/25 mr; no 10
TabneTok y 6nictepi; no
3 abo 9 6nicTepiB y
KapTOHHI Kopobuj

TOB «TeBa
YKpaiHa»

YkpaiHa

AkTasic 1T/,
ManbTa;
BankaHndapma-
AynHnua AT,
Bonrapis

ManbTa/
Bonrapis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLito
B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHsA
nikapcbKkoro 3acoby y
po3ginax
"®apmakonorivHi
BnactusocTi" (LLoao
6e3neku),
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHsA y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBToTpaHcnopTomM abo

3a
peyenmom

He
nionsieae

UA/5744/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTtocyBaHHs
Ta gosun" (woao
6e3nekn),
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
BignosigHo 0
OHOB/IEHOI iHdopMaLii 3
6e3nekun girynx
PEUOBUH.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

11.

rponiBIPIH

Tabnetkv no 500 mr, no
10 TabneTok y 6nicTepi;
no 2 a6o 5 6nictepis y
navui

AT "®apmak”

YkpaiHa

AT “®apmak”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoB/EHO iHdhopMaLto
B IHCTPYKUiT Ans
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
pedhepeHTHOro
nikapcbkoro 3acoby

3a
peyenmom

He
nionsieae

UA/15404/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(I30MPUHO3WH,
Tabnetkv no 500 mr) y
po3ginax
"GapmakoTepanesTnyHa
rpyna" (YyTOYHEHHS
hopMy/ItOBaHHS),
"Moka3zaHHs" (YTOYHEHHS
iHdhopmauii),
"MpoTnnokasaHHA",
"B3aemogis 3 iHWMMKN
nikapcbknmy 3acobamu
abo iHWi B1An
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHsa rpyaar”
(yTouHeHHs iHdopMauii),
"3aaTHiCTb BNAMBaTK Ha
LWBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNoOpTOM abo
IHWMMKU MeXaHi3mamn®,
"Cnocib 3acTtocyBaHHs
Ta no3un" 1a "MNobiyHi
peaxuii”.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/IOBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHs 2016 poky Ne
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
12. AOKCULUWMKNIH- Tabnetku no 100 Mr no TOB «TeBa Ykpaina Brpo6HMLTBO HimeyunHa MepepeecTpauis Ha 3a He UA/3033/02/01
TEBA 10 TabneTok y 6nicTepi, YKpaiHa» Hepo3dghacoBaHOl He0BMeXeHW TEPMIH. peuyenmom nionsieae
no 1 6nictepy B KOpo6Li npoaykuii Ta
[03BiN Ha BUMNYCK OHOB/EHO iH(hopmaLLito
cepii; B IHCTPYKUiT Ans
MepBuHHa Ta MeAnYHOro
BTOPWHHA 3acToCyBaHHSA
ynakoBKa, nNiKapcbKoro 3acoby y
KOHTpPO/b cepii: po3sainax
Mepkne M6X "®apMaKonorivHi
B/1ACTMBOCTI"
(monoBHeHHS
iHhopmawi),
"MpoTunokasaHHaA",

"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rPYAAH0" (YTOUHEHHS
iHdbopmauii), "Cnocié
3acTocyBaHHA Ta o3un"
(yTOYHeHHs iHdhopmauii),
"Mepepno3yBaHHA",
"Mo6iuHi peakwii"
BignoBigHO Ao
OHOBNEHOT iHthopmaLi 3
6e3nekn 3acTocyBaHHs
Ail040i PEYOBUHY.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

13.

ECTPAMOH 50

nnacTvp
TpaHcaepMabHuii, 50
MKr/go6a; no 1
nnacTupy B NakeTuky; no
6 NaKkeTuKiB y KapPTOHHIi
KOpOoO6Li

CaHpo3
dapmacboTikan3
a.4a.

CnoBeHis

lekcan Al

HimeuunHa

MepepeecTpauis Ha
HEeobMeXeHuli TEPMIH.

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeAnYHOro
3aCTOCYyBaHHA Y
posginax:
"®apmakonorivHi
B/1acTMBoCTi",
"Moka3aHHs"
(yTOYHEHeHHS
iHhopmawi),
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta o3un"
o0 6e3neku aitoyoi
PEYOoBVHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iCHeHHs

3a
peyenmom

He
nionsieae

UA/5035/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

14.

ECUUTANOMNPAM-
TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 5 wmr, no 14 TabneTok
y 6nicTepi; no 2
6nicTepy B KOpoo6LUi

TOB "TeBa
YkpaiHa"

Ykpaina

TOB TeBa
OnepenwH3
MonaHg

MonbLwa

MepepeecTpavis Ha
HeoOMeXeHWn TEPMIH.

OHoBEeHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHsa rpyaaro”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignosigHo oo
OHOB/IEHOT iHdopMaLLii
o0 6e3neku aitoyoi
PEeYOBUHM.

3a
peyerimom

He
nionsieae

UA/11732/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

15.

ECUNTANOMNPAM-
TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 10 mr, no 14
TabneTok y 6nictepi; no
2 6nictepn B KOpO6LLi

TOB "TeBa
YkpaiHa"

Ykpaina

TOB TeBa
OnepewH3
MonaHg

MonbLa

MepepeecTpavis Ha
HeoOMeXeHWn TEPMIH.

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo

rogysaHHsa rpyaar”,

3a
peyerimom

He
nidnsieae

UA/11732/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
PeyoBUHM.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognyYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

16.

ECUUTANOMNPAM-
TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 15 wmr, no 14
TabneTok y 6nictepi; no
2 6nictepn B KOpO6LLi

TOB "TeBa
YkpaiHa"

Ykpaina

TOB TeBa
OnepenwH3
MonaHg

MonbLwa

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1aCTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUan

3a
peyerimom

He
nidnsieae

UA/11732/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Irer

B3aemMogiji",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"Mepepno3yBaHHA",
"Mo6iuHi peakw"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

17.

ECUUTANOMNPAM-
TEBA

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 20 mr no 14 TabneTok
y 6nicTepi; no 2
6nicTepy B KOpoo6LUi

TOB "TeBa
YkpaiHa"

Ykpaina

TOB TeBa
OnepenwH3
MonaHg

MonbLa

MepepeecTpavis Ha
HeoOMeXeHWn TEPMIH.

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax

3a
peyerimom

He
nionsieae

UA/11732/01/04
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"®apMaKoorivHi
BracTmsocTi",
"MpoTnnokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHA",
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogysaHHs rpygaro”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwi"
BigMnoBigHO Ao
OHOB/EHOT iHthopmaLi
o0 6e3neku aitoyoi
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku.

18.

E®OEIEN

renb;no5r,15r,30r
rento y Ty6i; no 1 Ty6i B
KapTOHHI kopobuj; no

Fangepma CA

LBeliuapis

NABOPATOPII
FANJEPMA

®paHuis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

3a
peyerimom

He
nionsieae

UA/15311/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

15r,30rrenwoy
KOHTelHepi; no 1
KOHTEiHepY B KApPTOHHil
KOpoo6Li

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeMNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby B
po3ginax
"GapmakoTepanesTnyHa
rpyna. Kog ATX"
(peparyBaHHs TEKCTY
6e3 3MiHn Koy ATX),
"MpoTunokasaHHA"
BignoBigHO Ao
mMartepianis
peecTpaLiiHoro AocheE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

19.

naacTuHkv abo
rpaHynbOBaHi Kpuctaim
(cybeTaHuis) y Milkax
noaBinHMX
nonieTuneHoBnx Ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA

AT "®dapmak”

YKpaiHa

CKM C.A.

Yuni

MepepeecTpauis Ha
HeobMexeHuii TepMiH

He
nionsieae

UA/15495/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
20. NO3APTAH TabneTkn BKpUTI KPKA, a.4., Hoso CnoseHis BMPOBHULITBO «in CnoseHis MepepeecTpauis Ha 3a He UA/14679/01/01
100/rIAPOXTOPOTIA | nniBkOBO 060O/IOHKOM, MecTo bulk», nepeuHHe HeobMeXeHWi TepMiH peuenmom nionsieae

314 12,5 KPKA

100 mr/12,5 wmr, no 10
TabneTok y 6nictepi; no
3 abo no 9 6nictepis y
KapPTOHHIn KopooL,i

Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b Ta

BUNYyCK cepil:

KPKA, a.4., Hoso
mMecTto, CrnoseHis;
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Cepil:

Nab6eHa p.0.0.,

CnoseHis

OHOB/IEHO iH(hopmaLLito
B IHCTPYKU|i ans
MeAnYHOro
3acToCyBaHHA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BracTmsBocTi”,
"MpoTnnokasaHHA",
"B3aemogis 3 iHWMMKN
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepios
BariTHocTi abo
rogyBsaHHs rpygaro”,
"Cnocib 3acTtocyBaHHs
Ta fo3smn”, "Mo6iyHi
peakuii” BignoBigHoO A0
OHOB/IEHMX [aHWX LLOAO0
6e3nekun fjtoumx
PEYOBUH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/IOBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHs 2016 poky Ne
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
21. NO3APTAH TabneTkn, BKpUTI KPKA, a.4., Hoso CnoBeHist BMPOBHUUTBO "in CnoseHis nepepeecTpawis Ha 3a He UA/14680/01/01
100/rIAPOXTOPOTIA | nniBkOBOK 06O/IOHKOM, MecTo bulk", nepsuHHe, HEe0bMeXeHW TepMiH peuyenmom nionsieae
31J 25 KPKA 100 mr/25 wr, no 10 BTOPVHHE
TabneTok y 6nictepi; no nakyBaHHs, OHOB/EHO iH(hopmaLLito
3 abo no 9 6nictepis y KOHTPONb Ta B IHCTPYKLU|i ans
KapTOHHI Kopo6Lyi BWMYCK Cepii: MeANYHOro
KPKA, a.4., Hoso 3aCcToCyBaHHsA
mecTo, CnoBeHis; nNiKapcbKoro 3acoby y
KOHTpPO/b cepii: po3sainax
KPKA, a.4., Hoso "®apMaKonorivHi
mecTo, CNnoBeHis; BNacTUBOCTI",
KOHTpO/b cepii: "MpoTunokasaHHA",

Na6eHa p.0.0.,
CnoBeHis

"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta go3smn", "Mo6iyHi
peakujii" BiANOBIAHO A0
OHOBJ/IEHUX AaHVX LL0A0
6e3nekun Ajtoumx
PEYOBUH.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.

22.

NO3APTAH
50/rAPOX/TOPOTIA
314 12,5 KPKA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
50 mr/12,5 mr, no 10
TabneTok y 6nictepi; no
3 abo no 9 6nictepis y
KapTOHHI Kopo6Lyi

KPKA, a.4., Hoso
MECTO

CnoBeHis

BMPOBHUUTBO "in
bulk", nepsuHHe,
BTOPUHHE
naxkyBaHHs,
KOHTPONb Ta
BWMYCK Cepii:
KPKA, a.4., Hoso
mecTo, CNnoBeHis;
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTo, C/10BEHIsA
KOHTpPO/b cepii:
Na6eHa p.0.0.,
CnoBeHis

CnoseHis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
B IHCTPYKLU|i ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3sainax
"®apMaKkonorivHi
BracTmBocTi”,
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3acTocyBaHHsa",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta go3smn", "Mo6iyHi
peakujii" BiANOBIAHO A0
OHOBJ/IEHUX AaHVX LL0A0
6e3nekun Ajtoumx
PEYOBUH.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/14680/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
23. ME/NbAOHIN MOPOLLIOK (CybCTaHLis) y MAT "®dapmak” Ykpaina MAT "®apmak” YkpaiHa nepepeecTpawis Ha - He UA/15074/01/01
nakeTax nogBiliHUX HeobMexeHuii TepMiH nionsi2ae
nonieTuIeHoBNX Ans
dhapmaL,eBTUYHOro
3acTOCyBaHHSA
24. METOHAT PO34mMH ANs iH exuiii 100 TOB YkpaiHa MpAT "/lekxim - YkpaiHa MepepeecTpauis Ha 3a He UA/11449/01/01
Mmr/mn no 5 mn B "papmaueBTNYHA Xapkis" He0BMeXeHW TEPMIH. peuenmom niosnsieae
amnynax, no 5 amnyny KOMnaHis
6nicTepi "CantoTapic" MepiognyHIiCTb NoAaHHSA

OZIHOCTOPOHHLOMY, MO 2
6nicTepn y nauui
KapTOHHii

perynsipHo
OHOB/1OBAHOTO 3BITY 3
6esneku, BigNoBIgHO A0
Mopsaaky 34iiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHHU
3710p0B's YKpaiHu Bif 26
BepecHa 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku
25. PISBOMTAH® Tabnetky no 10 mr; no 3 TOB "ACIHO Ykpaina TOB "dapma YkpaiHa MepepeecTpavis Ha 3a He UA/15160/01/01
Tabnetkn y 6nictepi; no YKPAIHA" Crapt" HeobMeXeHW TepMiH peyenmom nionsizae

1, 2 a6o 3 6nictepn y
KapTOHHI nayui; no 10
TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHIi
nauuj

OHoBEHO iHhopmaLio
B IHCTPYKLU|i Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "Cnoci6
3acTocyBaHHA Ta o3un"
(iHdbopmauis wopao
6e3neku),
"Mepepno3yBaHHA",
"Mo6iuHi peakuyii"
BignosigHo oo
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbKoro 3acoby
(MAXALT®, tablets, 10
mg, He 3apEECTPOBaHNI
B YKpaiHi).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.

26.

CMEKTA® BAHI/Tb

NMOPOLLOK 4718 OpaUTbHOT
cycnensii no 3 r; no 3,76
I MOPOLLKY Y NakeTuKy,
no 10, 12 a6o 30
NakeTVKIB y KApTOHHIlA
KOpOoO6Li

INCEH
KOHCbIOMEP
XENICKEA,
AKUioHepHe
TOBapUCTBO
CMpOLLEHOro Ty

PpaHuis

BEO®YP INCEH
IHOYCTPI

PpaHuis

nepepeecTpauis Ha
HeobMexeHuii TepMiH

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’sA YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognyYHOCTi NOAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/10103/01/01

27.

CMEKTANIA®

CyCneHsis opasibHa, 3 T;
no 10,27 r cycneHsii
opasibHOT B MakeTuky; no
12 nakeTukiB y
KapTOHHI Kopo6Lyi

INCEH
KOHCbIOMEP
XEJICKEA,
AKUioHepHe
TOBapUCTBO
CrpOLLeHOro Ty

PpaHuin

Bupo6bHuuTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMMYCK cepii Ta

PpaHuis

MepepeecTpaLis Ha
HeoOMeXeHWn TEPMIH.

MepioAnYHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3

36epiraHHs: 6e3neku, BiANOBIAHO A0
Bodyyp InceH Mopsaky 34iiCHeHHS
IHAYCTpI, ®paHuis; thapmakoHarnsgy,
Brpo6HMUTBO, 3aTBEPKEHOr0 Hakas3oMm
nepBuHHE Ta MiHicTepcTBa OXOPOHU
BTOPUHHE 340pOB’A YKpaiHu Big 27
nakyBaHHs, rpyaHsa 2006 poky Ne

6e3
peyenma

nionsieae

UA/16696/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
KOHTPO/b SIKOCTI, 898, 3apeecTpoBaHoro B
BUMNYCK cepii Ta MiHicTepcTBi tocTuii
36epiraHHs: YKpainu 29 ciuna 2007
dapmaric, poky 3a Ne 73/13340 (y
PpaHLin pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
3710p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
28. CMPT ETUNOBUA pO3uunH ans MAT YkpaiHa MNAT YkpaiHa MepepeecTpauis Ha 3a He UA/15513/01/01
70% 30BHILIHLOIO "Ximchapm3sasop "Ximchapm3sasop HeobMeXeHWi TepMiH peuyenmom niosnsieae
3acTocyBaHHA 70 %, no "YepsoHa 3ipka" "YepBoHa 3ipka"
100 mn y chnakoHax
CKNSAHWX
29. CMIPOHONAKTOH MOPOLLIOK (Cy6CcTaHLis) y TOB "TK YkpaiHa TAHbU3iIHb TAHBSAO Kutan MepepeecTpauis Ha - He UA/15781/01/01
noaBinHWX "ABPOPA" dapmacboTikans HeobMeXeHW TepMiH nionsizae
nonieTUIEHOBUX MilLKax Ko., NTa,.
ansa dhapmaueBTUYHOro
3aCTOCYBaHHSA
30. TAPLEBA® TabneTku, BKpUTI ®.XothpmaHH-/15 LBeliuapis Brpo6HuuTBO ITanis/ MepepeecTpavis Ha 3a He UA/5372/01/02
NAiBKOBOK 060/IOHKOIO, Pow Ntg, Hepo3dgiacoBaHol LLIselinapis HEOOMEXEHU TEPMIH. peuyenmom nidnsieae
no 100 wmr, no 10 NpoAYyKLUiT,
TabneTtok y 6nictepi; no nakyBaHHs, OHOB/EHO iH(hopmaLLito
3 6nicTepn B KAPTOHHIi BMNPOGYBaHHSA B IHCTPYKLU|i Ans
KOpo6Li KOHTPO/IO AKOCTI: MeAnYHOro
Jenbthapm 3aCTOCyBaHHSA
Minawno, C.P.J1., nNikapcbkoro 3acoby B
ITanis; po3gaini "Mo6iyHi
BunpobyBaHHs peaxuii”, BignosigHoO A0

KOHTPOSHO SIKOCTI,
nakyBaHHs, BUMYCK
cepil:
®.XothbdmaHH-/15
Pouw JiTa,
LLieiiuapis;
Brpo6HMLUTBO
Hepo3dhacoBaHO|
nNpoAayKLUiT,
BMNPOGYBaHHSA
KOHTPOJIO AKOCTI:
. XodhdpmaHH-/151

marepianis
peecTpauiiHoro AocCbe.

MepioAnYHICTb NOAAHHS
perynspHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 HakasoMm
MiHicTepcTBa OXOPOHU
340poB’'s YKpaiHu Big 27
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Pow lta, rpyaHsa 2006 poky Ne
LBeliuapis; 898, 3apeecTpoBaHoOro B
Bunyck cepii: MiHicTepcTBi tocTuuii
. XodhdpmaHH-/15 Ykpainu 29 ciuns 2007
Pow /14, poky 3a Ne 73/13340 (y
LLiBeliyapis pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6esneku.
31. TAPLEBA® TabneTkn, BKpUTI ®.XohhmaHH-/1a LLiBeiiuapis Brvpo6HMuTBO ITania/ MepepeecTpauis Ha 3a He UA/5372/01/03
NAiBKOBOK 060/IOHKOIO, Pow Ntg, Hepo3dghacoBaHOl LLiBeiuapis HeobMeXeHuli TEpPMIH. peuyenmom nionsieae
no 150 mr, no 10 npoAykKuii,
TabneTok y 6nictepi; no nakyBaHHs, OHOB/EHO iH(hopmaLLito
3 6nicTepy B KAPTOHHIl BMNPOGYBaHHSA B IHCTPYKLU|i ans
KOpoo6Li KOHTPOJI0 SIKOCTI: MeANYHOro
Jenbthapm 3acToCyBaHHSA
MinaHo, C.P.J1., Nikapcbkoro 3acoby B
ITanis; po3gaini "Mo6iyHi
Bunpo6yBaHHs peaxuir”, BignosigHo A0

KOHTPO/IO SIKOCTI,
nakyBaHHS, BUNYCK
cepi:
®.XothbdmaHH-15
Pouw JiTa,
LlBeiiuapis;
Brpo6HMLTBO
Hepo3dacoBaHol
nNpoAayKLUiT,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI:
. XodhdpmaHH-/15
Pow /1tg,
LLiBeiuapis;
Bunyck cepii:
®.XothbdmaHH-15
Pouw JiTa,
LLiBeiiuapis

marepianis
peecTpauiiHoro J0CbeE.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB's YKpaiHu Big 26
BepecHsa 2016 poky Ne
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
32. TEO®INIH KpUCTanivyHnii NopoLIoK MpAT Ykpaina Dxunid WynaH Kutaii MepepeecTpauis Ha - He UA/15536/01/01
BE3BOAHUNA (cybeTaHuis) y naketax "papmaneBTnyHa CiHceTik HeobMexeHuii TepMiH nionsi2ae
noaBinHNX ipma "AapHuus" dapmac'toTmkan
nonieTuneHoBux ons Ko., 114,
thapmaueBTUYHOro
3aCTOCYyBaHHSA
33. LE®OOOKC nopowok ans 50 mn dapma VoppaHis dPapma VopaaHis nepepeecTpawis Ha 3a He UA/4152/01/01
opasibHoi cycnensii (50 IHTepHelueHan IHTepHelleHan HeobMeXeHWn TepMiH peyenmom nionsizae
mr/5 mn); 1 donakoH 3 Komnawi KomnaHi

MOPOLLIKOM 3 JI0XKOI0-
[03aTOPOM Y KapTOHHIl
KOpoo6Li

OHOB/IEHO iH(hopmaLLito
B IHCTPYKUiT Ans
MeAnYHOro
3acTOCyBaHHS
NiKapcbKoro 3acoby y
po3sainax
"TMpoTunokasaHHa",
"B3aemogis 3 iHWmMn
nikapcbknMmn 3acobamu
Ta iHWi BUAn
B3aemogii", "Cnoci6
3acTocyBaHHs Ta go3un" (
YTOUYHEHHS iHdhopMaLlii),
"Mo6iuHi peakwyii"
BignoBigHO Ao
MaTtepianis
peecTpaLiniHoro 4oChbeE.
MepiognyHIiCTb NoAaHHSA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6esneku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
YkpaiHu 29 ciuns 2007
poky 3a Ne 73/13340 (y
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3rifHO

3i cTpokamu,

3a3HavYeHMUN y

nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3
6e3neku

34.

LE®OJOKC

nopoLuok ansa 50 mn
opasbHoi cycnensii (100
Mr/5 Mn); 1 donakoH 3
MOPOLLKOM 3 JIOXKKO0-
[03aTOPOM Y KapTOHHIl
KopooLi

Papma
IHTEpHeLLeHan
KomnaHi

VoppaHis

Papma
IHTEepHeLeHan
KomnaHi

Viopaanis

nepepeecTpauis Ha
HeobMeXeHW TepMiH

OHoBEeHO iHhopmaLio
B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemogiit", "Cnocio
3acTocyBaHHA Ta go3mn" (
YTOUHEHHS iHopmalLii),
"Mo6iuHi peakwyii"
BignosigHo oo
marepianis
peecTpauiiHoro AocCheE.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU

3a
peyerimom

He
nidnsieae

UA/4152/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKA

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3710p0B's YKpaiHu Bif, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku

FeHepasibHUI gUPEKTOP
AvpekTopaTty dhapmaLeBTUUHOro 3a6e3neyYeHHs
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, 040 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

y 6nicTepi; no 2
6nictepu y Kopobui

KOHTPO/b Ta BUMYCK
cepiii: AT "CaHeka
dapmacbloTikans”,

Cnosaubka
Pecnyb6nika;
TOB "3eHTiBa",
Yecbka Pecnybnika;
BTOPWHHE
nakysaHHa: OITA
BMPOGHUYNIA
Koonepatus
iHBanigis, Yecbka
Pecny6nika

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YyNOBHOBaXeEHOI 0cobu,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BiAnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. ABIKCA TabneTku, BKpUTI Nynp6ek Exkcnopt [Janis nepBuHHE Ta [Oanisa/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/4760/01/01
NAiBKOBOK 060/IOHKOHO, AlC BTOPVIHHE HimeuunHa mMartepianis: 3MiHu | TUny - 3MiHK 3
no 10 wr; no 14 nakyBaHHs1, [O3BIN AKOCTI. [O0TOBMIA NikapCbkunit 3aci6.
Tabnetok y 6nictepi; no Ha BUMYCK Cepiii: 3MiHN y BUPOGHMLTBI. 3amiHa abo
2 6nicTepn y KapTOHHIl X. Nynpbek A/C, BBEIEHHS 40AATKOBOT AiNIbHULL
Kopobu,i JIEGTER BMPOGHMLUTBA A/151 YacTuHM abo
BMPOOHMLTBO BCbOro BMPOOHMYOro npouecy
Hepo3dacosaHoro rOTOBOrO J1iKapCbKOro 3acoby (iHLi
NPOAYKTY: 3MiHW) - 3a3HaYEeHHS BXe
PotTeHgopd ®apma 3aTBEPAXEHNX BUPOOHNMKIB Ta iX
M6X, HimeyunHa; hyHKLiOHabHI 060B'A3KN
nepBuHHe Ta (BBefeHHs 3MiH NpoTArom 6-Tu
BTOPVIHHE MiCALB Nicna 3aTBepKEHHS)
nakyBaHHs,
KOHTPO/b SIKOCTI:
Mepu, ®apma M'm6X i
Ko. KlaA,
HimeuyunHa
2. ArAMNYPUH® CP TabneTkn, BKPUTI TOB "CaHodi- Ykpaina Bupo6bHuyTeo M3, CnoBavbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/2658/03/01
400 060/10HKOI0, ABeHTiC YkpaiHa" nepBUHHE Ta Pecny6nika/ marepianis: 3MiHW | TUMY - 3MiHK
NPOIOHIOBaHOT Aji No BTOPUHHE Yecbka Lwoao 6e3nekn/edeKTBHOCTI Ta
400 wr; no 10 Tabnetok nakyBaHHs, Pecny6nika hapmakoHarnsgy. BeegeHHs abo

40




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BsyecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/IbHOT 3a
chapmakoHarnag,

AlFEH® 10

Tabnetkun no 10 mr, Ne
30 (10x3): no 10
TabneTtok y 6nictepi; no
3 6nicTepu y KapTOHHIN
kopo6ui, Ne 30 (15x2):
no 15 ta6nertok y
6nicTepi; no 2 6nictepn
Y KapTOHHIli kopobLi

TOB "CaHodhi-
ABeHTiC YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHN | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXEHOT 0COOM 3as1BHMKA,

BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHMKA, BignoBiAa/bHOT 3a
hapmakoHarnag,

3a peyernmom

UA/7446/01/01

AFEH® 5

Tabnetkun no 5 mr, Ne 30
(10x3): no 10 TabneTok
y 6nictepi; no 3
6nicTepy y KapTOHHIl
kopo6ui, Ne 30 (15x2):
no 15 tabnertok y
6nicTepi; no 2 6rictepu

TOB "CaHoi-
ABeHTIC YKpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX

3a peyernmom

UA/7446/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

Y KapTOHHiIli kopoobLi

npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XeHOI 0co6u
3asIBHMKA, BignoBiAa/IbHOT 3a
chapmakoHarnag,

ALEHI3-TPIO

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
no 160 mr/10 mr/12,5 wr;
no 10 TabneTtok y
6nicTepi, no 3 6rictepu
y nauyui 3 kapToHy abo
no 30 TabneTok y 6aHLj,
no 1 6aHui y nayui 3
KapToHY

TOB HB®
"MIKPOXIM"

Ykpaina

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: TEXHIYHA MOMUIKa
BUMpaB/ieHa B TEKCTi MapKyBaHHS
BTOPWHHOI ynakosku 13;
3anponoHoBaHo: 2. KI/IbKICTb
[OIK0YOI PEYOBWHW Cknag Ha 1
Tabnetky: gitoya pevosmHa: 160
mr (mg) BancapTaHy, 13,870 mr
(mg) amnoaunidy 6ecunarty, Lo
ekBiBasIeHTHO 10 mr (mg)
amnogunidy Ta 12,5 mr (mg)
rigpoxnoportiasugy. 3azHayeHe
BUMNpaB/IEHHS BigNoBifae
marepianam peecTpauiiHoro
[0Cbe

3a peyenmom

UA/18176/01/02

AEPO®INIIH®

Tabnetku no 400 mr no
10 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI KopoobLi

Eii.Bi.Ci.
PapmacbioTium
C.M.A.

ITanis

Eii.Bi.Ci.
PapmachbioTium
C.N.A.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMarepianis: 3MiHu | TUNY - 3MiHU 3
siKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHULTBI. 3MiHN Y
npoLeci BUpO6GHMLITBA FOTOBOMO
niKapcbKoro 3acoby, BKIYaum
NPOMDKHUIA MPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci

3a peyernmom

UA/4391/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHULITBA) - BHECEHHS
He3Ha4HMX 3MiH B npoLiec
BMPOBHULTBA FOTOBOrO
nikapcbKoro 3acoby, a came:
OKpeme BBEefEHHS MarHito
cTeapaTy nNpu NpUroTyBaHHi Macu
4ns TabneTyBaHHA

AKIH3EO™

Kancynu teepai, 300
mr/0,5 mr, 1 kancyna B
6nicTepi, no 1 6nictepy
B KapTOHHI Kopo6Lyi

XenciHH Xenckea
CA

LLiBeiiuapis

XenciHH bipekc
dapmacbioTikans
nTg

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
BHECEHO Y TEKCT MapKyBaHHS
BTOPMHHOI Ta NEPBUHHOI YNaKoBOK
nikapcbKoro 3acoby (BHeCeHHs
TexHiYHoT iHhopmauii Ta
iHbopmauii Woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl). BBeaeHHs 3MiH NpoTsArom 6-tm
MicsILiB nicns 3aTBepoKEHHS

3a peyenmom

UA/17170/01/01

ANEPIOMAKC

cupon, 0,5 mr/mn no 50
My dpnakoHi, no 1
donakoHy pasom 3
[03y04UM LINPULOM-
nineTKo B KOpooLi 3
KapToHy a6o no 100 mn
y donakoHi, no 1
donakoHy pasom 3
[103YH0UMM LLINPULOM-
nineTkol B KOPoOL,i 3
KapTOHY

ToBapucTBO 3
o6MexeHo
BiANOBiAANIbHICTIO
"GapmaueBTuyHa
KoMnawis "3popos'a”

Ykpaina

ToBapucTso 3
06MeXeHoto
BiANOBIAANLHICTIO
"PapmaueBTnyHa
KOMMaHis
"340poB'a", YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BUMYCK cepii);
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTuyHE
nigNpMEMCTBO
"340poB's Hapoay"”,
Ykpaina (ctagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHnX
mMarepianis: 3MiHu | TUMY - 3MiHU 3
sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynopoBanbHWii
3aci6. 3MiHa nocTavyasnbHMKa
nakyBasibHUX MaTtepianis abo
KOMNIEKTYOUMX (SKLLO 3a3Ha4YeHo
B [OCbE) (3amiHa abo AofaBaHHsA
nocTavyasibHVKa; CynyTHS 3MiHa
- 3MiHK 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuWii
3aci6. 3miHa hopmMu abo po3mipy
KOHTeliHepa un
3aKynoproBasIbHOr0 3acoby
(NepBUHHOI yrnakoBKu)
(HecTepunbHi Nikapcbki 3acobu).
BBefeHHs1 HOBOrO BUPOGHMKaA
nakyBaslbHOr0 mMartepiany
(cbnakoHu nonimepHi) TOB
«CTaryc», YKpaiHa f04aTKOBO [0
3aTBEpAXEHUX BUPo6HuKiB TOB
«MnacTtxim», YkpaiHa Ta TOB
«MPODINNACT NTA», YKpaina,
Ta sK Hacnifok, He3HauHi 3MiHN
rabapuTHMX po3MipiB NEPBUHHOI
yMNakoBKK; 3anporoHOBaHo:
®naKkoHW NosiMepHi
HaliMeHyBaHHs1 BUpOGHMK PiakoH

6e3 peyenma

UA/10913/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
®rP-125 TOB «MnacTxim»,
Ykpaida ®nakoH Pr1P-60 ®nakoH
®M-125 TOB «MPO®IMNACT
NTO», YkpaiHa; ®nakoH ®ri-125
TOB «CraTyc», YKpaiHa.
eomeTpuyHi po3mipu [liameTp
rOP/IOBUHU: 27,41 MM
Bucota: 105+1 mm, fiameTp gHa:
48+1 mm
9. ANIMTA niodpinizat gns Ninni ®paHc ®paHuis Brpo6HMLTBO 3a CLIA/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/4392/01/01
NPUrOTYBaHHSA PO3UMHY NOBHUM LuKIoM: Eni PpaHuia/ mMartepianis: 3mMiHu Il TURy - 3MiHK
Ans indysii no 500 wmr; y Ninni eng Komnai, Ipeuis BHECEHO 0 po3ainis
CKNsiHOMY hnakoHi; no 1 CLUA; MapkyBaHHs "Oco6MBOCTI 3aCTOCYBaHHSA",
(h/1aKOHY B KapTOHHIii Ta BTOPVHHA "Cnoci6 3acTocyBaHHs Ta fo3u",
ynakoBLi yrnaKkoBKa, KOHTPO/1b Ta "MobiuHi peakuii" iIHCTPYKUIT Ans
Ta BUMYyCK cepii: MeANYHOr0o 3aCTOCYBaHHS
Ninni ®paHc, nikapcbKoro 3acoby 3rigHo 3
PpaHLjs; OHOB/IEHOIO iHthopmaLiieto 3
BMPOGHMLTBO 6e3rnekun giynx Ta AOMOMIKHUX
[,030BaHoOi hopmu, peyoBUH. BBeeHHS 3MiH
nepBuHHA YNakoBka, npoTArom 6-T1 MicAuiB nicns
KOHTpOnb: BaliaHekc 3aTBEPAKEHHS
C.A,, lpeuis
10. ANMPOCTAH® KOHUeHTpaT ans TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/6956/01/01
pO3unHy Ans iHdysil, ABeHTiC YkpaiHa" Pecny6nika marepianis: 3MiHW | TUMY - 3MiHK

0,1 mr/0,2 mn; Ne10
(5x2): no 0,2 mn B
amnyni, no 5 amnyn'y
6nicTepi; no 2 6nictepu
B KOPOOLL

Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeeneHHs abo
3MiHM [0 y3arasibHEHUX JaHuX Npo

cuctemy chapmakoHarniagy

(BBEAEHHSA Y3arasIbHEHUX AaHWX

npo cuctemy capmakoHarnsgy,

3MiHa yNOBHOBaX€EHOI 0co6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
0cobu 3 hapmakoHarnagy
3asBHUKa A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOBaXXeHOT
ocobw, BignoBiganbHoI 3a
3AiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHWN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOB&XXEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pefakLis:
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
XopakiBcbka TeTsHa
BsyecnasiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBiAa/IbHOT 3a
thapmakoHarnag,

11. AMI3OH® MAKC kancynu no 0,5 r, no 10 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/12415/01/01

kancyn y 6nictepi; no 1
6nictepy B naui 3
KapToHyY

Marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
Kogy ATX - 3MiHM BHECEHO [0

IHCTPYKUii 4Ns MegnyHoro
3acTocyBaHHA npenapary Ao

po3giny "®apmakoTepaneBTnyHa
rpyna" BignosigHo fo
MiXXHapOAHOro knacudikaropa
BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3aTBepaKeHo — MNpoTuBIpyCHi
3acobu 41s CUCTEMHOro
3acTocyBaHHs. MpoTuBIpyCHI
3acobu npsamoi aii. Kog ATX JO5 A
X; 3anponoHoBaHo — MNpoTMBIpyCHI
3ac06u 4151 CUCTEMHOro
3acTocyBaHHs. [poTuBIpyCHi
3aco6u npsamoi aii. Kog ATX J05
AX17. BBeggeHHs 3MiH MpoTsaroM 6
MiCALIB NiCNA 3aTBEPOXKEHHS;
3MiHK |l TUny - 3MiHK Woao
6e3nekn/edreKTBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKIil xapakTepucTuui

NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans

MEeJMNYHOro 3aCTOCYBaHHS y

3B’A3KY i3 HOBUMM JaHNMU 3

SAKOCTI, AOKTIHIYHUMM, KIHIYHUMU
JaHVMy Ta JaHnMK 3
hapmakoHarnsgy - 3miHu BHeCEHO
[0 IHCTPYKLii Ana MeanyHoro
3acToCyBaHHS NikapCbKoro 3acoby
[0 po3ainis "®apmakosnoriyHi
BnactusocTi", "lMpoTmunokasaHHs",
"B3aemogis 3 iHWMMU NliKapCbKUMu
3acob6amu Ta iHwWi Buan

B3aemogiit”, "OcobmBocTi

3acTocysaHHs", "Cnoci6
3aCToCyBaHHA Ta [03n",

"Mepeno3yBaHHA", "TO6IYHI

peakuii" BiANoBigHO A0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pe3ynbTaTiB gocnigpkeHs FAVOOA-
IA, FAVOOA-IB, FAVOOA-IC,
FAVOOA-ID. BBefieHHS 3MiH

npoTsArom 6 micAuis nicns
3aTBEPKEHHS; 3MiHK Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM, KTIHIYHUMU
JaHuMK Ta JaHuMK 3
thapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKLii ANna MeanyHoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3giny "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaaro” BignosigHo [0
pe3ynbTaTiB AOKTIHIYHUX
[ocnifpKeHb Br/IMBY eHicamiymy
noamay Ha hepTUIbLHICTbL Ta
opraHoreHes. BeefeHHsA 3MiH
npoTArom 6 Micsuis nicns
3aTBEPMKEHHS; 3MiHM |l Tuny -
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKIil XapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MEJMNYHOrO 3aCTOCYBaHHSA Yy
3B’AA3KY i3 HOBUMM AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHUMK
JaHyMK Ta AaHumn 3
hapmakoHarnsgy - 3mMiH1 BHeCEHO
[0 IHCTPYKLIT 4na MeagnyHoro
3aCTOCYyBaHHS Nikapcbkoro 3acoby
00 po3ginis "®apmakonoriyHi
B/1ACTMBOCTI. PapmakokiHeTuka".
BBegeHHs1 3MiH npoTsirom 6
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHK |l TUny - 3mMiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKill XxapakTepuctu,i

NiKapCbKOoro 3acoby, TeKCTi
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Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

12.

AMILAN®

niodhinizat gnsa po3unHy

MAT

Ykpaina

MAT

MapKyBaHHS Ta iHCTpyKLUii Ans
MeAUNYHOr0o 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3

SAKOCTi, AOKMIHIYHUMM, KTiHIYHMK
JaHuMK Ta AaHuMK 3
thapmakoHarnsgy - 3MiH1 BHECEHO
00 IHCTPYKLiT 4518 MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3giniB "®apmakonoriyHi
BNaCTUBOCTI" BigNOBIgHO A0
pe3ynbTaTiB in vitro gocnigxeHb
NPOTUBIPYCHOT aKTUBHOCTI.
BBegeHHs1 3MiH npoTsirom 6
MicsILiB Micns 3aTBepAKEHHS

nocsio4YeHHs

13.

AMILN®

niodhinisat gnsa po3unHy

Ans iv'exkuii no 1,0,
dhnakoHu 3 nioghinizatom

"Kuismeanpenapat"

MAT

Ykpaina

"Kunismegnpenapar”

MAT

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TUNY - 3MiHa
Ha3BM Ta 3a3HayeHHa agpecu
peecTpauii Ta agpecu
BMPOGHMLTBA BMPOGHUMKa AdDI
(AmikauuHy cynbcaty), 6e3 3miHu
MicLA BUPOGHMLTBA:
3anponoHoBaHo: «Shandong
Anxin Pharmaceutical Co., Ltd.»,
China Agpeca peecTpauii: Ne
10678 Wenliang Road, Dongjia
Town, Licheng District, Jinan,
China Agpeca Bnpo6HuuTea: Ne
849, Dongjia Town, Licheng
District, Jinan, China

3a peyenmom

UA/1036/01/04

14.

AMILMN®

ONs iH'ekuii no 0,5,
dhnakoHu 3 nioghinizatom

niodpinisat ANs po3umHy

"Kuismeanpenapar”

MAT

"Kuismegnpenapar”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TUNY - 3MiHa
Ha3BMW Ta 3a3HauyeHHsa agpecu
peecTpauii Ta agpecu
BMPOGHMLTBA BUPOGHUMKa AdDI
(AmikauvHy cynbcpaty), 6e3 3mMiHu

MicLA BUPOGHMLTBA:
3anponoHoBaHo: «Shandong
Anxin Pharmaceutical Co., Ltd.»,

China Agpeca peecTpauii: Ne
10678 Wenliang Road, Dongjia
Town, Licheng District, Jinan,
China Agpeca Bnpo6HuuTea: Ne
849, Dongjia Town, Licheng
District, Jinan, China

3a peyernmom

UA/1036/01/03

ONs iH'ekuin no 250 wr,

"KvisBmegnpenapar”

YkpaiHa

MAT

"Kvismegnpenapat"

YKpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a peyenmom

MaTepianis: 3mMiHK | TMNYy - 3MiHa

UA/1036/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHu 3 niodpinizatom Ha3BU Ta 3a3HavyeHHs agpecu
peecTpadii Ta agpecu
BMPOGHMLTBA BUPOGHUMKA API
(AmikaupHy cynbcpaty), 6e3 3MiHN
Micus BUPO6HMLTBA:
3anponoHoBaHo: «Shandong
Anxin Pharmaceutical Co., Ltd.»,
China Agpeca peecTpadii: Ne
10678 Wenliang Road, Dongjia
Town, Licheng District, Jinan,
China Agpeca B1npo6HuLTBa: No
849, Dongjia Town, Licheng
District, Jinan, China
15. AMOKCUKNAB® NOPOLLOK A/191 OPasIbHOT CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/7064/02/01
cycneHsii (250 mr/62,5 dapmacbloTikans dapmaueBTMYHA marepianis: 3MiHN | TUMY - 3MiHW
MrB5 mn); no 25r n.4. KoMnaHis 4. 4. Loao 6e3nekn/edeKTMBHOCTI Ta
NopoLLKy y donakoHi (ons hapmMakoHarnagy - OHOBMEHHS
100 mn cycneHsii); no 1 TEKCTY MapKyBaHHS YNaKOBKM
chnakoHy pasom 3 NiKapcbKoro 3acoby 3 BHECEHHAM
NOpPLUHEBOIO NINETKOK B iHbopmaLii Woao 3a3HaYeHHS
KapTOHHI Kopobui OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeCeHHs 3MiH A0 po3ainy
“MapkyBaHHA" MKA 113:
3anpornoHoBaHo: MAPKYBAHHA
BignoBigHo fo 3aTBEpPAXEHOrO
TEKCTY MapKyBaHHS. TepMiH
BBE/IEHHS 3MiH: NPOTArom 6
MiCALIB 3 AaTV 3aTBEPAKEHHS
16. AMNICY/NbBIH® NOPOLLOK A/19 PO3UNHY NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/3858/01/01
ans iH'ekuii no 1,5ry "Kvismegnpenapat” "KuiBmegnpenapar” marepianis: 3MiHN | TUNY - 3MiHa
hnakoHi; no 1,5ry aapecy BMpo6Huka AdI
donakoHi, no 10 (AmMniyunniHy HaTpiesa cinb Ta
h/1aKOHIB 3 MOPOLLKOM Y CynbbakTamMy HaTpieBa Cifb )
KOHTYPHIli YapyHKOBIi Aurobindo Pharma Limited, India,
ynakosLi, no 1 6e3 3MiHN MicusA BUPOGHMLTBA:
KOHTYPHIli YapyHKOBIi 3anponoHosaHo: Unit-V, Plot Nos.
ynakoBLji B nayLii 68-70, 73-91, 95, 96, 260, 261,
I.D.A., Chemical Zone,
Pashamylaram, Patancheru
Mandal, Sanga Reddy District,
Telangana State, India
17. AHECTE30/® cynosuTopii, in bulk: no MpuBatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx - UA/7066/01/01
5 cynosuTopiie y akuioHepHe akuioHepHe MaTtepianis: 3MiHu | Tuny -
6nicTepi, no 180 TOBapuCTBO TOBapPUCTBO "J1eKXiM OHOBJ/IEHHS cepTudikaTa
6icTepiB y AWMKY "JlekxiMm-Xapki" - XapkiB" BignosigHocTi €P R1-CEP 2004-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
008-Rev 06 anst A®l Benzocaine
Bif} BXe 3aTBEPAKEHOr0
BMpobHMKa Changzhou Sunlight
Pharmaceutical Co., Ltd., China, y
3B'A3KY i3 HAAAHHAM 3BITY 3 OLLIHKU
PV3MKiB CTOCOBHO €/TEMEHTHUX
[OOMILLIOK
18. AHECTE30/1® cynosuTopii, no 5 MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx - UA/7065/01/01
cynosuTopiiB y 6aicTepi, akuioHepHe akuioHepHe MaTepianis: 3MiHu | Tuny -
no 1 a6o 2 6nictepu B TOBapUCTBO TOBapUCTBO "“J1eKxiM OHOBJ/IEHHS cepTudikaTa
nauui "JlekxiMm-Xapkis" - XapkiB" BignosigHocTi €EP R1-CEP 2004-
008-Rev 06 ans Adl Benzocaine
Bif] BXXE 3aTBEPAKEHOr0
BMpo6HMKa Changzhou Sunlight
Pharmaceutical Co., Ltd., China, y
3B'AA3KY i3 HaJaHHAM 3BiTYy 3 OLjiHKM
PV3MKiB CTOCOBHO €/1EMEHTHUX
[LOMILLIOK
19. APBUTE/b Tabnetku no 20 mr, no MIKPO NABC IHAjA MIKPO NNABC IHAjA BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/18379/01/01
10 Tabnetok y 6nictepi, NIMITEL, NIMITEL MaTepianis: 3MiHu | Tuny -
no 3 6nictepu B KOpooL,i AIMIHICTpaTVBHI 3MiHN. 3MiHa
3 KapTOHY; no 7 HalimeHyBaHHS Ta/abo agpecu
Tabnetok y 6nictepi, no 3asBHVKa (Bf1acHMKa
2 abo 4 6nictepn 'y peecTpaLiiHoro NocBigYeHHs)
KOpOOGLii 3 KAPTOHY; NO
14 Tabnetok y 6nictepi,
no 1,2,4 a6o 7 6nictepis
B KOPOGLIi 3 KAPTOHY
20. APBUTENb Tabnetku no 40 mr, no MIKPO NABC IHais MIKPO NABC IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18379/01/02
10 TabneTok y 6nictepi, NIMITEL, NIMITEL MaTepianis: 3MiHu | Tuny -
no 3 6nictepy B KOPOOL AOMiHICTpaTUBHI 3MiHW. 3MiHa
3 KapTOHY; Nno 7 HaliMeHyBaHHs Ta/abo agpecu
TabneTtok y 6nictepi, No 3asiBHMKa (B/1acHMKa
2 abo 4 6nictepu y peecTpaLiiiHOro NocBig4YeHHs)
KOpOO6Lii 3 KAPTOHY; Mo
14 TabneTok y 6nictepi,
no 1,2,4 abo 7 6nictepis
B KOPOO6LIi 3 KApPTOHY
21. APBUTE/Nb Tabnetku no 80 mr, nNo MIKPO NABC IHais MIKPO NNABC IHais BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom UA/18379/01/03
10 TabneTok y 6nicTepi, NIMITEL, NIMITEL MaTepianis: 3MiHu | Tuny -
no 3 6nictepu B KOpobL,i AOMIHICTPaTUBHI 3MiHW. 3MiHa
3 KapTOHy; no 7 HalilmeHyBaHHs Ta/abo agpecu
Tabnetok y 6nictepi, no 3asBHVIKa (Bf1acHuKa
2 abo 4 6nictepn 'y peecTpauiiHoro nocBifg4YeHHs)
KOpO6Lii 3 KApTOHY; MO
14 TabneTok y 6nicTepi,
no 1,2,4 a6o 7 6nictepis
B KOPOOLIi 3 KAPTOHY
22. APTIHIBCA 3 PO34YMH AN iH'eKUI No IHIBCA OEHTA/ IcnaHis JIABOPATOPIOC IcnaHis BHECEHHS 3MiH [10 peecTpaLiliHnX 3a peyenmom UA/15281/01/01
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Ha3sBsa nikapcbko20

n/n

3acoby

ENIHE®PUHOM

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

23.

1:100.000

ACMNEHOPM

1,8 mn y kapTpuaxi; no
50 kapTpuaxis y
KapTOHHilA KOpO6L

CNto

IHIBCA, C.A.

marepianis: 3MiHN | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3arasIbHEHUX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKL0
BOHa BifjMiHHa Bif, yNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: AHHa
Mepo Mipannec ge Imnepian /
Anna Pero Miralles de Imperial.
3MiHa KOHTaKTHUX AaHnx
YMOBHOB&XeHOT 0cobwu,
BignoBiganbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHYKa, BigNoBigas/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: bobposa
anvHa bopuciBHa. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, Bi4NOBiAa/IbHOT 38
hapmakoHarnag B Ykpaiti. 3miHa
HoMepa macTep-thaiina cuctemu
dhapmakoHarnsgy

TabneTkn, BKPUTI
060/10HKOI0,
KMLUKOBOPO34UHHI N0
100 wr: no 10 TabneTok
y 6nicTepi; no 2 a6o no
10 6nicTepiB B
KapTOHHIW nayu,i

TOB "®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reyn*

Ykpaina

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTumui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha

6e3 peyenma

UA/12353/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
B nicnsipeecTpauiiiinii nepiog, abo
SIK pe3ynbTarT OLiHKU 3BITY 3
JocnifxeHb, NpoBeaeHnx
BiANOBIAHO [0 nnaHy
nepiatpnyHux gocnimpkers (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHVNM OpraHoMm) - 3MiHu
BHECEHO A0 IHCTPYKUIii Ans
MeAUYHOr0o 3aCTOCYBaHHS
NiKkapcbKoro 3acoby Ao po3ainis
"apmakoTepanesTuyHa rpyna.
Kog ATX" (pefaroBaHo TekcT
onwucy rpynu), "®apmMakonorivHi
BnacTvsocTi", "MokasaHH:A"
(yTo4HeHo Ta pefaroBaHo),
"MpoTunokasaHHs", "B3aemogis 3
iHWKMMKW NikapcbkrMKM 3acobamu Ta
iHLWI BMAW B3aemogiit",
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa"”, "3aartHicTb BANBATH HA
LIBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWKMKU
MexaHismamu', "Cnoci6
3acTocyBaHHs Ta go3u", "fitn",
"Mepeno3yBaHHA", "Mo6IYHI
peakuji”, LWoA0 OHOBNEHOI
iHchopmawuii 3 6e3nekn gitoyoi
peyoBMHW. BBEAEHHA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

24,

ACIMEHOPM

TabneTtku, BKPUTI
060/10HKOIO,
KMLUKOBOPO3YUHHI N0
300 mr: no 10 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
nauui

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi AN
Me[MYHOro 3aCTOCyBaHHs Ha
nigcTasi perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
AocnimpkeHb 3 6e3neku

6e3 peyenma

UA/12353/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCYyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpadiiiuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnifpKeHb, NpoBeAeHnx
BiAMNOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofpKeHO 3 KOMMETEHTHUM
YMNOBHOB&XEHUM OpPraHom) - 3MiHu
BHECEHO A0 IHCTPYKUiT Ans
MeJNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis
"papmMakoTepanesTMyHa rpyna.
Kog ATX" (pegaroBaHo TEKCT
onwvcy rpynu), "®apmMakonorivHi
BnactmsocTi", "lMokazaHHSA"
(yTo4YHeHo Ta pefaroBaHo),
"MpoTunokasaHHA", "B3aemogis 3
iHWMKN NikapcbKrMmn 3acobamu Ta
iHLWIi BMAn B3aemogiin”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTU Ha
LWBMAKICTb peakuii Npu KepyBaHHi
aBTOTpPaHCMOpPTOM abo iHWMMK
MexaHizmamu", "Cnocié
3acTocyBaHHs Ta gosn", "fitn",
"Mepepo3yBaHHs", "Mo6iuHI
peaxuii”, LLoA0 OHOB/IEHOT
iHchopmauii 3 6e3neku gitoyoi
peyoBMHW. BBeAEHHA 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS

25.

BANAHC 1,5%
rMIOKO3U 1,75
MMONbIN
KAMbLJIO

PO34MH AN
nepuToHeasIbHoro
aianizy no 2000 mn abo
2500 mn y cuctemi
[1BOKaMepHOro Mmitka
cTelisceiid; no 4 miwka
Y KapTOHHIi1 kopobu,; no
3000 mn y cuctemi
[BOKaMepHOro Miwka
cnineceiidp; No 4 Miwka y
KapTOHHIA KopobLii; no
5000 mn y cuctemi
[IBOKaMepHOro mitka
cnineceiidp; No 2 Mika y
KapTOHHI Kopobui

®peseHiyc Meaumkan
Kep [doitunaHg
6X

HimeuunHa

®peseHiyc Meagukan
Kep OdoiunaHg
6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2006-
264-Rev 02 ans Aito4oi pevoBrHN
MarHito xnopupg, rekcarigpary Big
BXe 3aTBepAKEeHOro BUpobHMKa
MACCO ORGANIQUES, S.R.O,
Czech Republic; 3miHu | TUnYy -
noAaHHA OHOBEHOTO cepTudikarta
BIANOBIAHOCTI EBPONENChbKili
thapmakonei Ne R1-CEP 2008-
105-Rev 01 gna aitoyoi peyoBuHU
Sodium chloride Big, Bxe
3aTBEPHKEHOro BUPOGHMKA KW

3a peyernmom

UA/16099/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHVB Ha3BY (3aTBEPKEHO:
AKZO NOBEL SALT A/S, flaHis;
3anponoHosaHo: DANSK SALT
A/S, [aHis); 3miHu | TUny -
noAaHHA OHOBEHOTO cepTudikara
BiNOBIAHOCTI E€BpONeNChKiit
thapmakonei Ne R1-CEP 2007-
367-Rev 02 ans fjito4oi pevyoBuHu
Sodium chloride Big, Bxe
3aTBEPAKEHOr0 BUPOOHUKA, K
Hacnigok 3MiHa Ha3Bu Ta agpecu
BnacHuka CEP Ta Ha3Bu
BMPOGHWYOT AinbHUL
3aTtBepmxkeHo: CEP holder:
ESCO-European company GmbH
& Co KG Landschaftstrasse 1,
Germany-30159 Hannover
Production: ESCO-European
company GmbH & Co KG
Karlstrasse 80, Germany-47495
Rheinberg-Borth 3anponoHosaHo:
CEP holder: K+S MINERALS AND
AGRICULTURE GMBH Bertha-
von-Suttner-Strasse 7, Germany-
34131 Kassel Production: K+S
MINERALS AND AGRICULTURE
GMBH Karlstrasse 80, Germany-
47495 Rheinberg-Borth

26.

BANAHC 4,25%
FNIOKO3U 1,75
MMONbIN
KANbLIO

PO34MH ANna
NepuToHeasIbHOro
aianisy no 2000 mn abo
2500 mn y cuctemi
[BOKaMepHOro Miwka
cTelisceiidy; no 4 miwka
Y KapTOHHIli kopobL; No
3000 mn y cuctemi
[IBOKaMepHOro mika
cnineceiigp; No 4 Miwka y
KapTOHHI Kopo6Li; no
5000 mn y cuctemi
[1BOKaMepHOro Mmitka
cnineceiid; No 2 miwka y
KapTOHHIA KopoobLi

PpeseHiyc Megukan
Kep foiunang
m6X

HimeyunHa

PpeseHiyc Meaukan
Kep Odoinunang
M6X

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBEHOTO cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2006-
264-Rev 02 ans Aito4oi pevoBrHN
MarHito xnopug rekcarigparty BiZ
BXE 3aTBEPL)KEHOr0 BUPOOHMKa
MACCO ORGANIQUES, S.R.O,
Czech Republic; 3miHu | TNy -
noJaHHs OHOB/IEHOro cepTucpikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2008-
105-Rev 01 ans Aito4oi pevoBrHN
Sodium chloride Big Bxe
3aTBEPAXEHOr0 BUPOGHMKA AKUIA
3MiHVB Ha3BY (3anpoOnOHOBaHO:
DANSK SALT A/S, faHis); 3MiHu |
TUNY - NOAAHHS OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI

3a peyenmom

UA/16101/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€sponelicbkiin dhapmakonei Ne R1-
CEP 2007-367-Rev 02 ans gitoyoi
peyosuHM Sodium chloride Big BXe
3aTBEPAKEHOr0 BUPOOHUKA, K
Hacnigok 3MiHa Ha3Bu Ta agpecu
BnacHuka CEP Ta Ha3Bu
BVMPOGHMYOI AiNbHULL;
3anpornoHoBaHo: CEP holder: K+S
MINERALS AND AGRICULTURE
GMBH Bertha-von-Suttner-Strasse
7, Germany-34131 Kassel
Production: K+S MINERALS AND
AGRICULTURE GMBH
Karlstrasse 80, Germany-47495
Rheinberg-Borth

27.

BEH30KAIH

MOPOLLIOK (Cy6CcTaHuis) y
noAgifHMX nakeTax 3
nonieTuneny ans
chapmaLeBTUYHOTO
3aCTOCYBaHHsI

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-XapkiB

YKpaiHa

Yanmxoy CaHnait
dapmacbioTikan Ko.,
nrp.

Kutaii

BHECEHHS 3MiH [0 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
OHOBJ/IEHHS cepTudikaTa

BignosigHocTi €d R1-CEP 2004-

008-Rev 06 ans Adl Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Changzhou Sunlight
Pharmaceutical Co., Ltd., China, y
3B'A3KY i3 HaJaHHAM 3BiTYy 3 OLjiHKM
PV3NKiB CTOCOBHO €/TeMEHTHUX
[LOMILLIOK

UA/12132/01/01

28.

BEPO3

HacToika ans
nepopasbHoro
3acTocyBaHHs, no 100
mn y 6aHkax; no 500 mn
y NAsiLKax

MpusatHe
akuioHepHe
TOBapucTBo "bionik"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapucTBo "bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3nekn/eekTMBHOCTI Ta

hapmakoHarnsgy - 3MiHu BHeCeHi

B TEKCT MapKyBaHHS yNakoBKv/
nikapcbkoro 3acoby oo
3a3Ha4YeHHs MiXXHapOAHUX
no3Ha4YeHb OAVHWLb BUMIPIOBAHHS

no 100 mna —

6e3 peyenma;

no 500 mn —
3a peyernmom

UA/1632/01/01

29.

BIOBEH

po34nH Ans iHdysiii 10
%, no 10 mn, 25 mn, 50
M a6o 100 mn y naswi
a60 dhnakoHi; no 1
nAswLyi abo nakoHy B
nadi 3 KapToHy

TOB "BIO®PAPMA
MNA3SMA"

YkpaiHa

TOB "BIO®PAPMA
MNA3MA"
(BUpO6HMLTBO,
nepBuHHE
nakyBaHHS;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepiil; KOHTPO/b
SIKOCTI)

YkpaiHa

BHECEHHS 3MiH 10 peecTpavyinHnx
martepianis: 3miHu | Tuny -
AOMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3su APl abo fONOMIKHOT
PeyoBUHM
MpuBeneHHs Ha3By Aitoyoi
PEeYoBUHM Y BiANOBIAHICTb A0
[AoY/Eur.Ph. 3aTBEpAXeEHO:
IMyHO/OrIYHO aKTMBHA GinkoBa
dpakuist imyHornobynidy G.
3anponoHoBaHo: IMyHOr106yniH

3a peyenmom

UA/14526/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

NIOAUHU HOPM&JTbHUIA. 3MiHK
BHeceHo B MK#, iHCTpyKLito ons
MeAMYHOro 3aCTOCyBaHHA Ta y
KOPOTKY XapaKkTepucTuky B p.
«Cknag» 3 BiANoBiAHUMN 3MiHAMU
Y TEKCTi MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby. 3MiHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /IiKaPCbKOro 3acoby.
3MiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX roTOBOro
nNiKapcbKoro 3acoby (3BY>KEHHS
[OMYyCTUMUX MEX) 3BYXXEHHS
[OMYCTUMUX MEX 3a NOKa3HWKOM
akocTi BmicT IgA. 3aTBepmkeHo:
He 6inbLie 400 Mkr/mn.
3anponoHosaHo: He 6inblwe 50
MKr/M/1. 3MiHM BHOCSITLCA A0
po3ainy Cknag, peecTpauiiHoro
noceigyeHHs, MKA, iHCTpyKujito
[N MeAnYHOro 3aCTOCYBaHHA Ta
Y KOPOTKY XapakTepucTuKy B p.
«®apmMakoorivHi BNacTuBoCTi»
LLOA0 rPaHNYHOro BMICTY
iMmyHOrno6yniHy A 'y npenapari 3
BIANOBIAHUMYW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3aco06y. 3miHu | TUny - 3MiHKn 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
(iHWwi 3miHW) MNpuBeaeHHA
KpUTEPIiB NPUAHATHOCTI 3a
MoKa3HUKaMm AKOCTi
loeHTudikauis, MposopicTb,
CTyniHb 3a6apBieHHs, MexaHiuHi
BK/THOHYEHHS,
AHTVKOMMNIEMEHTAPHA aKTWBHICTb,
Cknag 6inkis, AKTusartop
npekasikpeiHy, AHT-D aHTuTINg,
AHTU-A Ta aHTW-B remarntioTUHIHK
Y BifMNOBIgHICTb [0 BUMOT [it040ro
BUAAHHA ADY/ED. 3miHm | Tvny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN)
3amiHa nokasHuka AKocTi AHTUTINA
[0 BipyCy KOpY Ha NOKa3HWUK AKOCTi
AHTUTINA Ao Bipycy renatuty A 3
BigMNOBIAHMM METOA0M
BMNPOBYBaHHS. 3aTBepKeHO:
AHTUTINA [0 BipyCy KOpy - He
MeHLe 500 MO/ iMyHOrno6y niHy.
3anponoHoBaHo: AHTUTINA A0
Bipycy renatuty A - He meHLue 50
MOI/r imyHorno6yniny 3minum | Tuny
- 3MiHK 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO JIiKapCbKOro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHs
roTOBOrO NikapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMAKEHNX
MeTogax BUNpobyBaHHS)
HesHauHa 3MiHa B MeToAuLi
BMMNPO6YBaHHSA: 3MiHa 6apBHMKa
NS NPOSIB/IEHHSA
enekTpodgoperpam 3a NokasHUKOM
akocTi Cknag 6inkis. 3miHu | Tuny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /IiKapCbKOro 3acoby.
3MmiHa y meTogax BunpobyBaHHs
rOTOBOrO J1iKapCbKOro 3acoby (iHLi
3MiHM Yy MeTogax BUNpobyBaHb
(BKTKOYatOUM 3aMiHy abo
[ONOBHEHHS))

HesHauHi 3miHn y meToaunui
BUMPOOYBaHHA 3a NOKasHMKaMm
SAKOCTi Po3nogin monekyn 3a
po3mipom (3amMiHa ofHiei 3
anbTepPHATUBHUX KOIOHOK),
BakTepiasibHi eHAO0TOKCMHM (3MiHa
BVMPOGHMKA TeCT-CUCTEMM),
Monicop6art 80 (3MiHa nopsaxy
[ofaBaHHA peareHTiB npu
npo6onigroTosui), AHTK-D
aHTuTINa (3a3HaYeHHs BUPO6HMKA
nanaiHy), AHTU-A Ta aHTu-B
remar/IloTUHIHN (3a3Ha4yeHHs
BMPOGHMWKa nanainy). 3miHu | Tuny
- 3MiHK 3 siKOCTi. FOTOBWIA
NiKkapcbkuii 3aci6. KoHTponb
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rOTOBOrO /TiKaPCbKOro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHs
roTOBOrO NikapCbKOro 3acoby
(BnnyyeHHs metony
BUMPOOYBaHHS, AKLLO BXe
3aTBEPMKEHWNIA a/lbTEepPHATUBHWIA
mMeToa)

BunyyeHHs BU3HaYEHHS
3arasibHoro 6isky 6iypeToBuM
metogom AdY 2.5.33, meTog 5.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA NniKkapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOro
nikapcbkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEeHUX MeTogax
BUNPo6yBaHHA) HesHauHi 3MiHn y
MeTOoAVLji BUNPOGyBaHHS 3a
NOKa3HWKOM SIKOCTi AHTUTINA [0
HBsAg (3miHa TecT-cnuctemu,
YTOYHEHO OMNWC MPUrOTYBaHHSA
BMMPO6GOBYBAHOIO PO3YMHY).
3MiHu | TURY - 3MiHKU 3 SKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3aco6y (OHOBMEHHS
npoLieaypy BUNpoGyBaHHS A1
npuBEeAeHHS Yy BIANOBIAHICTD 3i
3MIHEHOIO 3arasibHO0 CTaTTelo
[AdY abo €ponelicbkol
thapmakoner)
OHOBEHHS NpoLeaypy
BUNPOBOYBaHHSA 3a NOKa3HWKOM
AKOCTi «AHTUKOMMN/IEMEHTapHa
aKTMBHICTb» 4151 NPUBEAEHHS Y
BiANOBIAHICTbL Ao cTaTTi 2.6.17
APY/ED.

30.

B/TOKMAKC
DOPTE

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 400 mr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopobui

AJNIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
npeacTaBfieHi 3MiHM B iHdopmaLii
3 6e3nekun Ha nigcTasi OHOBMEHO!
iHchopmawuii 3 6e3neku gitouoi
PeyoBMHM 3a pekOMeHAaLliE0
PRAC, wwo po3wmiweHa Ha
odpiuiriHomy caiiti EMA, wopo
BHECEHHS 3MiH Ta AONOBHEHb Y

6e3 peyenma

UA/17783/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
po34ini NpoekTy IHCTPYKUIT Ans
MeAUYHOr0 3aCTOCYBaHHS
«Mo6iYHI peakwii» MOXyTb 6YTK
pekoMeHA0BaHI A0 3aTBepayKeHHS
Ta BHECEHHS B iHCTPYKLUit0 Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby. 3MiHu
BHECEHI [0 iHCTPYKUii ans
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Mo6ivHi peakuii” BignosigHO A0
OHOB/IEHOI IHhopMaLlii LWoao
6e3neku Ajtoyoi pevoBUHN; 3MiHM |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa Ha3BM /iKapCbKOro 3acoby.
3MiHV BHECeHI o040 Ha3Bu
niKkapcbKoro 3acoby.
3anponoHoBaHo: briokMakc
dopTe BlokMAX® Forte
31. BEPANAAH® pO34uH AN iH'ekuiid, 100 Mepk Wapn i Joym LLiBeiiuapis BUPOGHMLTBO cuA/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/10458/01/01
Mr/M/T; 0 2 MAY IAEA TM6X Hepo3chacoBaHoi HigepnaHgm marepianis: 3miHu | Tuny -
chnakoHi; no 10 NpoAyKLuii, NnepBuHHe AAMiHICTpaTUBHI 3MiHW. 3MiHa
(h/1aKOHIB Y KapTOHHIl nakyBaHHs, HalilMeHyBaHHs Ta/abo agpecu
ynakoBLi KOHTPO/b cepii B 3asBHMKa (BNacHvka
nepBYHHOMY peecTpauiiiHOro NocBigYEHHS).
nakyBaHHi Ta nig yac 3MiHa Ha3BW 3asBHUKA BiAMNOBIAHO
BMNpobyBaHb [0 pilleHHs koMnaHii Ta
CTabiNbHOCTI: YTOYHEHHS afipecy 3asBHMKa A1A
MateoH npuBeAeHHs y BiANOBIAHICTb A0
MaHydhekuypiHr OHOBJ/IEHOIO BUTAry 3 TOProsBoro
Cepsices En. En. PeecTpy KpaiHn 3asBHUKa.
Ci., CLLA; BBefeHHA 3MiH NPOTArom 6-1u
Brpo6HMuTBO 3a MicSLiB MiCNSA 3aTBEPAYKEHHS.
MOBHUM LVIK/TOM, 3MmiHa 3asBHUKa (BlacHMKa
BK/IHOYAOUN [03BIN peecTpaLiiHoro NocBigYEHHS)
Ha BUMYCK cepii: (3rigHo Hakasy MO3 Big,
H.B. OpraHoH, 23.07.2015 Ne 460). BBeaeHHs
HigepnaHnan 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
32. BPUPO3A Kpansi O4Hi, po34nH no 2 AT "Apamep, Monbla AT "Apamep, MonbLa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/17427/01/01
Mr/MA, N0 5 M pO34nHY dapma" dapma”, NonbLua HimeuuunHa/ marepianis: 3mMiHW | TURY - 3MiHK
y thnakoHi 3 (BUPOGHYK NntBa Lofo 6e3nekn/edhekTMBHOCTI Ta

nosieTunery HNU3bLKOI
LWiNbHOCTI 3
KpanenbHuLeto Ta 6inoto
KpULLIEYKOO
nosieTuneHy BUCOKOT
WinbHocTi; no 1 a6o 3
h1aKoHM-KpanebHULi B

BiANOBiAa/IbHWIA 3a
BMNyCK cepil);
dapma LUTynbH
v6X, HimeuunHa
(BMPOGHMLTBO "in
bulk solution",
nakyBaHHA Ta

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJiBHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy capmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 3MiCHEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KopoobLi

KOHTpPO/b cepii);
IOAB CaHToHiKa,
INntBa
(BUpPOGHMLTBO "in
bulk solution”,
nakyBaHHSA Ta
KOHTpO/b cepii)

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
mMacTep-aiina cucremm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (papmakoHarnag,. 3miHa
KOHTAKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BigNoBiAa/IbHOT 38
hapmakoHarnsg B Ykpaini. 3miHa
MicLS1 34iACHEHHA OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
3miHa agpecu MacTep-chaiina
cuctemun dpapmakoHarnsgy

33.

BYCKOMAH®

TabneTtku, BKPUTI
LlyKPOBOI 060/10HKOI0,
no 10 wr; no 20
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHIl
Kopobui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

Lensdchapm Peiimc

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBigansbHoI 3a
3gificHeHHs chapmakoHarnagy
(BKHOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIA&/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BsavecnasiBHa. 3MiHa KOHTaKTHUX

6e3 peyenma

UA/6378/01/01

59




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVIKa, BigNOBiAa/IbHOT 38
hapmakoHarnag,
34. BYCTPUKC™ CyCneHsis ANns iH'ekuii nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a peyenmom UA/14955/01/01
KOMBIHOBAHA 0,5 mn/nosy, no 1 fosiy Ekcnopt NimiTeq BpuTtaHis Bionompxikans C.A. MaTepianis: 3MiHu | Tuny -
BAKUWHA And nonepeaHLo BUAAIEHHS i3 3aTBEPAKEHOT
MPO®ITAKTUKN HaroBHEHOMY LUNPULL; cneundikauii ansa BakymHm (Final
DUNOTEPII, no 1 nonepeaHbo Bulk vaccines) Bunpo6yBaHHs 4151
NPABLA, HanoBHEHOMY LLNPULY Y avLentonApHOro KOMMOHEHTY «in-
KALLUTIOKY KOMMNJIEKTi 3 ABOMaA vivo histamine sensibilization
(ALENMIONAPHNIA rofikamvi B test/Residual pertussis toxin
KOMMOHEHT) naacTUKoOBOMY activity (at 40C)», wo
(AACOPBOBAHA, KOHTeliHepi; mo 1 NPOBOAUTLCS Ha MULLAX.
31 BSMEHLUEHM KOHTEiHEepY Y KapTOHHIi BHeceHHs pefakLiliHix NnpaBoK A0
BMICTOM Kopoobui posginis 3.2.P.5.1, 3.2.P.5.2,
AHTUIEHIB) 3.2.P.5.3,3.2.P.56.
35. BYCTPUKC™ CyCneHs3ia Ans iH'ekuii nakcoCmiTKNAiiH Benuvka nakcoCmiTKnsinH Benebris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14955/01/01
KOMBIHOBAHA 0,5 mn/gosy, no 1 gosiy Ekcnopt Mimiteq BpuTanis Bionomxikans C.A. marepianis: 3MiHK | TURY - 3MiHa
BAKUVHA AnA nornepeaHL0 KpUTEpIto MPUAHATHOCTI ANs
NMPO®ITAKTUKU HanoBHEHOMY LUNPUL; BUNPOBYBaAHHSA rPaHNYHOro
BUNOTEPII, no 1 nonepeaHsLo 3HauYeHHs1 amoHito (Limit test) B
NPABLA, HarnoBHEHOMY LLNPULY Y cneumdikauii Ha roToBuiA NPOAYKT
KALLUTIOKY KOMNEKTi 3 ABOMa Al (OH)3 y BignosigHoCTI f0
(ALENIONAPHUIA rosikamvi B MoHorpadii Ph.Eur 1664
KOMMOHEHT) naacTUKoBOMY Aluminium hydroxide, hydrated, for
(AOCOPBOBAHA, KOHTeliHepi; no 1 adsorption. 3anponoHosaHo: Not
31 BMEHLUEHM KOHTENHepy Y KapTOHHIl more than 50 ppm. BHeceHHs
BMICTOM Kopoobui pefaKuifiHuX NpaBoK A0 po3ainis
AHTUCEHIB) peecTpauiiiHoro aocke 3.2.P.4.1,
3.2.P.4.2, 3.2.P.4.3; 3MiHn | TNy -
BUA&NEHHSA i3 cneumadikalii s
KiHLeBoro npoaykty Al (OH)3
BunpobysaHHsA Nitrogen content
test y BignosigHOCTI A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
36. BYCTPUKC™ CycneHsist ans iH'ekLiid nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/15071/01/01
nonio no 1 posi (0,5 mn/gosy) EkcnopT NlimiTeq BputaHis Bionogpxkikans C.A. marepianis: 3MiHu | TUMy - 3MiHa
KOMBIHOBAHA no 1 gosiy nonepegHbo KpUTEpIito NPUIAHATHOCTI ANs
BAKUVHA AnA HarnoBHEHOMY LUNPULL; BUNPOBYBaHHA rPaHNyYHOro
MPO®ITAKTUKN no 1 nonepeaHbo 3Ha4YeHHs amoHito (Limit test) B
DUNOTEPII, HarnoBHEHOMY LLNPULY Y cneumdikauii Ha roToBuiA NPoAYKT
NPABLA, KOMNEKTi 3 ABOMa Al (OH)3 y BignoBigHoCTI f0
KALUTHOKY rosikamv B MoHorpadii Ph.Eur 1664
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(ALENONAPHUN n1acTMKoOBOMY Aluminium hydroxide, hydrated, for
KOMMOHEHT) TA KOHTeliHepi; no 1 adsorption. 3anponoHoBaHo: Not
noniomMienity KOHTEHEepY Y KapTOHHiii more than 50 ppm. BHeceHHs
(IHAKTUBOBAHA) Kopobui pefakuifiHuX NpaBoK A0 po34inis
(AOCOPBOBAHA, peecTpauiiiHoro gocke 3.2.P.4.1,
31 BMEHLUEHM 3.2.P.4.2, 3.2.P.4.3; 3minu | Tuny -
BMICTOM BUAATIEHHS i3 cneumdikayii gns
AHTUIEHIB) KiHUeBoro npoaykty Al (OH)3
sunpobysaHHA Nitrogen content
test y BignosigHocTi A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
37. B 12 AHKEPMAH TabneTku, BKPUTI BbopBar dapma HimeuyunHa ApTesaH dPapma HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/18177/01/01

060/10HKOI0, MO 1 Mr
(1000 mkr);no 10
Tabnetok y 6nictepi; no
5 6nicTepiB y KapTOHHii
Kopobui

m6X i Ko. KI

mM6X i Ko. KI

marepianis: 3MiHu | TUnNy - 3MiHN 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapcbKoro
3acoby. 3miHa y meTogax
BUMPOOYBaHHA rOTOBOrO
nNiKapcbKoro 3acoby (iHWi 3MiHK y
mMeToAax BunpobysaHb
(Bkntovatoum 3amiHy abo
[OMOBHEHHS)) - YTOYHEHHS Ta
BUMNPaB/IEHHSI MOMU/IOK B TEKCTI
MeTOZjiB KOHTPO/I0 AKOCTI 3a
nokasHukamu "O4HOPIAHICTb
[o30BaHux oguHuup” (EP 2.9.40),
"Po3unHeHHs" (EP 2.9.3),
"3anMLLIKOBMIA PO3UNHHKK" (EP
2.2.28) Ta "KinbkicHe BU3HAYEHHA"
(EP 2.2.29), 6e3 3mMiH MeTOAMK Ta
KpUTEpIli NPUAHATHOCTI. 3MiHK |
TMny - 3miHK 3 skocTi. CepTudiikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichkili
thapmaxonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOrO
cepTuikaTa BignoBigHOCTI abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei: ana Adl; ons
BUXigHOrO
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTHCA
y BUPO6HULTBI ADI; ans
[0MOMIXHOT PEYOBUHU
(cepTudpikat BIANOBIAHOCTI
€Bponelicbkin hapmakone) -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

38.

BAP®APUH

OHOBREeHWi cepTuddikaT Big yxe
3aTBEPAKEHOr0 BUPOGHUKA.
MopaHHA oHoBneHoro CEP R1-
CEP 2008-070-Rev 02
(nonepepaHs Bepcis R1-CEP 2008-
070-Rev 01) Bif 3aTBEPAKEHOTO
BMpo6Huka APl HEBEI YUXING
BIO-ENGINEERING CO., LTD,
KnTaii.
3MiHn Il Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro
3aco6y (iHLWi 3MiHN) — 36iNbLUEHHS
TepMiHy 36epiraHHa M3 32 go 3
POKiB.

39.

HIKOMEL,

BAP®APUH

Tabnetku no 2,5 mMr no
100 TabneTok y
donakoHi; no 1 dpnakoHy
B KapTOHHI kopo6Lyi

Takepa ABCTpis
m6X

ABCTpis

Takepna ®apma Cn. 3
0.0.

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu |l TUMy - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3gainis
"B3aemopis 3 iHWMMU NiKapCbKnMmun
3acobamu Ta iHLWi BUAm
B3aemogii", "OcobmBoCTi
3actocyBaHHs", "Tepeno3yBaHHA",
"Mo6iyHi peakuii". BBeAeHHS 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/7897/01/01

OPIOH

Tabnetkun no 3 mr; no 30
ab6o no 100 TabneTtok y
onakoHi 3
BO/0MNOTIHAKUOL0
Karncynot; no 1
(h/1aKOHY B KapTOHHiiA
Kopobui

OpioH KopnopeliluH

PiHNAHAIA

OpioH KopnopeiiH,
®iHnAHAiA; OpioH
KopnopeiiH,
PiHNAHAIA
(anbTepHaTMBHWMIA
BUPOGHMK, L0
3[iICHIOE NEepBUHHE
Ta BTOPVHHE
nakyBaHHs)

PiHNAHAIA

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
NoAaHHA OHOB/IEHOTO
Ceptucpikata R1-CEP 2000-186-
Rev 05 ana A®| BapdapuHy
HaTpIlo Bif BXe 3aTBEpPKEHOr0
BMPOGHMKA, L0 3MiHUB Ha3BYy
BnacHuka CEP Ta Ha3By
BUPOBHNYOT AiNbHALL 3
CHEMOSWED AB, Sweden Ha
MAGLE CHEMOSWED AB,
Sweden. 3anponoHoBaHo: R1-
CEP 2000-186-Rev 05; 3miHK |
TUNY - BHECEHHS 3MiH [0 po3giny
3.2.P.3. Npovec BnpobHULTBA
nikapcbKoro 3acoby, 3okpema:
BU/TyYEHHA eTany nonepesHLoro
NPOCIOBaHHSA Ail0401 peyoBUHU
BapdapuHy HaTpito Ta YacTUHU

3a peyernmom

UA/5190/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NakTo3n MOoHorigpary.
3anponoHoBaHa 3MiHa
06ymoB/ieHa BBeJEHHAM HOBOIO
0611aiHaHHS - 3aKpPUTOro
NpocCiloBasIbHOTO MANHA AN
npocitoBaHHA Aitoyoi Ta
[OMOMDKHMX peyoBuH. Mig vac
3aTBEPAXEHOr0 BUPOGHUYOrO
npouecy gitoya pevyoBmHa Ta
yacTuHa NaKTo3u MoHorigpaTy
nonepeaHbLO NPOCItOITLCA Nepeg,
3MiLyBaHHAM. Iig yac
nonepeaHLOro NPOoCitoBaHHA
BUAB/IEHO, LLIO AesiKa KiNbKicTb
pPEeYoBUH NpuaMNae fo cuta i
3a/IMWAETLCA HbOMY, LLIO BUMArae
[,00aTKOBOI OUYNUCTKN. 3
BMPOBaKEHHAM 3aKpUTOro
NPOCil0Ba/IbHOTO M/INHA He
noTpibHKiA eTan nonepesHbLOro
NPOCitOBaHHS

40.

BAP®APUH
OPIOH

Tabnetku no 5 mr; no 30
a60 no 100 TabneTok y
donakoHi 3
BOZOMOIIVHA0Y0I0
Karncynoto; no 1
oNakoHy B KApTOHHIl
Kopobui

OpioH KopnopeiiluH

DiHNAHAIA

OpioH KopnopeiiwH,
®iHNsAHAiA; OpioH
KopnopeiiH,
diHnAHZIA
(anbTepHaTMBHWMIA
BMPOGHVK, LLO
3[iiCHIOE NepBUHHE
Ta BTOPVHHE
nakyBaHHs)

diHNsAHAjA

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
NoAaHHA OHOB/IEHOTO
Ceptudcpikata R1-CEP 2000-186-
Rev 05 ana A®l BapdapuHy
HaTpilo Bif, BXe 3aTBEPA)KEHOrO
BMPOGHWKA, L0 3MiHUB Ha3BYy
BnacHuka CEP Ta Ha3By
BMPOGHWYOI AiNbHNL 3
CHEMOSWED AB, Sweden Ha
MAGLE CHEMOSWED AB,
Sweden. 3anponoHoBaHo: R1-
CEP 2000-186-Rev 05; 3miHu |
TUMY - BHECEHHS 3MiH [0 po3giny
3.2.P.3. MNpouec BMpobHULTBa
nikapcbKoro 3acoby, 3okpema:
BUJTYYEHHN eTarny nonepeaHboro
NPOCitOBaHHA Ailo4oi peyoBUHM
BapchapuHy HaTpito Ta YacTUHU
NaKkTo3n MoHorigpary.
3anponoHoBaHa 3MiHa
06yMOB/ieHa BBE,E€HHSAM HOBOTO
06n1aHaHHS - 3aKpUTOro
NpOCit0Ba/ILHOr0 M/IMHA ANA
npocitoBaHHA Aitoyoi Ta
[0MOMDKHMX peyoBuH. Mig vac
3aTBEPKEHOr0 BUPOGHMYOro

3a peyernmom

UA/5190/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npoLecy fitoya pevosmHa Ta
yacTuHa NakTo3u MoHorigpaTy
nonepeaHL0 NPoCitoTLCA nepes
3MmilyBaHHAM. [ig yac
nonepeaHLOro NPOoCitoBaHHA
BUSIB/IEHO, WO fesiKa KiTbKiCTb
PeyoBVH NpUIMNae Ao cuta i
3a/IMWAETLCA HbOMY, LLIO BUMArae
[04aTKOBOT OYMCTKN. 3
BMNPOBa/PKEHHAM 3aKpUTOro
NpOoCiloBa/IbHOTO MAINHA He
noTpibHKiA eTan nonepesHbLOro
npocitoBaHHSA
41. BEPANAMINY Tabnetku, no 40 mr no ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/5540/01/01
riaPoOxXnopPupa 10 TabneTok y 6nicTepi, obmexeHor BMPOGHMLTBA, marepianis: 3MiHN | TUMY - 3MiHW
no 2 6nictepu y nauui 3 BigNOBiAa/IbHICTIO KOHTPO/b AKOCTI, BHECEHO A0 po3ainis "B3aemogis 3
KapToHy "[locnigHnii 3aBog, BUNYCK cepil: iHLWIMMK NikapcbkMMK 3acobamu Ta
"rHUNC" ToBapucTso 3 iHLWI BMAW B3aeMogiin",
06MeXeHOo "Mepepno3yBaHHA" BiAMOBIAHO A0
BiANOBIAANILHICTIO pekomeHpauili PRAC EMA
"[ocnigHnii 3aBog
"THLIC", YkpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANBLHICTIO
"PapmaueBTnyHa
KOMnNaHis
"380poB'a", YkpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®APMEKC I'PYM",
YKpaiHa
42, BIHMNOLIETUH- Tabnetkn no 5 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/2576/02/01
AAPHULUA Tab1eToK y KOHTYpHii "apmaueBTnyHa "hapmMaueBTNYHa mMartepianis: 3MiHU | TUNY - 3MiHU 3

YapyHKOBIli ynakoBLj; no
3 ab0 no 5 KOHTYpHMX
YapyHKOBUX YNaKkoBOK B
nauui

ipma "OapHuus”

ipma "JapHuus”

siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa y MmeTogax
BUNPOBYBaHHA rOTOBOr0
NiKapCcbKoro 3acoby (HesHayHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHS); CyNnyTHS 3MiHa -
3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewuudikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbkoro 3acoby. 3miHa y
cneumdikauii Ta meTogax
BUMNPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby, a came
pefaKLiiiHi NpaBKM 40 NOKa3HWUKIB
"Onuc", "lpeHTndbikauis”,
"Op[HOPIAHICTL [030BaHUX
oAvHMLE", "CynpoBigHi AOMILLKN" Y
3B A3KY 3 NPYBEAEHHAM [0 BUMOT
OdY. MNpuBeaeHHs TecTy
«MikpobionoriyHa uncrota» 4o
BuMor EP; 3MiHu | Tuny - 3MiHn 3
AKOCTi. A®I. KoHTponb A®L. 3miHa
y NnapameTpax cneuudikawii
Ta/abo fonycTMMmNX MexX,
BM3HAYeHNX y crneyndikauisx Ha
A®I, abo BUXiAHWUA/NPOMIXKHWIA
npoAyKT/peareHT, wo
BUKOPVCTOBYHOTHCS Y NPOLEC
BMPOGHMLTBA ADI; CynyTHA 3MiHa
- 3miHu 3 aKocTi. A®Il. KoHTposb
A®l. 3miHa y meTogax
BunpobyBaHHA APl abo BUXigHOTO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, WWo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BMNPOGYBaHHS). 3MiHa Y
cneuudikauii Ta meTogax
BMNpo6yBaHHA A®I, a came
pefakLiiiHi NpaBKM 40 NOKa3HWUKIB
"loeHTudpikayis”, "OpHopIgHICTL
[,030BaHNX 0auHULEG", "KinbkicHe
BM3HAUYEHHSA" y 3B A3KY 3
npueeAeHHAM A0 sumMor AdY,
MpuBeneHHA TecTy
«MikpobionoriyHa uncrota» 4o
Bumor EP; 3miHn | Tuny -
BUJTyYEHHS HE3HAYHOIO NOKa3HUKa
AKOCTI 3i cneundikauii A®l, a came
T. «PO3YMHHICTb» «AHOMa/IbHA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TOKCUYHICTb»; 3MiHM | Tuny -y
3B A3KY 3BBEEHHAM HOBOrO
BMpo6HuKa India Glycols Ltd.,
India A®I BiHNOLETNHY BHECEHO M.
«3aNLLKOBI KiNIbKOCTi opraHivyHnx
PO3YMHHUMKIB»; 3MiHM | TMNy -
BUKNAAEHHS NOKA3HWKIB
"Po3nagaHHa", "Po34nHEHHA",
"KinbkicHe BU3HaYeHHA"
YKPaiHCbKOK MOBOIO BiAOBiAHO
00 BUMOr «lopsigky NpoBefeHHs
eKCrepTn3n peecTpayintHnx
marepianis Ha nikapcbki 3acobwm,
LLI0 NOAAKTHLCS Ha AepXaBHY
peecTpadito (nepepeecTtpadito), a
TakoX eKkcnepTn3v marepianis npo
BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis NpoTArom fii
peEeCTpaL,iiHOro NoCBIgYEHHS»,
3aTBepxeHoro Hakasom MO3 (i3
3MiHamMu i JONOBHEHHSAMK) Bif 27
yepsHs 2019 poky Ne 1528; 3miHu
| TMny - BUKN@AEHHS NOKa3HUKIB
"Onuc", "Mutome onTnyHe
obepTtaHHs", "BTpaTta B Maci npu
BuCyLWyBaHHI" , "CynbgartHa 30na"
YKPaiHCbKOK0 MOBOIO BiiMOBIgHO
[0 BUMOT «lopsigKy NPoOBefeHHs
eKCrepTn3n peecTpayintHnx
marepianis Ha nikapcbki 3acoowm,
LLIO NOAAKTLCA Ha fepXaBHY
peecTpadito (nepepeecTpadito), a
TakoX ekcnepTnsu matepianis npo
BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMaTtepianis npoTArom Aji
peECTpaLiiHOro NoCBIgYEHHSI»,
3aTBepMAKeHOoro Hakasom MO3 (i3
3MiHamMu | JONOBHEHHAMW) Big, 27
yepBHA 2019 poky Ne 1528;
3MiHn Il Tuny - 3MiHK 3 skocTi. AdI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BVIXiZHOr0/NMPOMIXHOr0
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTbCS Y
BMPOGHUYOMY npoveci AdDl, abo
3MiHa BUpPO6HUKa (BKIOYatoun, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTponto akocTi) APl (3a
BifCYTHOCTi cepTudiikata
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpONechbkil
thapmMakonei y 3aTBepxeHomy
[ocbe)(BBEAEHHA HOBOMO
BMpO6HUKa APl 3 HaAaHHAM
macTep-gpaiina Ha A®l); cynyTHs
3MiHa - 3MiHu 3 akocTi. AdL.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [OChE
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei, wo
BK/TIOHAE Mepiog, MOBTOPHOTO
BUNpobyBaHHs). BBeAeHHA HOBOro
BMpO6HMKa India Glycols Ltd.,
India A®I BiHNOLETUHY,
3anponoHoBaHo: Linnea SA,
Switzerland, India Glycols Ltd.,
India. BBeAeHHs TepMiHy
npuaaTHocTi 5 pokis

43.

BIPAKCA

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 125 wr, no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KApTOHHiIl
nauuj

KcaHTic ®apma
Nimitepn

Kinp

Cneuichap CA

Ipeuis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA

n3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 3 BHeCEHHSM iHchopMmait
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIipIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiC/1A 3aTBEPKEHHS

3a peyernmom

UA/16000/01/01

BIPAKCA

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 250 mr, no 7
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
nauuj

KcaHTic ®apma
Nimiteq

Kinp

Cneuidpap CA

Ipeuis

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA

n3:
3anponoHosaHo: MapKyBaHHs.
3rifHo 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHA yrNakoBKU MiKapCbKOro
3acoby 3 BHECEHHSIM iHdhopMmaLit
LLI0A0 3a3HAYEHHS OMHULb

3a peyenmom

UA/16000/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMIMIipIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NPOTArom 6-1u
MiCALIB MiCNA 3aTBEPL)KEHHS
45, BIPAKCA TabneTku, BKpUTI KcaHTic ®apma Kinp Cneuichap CA Ipeuis BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/16000/01/03
NAiBKOBOK 060/IOHKOHO, Nimitepn marepianis: 3mMiHW | TUNY - 3MiHK
no 500 mr, no 7 ofo 6e3nekn/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no hapmakoHarnsgy - BHECEHHS 3MiH
2 abo 3 6nictepu B 00 po3ainy “MapkyBaHHs” MKA
KapTOHHIW nayu,i n3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro
3acoby 3 BHeCEHHSM iHchopMmait
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIipIOBaHHSA y cuctemi Sl.
BBefeHHSA 3MiH NpOTArom 6-1u
MiCALIB MiCNSA 3aTBEPL)KEHHS
46. BITAMIH C 500 TabneTkn XxyBasbHi 3 AT "KMUIBCbKUI Ykpaina AT "KNIBCbKWI YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/1861/01/01
NnepcuKoBMM CMakoM no BITAMIHHUA BITAMIHHUIA mMartepianis: 3MiHu | TUNY - 3MiHK 3
500 wr; no 10 TabneTok 3ABOA" 3ABO" akocTi. A®l. KoHTponb A®L. 3miHa
y 6nicTepi; no 3 y napameTpax cneuudikawii
6nictepy B nayui; no 30 Ta/abo fonyCcTUMUX MEX,
TabneTok y KoHTeliHepi BM3HAYEHWX Yy cneuudikauisx Ha
(6aHouuij); no 1 A®I, ab0 BMXigHWIA/NPOMDKHWIA
KOHTeliHepy (6aHouL,i) y npoaykT/peareHT, Wo
nauuj; no 10 TabneTok y BMKOPMCTOBYHOTLCS Y NpoLieci
6nictepax; no 30 BMpo6HULTBa API - 3MiHa Y
Tabnetoky cneumaikaLii KoHTpono AdI
KOHTelHepax (6aHouKax) HaTpito ackopbaT 3a NoKasHMKOM
«MikpobionoriyHa yncroTa»
BUpobHuka N3, a came
BCTaHOB/IEHO NEPIOANYHICTb
KOHTPOJI0: KOXHY AeCATY cepito,
asie He MeHLUe 0AHOro pasy Ha pik
47. BITAMIH C 500 TabneTkn XyBaslbHi 3 AT "KUIBCbKUN YkpaiHa AT "KMIBCbKWN YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/5623/01/01

aneslbCMHOBMM CMakoM
no 500 mr, no 10
TabneTtok y 6rictepi; no
3 6nicTepu B nauui; no
30 TabneTtok y
KOHTelHepi (6aHouu;);
no 1 KoHTelHepy
(6aHouu) y nayuj; no 10
TabneTok y brictepax;

BITAMIHHWI
3ABOA"

BITAMIHHWA
3ABOA"

mMarepianis: 3MiHu | TUMY - 3MiHU 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y napameTpax cnewmdikawin
Ta/abo JonycTUMUX MeX,
BM3HAYEHUX Y cneuudikaLisx Ha
Adl, a60 BUXiAHWA/MPOMIKHWIA
npoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCA Y NPOLLECi
BMPOGHULUTBa AQI - 3miHa Y
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 30 Tabnetok y
KOHTeliHepax (baHoukax)

cneundikauii KoHTposto AdI
HaTpito ackopbaT 3a NoKasH1KOM
«MikpobionoriyHa unctora»
BMpO6HUKa 13, a came
BCTaHOB/IEHO NEPIoANYHICTb
KOHTPOIO: KOXHY AECATY Cepito,
asie He MeHLUIe 0AHOro pasy Ha pik

48.

BITAMIH C 500

TabneTku XyBasibHi 3
JIMMOHHVM CMakoMm no
500 mr, no 10 TabneTok
y 6nictepi; no 3
6nictepn B nayui; no 30
TabneTok y KoHTeliHepi
(6aHouuj); no 1
KOHTeliHepy (6aHouL,) y
nauuj; no 10 TabneTok y
6nictepax; no 30
Tabnetok y
KOHTeliHepax (baHoukax)

AT "KMIBCBKUN
BITAMIHHAN
3ABOA"

YKpaiHa

AT "KMIBCbKUN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHTposb A®L. 3miHa
y napamMmeTpax cneuudikadlii
Ta/abo fonyCTUMUX MEX,
BM3HAYEHNX Yy cneyndikauisx Ha
A®I, a60 BMXigHWIA/NPOMIKHWIA
npoaykT/peareHT, wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMpOOHULTBa AP - 3miHa Y
cneundikauii KoHTposto API
HaTpilo ackopbaT 3a NOKa3HUKOM
«MikpobionoriyHa ymctoTa»
BMpO6HUKa 13, a came
BCTaHOBJ/IEHO NEPIOANYHICTb
KOHTPOJIO: KOXHY AeCATY cepito,
asne He MeHLLEe OAHOT0 pasy Ha pik

6e3 peyenma

UA/5624/01/01

49,

BOJA A5
IH'EKLIA

PO3UYUHHMK ANA
napeHTepasibHoOro
3acTocyBaHHs; in bulk:
no 10 mn y KoHTeliHepax
oAHopa0308MX Ne 600
abo Ne 1500

TOB "tOpia-®apm”

YKpaiHa

TOB "tOpia-Papm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS

BXE 3aTBEpPA)KEHOro TeKCTy
MapKyBaHHS 4518 ynakosku in bulk
nikapcbkoro 3acoby, a came
3a3HaYeHHs MDXKHapOAHNX
no3HayeHb OAVHWLb BUMIPOBaHHS
3 BUKOPUCTaHHAM NiTep
naTuHCbKoro andasiTy. 3amiHa
po3gainy «IpaciuHe ohopmIeHHS
ynakoBKU» Ha po34in
«MapkyBaHHs» Yy MKA N13.
3anponoHoBaHo:
MapkyBaHHA An15 npoAaykuii in
bulk. 3rigHo 3aTBEpPAKEHOTO
TEKCTy MapKyBaHHS, L0
pofaeTtbes. TepMiH BBEAEHHS 3MiH
- NpoTArom 6 micAuis nicns
3aTBEPMXKEHHS

UA/15054/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
50. FENACNAH 4% pO34nH A1 iHdysili no B. BpayH HimeuunHa B. BpayH Megukan LLiBefiuapis BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/13871/01/01
500 mMn y chnakoHax Menb3yHreH Al CA MaTepianis: 3MiHu | Tuny -
nonieTuneHosux; no 10 nofaHHsA HOBOro cepTuddikara
(h/1aKOHIB y KapTOHHIi BIANOBIAHOCTI EBpONechbkil
Kopo6Li; no 500 mny thapmakonei Ne RO-CEP 2018-
MiLLIKaxX naacTUKOBUX; NO 029-Rev 01 gns fjiroyoil pevyoBnHN
20 MiLKIB Y KAPTOHHIl Sodium acetate trihydrate Big Bxe
KOpoo6Li 3aTBEPMAXEHOr0 BUPOGHUMKa. FAK
HacnifoK 3MiHa Ha3BW BUPOOHMKa
(3anponoHoBaHo: NIACET BV,
HigepnaHaw); 3miHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2008-
105-Rev 01 ans Aito4oi pevoBuHN
Sodium chloride Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA AKUiA
3MiHVB Ha3BY (3anpoOnoOHOBaHO:
DANSK SALT A/S, faHisi)
51. FENAMETUH niodpinizat ANs po3vnHy HEO MNMPOBIO KEAP KaHapa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/17657/01/01
Ans iH'exuii no 400 mr IHK. BMPOGHMLTBA: marepianis: 3miHu | Tuny -

5 chnakoHis 3
niocpinizatom Ta 5
oNakoHIB 3
PO34YUHHMKOM (L-ni3uHy
MOHOrigpart, HaTpito
rigpokcua, soga ans
iH'ekUiin) mo 5 My
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi y Kopoo6Lj;

1 donakoH 3
niodgpinizatom Ta 1
dh/1akoH 3 PO3YNHHUKOM
(L-ni3uHy MoHorigpar,
HaTpito rigpokcug, Boga
Ans iH'ekuid) no 5 mny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 5
KOHTYPHUX YapyHKOBUX
yMnakoBOK y KOpo6Lyj;

1 donakoH 3
niocpinizatom Ta 1
pNakoH 3 PO34YNHHMKOM
(L-ni3nHy mMoHorigpar,
HaTpito rigpokecnsa, Boja
Ans iH'ekuiii) no 5 mny

TOB «dAPMEKC
PYT», YkpaiHa,
BWMYCK Cepii:
TOB «dAPMEKC
I'PYTM», YkpaiHa
abo
TOBAPWCTBO 3
OBMEXEHOIO
BIANOBIAANBHICT
0
«HEOINPOBIOKEAP
-YKPAIHA», Ykpaina

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa Ha3BM 3asBHKKa (BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS); 3MiHW | TUny -
3MiHK 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTbCA
BWMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
rOTOBOrO J1iKapCbKOro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKA, LU0 Bignosigae 3a
BBE3EHHS Ta/abo BMMNYyCK cepil) -
He Bkntovaroum
KOHTPO/b/BUNPOBYBaHHA cepii -
fofaBaHHsA BUPOOHMKa
TOBAPVCTBO 3 OBMEXEHOHO
BIAMNOBISANBHICTHO
"HEOTMPOBIOKEAP-YKPAIHA",
YKpaiHa, BiAnoBiJanbHOro 3a
BWMYCK Cepii Ta 3a3Ha4YeHHSA
oyHKLIli BXe 3aTBEpPAKEHOrO
BUpo6HMKa TOB "®APMEKC
FPYIM", YkpaiHa. 3MiHM BHECEHI B
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTYPHIli YapyHKOBIi IHCTPYKLil0 ANS MeanyHOro
ynakosLi; no 1 3acTocyBaHHA 13 y p. "BMPOGHUMK",
KOHTYPHII1 YapyHKOBIlA "Micue3HaxomKeHHs BUPOGHMKa
ynakoBLji y Kopoo6ui Ta lioro agpeca micus
NpoBapKeHHSA AisNIbHOCTI",
"3anBHKK", 3 BIAMNOBIAHUMN
3MiHaMK B TEKCTi MapKyBaHHS
ynakoBOK. BBefeHHsA 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
52. FEPLUENTUH® PO34MH A8 iH KL, ®.XodpdpmaHH-/15 LLiBeiiuapis ®.XodhhmaHH-/1a LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/14303/01/01
600 mr/5 mn; 1 dprakoH 3 Pow Ntg, Pow /7g, marepianis: 3MiHN | TURY - 3MiHW
PO34YMHOM Y KapTOHHIiA LBeiiuapis Loao 6e3nekn/edeKTMBHOCTI Ta
Kopobui (BunpobyBaHHs hapmakoHarnsgy - 3MiHM BHeCEHO
KOHTPOJIHO SIKOCTI); Y TEKCT MapKyBaHHS YNakoBKu
®.XohcpmaHH-/15 nikapcbKoro 3acoby. BBeaeHHs
Pow Ntp, 3MiH NPOTArom 6-Tu MicsiLiB nicns
Llseiiuapis 3aTBepKEHHSA
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
npoayKuii,
nakyBaHHs,
BMNPO6YBaHHsA
KOHTPOSHO SIKOCTI,
BUNYyCK cepii)
53. rnmosomig Kancynu no 20 mr; no 1 3eHTiBAa, K.C. Yecbka Elilen d®apma Ipnangis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13832/01/01
Kancyni y cawe; no 5 Pecny6nika Niviten, Ipnaxgis marepianis: 3miHu | Tuny -

calle y nauuj 3 KapToHy

(Bpo6HMLTBO 13,
nakyBaHHS,
TeCTyBaHHS, BUMYCK
cepii); MinmayHT
Xenckea 114,
IpnaHgjs (nepBrHHE
| BTOPUHHE
nakyBaHHs)

nofaHHa HoBOro cepTudikarty
BiANoBiAHOCTI €BpONECbKOI
thapmakonei ana Adl
Temo3onomigy CEP No. RO-CEP
2017-245-Rev 00 Big, BXe
3aTBEPAKEHOr0 BUPOGHMKA
Formosa Laboratories, Inc.,
TaliBaHb; 3MiHM | TUNY - BHECEHHS
3MiH go crneumdikauii AdI
TemMo30/10Mifly, a came
npusBeAeHHs cneundikaii 4o
Bumor EP (n. KinbkicHe
BU3HA4YeHHs, CynpoBigHi AOMILLKN,
laeHTudikanis); amiHn | Tuny -
BW/TYYEHHS] &/TbTEPHATUBHOTO
BMpo6HMKa A®I- APTUIT LAURUS
PRIVATE LIMITED, India; 3MiHu |
TUMY - BHECEHHSA 3MiH J0 MeTogiB
KOHTPOIO AKOCTI /13, a came:
YTOUYHEHHS B p. CynpoBigHi
[OOMILLKM (BUNYYEHHS AOMiLku C,
OCKi/IbK/ BOHA € TEXHO/OMYHO0
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nomiwkoro ans Adl, BupobneHoro
APTUIT LAURUS PRIVATE
LIMITED, India)

54,

rMIo30MI,

kancynu no 100 mr; no 1
kancyniy cawue; no 5
calle y nauuj 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

EiileH dapma
Nimiten, IpnaHgis
(Bupo6HMLTBO 13,
nakyBaHHS,
TeCTyBaHHS, BUNYyCK
cepii); MinmayHT
Xenckea J1Ta,
IpnaHgis (nepBuHHE
i BTOPUHHE
nakyBaHHs1)

IpnaHgjs

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
noAaHHA HOBOrO cepTudikaty
BiANOBIAHOCTI EBpPONENCLKOI
hapmakonei gna APl
Temo3sonomigy CEP No. RO-CEP
2017-245-Rev 00 Big, BXE
3aTBEPAKEHOTO BUPOOHMKA
Formosa Laboratories, Inc.,
TaliBaHb; 3MiHM | TUNY - BHECEHHS
3MiH f0 cneuudikauii APl
Temo3osnomigy, a came
npuBefeHHs cneuudikauii go
BuMor EP (n. KinbkicHe
BM3HaueHHs, CynpoBigHi AOMILLKK,
|aeHTudikauis); 3miHu | Tuny -
BW/TyYEHHSA aflbTepHaTUBHOIO
BUpo6bHMKa A®I- APTUIT LAURUS
PRIVATE LIMITED, India; 3MiHu |
TUMNY - BHECEHHS 3MiH A0 MeTopiB
KOHTpONto skocTi /13, a came:
YyTOYHeHHS B p. CynpoBigHi
OOMILLKM (BUNYYEHHS AoMiwku C,
OCKi/TbK/ BOHA € TEXHO/OTYHO
nomiwkoto ana Ad®l, BupobneHoro
APTUIT LAURUS PRIVATE
LIMITED, India)

3a peyernmom

UA/13832/01/02

55.

rnio30oMig

kancynu no 180 mr; no 1
kancyni y cawue; no 5
calle y nauuj 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

EiileH dapma
Nimiten, IpnaHgis
(BupoGHMLTBO 13,
nakyBaHHS,
TECTyBaHHS, BUNYyCcK
cepii); MinmayHT
Xenckea J1Ta,
Ipnangis (nepBuHHE
i BTOPUHHE
nakyBaHHs)

IpnaHgis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noAaHHA HOBOrO cepTudikaty
BiANOBIAHOCTI EBpPONECLKOI
hapmakonei gna APl
Temo3sonomigy CEP No. RO-CEP
2017-245-Rev 00 Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Formosa Laboratories, Inc.,
TaliBaHb; 3MiHM | TUNY - BHECEHHS
3MiH g0 cneundikauii Adl
Temo3o0s1omigy, a came
npusefeHHA crneundikadii 4o
BuMor EP (n. KinbkicHe
BM3HayeHHs, CynpoBigHi AOMILLKK,
laeHTundbikauis); amiHu | Tuny -
BWJTyYEHHS aflbTepHaTUBHOIO
Bupo6HuKa A®l- APTUIT LAURUS
PRIVATE LIMITED, India; 3MiHu |

3a peyenmom

UA/13832/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TUMy - BHECEHHSA 3MiH J0 MeTogiB
KOHTpOIO AKOCTi J13, a came:
YTOYHEHHS B p. CynposigHi
[LOMILLKM (BUyYEHHS AoMilku C,
OCKiNIbK/ BOHA € TEXHOJI0TYHOI
Aomiwkoto ana A®l, BupobneHoro
APTUIT LAURUS PRIVATE
LIMITED, India)

56.

rMIo30MIf,

kancynu no 250 mr; no 1
Kancyni y cawe; no 5
callle y naJui 3 KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nika

Elilen dapma
Niviten, lpnaxgis
(Bupo6HULTBO N3,
nakyBaHHS,
TeCTyBaHHS, BUNYCK
cepii); MinmayHT
Xernckea 114,
IpnaHgjs (nepBrHHE
| BTOPUHHE
nakyBaHHs)

IpnaHgjs

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
nofaHHa HOBOro cepTudikaty
BiANOBIAHOCTI E€BPONENCHKOI
thapmakonei ans Ad®l
Temo3onomigy CEP No. RO-CEP
2017-245-Rev 00 Big BXe
3aTBEPAKEHOrO BUPOOHMKA
Formosa Laboratories, Inc.,
TaliBaHb; 3MiHM | TUNY - BHECEHHSA
3MiH go creumdikayii AdI
TEMO30/10Migy, a came
npusefeHHs cneuudikauii go
Bumor EP (n. KinbkicHe
BU3HA4YeHHs, CynpoBigHi fOMILLKN,
laeHTucbikauis); 3miHu | Tuny -
BUJTYYEHHSA a/lbTepHaTUBHOIO
BUpo6bHMKa A®I- APTUIT LAURUS
PRIVATE LIMITED, India; 3MiHu |
TUMY - BHECEHHSA 3MiH J0 MeTogiB
KOHTPONIO AIKOCTi /13, a came:
YyTOYHeHHS B p. CynposigHi
[OMILLKK (BUyYEHHS AoMmilky C,
OCKi/IbK/ BOHA € TEXHO/OrYHO
Aomiwkoto ana Ad®l, BupobneHoro
APTUIT LAURUS PRIVATE
LIMITED, India)

3a peyenmom

UA/13832/01/04

57.

rI030MIA,

Kancynu no 20 mr; no
1 kancyni y cawe; no
5 cawe y nayyi 3
KapToHYy

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Buvpo6HMUTBO
N3, nakyBaHH4,
TecTyBaHHs,
BUMYCK cepii:
Eiilen ®apma
Nimitepn, IpnaHais;
MepBuHHE i
BTOPVHHE
nakyBaHHs:
MinmayHT
Xenckea N1a,
IpnaHgaisa

IpnaHais

BHECEHHSA 3MiH [0
peecTpauiniH1x maTepianis:
3MiHa 3as1BHUKa (B1acHMKa

peecTpavLiiHOro NocBigUYEHHS)
(3rigHO Haka3y MO3 Big
23.07.2015 Ne 460). 3MiHn
BHECeHi B iHCTpYKLil0 Ans
MeAMYHOro 3acTocyBaHHsA /13
LLOA0 3asBHYKa B iHGhopMaLito
LLIOA0 KOHTaKTHUX JaHuX A1
noBi4OM/IEHb Y pasi
BVMHWKHEHHS NMOBGIYHUX peakLiii.
BBefieHHs1 3MiH NpOTArom 6-Tn

3a
peuenmom

UA/13832/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MICALB NiCNA 3aTBEPLKEHHS;
3MiHu | TUny - 3MiHK Wopo
6e3nekn/ehekTUBHOCTI Ta

thapmakoHarnsgy. BeegeHHs

ab0 3MiHN [0 y3arasibHeHnX
JaHux npo cuctemy
hapmakoHarnsay (BBefeHHs
y3araslbHeHNxX faHnx npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXeHOI 0cobw,

BiA4NOBiAa/IbHOI 3a 34iCHEHHS

(hapmakoHarnsfy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHS

hapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif,
YNOBHOBaXEHOI 0cobu,

BiANOBiAa/IbHOI 3a 34iCHEHHS

thapmakoHarnsay (Bkiovarum

KOHTaKTHi gaHi) Ta/abo 3miHn y
po3MiLLeHHI MmacTep-oaiina

cucTeMu hapmakoHarnsagy) -

3MiHa YNOBHOBaXEHOT 0co6m

3a5BHVKa, BIANOBIA&/IbHOT 38

thapmakoHarnsag. fivova
pegnakuis: CopiHa JliaHa Mato /
Sorina Liana Paiu, MD.
lMponoHoBaHa pegakuisi:
Nogmuna @ininosa, MD /
Ludmila Filipova, MD. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0CcobM,
BiANOBifabHOT 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06V YNOBHOBaXEHOT 0CO6M
3asiBHUKa, BiANOBiAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLe3Haxo4KeHHS
MacTep-paiina Ta inoro
HoMepa. 3MiHa micua
3[iACHEHHS OCHOBHOI
OisANbHOCTI 3 hapmakoHarniagy

58.

rniosomig

Kancysnv no 100 wmr;

3eHTiBa, K.C.

Yecbka

Bnpo6HMLTBO

IpnaHgis

BHECEHHS 3MiH A0

3a

UA/13832/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 1 kancyniy caule; Pecny6nik N3, nakyBaHHs, peecTpauiiiHux maTepianis: peyenmom
no 5 cawe y navuyi 3 a TEeCTyBaHHS, 3MiHa 3asiBHUKa (B/1acHMKa
KapTOHY BUMYCK cepii: peecTpaLiiiHoOro NoCBig4YEeHHS)

EiileH ®apma
Nimitepn, IpnaHgis;
MepBuHHE i
BTOPUHHE
nakyBaHHs:
MinmayHT
Xernckea NlTa,
IpnaHgis

(3rigHO Hakaszy MO3 Big,
23.07.2015 Ne 460). 3MiHn
BHECEHI B IHCTPYKLil0 ANs

MefMYHOro 3actocyBaHHsA /13
LLOA0 3asBHYKa B iHGhopmMaLito
LLIOZI0 KOHTaKTHUX AaHuX A1
noBigOM/IEHb Y pasi
BUHWKHEHHSI NOGIYHMX peakL,iii.
BBefileHHs1 3MiH NPOTAroMm 6-Tu
MicALIB Nicns 3aTBepKEHHS;
3MiHK | TMNy - 3MiHK WoAo
6e3nekun/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHWX
JaHvx npo cuctemy
thapmakoHarnsgy (BBeAeHHs
y3arasibHeHVX gaHux npo
cuctemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0cobu,
BIANOBIAA/ILHOI 3@ 3[iliCHEHHS
hapmakoHarnsay; KOHTakTHOT
ocobw 3 hapmakoHarnsgy
3asBHUKA ANs1 34iACHEHHSI
thapmakoHarnsgy B YkpaiHi,

SAKLWO0 BOHA BigMIHHA Bij

YNOBHOBaXXeHOi ocobu,
BiANOBIAA/ILHOI 3@ 3iliCHEHHS
thapmakoHarnsaay (Bkitovaroum
KOHTaKTHi faHi) Ta/abo 3miHn y

po3MilLEeHHI MacTep-gaiina
cucTemu hapmakoHarnsgy) -
3MiHa YNnoBHOBaXXeHOT 0cobu
3asiBHUKa, BiANOBIAa/IbHOI 3a
thapmakoHarnag. Aitova
peaakuis: CopiHa JliaHa Mato /

Sorina Liana Paiu, MD.

MponoHoBaHa pepakuis:

Mogmnna dininosa, MD /
Ludmila Filipova, MD. 3miHa

KOHTaKTHUX JaHnX

YNOBHOBaXEHOI 0Cco6M,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBifabHOT 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06V YNOBHOBaXEHOT 0CO6M
3asiBHUKa, BiANOBiAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLe3Haxo4KeHHS
MacTep-paiina Ta inoro
HoMepa. 3MiHa micua
3[iACHEHHS OCHOBHOI
OisANbHOCTI 3 hapmakoHarniagy

59.

rniosomij

Kancynv no 180 wmr;
no 1 kancyniy catue;
no 5 cawe y nayui 3
KapToHY

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Bupo6HuuTBO
N3, nakyBaHH4,
TeCcTyBaHHS,
BUNYCK cepil:
Enlren ®apma
Niviten, Ipnangis;
MepBuHHE i
BTOPVHHE
nakyBaHHs:
MinmayHT
Xenckea /114,
IpnaHgis

Ipnanpis

BHECEHHS 3MiH A0
peecTpauiiiHMx maTepianis:
3MiHa 3as1BHVKa (B/1acHMKa

PEeECTpaLiiiHOro NOCBigUYEHHS)
(3rigHO Haka3ly MO3 Bifg,
23.07.2015 Ne 460). 3miHun
BHECeHi B iHCTpYKLilo Ans
Me[MYHOro 3acTocyBaHHsA /13
o0 3asBHUKA B iHGhopmaLiito
LLIOA0 KOHTaKTHUX AaHuX A5
noBiAOM/IEHb Y pasi
BMHWUKHEHHS MNOBIYHUX peakuiid.
BBefieHHs1 3MiH NpoTArom 6-Tn
MICALB NIiCNA 3aTBEPLAKEHHS;
3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHN [0 y3aranbHeHuX
LaHux npo cucremy
hapmakoHarnsay (BBefeHHs
y3araslbHeHVX gaHunx npo
cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXKEHOI 0cobw,
BiA4NOBiAa/IbHOI 3a 34iCHEHHS
(hapmakoHarnsfy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif
YNOBHOBaXEHOI 0Ccobu,
BiANOBiAa/IbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bkioyarum
KOHTaKTHI AaHi) Ta/abo 3MiHWN y

3a
peuerimom

UA/13832/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3MilLEeHHI MacTep-gaiina
cucTeMu hapmakoHarnsgy) -
3MiHa YNnoBHOBa)XXeHOT 0cobu
3asiBHUKa, BiANOBIAa/IbHOI 3a
thapmakoHarnag. Aitova
peaakuis: CopiHa JliaHa Mato /
Sorina Liana Paiu, MD.
MponoHoBaHa pepakuis:
Mogmnna dininosa, MD /
Ludmila Filipova, MD. 3miHa
KOHTaKTHUX AaHUX
YMOBHOBaXXeHOI 0cobw,
BignosiganbHOT 3a
thapmakoHarnsag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0CO6M YNOBHOBaXEHOI 0CO6U
3asBHVKa, BIANOBIA&/IbHOT 38
thapmakoHarnsg B YkpaiHi.
3MiHa MicLe3HaxoQKeHHs
MacTep-gpaiina Ta inoro
Homepa. 3MiHa Micua
3[iAiCHEHHSI OCHOBHOT
OisANbHOCTI 3 hapmakoHarnagy

60.

rNIo3oMig,

kancynv no 250 wmr;
no 1 kancyniy cawle;
no 5 cawe y nayui 3
KapToHy

3eHTiBa, K.C.

Yecbka
Pecny6nik
a

Bupo6HuuTBO
N3, nakyBaHH4,
TecTyBaHHs,
BMNYCK Cepil:
EiileH ®apma
Nimitepn, IpnaHis;
MepBuHHE i
BTOPUHHE
nakyBaHHs:
MinvayHT
Xernckea NlTa,
IpnaHgis

Ipnanpgis

BHECEHHS 3MiH 0
peecTpauiiiHnx maTepianis:
3MiHa 3aABHUKa (B/1acHMKa

peecTpavL,iiHOro NocBigYEHHS)
(3rigHO Hakaszy MO3 Big,
23.07.2015 Ne 460). 3MiHn
BHECEHI B IHCTPYKLil0 ANs
MeAMYHOro 3actocyBaHHsA /13
LL,0A0 3asiBHUKA B iHGhopmalLlito
LLIOZI0 KOHTaKTHUX AaHuX Ans
noBifOM/IEHb Yy pasi
BMHWKHEHHS NOBGIYHUX peakL,ini.
BBefileHHs1 3MiH NPOTAroMm 6-Tu
MicaUIB Nicns 3aTBepKEHHS;
3MiHM | TURY - 3MiHW WoA[0
6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHWX
JaHvx npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX aHux npo

3a
peyenmom

UA/13832/01/04
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXXEHOI 0cobw,
Bif4NOBiAa/IbHOI 3a 34iCHEHHS
(hapmakoHarnsfy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif,
YNOBHOBaXKEHOI 0cobu,
BiA4NOBiAa/IbHOI 3a 34iCHEHHS
thapmakoHarnsay (Bkitovarum
KOHTaKTHi gaHi) Ta/abo 3miHn y
po3MiLLeHHI MmacTep-goaiina
cucTeMu hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOT 0co6m
3a5BHVKa, BIANOBIA&/IbHOT 38
thapmakoHarnsag. fivova
pegnakuis: CopiHa JliaHa Mato /
Sorina Liana Paiu, MD.
lMponoHoBaHa pegakuisi:
Nogmuna @ininosa, MD /
Ludmila Filipova, MD. 3miHa
KOHTaKTHUX JaHnX
YNOBHOBaXXEHOI 0CcobM,
BiANoOBiAaIbHOT 3a
hapmakoHarnsg. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06V YNOBHOBaXEHOT 0CO6M
3asiBHUKa, BiANOBiAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi.
3MiHa MicLe3Haxo4KeHHS
MacTep-paiina Ta inoro
HoMepa. 3MiHa micua
3[iACHEHHS OCHOBHOI
OisANbHOCTI 3 hapmakoHarniagy

61.

rnoay HACTOMKA

HacToiika no 100 mn 'y
onakoHax CKASHUX

TOB "MELAJIEB"

YKpaiHa

TOB "MEJIEB"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSM
iHbopmauii Wwoao 3a3HaYeHHs

OAVIHWLb BUMIPIOBAHHS Y CUCTEMI

Sl

6e3 peyenma

UA/17226/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

62.

rPUNAYT )
FAPSIUNIA HATIVA

NOPOLLIOK A/1A
OpasIbHOr0 PO34uHY Mo 6
Iy nakeTuky; no 10
NaKkeTWKIB y KapTOHHIl
KopoobLi

€BPO NNANPKEP
MPAMBIT NIMITEL

IHais

o AC NiviTepq,

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3MiHU | TUNY - 3MiHU 3
akocTi. A®l. KoHTposnb A®L. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npomixkHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API (iHLWi 3MiHK Y
mMeTofax BUNPo6yBaHHSA
(Brntovatoum 3amiHy abo
[OMoBHEHHS) APl abo
BWXi4HOrO/MPOMIXHOro NPoAYyKTY);
CyNyTHS 3MiHa - 3MiHM 3 AKOCTI.
A®I. KoHTposnb A®L. 3miHa y
napameTpax cneuudikalii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauiax Ha A®l, abo
BWXiAHUIA/NPOMIXHWIA
npoAyKT/pearexT, wo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMpo6HUUTBa AP| (A0AaBaHHSA
abo 3amiHa (3a BMHATKOM aKTUBHOI
peyoBUHU GionoriyHoro abo
IMYHO/IOMYHOTO NOXOZPKEHHS)
napameTpa cneuudikadii 3
Bi4NOBIAHUM METOA0M
BMNPOOYBaHHA 3a pedynbTaramu
[ocnigpkeHb 3 6e3nekn abo
AKocTi). MNprBeaeHHn dopmary
cneuucikaLii Ta MeToais
KOHTponio Ad|l deHipamiHy
Manearty y BiAMNoBiAHICTb A0
marepianis BUpobHMKa, 6e3 3MiHN
HOPMYyBaHHSA Ta MeTOZjB
BUNPOOYBaHHSA; [04ATKOBO
BBEJIEHHS MOKa3HuKa
«MikpobionoriyHa uncrora» B
3aMiH NOKa3HUKa
«BioHaBaHTaXKEHHN»;
3anponoHoBaHo: Microbiological
Quality Total Aerobic Microbial
Count (TAMC) - Not more than
103 cfu/g Total Combined Yeasts
and Moulds Count (TYMC) - Not
more than 102 cfu/g

6e3 peyenma

UA/15361/01/01

63.

LNE3NOPATAAVH

cupon 0,5 mr/mn, no 60
M1y 6aHui, no 1 6aHu;i
pas3om 3 MipHO JIOXKKOH

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA NlikapCbkunii 3aci6.

6e3 peyenma

UA/14407/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
y nauui 3 KapToHy 3MiHn y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BKHoYaoUn
fianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPLKEHUM PO3MIPOM) -
BBE/leHHA 4O0AAaTKOBOro PO3Mipy
cepii roToBOro NikapcbKoro
3acoby. 3anponoHoBaHo: 145 kr
(120 n) (Big 1800 o 2000
ynakoBok), 363 kr (300 n) (Big,
4800 po 5015 ynakoBok)
64. AEKPU3 TabneTku, BKpUTI MPO®PAPMA ManbTa Apnawvep d®apma C.A. Monbwa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom UA/13553/01/01
NAiBKOBOK 060/IOHKOHO, IHTepHeLwwHN MaTepianis: 3MiHu | Tuny -
no 25 mr no 10 TabneTok TpeiguHr Nimiteq AOMIHICTPaTBHI 3MiHW. 3MiHa
y 6nicTepi; no 3 HalilmeHyBaHHs Ta/abo agpecu
6nicTepy y KapTOHHIl 3asBHVKa (Bf1acHMKa
nauuj peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHUKA.
BBefeHHA 3MiH NPOTArom 6-11
MiCALIB MiC/1A 3aTBEPKEHHS
65. AEKPU3 TabneTku, BKpUTI MPO®APMA ManbTa Apameg ®apma C.A. Monblwa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13553/01/02
NAiBKOBOK 0O0/IOHKOHO, IHTepHeLwwHN MaTepianis: 3MiHu | Tuny -
no 50 mr no 10 TabneTok TpeiiguHr Nimites AZMIHICTpaTVBHI 3MiHN. 3MiHa
y 6nicTepi; no 3 HalilmeHyBaHHs Ta/abo agpecu
6nicTepy y KapTOHHIl 3asBHVKa (Bf1acHMKa
nauuj peecTpauiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHUKA.
BBefeHHS 3MiH NpOTArom 6-1u
MiCALIB Mic/1a 3aTBEPKEHHS
66. DOVKNOKAIH pO34MH ANA iH'eKUi no 2 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/8315/01/01

M B amnyni; no 10
amnyn y KapTOHHil
KopooLi 3
neperopoakamu; no 2
M/ B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepy B KAPTOHHIiA
Kopo6ui; no 2 mn B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
B KQPTOHHIi1 Kopoou,i

obmexeHoro
BigNOBiAA/IbHICTIO
"GapmaueBTuyHa
KomnaHis "3gopos'a”

06MexeHot
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a”

marepianis: 3miHu Il TUny - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXiAHOro/NpOMIKHOIO
npoAaykTy/peareHTy, Lo
BUKOPVCTOBYHOTBCS Y
BMPO6GHMYOMY npoLeci AdDl, abo
3MiHa BMPOGHWMKa (BKNOYatouu, ae
HeobXifgHo, MicLie NPOBeAEeHHs
KOHTPO/tO AKOCTi) APl (3a
BifICYTHOCTi cepTudikara
BiAMOBIAHOCTI €BpONECchbKil
thapmakonei y 3aTBepxeHomy
[ocbe)(BBEAEHHA HOBOMO
BMpO6HMKa ADI 3 HagaHHAM
MacTtep-chaiina Ha Adl) - BBeeHO
HOBOro BMpo6HUuka A®| NigokaiHy
rigpoxaopua* BUpo6HMLTBA

80




Ne Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

67.

AIAHOPM-M

Tabnetkn, no 10

GUFIC BIOSCIENCES LTD., India

68.

AIOKOP COJO 160

TabneTtok y 6nictepi; no
6 6nicTepiB B KAPTOHHIi
Kopobui

TabneTku, BKpUTI

Mikpo fla6c Nimiteq

IHais

Mikpo fla6c Nimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu Il Tuny - 3MiHM 3
akocTi. A®l. BupobHuuTtBo. 3miHa
BMpPOOHUKA BMXiZAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6HUYOMY npoueci AdDl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sIKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
[ocbe)(BBEAEHHA HOBOrO
BMpO6HUKa APl 3 HaaHHAM
MacTtep-cpaiina Ha Adl) -
BBEAEHHS HOBOrO (404AaTKOBOTO)
BMpo6HMKa A®I Micro Labs
Limited, India 3 HagaHHsAM MacTep-
thaiina Ha A®I rniknasng

3a peyenmom

UA/5019/01/01

69.

AIOKOP CONO 80

NNiBKOBOK 060/I0HKOHO,
no 160 wmr; no 10
Tabnetok y 6nictepi; no
1 a6o 3, abo 4, abo 9
6nicTepiB y KAPTOHHIN
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKiil XapakTepucTumui
NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLIi An1A
MeJUYHOr0o 3aCTOCYBaHHS
reHepuyHnX/ribpnaHnx/6ionodioHn
X Nnikapcbknx 3acobiB nicns
BHECEHHS Ti€l camoi 3MiHM Ha
pedoepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHUX HOBUX
[04aTKOBUX AaHWX) - 3MiHU
BHECEeHI [0 iHCTPYKLiT Ans
MeAMYHOr0o 3acTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain
"Mo6iuHi peakuii" BigNoBigHO A0
iHbopmauii Wwoao MegnyHoro
3aCTOCyBaHHA ped)epeHTHOro
nikapcbKoro 3acoby. BeeAeHHs
3MiH NpoTArom 3-x micsAuiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/11341/01/01

TabNeTkn, BKPUTI

TOB "ACIHO

YKpaiHa

TOB "®apwma Crapt"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHnX

81

3a peyenmom

UA/11341/01/02




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
N/1iBKOBOK 06GO/IOHKOLO, YKPAIHA" marepianis: 3MiHN | TUMY - 3MiHK
no 80 mr; no 10 Lwoao 6e3nekn/edeKTUBHOCTI Ta
Tabnetok y 6nictepi; no thapmakoHarnagy. 3MiHn y
1 a6o 3, abo 4, abo 9 KOPOTKIil XapakTepucTumui
6nicTepiB y KAPTOHHIl nikapcbKoro 3acoby, TEKCTi
nauuj MapKyBaHHS Ta IHCTpYKLU|i Ans
MeJNYHOr0o 3acCTOCYBaHHS
reHepUYHMX/ribpuaHnx/6ionoAdioHn
X Nnikapcbknx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHM Ha
pedhepeHTHW npenapat (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW
BHECEHI [0 iHCTPYKUii ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"Mo6ivHi peakuii” BignosigHO A0
iHchopmawii Lwoao meguyuHoro
3aCTOCYBaHHA ped)epeHTHOro
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTarom 3-x micauis nicns
3aTBEPAXKEHHS
70. OONYTEMPABIP 50 | Tabnetku, BKpUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/17323/01/01
Mmr, NAMIBY AH N1iBKOBOK 06O/IOHKOO dapmacsoThKanc PapmacbloTukanc marepianis: 3MiHu | TUMY - 3MiHK Y
300 MI' TA (50 mr/300 mr/300 mr); Nimiten Niviten MeToAax BUNpoGyBaHHSA roTOBOro
TEHO®OBIPY no 30 a6o no 90, a6o no nikapcbKoro 3acoby p.
AN3onpPokKcuny 100 TabneTok y "laeHTucpikauin. 3anisa okeng'" -

DYMAPAT 300 MI’

nnacTyKoBoMy
KOHTEliHepi, WO MiCTUTb
[ABa cawe 3
cunikarenem, no 1
KOHTEiHEepY Y KapTOHHIi
ynakosui; no 180
Tabnetoky
nnacTyKoBoMy
KOHTElHepI, WO MICTUTb
Tpu cawle 3
cunikarenem, no 1
KOHTEiHepY y KapTOHHIi
ynakosui; no 30 a6o no
90, a6o no 100
Tabnetok y
nnacTyKoBoMy
KOHTEliHepi, Wo MiCTUTb
[ABa cawe 3
cunikarenem; no 180
Tabnetok y
n1acTMKOBOMY

3MiHa y cknagi peareHTis, 3mMiHa y
MeToAWLi NPUrOTYBaHHA PO3UKHY,
AK HACNiAOK YTBOPEHHS
3a6apB/IeHHs YHePBOHOTO KOJIbOPY;
3MiHK |l TMny - 3MiHa 4oNyCTUMUX
MEX rOoTOBOro NiKapCbKoro 3acoby
y creumdikauito 3a p.
"lpeHTudpikauis. 3anisa okeng'” -
3MIHIOETBCSA KOMip ocaay, AKui
YTBOPIOETHLCSA B pe3y/bTarti TecTy
(3aTBepaxeHo: «Obpa3oBaHune
CUHEro ocafika», 3anporoHoBaHo:
«[MosiBa 4epBOHOrO
3a6apBIEHHSI»)
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTEliHepi, Wo MiCTUTb
TpU calle 3 cuiikarenem

71.

ErNOHIN®

Tabnetkun no 200 mr Ne
12 (12x1): mo 12
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopobui

TOB "CaHodpi-
ABeHTiC YkpaiHa"

Ykpaina

OENBb®APM ODKOH

®paHuis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayii Ta/abo gonycTuMmx
MEX rOTOBOro NiKapCbKoro 3acoby
(BMlyYEHHS HE3HAYHOrO
nokasHuka (Hanpvknag
3acTapisioro NoKkasHUkKa, Takoro siK
3anax Ta cMak, abo igeHTudikauis
6apBHMKIB Y/ CMaKOBMX 106aBOK))
- BUganeHHs tecty «CTilikicTb
TabneToK 40 PO3AaB/OBAHHA» 3
crneungikalii TepMiHy NpUAATHOCTI

3a peyernmom

UA/3818/01/01

72.

ErNOHIN®

kancynu no 50 mr Ne30
(15x2): no 15 kancyny
6nictepi, no 2 6nictepu
B KapTOHHIi kopo6Lyj;
Ne30 (30x1): no 30
Kancyn y 6nictepi, no 1
6icTepy B KapTOHHIl
Kopoobui

TOB "CaHodi-
ABeHTIC YKpaiHa"

Ykpaina

OENBb®APM ODKOH

®paHuis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3nekn/edpekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA ANA 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa

YMOBHOB&XeHOT 0CO6M 3as1BHMKA,

Bi4noBiganbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsaHa
BauvecnasiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XeEHOI 0co6u
3asBHVKa, BiANOBIAa/IbHOI 3a
hapmakoHarnag,

3a peyernmom

UA/3818/02/01

73.

EK3EMECTAAH

TabNeTkn, BKPUTI

Akkopf Xesickea

Benvka

AKkopf Xesnckea

Benvka

BHECEHHS 3MiH 10 peecTpaLiiHnx

3a peyenmom

UA/15435/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
AKKOPJ, 25 N/1iBKOBOK 06GO/IOHKOLO, Nimiten BpuTaHis Nimitea, Benuka BpuTanis/ Marepianis: 3miHu | Tuny -
no 25 mr; Ne 15: no 15 BpuTaHis (BTOpUHHE YropmHa/ nogaHHa Hosoro CEP (Ne RO-CEP
Tabnetok y 6nictepi; no nakyBaHHS; IHpis/ 2018-224-Rev 00) ana A®I
1 6nicTepy B KapTOHHIl BiANOBIAa/IbHNIA 32 Yecbka eK3eMecTaHy Bif Bxe
kopo6ui; Ne 30: no 15 BUNyCK cepir); Pecny6nika/ 3aTBEPAXEHOr0 BUPOGHUKA
Tabnetok y 6nictepi; no AKKOPA-tOKEM Icnanis ( Name of holder Sterling S.p.A.,
2 6nicTepu B KAPTOHHIl NIMITEA, Benuka ITanis, Production of exemestane
kopo6ui; Ne 90: no 15 BpuTaHis (BTOpUHHE STERLING CHEMSCAL MALTA
Tabnetok y 6nictepi; no nakyBaHHs); AJ1IC LTD.); 3MiHu | TUny - He3HauHa
6 6ricTepiB B KAPTOHHIi NABEOPATOPIC 3MiHa y 3aTBEpAKEeHNX MeTogax
kopo6ui; Ne 100: no 10 (FOKENM) NIMITEL, KOHTPOJI0 AKOCTI 3a M.
Tabnetok y 6nictepi; no Benuka bpuTaHis «lpeHTudpikayis» TuTany giokemg,
10 6nicTepiB B (KOHTPOSb SKOCTI);
KapTOHHIlA KopooLi ACTPOH PECbOPY
NIMITEA, Benuka
BpuTaHis (KoHTponb
AKocTi); BeccniHr
Xanrepi K.,
YropwmHa
(KOHTpPOSIb AKOCTI);
IHTac
dapmacbloTuKesnc
Nimitep, 1HAiA
(BPOGHMLTBO
roTOBOro
niKkapcbKoro 3acoby,
nepBUHHA, BTOPUHHA
ynakoBka, KOHTPO/1b
AKOCTI cepil);
NABOPATOPI
®YHIACIO [IAY,
IcnaHist (KOHTpOsb
sKocTi); TOB ANIC
Yecbka Pecnybnika,
Yexiss (KOHTpOSb
AKOCTI)
74. EHANAMNPUN- Tabnetku no 2,5 mr; no TOB "TeBa YkpaiHa" YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH IO peecTpaljiiiHux | 3a peyenmom UA/16349/01/01
TEBA 10 Tabnetok y 6nictepi; OnepeiiwH3 MonaHg, mMartepianis: 3MiHu | TUNY - 3MiHK 3

no 3 6nictepn y
KapTOHHIA KopoobLi

AKOCTi. [OTOBWIA Nikapcbkuin 3aci6.
KOHTpO/b roTOBOrO MiKapCbKoro
3acoby. 3miHa napameTpis
crneundikauiii Ta/abo gonycTuMmx
MeX roTOBOro /liKapCbKoro 3acoby
- BHECEHHS B NMOKa3HMK
cneuudikawi
«XpomaTtorpaguyeckas ynctoTa»
Ha roToBuWiA Nikapcbkuii 3acio
Lomiwkm 3 BYY = 0,29 3
BiANoBiAHMMMN MexaMu. BBeaeHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiH NpoTArom 6-Tu MicAuiB nicns
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3aTBEPAKEHHS;
3MiHU | TUNY - BUNYYEHHSA
He3HauyHol iHhopmajii Wwoao
JdiameTpy Tabnetku («gnameTp:
npuéan3nTensHo 5,5 Mv») 3

Tpe60oBaHNs» Ha roTOBMUiA
nikapcbkuii 3aci6. Pepakuiliti
3MiHW: KOprCTYoUMCh Harogo
3asBHUK NPOMOHYE BiAKOpUryBaTn
Ta getaniyBaTy iHhopMmaLlito
oo napameTpy «OfHOPOAHOCTb
Maccbl NONOBWH TabneTok»
(«Uniformity of mass of tablet
Halves»). Ha3By napameTtpa
MPONOHYETLCA BUKIACTU
BiANOBIAHO A0 Ajiroyoi
TepMiHonoril, Lo
BUKOPUCTOBYETLCA B EP AK
«OpfHOPIAHICTL MacKu po3aineHnx
yacTuH» («Uniformity of mass of
the sub-divided parts»). Kpim Toro,
NPOMNOHYETLCA NPUBECTN NPUMITKY
LLIOZI0 YacTOTUN NPOBEAEHHS
BUNPOOYBaHHA [0 NOTOYHOrO
LwabnoHy cneuudikadii NpoTarom
TepMiHy npugartHocTi TOB TeBa
OnepeiiwH3 MonaHg,. MNpumiTky
«HeperynsipHblii KOHTPOsIb» («Not
routinely tested») nponoHyeTbca
3aMiHUTK Ha «Xoua Lieii napameTp
€ YacTuHoto creymdikanii ans
TEepMiHy NpUAATHOCTI, A0ro He
KOHTPOTIOKOTh B XOf BUBYEHHS
CTabiNbHOCTI, OCKINIbKM BiH HE €
NMoKasoBUM LLOAO CTabINTbHOCTI»
(“Not routinely tested” is proposed
to be changed into “although this
parameter forms a part of the
shelf-life specification, it is not
tested during stability studies since
it is not stability indicating
parameter”). Takox,
KOPUCTYIOUMCb HAroot, 3asiBHUK
6axae 06’egHaTV cneuundikadiio
Ha BUNYCK Ta TEPMiH NPUAATHOCTI

[O151 TOTOBOTO NiKapCbKOro 3acoby

napameTpy cneuudikauii «O6wue

EHananpun-Tesa, TabneTku, B




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OfVH AOKYMEHT, BK/OYaoun
BMMOTU [10 BCIX YOTUPbOX
[,03yBaHb. [1ns nokasHuka

«CopepxaHve aHananpuna
Maneata/tabnetka (BIOXKX)»
MPONOHYETLCA 3MIHUTK chopmar
BUKNAAEHHS BUMOTU, & came
3aMiCTb «BMICT Mr + 5%» BKasaTtu
BifiCOTKOBWIA fjiana3oH «95,0 —
105,0% Big 3asiBNEHOI KifIbKOCTi».
BBefeHHA 3MiH NPOTArom 6-1m

MicSLB MiCNSA 3aTBEPAYKEHH; 3MIHM

| TUNY - HE3HAYHI 3MiHV B
MeTOoAMLi KOHTPOIO AKOCTI 3a
nokasHukamu «iaeHTngnkaums,
cofiepxaHune aHananpuna
MasieaTa/Tabnetka,
OJHOPOAHOCTb [03MPOBaHHbIX
eavHny» (MPC011295/3); 3MiHu |

TUMY - HE3HAaYHI 3MiHX B MeTOoaMUI

KOHTPOJIH0 SIKOCTi 32 MOKA3HWMKOM
«PacTBopeHve aHananpuna
Maneata» (MPC011296/3)

75.

EHANANPUN-
TEBA

Tabnetkn no 5 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 6, abo rno 9
6nicTepiB y KAPTOHHIN
Kopobui

TOB "TeBa YkpaiHa"

Ykpaina

TOB TeBa
OnepeiiwH3 MNonaxg,

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOoTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTuMmx
MEX rOTOBOro NiKapCbKoro 3acoby
- BHECEHHS B MOKa3HUK
cneundikauii
«Xpomartorpaguyeckast UnctoTa»
Ha roToBWin Nikapcbknii 3acio
Oomilwkm 3 BUY = 0,29 3
BiANOBIAHUMY Mexamu. BBegeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS;
3MiHU | TUNY - BUNYYEHHSA
He3HayHol iHhopMajii Wwoao
AdiameTpy Tabnetku («gnameTp:
npuéansnTensHo 7,0 Mm») 3
napameTpy cneyudikauii «O6wue
Tpe60oBaHNs» Ha roTOBMUIA
nikapcbkuii 3aci6. PegakuiiHi
3MiHW: KOprCTyouMCh Harofo
3asBHUK NPOMOHYE BiAKOpUryBaTh
Ta getanizyBaTty iHdopmalLlito

3a peyenmom

UA/16349/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
woao napameTpy «OAHOPOAHOCTb

105,0% Bif, 3as1BNEHOI KiNbKOCTi».
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Macchl NONOBWH TabneTok»
(«Uniformity of mass of tablet
Halves»). Ha3By napameTtpa

MPONOHYETLCA BUKIACTU
BiANOBIAHO A0 Ajiroyoi
TepMiHonoril, LWo
BUKOPUCTOBYETLCA B EP AK

«OpfHOPIAHICTL MacKu po3aineHmx

yacTuH» («Uniformity of mass of

the sub-divided parts»). Kpim Toro,

MPOMNOHYETLCA NPUBECTW NPUMITKY
LLIOZI0 YacTOTUN NPOBeAEHHS

BUNPOOYBaHHA [0 NOTOYHOrO

wabnoHy cneuyudikauii npoTarom

TepMiHy npugartHocTi TOB TeBa

OnepeiiwH3 MonaHg,. MNpumiTky

«HeperynsipHblii KOHTPOsb» («Not

routinely tested») nponoHyeTbca
3aMiHUTK Ha «Xoua Leii napameTp
€ YacTuHoto creumdikanii gns

TEepMiHy MpUAATHOCTI, A0ro He

KOHTPOTIOKOTh B XOfi BUBYEHHS

CTabiNbHOCTI, OCKINIbKM BiH HE €

NMoKa3oBUM LLOAO CTabIiSIbHOCTI»

(“Not routinely tested” is proposed

to be changed into “although this

parameter forms a part of the
shelf-life specification, it is not
tested during stability studies since
it is not stability indicating
parameter”). Takox,

KOPUCTYIOUMCb HAroot, 3asiBHUK

6axae 06’egHaTV cneuymdikadio

Ha BUNYCK Ta TEPMiH NPUAATHOCTI

0151 TOTOBOTO NiKapCbKOro 3acoby

Enananpun-Tesa, Tabnetku, B
OfVH AOKYMEHT, BK/t0Yatoun
BMMOIM [10 BCIX YOTUPLOX

[03yBaHb. [115 nokasHuka

«CopepxaHve aHananpuna

mManeata/Tabnetka (BAXX)»

MPONOHYETLCA 3MiHUTK chopmar

BUKNAAEHHS BUMOTU, & came
3aMiCTb «BMICT Mr + 5%» BKa3aTtu
BiJCOTKOBMIA fiana3oH «95,0 —

BBefeHHs 3MiH NpoTArom 6-Tu

MiCAILiB Mic/sa 3aTBepAKEHH; 3MiHU




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

| TUNYy - HE3HAYHI 3MiHN B
MeTOoAMLi KOHTPOSIO AKOCTI 3a
nokasHukamu «iaeHTngunkaums,
cofepxaHue aHananpuna
MasieaTa/Tabnetka,
OJHOPOAHOCTb [03MPOBaHHbIX
eavHny» (MPC011295/3); 3MiHu |
TUMY - HE3HAaYHI 3MiHX B MeTOoaMLU
KOHTPO/IH0 SIKOCTi 38 MOKa3HUKOM
«PacTBopeHve aHananpuna
Maneata» (MPC011296/3)

76.

EHANANPUN-
TEBA

Tabnetku no 10 mr; no
10 TabneTok y 6nicTepi;
no 3 abo no 6, ao no 9
6nicTepiB y KAPTOHHIN
Kopobui

TOB "TeBa YkpaiHa"

Ykpaina

TOB TeBa
OnepeiiwH3 MNonaHg,

Monbwa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3mMiHu | TMny - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapchbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo AonycTUMmX
MEX rOTOBOro NiKapCbKoro 3acoby
- BHECEHHS B MOKa3HUK
cneundikauii
«Xpomartorpaguyeckast UnctoTa»
Ha roToBWi1 Nikapcbknii 3acio
Oomilwkm 3 BUY = 0,29 3
BiANOBIAHUMY Mexamu. BBegeHHs
3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPAKEHHS;
3MiHU | TUNY - BUNYYEHHSA
He3HayHol iHhopMaLii Wwoao
AdiameTpy Tabnetku («gnameTp:
npuéan3nTensHo 5,5 Mv») 3
napameTpy cnevudikauii «O6Lwue
Tpe60oBaHNs» Ha roToBUIA
nikapcbknii 3aci6. PegakuiiHi
3MiHW: KOprCTyouMCh Harofo
3asBHUK NPOMOHYE BiAKOpUryBaTh
Ta getaniyBaTy iHhopmaLlito
wofo napameTpy «OfHOPOAHOCTb
Macchl NONOBWH TabneTok»
(«Uniformity of mass of tablet
Halves»). Ha3By napameTtpa
MPONOHYETLCA BUKIACTA
BiANOBIAHO A0 Ajroyoi
TepMmiHonorii, Wwo
BUKOPUCTOBYETLCA B EP Ak
«Op[HOPIZHICTL MacKu po3aineHmx
yacTuH» («Uniformity of mass of
the sub-divided parts»). Kpim Toro,
MPOMNOHYETLCA NPUBECTW NPUMITKY

3a peyernmom

UA/16349/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

LLIOZI0 YacTOTUN NPOBEAEHHS
BUNPOOYBaHHA [0 NOTOYHOrO
LwabnoHy cneuudikadii NpoTarom
TepMiHy npugartHocTi TOB TeBa
OnepeiiwH3 MonaHg,. MNpumiTky
«HeperynsipHblii KOHTPOsb» («Not
routinely tested») nponoHyeTbca
3aMiHUTK Ha «Xoua Leli napameTp
€ YacTuHoto creymdikanii gns
TepMiHy NpUAATHOCTI, A0ro He
KOHTPOTIOKOTb B XOfi BUBYEHHS
CTabiNIbHOCTI, OCKINbKM BiH HE €
NMoKasoBUM LLOAO CTabIiSIbHOCTI»
(“Not routinely tested” is proposed
to be changed into “although this
parameter forms a part of the
shelf-life specification, it is not
tested during stability studies since
it is not stability indicating
parameter”). Takox,
KOPUCTYIOUMCb HAroAot, 3asiBHUK
6axae 06’egHaTV cneuyndikadito
Ha BUNYCK Ta TEPMiH NPUAATHOCTI
0151 TOTOBOTO NiKapCbKOro 3acoby
Enananpun-Tesa, Tabnetku, B
OfVH AOKYMEHT, BK/tOYatoun
BMMOIM [10 BCIX YOTUPLOX
[o3yBaHb. [1151 NoKa3HukKa
«CopepxaHve aHananpuna
mManeata/Tabnetka (BAXX)»
NMPONOHYETLCA 3MiHUTK chopmar
BUKNAAEHHS BUMOTU, a came
3aMiCTb «BMICT Mr + 5%» BKa3aTtu
BiJCOTKOBMIA fiana3oH «95,0 —
105,0% Bif, 3asiBNEHOI KiNbKOCTi».
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHH; 3MIHM
| TUNYy - He3HaYHi 3MiHN B
MeTOAMNLi KOHTPOSIO AKOCTi 3a
nokasHukamu «aeHtndmkaums,
cofepxaHue aHananpuna
mManeara/Tabnetka,
OfIHOPOAHOCTb A03MPOBaHHbIX
eanHuLy» (MPC011295/3); 3MiHu |
TUMY - HE3HAYHI 3MiHN B MeTOoAMUI
KOHTPOJTIO SKOCTi 3& NMOKa3HUKOM
«PacTBopeHwve aHananpuna
maneata» (MPC011296/3)
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Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
77. EHANAMNPUN- Tabnetkn no 20 wmr; no TOB "TeBa YkpaiHa" YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpayjiiiHux | 3a peyenmom UA/16349/01/04
TEBA 10 TabneTok y 6nicTepi; OnepeiiwH3 MNonaHg,

no 3 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIN
KopoobLi

mMartepianis: 3MiHU | TUNY - 3MiHU 3
AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa napameTpis
cneuudikavii Ta/abo AonycTUMmX
MeX roTOBOrO JliKapCbKOro 3acoby
- BHECEHHS B MOKa3HUK
cneuudikawii
«XpomaTtorpaguyeckas ynctora»
Ha roToBuWit Nikapcbkuii 3acio
Lomiwkm 3 BUY = 0,29 3
BiANOBiAHMMMN MeXaMu. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPIXKEHHS;
3MiHN | TUNY - BUNYYEHHA
He3HauHoI iHhopmaLii woao
AdiameTpy Tabnetku («gnameTp:
npuéan3nTensHo 5,5 Mv») 3
napameTpy cneuudikauii «O6Lne
TpeboBaHUs» Ha roTOBUIA
nikapcbknii 3aci6. PegakuiiHi
3MiHU: KoprcTytoumch Harofo
3asBHUK NPOMOHYE BifKOpUryBaTh
Ta AeTanizyBaTtu iHhopmMaLito
woAao napameTpy «OAHOPOAHOCTb
Maccbl NOSIOBUH TabneTok»
(«Uniformity of mass of tablet
Halves»). Ha3y napameTtpa
NPONOHYETLCA BUKIACTU
BigMnoBigHO A0 Aitoyoi
TepmiHonorii, Wwo
BUKOPUCTOBYETLCA B EP 5K
«OAHOPIAHICTb MacK po3aineHnx
yactuH» («Uniformity of mass of
the sub-divided parts»). Kpim Toro,
MPOMOHYETLCA NPUBECTN MPUMITKY
LL|OZI0 YacTOTN NPOBEAEHHS
BUNPOOYBaHHA [0 NOTOYHOrO
wabnoHy cneyudikadii NpoTarom
TepMmiHy npugartHocTi TOB TeBa
OnepeiiwH3 MonaHg,. MpumiTky
«HeperynapHbIii KOHTPonb» («Not
routinely tested») nponoHyeTbcs
3aMiHUTK Ha «Xoua Lieii napameTp
€ YacTuHoto creumdikayii gns
TEepPMiHy NpUAATHOCTI, A0ro He
KOHTPOJTIOKTb B XOfi BUBYEHHS
CTabiNIbHOCTI, OCKINIbKM BiH HE €
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NMoKa3oBUM LLOAO CTabISIbHOCTI»
(“Not routinely tested” is proposed
to be changed into “although this

parameter forms a part of the
shelf-life specification, it is not
tested during stability studies since
it is not stability indicating
parameter”). Takox,

KOPUCTYHOUUCh Harogomo, 3asiBHUK
6axae 06’egHaTV cneuyndikadito
Ha BUNYCK Ta TEPMiH NPUAATHOCTI
0151 TOTOBOTO NiKapCbKOro 3acoby

Enananpun-Tesa, Tabnetku, B

OfVH AOKYMEHT, BK/t0Yatoun
BMMOIU [10 BCIX YOTUPLOX
[o3yBaHb. [1151 NokasHuka

«CopepxaHve aHananpuna

mManeata/Tabnetka (BAXX)»

MPONOHYETLCA 3MiHUTK chopmar

BUKNAAEHHS BUMOTU, a came
3aMiCTb «BMICT Mr + 5%» BKa3aTtu
BiJCOTKOBMIA fiana3oH «95,0 —
105,0% Bif, 3as1BNEHOI KiNbKOCTi».
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHH; 3MIHM
| TUNYy - He3HaYHi 3MiHN B
MeTOAMNLi KOHTPOSIO AKOCTi 3a
nokasHukamu «aeHtndmkaums,
cofepxaHue aHananpuna
maneara/Tabnetka,

OfIHOPOAHOCTb A03MPOBAHHbIX
eanHuLy» (MPC011295/3); 3MiHu |
TUMY - HE3HAYHI 3MiHK B MeTOoAMUI
KOHTPOJTIO SKOCTi 3& NMOKa3HUKOM

«PacTBopeHve aHananpuna
maneata» (MPC011296/3)

78.

EHIXKEPUKC™-B |
ENGERIX™-B
BAKUVHA And
APO®ITAKTUKN
BIPYCHOIO
FENATUTY B,
PEKOMBIHAHTHA

CycneHsis ons iH'ekujin,
20 mkr/1 mn, no 1 mn (20
Mkr) (1 go3a gns
fopocnnx) Tano 0,5 mn
(10 mkr) (1 po3a ans
aitein) y donakoHi; no 1,
a60 10 abo 25 cknsaHux
MOHOZ,03HUX (P1IaKOHIB Y
KapTOHHI/ KopobLi; no 1
mn (20 wmkr) (1 gosa ans
nopocnux) Ta no 0,5 mn
(10 wkr) (1 gosa ans

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BputaHis

nakcoCmiTKnsiiH
Bionopxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3miHu | TUNy - 3MiHa
KpUTEpIto NPUAHATHOCTI ANs
BUMPOOYBaHHSA rPaHNYHOro
3Ha4YeHHs aMmoHito (Limit test) B
cneumdikauii Ha roToBuii NPOAYKT
Al (OH)3 y BignosigHocTi fo
MoHorpadii Ph.Eur 1664
Aluminium hydroxide, hydrated, for
adsorption. 3anponoHoBaHo: Not
more than 50 ppm. BHeceHHs
pefakLuiiHuX NpaBoK A0 po3ginis

3a peyernmom

UA/15740/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
AiTeid) y nonepefHb0 peecTpaujiHoro gocke 3.2.P.4.1,
HanoBHEHOMY LUNPUL; 3.2.P.4.2, 3.2.P.4.3; 3MiHu | TUny -
no 1 nonepeaHsLo BUAAIEHHS i3 cneymdikayii ans
HarnoBHEHOMY LUNpULly B KiHueBoro npoaykty Al (OH)3
KapTOHHIlA KopooLi Bunpo6yBaHHsA Nitrogen content
test y BignosigHOCTI A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
79. EHTEPOXXEPMIHA | cycneHsis opasibHa, Ne TOB "CaHodi- YkpaiHa NABOPATOPII ITania BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/4234/01/01
® 10; Ne 20 (10x2): no 5 ABeHTIC YKpaiHa" IOHITEP, ®paHuis; marepianis: 3mMiHW | TUNY - 3MiHK
My chrakoHi; no 10 CaHocpi C.n.A. ofo 6e3nekn/edekTMBHOCTI Ta
hnakoHiB, 3'€HaHNX thapmakoHarnsgy. BeegeHHs abo
MiX co60t0 3MiHW [0 y3ara/ibHeHUX JaHuX Npo
nonieTn1IeHoBO cuctemy chapmakoHarnsgy
NepeMmnyKoLo, Y KaceTi; (BBEAEHHSA y3araslbHEHVX AaHUX
no 1 a6o 2 kacetu B npo cucTemy chapmakoHarnsgy,
KapTOHHI Kopoobui 3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHWX
[aHVX YNOBHOB&aXEHOI 0co6u
3as1BHVIKa, BigNoBiAa/IbHOT 3a
chapmakoHarnag,
80. EHTEPOXXEPMIHA | nopoLuok Assa cycnensii TOB "CaHodi- Ykpaina CaHodpi C.IMN.A. ITanis BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/4234/03/01

®

opasibHOT, Ne 10 (2x5):
no 2 ry cawe; no 10
calle (KoxHi 2 cawe
pPO3’€AHYIOTLCA
MYHKTUPHOIO MiHIEI0) B
KapTOHHI KopoobLi

ABeHTIC YKpaiHa"

marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnsgy
3aABHUKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLio
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobu, BignoBifanbHOI 3a
3pjiiicCHeHHs1 hapmakoHarnagy
(BK/IHOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-chaiina cucremm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
Xopakiscbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHO! 0cobu
3asBHMKa, BiANOBIAaIbHOT 3a
hapmakoHarnag,

81.

ENIrABA

Kancynu tBepai, no 300
mr, no 10 kancyny
6nicTepi, no 2 abo no 10
6nicTepiB y nauui 3
KapToHy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW JIIKapCbKOro 3acoby - 3MiHn
BHECEHI Wwoa0 Ha3su /13
3arBepmkeHo: FTABAMNEHTUH
(GABAPENTIN) 3anponoHoBaHo:
EMIFABA (EPIGABA); 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHWi
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(3miHa KilbKOCTi OAMHMLbB
(Hanpuknag Tabnetok, amnyn
TOLLLO) B yNakosLi:) - 3miHa nosa
AianasoHoOM 3aTBepKEHNX
PO3MipiB yMakoBKM - BBEAEHHS
popatkoBol ynakosku Ne 100 (10
x10) y 6nictepax y nauuj 3
KkapToHy ans /13 Eniraba, kancynm
TBepAi, no 300 mr , 6e3 3MiHn
NEePBMHHOMO NaKyBas/lbHOro
marepiany, 3 BignoBigHNMM
3MiHamu B po34ini. 3MiHU BHECEHI
B IHCTPYKLO A58 MeANYHOro

3a peyenmom

UA/11671/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acTocyBaHHA /13 y p. "Ynakoska"
AK HAC/NiJoK nosiBa A04aTKOBOro
nakysaHHsa /13

82.

EPNOTUHIB-TEBA

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 150 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepU y KapTOHHIN
Kopobui

TOB "TeBa YkpaiHa"

YKpaiHa

CiHgaH ®apwma CP/1,
PymyHis
(BMpPOGHMLTBO 3a
MOBHUM LVIK/TOM;
KOHTPO/Ib cepil
(Tinbku diznko-
XiMiYHi MOKa3HWKM))

PymyHis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy - 3MiHu BHeCeHi

B TEKCT MapKyBaHHS Ha BTOPUHHIli

ynakosuji y n. 16 wozo
3a3HavYeHHs Ha3Bu, MiKapCbKOol
hopmMu Ta fo3yBaHHA J13
wpudptom Bpaiinsa. BeegeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

3a peyernmom

UA/18226/01/01

83.

EPNOTUHIB-TEBA

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO,
no 100 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu y KapTOHHIN
Kopobui

TOB "TeBa YkpaiHa"

Ykpaina

CingaH ®apma CP/1,
PymyHis
(BMPOGHMLTBO 3a
MOBHVM LVK/IOM;
KOHTPO/Ib cepii
(TiNbkM iznko-
XIMIYHI NOKa3HUKM))

PymyHis

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta

thapmakoHarnsgy - 3MiHU BHeCeHi

B TEKCT MapKyBaHHS Ha BTOPUHHIl

ynakosLi y n. 16 wopao
3a3HavYeHHs Ha3Bu, MiKapCbKOol
hopmMu Ta f03yBaHHA J13

WwpndpTom Bpaiinsa. BBeAeHHS 3MiH

npoTArom 6-T1 MicAuiB nicns
3aTBepKEHHS

3a peyernmom

UA/18226/01/02

84.

EPNOTUHIB-TEBA

TabneTkun, BKPUTI
N/1iBKOBOK 06GOJIOHKOLO,
no 25 wmr; no 10
Tabnetok y 6aictepi; no
3 6nicTepun y KapTOHHiIl
KopoobLi

TOB "TeBa YkpaiHa"

YkpaiHa

CinpgaH ®apma CP/1,
PymyHist
(BMpPOGHMLTBO 3a
MOBHUM LMK/TOM;
KOHTPO/Ib cepii
(TiNbKM iznko-
XiMiYHi NOKa3HWKW))

PymyHis

BHECEHHS 3MiH 10 peecTpavyinHnx
marepianis: 3MiHW | TUMY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta

hapmakoHarnsgy - 3MiHu BHeCeHi

B TEKCT MapKyBaHHS1 Ha BTOPVHHIN

ynakosui y n. 16 wopno
3a3HavYeHHs Ha3Bu, NikapcbKol
chopmu Ta fo3yBaHHA /13
WwpndpTom Bpaiins. BBeAeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/18226/01/03

85.

EPONON®

pO34nH Ans
30BHILLIHLOIO
3acTocyBaHHs, 0,1
mr/mn, no 20 mn Ta no
50 mn y donakoHax
noniMepHuX 3
ypeTpasibHO
Hacagkoto; no 1
doNakoHy B mayuj

KHBMIT "ICHA"

YKpaiHa

TOB "Cnasist 2000"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu APl abo [ONOMIXHOT
peyoBuHW. 3MiHa Ha3Bu ADI:
3arBepaKeHo:

1 M pO34KHY MICTUTb
MipaMiCTUHY (y nepepaxyHky Ha
6€e3B0AHY peyoBuHy) 0,1 mr

6e3 peyenma

UA/18204/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

86.

3anponoHoBaHo:

1 M pO34KHY MICTUTb
6eH3unguveTun [3-
(mipicToinamiHo)nponinjamoHito
xnopuagy MoHorigpiTy (y
nepepaxyHky Ha 6e3BofHYy
peyoBuHy) 0,1 mr.
3MiHW | TUNY - AOMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
NiKapcbKoro 3acoby, BKIOUaKUn
AOinbHULI BUNYyCKy cepii abo micue
NpPOBeAEHHS KOHTPOJHO SIKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMpPOGHUK/IMMOpTep, BKIOYaUK
BUNYCK cepili) - 3MiHa agpecy
BMpo6Huka 113 TOB "Cnasis
2000", YkpaiHa, 6e3 3MiHV Micus
BVMPOGHMLTBA.3MiHU | TUNy - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi
3MiHW).OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby 3 BHeCEHHsM iHchopmaiT
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIpIOBaHHs y cuctemi Sl.

ECNEPA/Ib®

Tabnetky no 500 mr Ne
20: no 20 TabneTok y
chnakoHi, no 1 donakoHy
B KapTOHHI Kopo6Lyi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

Cothapumekc -
IHgycTpia Kivika e
dapmaceyTika, C.A.

Moptyranis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHu |l TURY - 3MiHK
BHECEHO [0 iHCTPYKLi Ans
MeAMUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby 4o po3ainy
"MobiuHi peakuyii" BignoBigHO A0
iHhopmaLii 3 6e3nekun nikapcbkoro
3aco0y, sika 3a3HaveHa B
marepianax peecTpauiiiHoro
[ocbe. BBeAeHHS 3MiH NpoTArom
6-TV MicALiB NiCNA 3aTBEPLXKEHHS;
3MiHM Il TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3acToCyBaHHS NikapCbKoro 3acoby
00 po3gainis "lMpoTunokasaHHs",
"B3aemopis 3 iHWMMU NiKapCbKnMmun
3acob6amu abo iHLwWi BuAn
B3aemogiin”, "NobivHi peakuii”
BiANoBIAHO A0 iHdhopMaLii 3
6e3nekun nikapcbKoro 3acoby, ska
3a3HayeHa B marepiasiax

3a peyenmom

UA/5332/01/01

95




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peecTpaujiiHoro Aocke. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHS

87.

ETAHO/ 96 %

po34uH, no 100 mny
hnakoHax

TOB "®dapma
Yepkac"

YKpaiHa

TOB "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy - 3MiHu BHeCeHi

B TEKCT MapKyBaHHS YNakoBKu/
nikapcbkoro 3acoby oo
3a3HaYeHHs OAUHULL
BMMIpIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH f0 po3ainy
“MapkyBaHHA" MKHA N13:
3anponoHOBaHO:
MapkyBaHHs. 3rifgHo
3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS

3a peyernmom

UA/14597/01/02

88.

3ANI3A CAXAPAT
- BANNIBHE BUHO

PO34MH opanbHuii, 7,39
r/100rno 100 ry
hnakoHax abo 6aHkax

MpusatHe
akuioHepHe
ToBapucTBo "Bionik'

Ykpaina

MpuBaTHe
akuioHepHe
TOBapucTBo "bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy - 3MiHu BHeCeHi

B TEKCT MapKyBaHHS yNakoBKv/
nikapcbkoro 3acoby oo
3a3Ha4YeHHs MiXXHapOAHUX
no3HaYeHb OAVHWLb BUMIPIOBAHHS

6e3 peyenma

UA/2313/01/01

89.

30[1AK®

TabneTkun, BKPUTI
060/10HKO0, MO 10 Mr Ne
30 (10x3): no 10
Tabnetok y 6nictepi, no
3 6nicTepun y KapTOHHiIl
KopoobLi

TOB "CaHodi-
ABEHTIC YKpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavyinHnx
mMartepianis: 3MiH | TUMY - 3MiHK 3
sKocTi. [oTOBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHN Y
npoueci BUPOOGHULITBA FOTOBOIO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIKXHUIA MPOAYKT, L0
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roTOBOrO NiKapCcbKoro 3acoby
(He3HauyHa 3MiHa y npoLeci
BMPOBHMLTBA) - 3MiHA CTOCYETLCS
OHOBNEHHSA po3diny 3.2.P.3.2, a
came fofaBaHHs 4O faHOro
po3ainy iHdopmauii Wwoao
Ha/IMLLKOBOI Ki/IbKOCTi KDOXMaUlio
ON15 KOMNeHcavji Bonoru

6e3 peyenma

UA/4070/03/01

90.

IBAHAPOHOBA
KUC/IOTA -
DPAPMEKC

KOHLeHTpaT Ans
pO34nHy Ans iHysil, 1
Mmr/mn, no 6 mny

donakoHi; no 1 dp1akoHy

TOB "®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reyn

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX

mMartepianis: 3MiHu | Tuny - 3MiHK 3

AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema

3a peyenmom

UA/15955/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
B NauyLj 3 KapTOHY KOHTeliHep/3aKynopoBabHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapCbKOro 3acoby
(BMNYYEHHS YNAKOBKW NEBHOIO
PO3Mipy) - BUNTYYEHHS YNaKOBKMK:
no 5 d1aKoHIB Y KOHTYPHIlA
YapyHKOBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBI ynakoBLji B
nauui. BeegeHHs 3MiH npoTarom 6-
TV MicsILiB Nicns 3aTBEPOKEHHS.
BHeceHHs 3MiH f0 po3giny MKA:
YnakoBka. Takox 3MiHW BHECEHI B
IHCTPYKLilO ANS MeanyHOro
3actocyBaHHsa /13 y p. "Ynakoska"
3 Bi4NOBIAHNMMN 3MiHAMWN B TEKCTI
MapKyBaHHS YNakoBOK. BeefieHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
91. IBYNMPOM MAKC TabneTku, BKpUTI tOHina6, Nn CLIA TOB HOC dapmauis, Monbwa/ BHECEHHS 3MiH [0 peecTpaviiiHnX 6e3 peyenma UA/1361/01/01
060/10HKO10, N0 400 wmr; Monbua (BUPOGHUK, Benvka MaTepianis: 3MiHu | Tuny -
no 6 TabneTtok y BiANOBIAa/IbHNIA 3a BpuTtaHis OHOB/IEHWIA cepTuddikat
6nicTepi, no 1 6nictepy yNakoBKy, KOHTPO/b BignosigHocTi E® R1-CEP 1996-
B KapTOHHI Kopo6Li; no Ta BUNycK cepii 061-Rev 13 ana A®l Ibuprofen Big,
12 TabneTok y 6nictepi; roTOBOro NPOAYKTY); BXE 3aTBEP)KEHOr0 BUPOOHMKa
no 1 a6o no 2 6nictepu LLlyedbapm Cepsice3 Strides Shasun Limited, IHgjs,
B KapTOHHI KopobLi, no Nta, Benvka SIKUIA 3MiHMB Ha3By Ha SOLARA
24 tabneTkn y donakoHi, BputaHis ACTIVE PHARMA SCIENCES
no 1 dpnakoHy B (BUPOGHNK, LIMITED, IHgisi. Bupo6Huya
KapTOHHIlA KOpooLi BiANoBigabHUIA 3a LOiNbHUUA Ta BCi BUPOGHNYI
BMPOGHMLTBO, onepadji 3anvwatTbes
KOHTPO/b Ta BUMYCK HEe3MiHH1MU
npoaykty in bulk)
92. IBYNPOM MAKC TabneTtku, BKPUTI tOHina6, Nn CWA TOB HOC dapmadis, Monbwa/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/1361/01/01
06010HKOt0, Mo 400 Mmr; Monblwa (BUpoBHYK, Benvka marepianis: 3miHu | Tuny -
no 6 TabneTtok y BiANOBIgaIbHUIA 32 BpuTaHis OHOBJ/IEHWIA cepTuddikat
6nictepi, no 1 6nictepy ynakoBKy, KOHTPO/b BignosigHocTi €EP R1-CEP 1996-
B KapTOHHIi Kopo6Ly; no Ta Bunyck cepii 061-Rev 14 gns A®l Ibuprofen Big,
12 tabneTok y 6nicTepi; roTOBOro NPOAYKTY); BXe 3aTBepAKEeHOro BUpPobHMKa
no 1 a6o no 2 6nicrepu LLlyedapm Cepsices SOLARA ACTIVE PHARMA
B KapTOHHI Kopo6L, no Nth, Benvka SCIENCES LIMITED, IHgis, y
24 TabneTkn y onakoHi, BpuTaHis HacnifoK BKOYEHHS [04ATKOBOro
no 1 chnakoHy B (BUPOBHUK, npunagy B aHani3 3a/IMLWKOBUX
KapTOHHI KopoobLi BiANOBiAaIbHNIA 3a PO3UYNHHWKIB
BMPOGHMLTBO,
KOHTPO/b Ta BUMYCK
npoaykTy in bulk)
93. IBYNPOM CMNPUHT | kancynu m'siki no 200 mr, tOHina6, Nn CWA MateoH CochbTokens | Higepnavan BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 peyenma UA/6045/02/01
KAMNC no 6 a6o no 10, a6o no B.B., Higepnanau / Monblya marepianis: 3miHu | Tuny -

12 kancyn y 6nictepi, no

(BUPOBGHUK,

OHOBJIEHHS cepTudlikaTa
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 6nicTepy B KapTOHHIl BiANOBiAA/IbHWIA 32 BignosigHocTi €d R1-CEP 2008-
Kopo6ui; no 12 kancyn y BUPOBHMLTBO, 316-Rev 03 ana A®l Ibuprofen Big,
6nicTepi, no 2 6nictepu KOHTPO/b Ta BUMYCK BXE 3aTBEP)KEHOro BUPOOHMKA
B KapTOHHIi Kopo6L; no npoaykTy in bulk); IOL CHEMICALS AND
10 kancyn y 6nictepi, no TOB HOC dapmadis, PHARMACEUTICALS LTD., y
3 6nicTepn B KApTOHHiiA MonbLya (BMPOGHUK HacnifoK BBeAEHHS BUPOOHMKa
Kopobui BiANOBIAa/IbHNIA 32 npomixHoro npoaykta VIVACHEM
YNakoBKY, KOHTPO/1b INTERMEDIATES PRIVATE
Ta BUNycK cepii LIMITED Plot No. A-1, Industrial
roTOBOro NPOAYKTY) Focal Point District Ludhiana
India-141 109 Raikot, Punjab;
3MiHW Y MeTogi BUNpobyBaHHSA
LLOA0 3aUTULLKOBUX PO3UYVHHWKIB
6e3 3MiHN KpUTEPIiB NPUIAHATHOCTI
94, IBYNPOM CNPUHT | kancynu m'siki no 400 wmr, tOHinab, NN CWA MateoH Codptoxenc | Higepnanan BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/13880/01/01
MAKC no 6 kancyn y 6nictepi; B.B., Higepnanau / Monbla Marepianis: 3miHu | Tuny -
no 1 6nictepy B (BUMPOGHMLTBO Ta OHOB/IEHHS cepTudikaTa
KapTOHHI Kopo6Li; no KOHTPO/b AKOCTI BignosigHocTi E® R1-CEP 2008-
10 kancyn y 6nictepi; no npoaykty in bulk, 316-Rev 03 gns Adl Ibuprofen Big,
1 a6o no 2 6nictepu B KOHTPO/b B NpoLeci BXEe 3aTBepKeHOro BMpobHUka
KapTOHHI KopoobLyi BMPOGHMLTBA, IOL CHEMICALS AND
KOHTpO/b cepii); PHARMACEUTICALS LTD., y
Mpokci Nlabopatopi3 Hacnigok BBEAEHHS BUPOBGHMKA
B.B., Higepnanau npomixHoro npoaykta VIVACHEM
(koHTpOnb cepii); INTERMEDIATES PRIVATE
TOB HOC dapmadis, LIMITED Plot No. A-1, Industrial
Monbwa (nepBuHHE Focal Point District Ludhiana
Ta BTOpPVHHE India-141 109 Raikot, Punjab;
nakyBaHHs, 3MiHW Y MeTOo/ji BUNPobyBaHHS
KOHTPO/b Ta BUMYCK 00 3aUTULLKOBUX PO3UYUHHWKIB
cepii) 6€3 3MiHN KpUTepIiB MPUIAHATHOCTI
95. IBYNPO®EH TabneTtku, BKPUTI AT "BITAMIHA" Ykpaina AT "BITAMIHWN" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/8817/01/01
06010HKOt0, N0 200 Mr, marepianis: 3MiHW | TUMY - 3MiHK
no 10 Tabnetok y BHECeHi [0 IHCTpyKUii ans
6nictepi; no 1 a6o 3, MeAMYHOro 3acToCyBaHHSA Ta 40
ab6o 5 6nicTepiB y navui TEKCTY KOPOTKOI XapaKTepUCTUKN
3 KapPTOHY NikapcbKoro 3acoby [0 po3giny:
"Mo6iuHI peakyii" Wwoao 6e3nekn
3aCTOCYBaHHSA Ail040i PeHOBUHM.
BBefeHHA 3MiH NpoTArom 3-x
MicsILiB Micns 3aTBepAKEHHS
96. IMOAIYM® Kancynu no 2 mr; no 6 MakHin MpopgakTc AHrnis AHCCEH-CINAT dpaHuis BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/9831/01/01

abo 20 kancyn y
6nictepi; no 1 6nictepy
B KQPTOHHIN nayu,i

Nimitepn

MaTtepianis: 3MiHu | Tuny -
nofaHHA OHOB/IEHOTO
CepTudikaTy BigNOBIAHOCTI
€Bponeliicbkiii papmakonei R2-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CEP 1994-020-Rev 05
(nonepepaHs Bepcis R2-CEP 1994-
020-Rev 04) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Janssen Pharmaceutica NV,
Benbria gnsa A®| nonepamigy
rigpoxnopvay
97. IMOAIYM® TabneTtku, Lo MakHin MNpopakTc AHrniA KataneHT tOK Benvka BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/9831/02/01
EKCNPEC AucnepryloTees B Nimiten CBiHAOH 3ugic BpuTaHis/ marepianis: 3miHu | Tuny -
POTOBI NOPOXHWHI, NO 2 Nimitea, Benuka ®paHuis noAaHHs OHOB/IEHOTO
Mr; o 6 TabneTok y Bputanin; AHCCEH- CepTudikaty BiANOBIAHOCTI
6nicTepi; no 1 6nictepy CINAT, ®paHuis €sponelicbkin thapmakonei R2-
B KapTOHHIiA ynakoBsLi (BTOPUHHA CEP 1994-020-Rev 05
ynakoBka, [03BiN Ha (nonepepaHs Bepcis R2-CEP 1994-
BWMYCK Cepil) 020-Rev 04) Big BXe
3aTBEPAKEHOrO BUPOOHMKA
Janssen Pharmaceutica NV,
Benbria gns A®| nonepamigy
rigpoxnopvay
98. IHCTI gNa AITEN rpaHynn no 3,5r B XepbioH MakmctaH MakunctaH XepbioH MaknctaH MakncTtaH BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/11809/01/01
calle-nakeTi; no 5 cauwe- MpaiseT fimiTeq, MpaiseT MimiTeq, marepianis: 3MiHW | TUMY - 3MiHK
nakeTiB B KAPTOHHIl Lwoao 6e3nekn/edeKTMBHOCTI Ta
Kopobui hapmakoHarnsgy - 3MiH1 BHeCeHi
B TEKCT MapKyBaHHS YNakoBKU
nikapcbkoro 3acoby LoAo
3a3HaYeHHs MDXHapOAHNX
no3HayYeHb OAVHWLb BUMIPOBaHHS
99. IHCYMAH KOMB CycneHsisi oNns iH'ekLiid, TOB "CaHodi- Ykpaina Brpo6HMLTBO 3a HimewunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/9530/01/01
25® 100 MO/mn; ans ABeHTiC YkpaiHa" NMOBHUM LNK/IOM: YkpaiHa marepianis: 3MiHW | TUMY - 3MiHK

BMpo6HMKa CaHogi-
ABeHTiC [oiiunaHg
6X, HimeuunHa: Nel,
Ne 5 (no5mny
chnakoHi; no 1 a6o no 5
dh1aKoHIB y KapTOHHIi
Kopo6ui); Ne 5 (5x1), Ne
10 (5x2) (no3 mny
KapTpuaXi; LOfATKOBO Y
KapTpuaK BMileHi 3
mMeTaneBux Kynbku; no 5
KapTpuaxis y 6nictepi,
no 1 abo no 2 6nictepn
Y KapTOHHiIli kopobLi);
Ans BupobHuka TOB
«®Papma alid»,

CaHocpi-ABeHTiC
Hoiunang MvoéX,
HimeuuunHa;
BunpobHMuTBO 3
nakysaHHs in bulk
ipMun-BUPOGHUKA
«CaHogi-ABEHTIC
[Loiunang Mi6X»,
HimeuuunHa,
BTOPUHHE
nakyBaHHs,

KOHTPO/1b Ta BUNYCK

cepii: TOB "®apma
Naiidy", YkpaiHa

Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHKX

npo cucTemy chapmakoHarnsgy,

3MiHa YyNOBHOBaXEHOI 0Cco6H,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0cobu 3 hapmakoHarnsgy
3asBHUKA A5 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLio
BOHa BigMiHHA Bif, yNOBHOBaXXEHOI|
ocobu, BignoBifanbHOI 3a
3[jiicCHeHHs1 hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YkpaiHa: Ne 5 (o 5 mny Ta/abo 3MiHW y PO3MILLEHHI
dhnakoHi; no 5 dpnakoHis MacTep-caiina cucremm
Y KapTOHHii kopobu); Ne thapmakoHarnsgy) - 3miHa
5 (5x1) (mo 3 mny YMOBHOB&XEHOT 0CObM 3as1BHMKA,
KapTpuaxi; [oAaTKOBO Y BignoBiganbHOI 3a
KapTpuaXK BMiLLEeHi 3 thapmakoHarnag.
MeTaneBux Kysbku; no 5 MponoHoBaHa pegakuis:
KapTpuaxis y énictepi, XopakiBcbka TeTsHa
no 1 6nictepy B BsiuecnasiBHa. 3MiHa KOHTaKTHUX
KapTOHHI Kopobui); Ne 5 [aHVX YNOBHOB&XEHOI 0co6u
(no 3 Mn'y KapTpuaXi, 3asBHVKa, Bi4NOBiAa/IbHOT 38
BMOHTOBaHOMY B chapmakoHarnsg,
0fIHOPa30BY LUMNPUL-
pyuky ConoCrap® (6e3
rofIoK ANs iH'eKLii);
[08aTKOBO Y KapTpuapK
BMilLleHi 3 MeTaneBnx
KynbKu; no 5 wnpuu-
PY4OK B KApPTOHHIl
KOpo6Lii)
100. | IHCYMAH PANIA® pO3unH ANa iH'ekuin, 100 TOB "CaHodi- YkpaiHa CaHodi-ABeHTIC Himeuunna/ BHECEHHS 3MiH 10 peecTpaLjiiiHux | 3a peyenmom UA/9531/01/01
MO/mn, ans BUpo6HUKa ABeHTiC YkpaiHa" [Hoiunang MvoéX, YkpaiHa marepianis: 3MiHW | TUMY - 3MiHK

CaHochi-ABeHTiC
[Joinunang MrmoéX,
HimeyumHa: Nel, Ne 5
(no 5 mn y chnakoHi; no
1 a6o no 5 dhnakoHis y
KapTOHHIA kopobui), Ne 5
(5x1), Ne 10 (5x2) (no 3
My KapTpuaxi; no 5
KapTpuaxiB y 6nictepi,
no 1 a6o no 2 6nictepu
Y KapTOHHI kopobu); Ne
1 (no 10 mn y chnakoHi;
nol cpnakoHy y
KapTOHHI Kopob6u); ans
BMpoGHMKa TOB
«Papma fMaiid»,
YkpaiHa: Ne 5 (no 5 mny
chnakoHi; no 5 chnakoHiB
Y KapTOHHIli kopobLi); Neo
5((x1) (no3mny
KapTpuaxi; no 5
KapTpuaxis y énictepi,
no 1 6nictepy B
KapTOHHI kopobui); Ne 5
(no 3 Mn 'y KapTpuaXi,
BMOHTOBaHOMY B
0fIHOPa30BY LUNPULI-

HimeyunHa
(BMpPOGHMLTBO 3a
NMOBHUM LMK/IOM);

TOB "®APMA
NAN®", Ykpaina
(BMPOGHMLTBO 3

nakyBaHHs in bulk
ipMn-BUPOGHMKa
"CaHodpi-ABeHTIC
Hoiunang rmex",

HimeuuunHa,

BTOPUHHE

nakyBaHHS,

KOHTPO/b Ta BUMYCK
cepii)

ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHUX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cucTemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34ICHEHHSA
hapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXEHOT
ocobwu, BiAgnoBifanbHOI 3a
3AjiCHeHHs1 hapMakoHarnagy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) -3miHa
YMNOBHOBaXEHOT 0COOM 3as1BHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BauvecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3as1BHVKA, BifnoBiaa/bHOI 3a
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
pyuky ConoCrap® (6e3 thapmakoHarnag,
ronoK Ans iH'ekuiid); no 5
LUMPULL-PYYOK B
KapTOHHI Kopobui); Ne 1
(no 10 mn y ¢pnakoHi; no
1 h1akoHy Y KapTOHHIlA
Kopo6u,i)
101. | IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16235/01/01
FEKCA™I/INFANRIX | IPV) ans iH’ekuin no 0,5 Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3miHu | Tuny -
HEXA™ mn (1 posa) Ta BVAAJIEHHS i3 3aTBEpAKEHOT
KOMBIHOBAHA niocpinizat (Hib); 1 cneumaikauii gnsa BakumHu (Final
BAKUUHA And nonepeaHL0 Bulk vaccines) BunpobyBaHHs Ans
MPO®INTAKTUKN HarnoBHeHN avLesnioAPHOro KOMMOHEHTY «in-
DUNOTEPII, oaHopasoBuii Wwnpu, (No vivo histamine sensibilization
NMPABLA, 0,5wmn (1 go3a)) y test/Residual pertussis toxin
KALUMHOKY KOMM/EKTi 3 ABOMA activity (at 40C)», wo
(ALENMIONAPHNIA rofikamv Ta oNakoH 3 NPOBOAUTLCA HA MULLIAX.
KOMMOHEHT), niocpinizatom (Hib) gnsa BHeceHHs pefakuiliHnx npaBokK go
FENATUTY B, 1 f03K, WO 3MilyThCA po3ginis 3.2.P.5.1, 3.2.P.5.2,
nonioMIeENITY TA nepes BUKOPUCTaHHAM 3.2.P.53,3.2P.56
3AXBOPIOBAHDb, (wnpwy, 3 ronKkamu
3bYAHNKOM 3aKpUTi TYMOBUMY
AKUX € KoBMaykamu); [Bi rosiku
HAEMOPHILUS (opHoro po3swmipy),
INFLUENZAE TUMY | wnpuy Ta donakoH
B repMeTMYHO 3anakoBaHi

y NNacTyKoBuii
KOHTeliHep; no 1 a6o no
10 nnacTmkoBmx
KOHTEHepIiB Y KapTOHHI
Kopobui; 1 nonepeaHbO
HanoBHeHW
0fHopas3oBwuiA WNpuy, (no
0,5 mn (1 gosa)) y
KOMNNEeKTi 3 ABOMa
rofikamv Ta oNakoH 3
niodgpinizatom (Hib) gns
1 f03w, WO 3MillyTbeA
nepes, BUKOPUCTAHHAM
(Wwnpwy, 3 ronkamu
3aKpUTi TyMOBVMM
KoBnaykamu); ABi ronkun
(ogHoro posmipy),
wnpuy, Ta ch1akoH
repMeTMyHO 3anakoBaHi
y NNacTKoBWiA
KOHTeliHep; no 1 a6o no
10 nnacTmkoBmx
KOHTENHEPIB Y KApTOHHIl
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui
102. | IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/16235/01/01
FEKCA™I/INFANRIX | IPV) ans iH’ekuiin no 0,5 Ekcnopt flimiteq BpuTanis Bionomxikans C.A. marepianis: 3MiHu | TUNY - 3MmiHa
HEXA™ mn (1 posa) Ta KpUTEpIt0 MPUAHATHOCTI ANs
KOMBIHOBAHA niocpinizat (Hib); 1 BUNPOBYBAHHSA rPaHNYHOro
BAKUWHA And nonepegHL0 3HaueHHs1 amoHito (Limit test) B
MAPO®ITAKTUKN HarnoBHeHN cneuudikauii Ha roToBuiA NPOAYKT
DUNOTEPII, oaHopasoBuii wnpu, (No Al (OH)3 y BignosigHoCcTi f0
NPABLA, 0,5 mn (1 gosa)) y MoHorpadii Ph.Eur 1664
KALUMOKY KOMM/EKTi 3 ABOMA Aluminium hydroxide, hydrated, for
(ALENMIONAPHNIA rofikamvi Ta oNakoH 3 adsorption; 3anponoHoBaHo: Not
KOMMOHEHT), niocpinizatom (Hib) gnsa more than 50 ppm. BHeceHHs
FENATUTY B, 1 f03K, WO 3MilyThCA pefakuifiHuX NpaBoK A0 po3ainis
nonioMIeENITY TA nepes BUKOPUCTaHHAM peecTpauiiHoro gocke 3.2.P.4.1,
3AXBOPIOBAHDb, (wnpwy, 3 ronKkamu 3.2.P.4.2, 3.2.P.4.3; 3MiHu | TUny -
36YAHNKOM 3aKpWTi TYMOBUMY BUAAJTIEHHS i3 cneumdikayii gns
AKUX € KoBMaykamu); [Bi rosiku KiHLeBoro npoaykty Al (OH)3
HAEMOPHILUS (opHoro po3wmipy), BunpobysaHHsA Nitrogen content
INFLUENZAE TUMY | wnpwy Ta donakoH test y BignoBigHocTi A0
B repMeTMyHO 3anakoBaHi MoHorpadii Ph.Eur. 1664
y NNacTyKoBuii Aluminium hydroxide, hydrated, for
KOHTeliHep; no 1 a6o no adsorption
10 nnacTmMkoBmx
KOHTEHepIiB Y KapTOHHI
Kopobui; 1 nonepeaHbO
HanoBHeHW
0fHopas3oBwuiA WNpuy, (no
0,5 mn (1 gosa)) y
KOMNNEeKTi 3 ABOMa
rofikamv Ta oNakoH 3
niocpinizatom (Hib) gns
1 fo3w, WO 3MillyTbeA
nepeg, BUKOPUCTAHHAM
(Wwnpwy, 3 ronkamu
3aKpUTi TyMOBVMM
KoBnaykamu); ABi ronku
(ogHoro posmipy),
wnpuy, Ta dh1akoH
repMeTMyHO 3anakoBaHi
y NNacTKoBWiA
KOHTeliHep; no 1 a6o no
10 nnacTmkoBmx
KOHTEHepIB Y KapTOHHIlA
Kopobui
103. | IHOAHPUKC™ INB | cycneHnsisa (DTPa-IPV) nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/15832/01/01
XIB | INFANRIX™ Ans iH'ekuii no 0,5 mn (1 Ekcnopt NimiTeq BpuTtaHis Bionomxkikans C.A. mMaTtepianis: 3MiHu | Tuny -

IPV HIB
KOMBIHOBAHA
BAKLWMHA AN

[03a) Ta nioginisar
(Hib); cycneHsia (DTPa-
IPV) ans iH'ekujin no 0,5

BUJANEHHS i3 3aTBEPLKEHOT
cneundikauii ansa sakymHm (Final
Bulk vaccines) Bunpo6yBaHHs Anisi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MNPO®ITAKTUKN mn (1 posa) y avLesoApHOro KOMMOHEHTY «in-
DUNOTEPII, nonepegHL0 vivo histamine sensibilization
NMPABLSA, HanoBHEHOMY test/Residual pertussis toxin
KALUTOKY 0HOPa30BOMY LUMPUL activity (at 40C)», wo
(ALEIONAPHNIA Nel y komniekTi 3 NPOBOAUTLCA Ha MULLIAX.
KOMMOHEHT), [BoMa ronikamu ta BHeceHHs pefakuiliHix npaBok Ao
MNONIOMIENITY TA | niodpinizart (Hib) y po3ginis 3.2.P.5.1, 3.2.P.5.2,
3AXBOPIOBAHb, dhnakoHi Nel, wo 3.2.P.5.3,3.2.P.5.6.
3bYAHNKOM 3MILLYIOTLCA Nepes,
AKX € BUKOPUCTaHHAM: no 1
HAEMOPHILUS nonepeaHL0
INFLUENZAE TUMY | HanoBHeHOMY
B OfIHOPa30BOMY LUMPULLY
y KOMMNeKTi 3 ABOMa
ronkamu Ta 1 dpnakoHom
3 niodpinizatom (Hib) y
BaKyyMHill CTEpUNbHIl
ynakosui; no 1
BaKyyMHill CTEpUNBHIN
yNaKoBLi y KAPTOHHii
KopoobLi
104. | IHOAHPUKC™ CyCneHsis ANns iH'ekuii nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpavLiiiHnX 3a peyenmom UA/15120/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn) y Ekcnopt NimiTeq BputaHis Bionompxikans C.A. MaTepianis: 3MiHu | Tuny -
BAKUWHA And nonepeaHLo BUAAIEHHS i3 3aTBEPAKEHOT
MPO®ITAKTUKN 3anoBHeHOMy LwnpuLi Ne cneundikauii ansa BakymHm (Final
DUNOTEPII, 1y KOMM/IEKTi 3 OfHiet0 Bulk vaccines) Bunpo6yBaHHs 4151
NPABLA, abo gBoma ronkamu: no avLenNtonApHOro KOMMOHEHTY «in-
KALUMOKY 1 nonepegHb0 vivo histamine sensibilization
ALUENONAPHA HanoBHEHOMY LUNpULY Y test/Residual pertussis toxin
OYULLEHA KOMMAEKTi 3 0fHieto abo activity (at 4 0C)», wo
IHAKTUBOBAHA ABOMa ronikamu y NPOBOAUTLCA Ha MULLIAX.
PIOKA nnacTMKoBomy BHeceHHs pefakLiliHix NnpaBoK A0
KOHTelHepi; no 1 po3ginis 3.2.P.5.1, 3.2.P.5.2,
naacTUKoBOMY 3.2.P.5.3,3.2.P.5.6.
KOHTEiHepy B KapTOHHIl
Kopobui
105. | IHOAHPUKC™ CycneHsist ANns iH'ekuiii nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbria BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/15120/01/01
KOMBIHOBAHA no 1 aosi (0,5 mn) y Ekcnopt NimiTeq BpuTtaHis Bionopxikans C.A. marepianis: 3mMiHu | TUNy - 3MiHa
BAKUVHA And nonepeaHL0 KpUTEpIt0 NPUAHATHOCTI ANs
MPO®ITAKTUKN 3anoBHeHOMY LwnpuLi Ne BMNPOOYBaHHA rpaHN4YHOro
ONDTEPII, 1y KOMMEKTi 3 OfHiet0 3HauYeHHs amoHito (Limit test) B
NPABLA, abo gBoma ronkamu: no cneumdikauii Ha roToBuii NPOAYKT
KALLUJTHOKY 1 nonepefHbO Al (OH)3 y BignosigHoCTI f0
ALUENONAPHA HanoBHEHOMY LUNpULY Y MoHorpadii Ph.Eur 1664
OYMLLEHA KOMMAEKTi 3 ofHieto abo Aluminium hydroxide, hydrated, for
IHAKTUBOBAHA ABOMa ronkamu y adsorption. 3anponoHoBaHo: Not
PIOKA nnacTMKoBomy more than 50 ppm. BHeceHHs
KOHTeliHepi; no 1 pefakLuifiHuX NpaBoK A0 po3ginis
naacTUKOBOMY peecTpadjiiHoro aocbe 3.2.P.4.1,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTEiHepY B KApPTOHHIl 3.2.P.4.2, 3.2.P.4.3; 3miHun | TUmy -
KopoobLi BUAaNEHHS i3 cneumadikaii s
KiHLeBoro npoaykty Al (OH)3
BunpobysaHHsA Nitrogen content
test y BignosigHoOCTI A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
106. | ICNA-MOOC nacTuakm no 80 Mr no MpAT "Hatypdapm" Ykpaina Bongep HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/2188/01/01
10 nacTunok y 6nictepi; ApuHaiimitTTens marepianis: 3MiHW | TUMY - 3MiHK
no 3 6nictepu B m6X & Ko. KT, Lofo 6e3nekn/edpekTMBHOCTI Ta
KapTOHHI Kopobui HimeuunHa hapmakoHarnsgy - BHECEHHS 3MiH
(BignoBiganbHWiA 3a 00 po3ainy «MapkyBaHHs» MKA
BUPOGHMLTBO n3:
Hepo3acosaHoro 3anponoHoBaHo: MapKyBaHHS.
NPOAYKTY); 3rifHO 3aTBEpPL)KEHOrO TEKCTY
EHrenbrapg MapKyBaHHS. 3MiHN BHECEHi B
ApuHarimiTTens TEKCT MapKyBaHHS yNakoBKu
v6X & Ko. KT, nikapcbkoro 3acoby woa0
HimeyunHa 3a3HaYeHHs MDKHapOAHNX
(BignoBiganbHuii 3a no3HaYeHb OAVHWLb BUMIPOBAHHS
BWMNYCK Cepil,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1)
107. | nopg pO34uH Ans TOB "MEAJIEB" Ykpaina TOB "MEANEB" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/18027/01/01
30BHILUHLOTO mMarepianis: 3miHu Il TMny - 3MiHM 3
3acTocyBaHHs, akocTi. A®l. BupobHuuTBOo. 3MiHa

cnupToBmii 5% no 10 mn
abono 20 mny
dhnakoHax cknsiHUx abo
noniMepHux

BMPOBHUKA BMXiAHOrO/MPOMIXXHOrO
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpo6HUYOMY npoueci AdDl, abo
3MiHa BMPOGHWMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sIKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
[ocbe)(BBEAEHHA HOBOMO
BMpOGHUKa APl 3 HaAaHHAM
MacTtep-chaiina Ha AdI) -
BBE/EHHS HOBOTO BMPOGHMKA Ans
A®I Vlog SQM S.A., Yuni 3
HaZaHHAM maiicTep-chalina Ha
A®|. 3anponoHoBaHo: ORGANICA
Feinchemie GmbH Wolfen,
HimeyunHa SQM Industrial S.A.,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Yuni
108. | Mopg pO34uH Ans TOB "MEAJIEB" Ykpaina TOB "MEANEB" YkpaiHa BHECEHHS 3MiH [10 peecTpaviiiHnx 6e3 peyenma UA/18027/01/01
30BHILUHLOTO marepianis: 3MiHN | TUMY - 3MiHW
3acTocyBaHHS, Loao 6e3nekn/edeKTMBHOCTI Ta
cnupToBuii 5% no 10 mn hapmakoHarnagy - OHOBMEHHS
abono 20 mny TEKCTY MapKyBaHHS YNakoBKu
chnakoHax CKIsHUX abo NiKapcbKoro 3acoby 3 BHECEHHAM
noniMepHux iHbopmauii Woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl
109. | KANIETPA pO34uH Ans E66BI LLiBeiiuapis "AECIKA Benunko6puT | BHECEHHS 3MiH [0 peecTpauiiHnx 3a peyenmom UA/6998/02/01
nepopasibHoro BiochapmacbioTikan3 KBIHBOPO NTA", aHis/ marepianis: 3miHu | Tuny -
3acTocyBaHHs o 60 mn 6X BenukobpuTaHis HimewunHa/ AOMiHICTpaT1BHI 3MiHW. 3MiHa
y thnakoHi; no 5 (NOBHWIA LUKN CWA HalimeHyBaHHs Ta/abo agpecu
h/1aKOHIB Y KapTOHHIi BMPOGHMLTBA); 3asBHMKa (BNacHvka
Kopoobui E66Bi [loinuneHg peecTpaviiHOro NocBigYEHHST).
m6X i Ko. KT, 3MiHa agpecu 3asBHUKa
HimeuunHa (BnacHuKa peecTpauiitHoro
(anbTepHaTMBHWMIA NOCBIJYEHHS).
BUPOBHUK
BiANOBIAaIbHNIA 3a
TecTyBaHHA Ta
BUNycK cepii); E66BI
IHK., CLLA
(anbTepHaTMBHWMIA
BUPOBHUK
BiANOBIAaIbHNIA 3a
BMPOGHMLTBO
niKkapcbKoro 3acoby,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs); E66BI
IHK., CLLA
(anbTepHaTMBHWMIA
BUPOBHUK
BiANOBIAaIbHNIA 3a
TECTYBaHHS)
110. | KANbLUIO PO34nH ANs iH'ekuiid, 100 TOB "lOpia-®apm"” YkpaiHa TOB "lOpia-®Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx | 3a peyenmom UA/14306/01/01
FNHOKOHAT mr/mn, no 5 mn B marepianis: 3MiHW | TUMY - 3MiHK

amnyni, no 5 amnyny
KOHTYPHI1 YapyHKOBIlA
yNakoBLj; MO 2 KOHTYPHI
YapyHKOBi YNakoBKW Y
nauyuj; no 10 mn B
amnyni, no 5 amnyn'y
KOHTYPHIli YapyHKOBIl

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - BHECEHHsS 3MiH
00 po3giny “MapkyBaHHs” MKA
n3:
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEpPAKEHOr0 TEKCTY
MapKyBaHHsl. 3MiHM BHECEHIi B
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YNakoBLii; N0 2 KOHTYPHi TEKCT MapKyBaHHS ynakoBKu
YapyHKOBI YNaKkoBKU y nNiKapcbkoro 3acoby oo
nauuj 3a3HauYeHHs MXXHapOAHUX
no3HayeHb OAMHULb
BMMIipIOBaHHS. BBeeHHs 3MiH
npoTArom 6-t1 MicAuis nicns
3aTBEPAKEHHS
111. | KAMIAEHT- renb Ans poTosol ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/3310/01/01
340POB'A NOpPOXHWHK, Mo 10 r abo obmexeHor 06MexeHo marepianis: 3MiHN | TUNY - 3MiHa
20 r y Ty6i; no 1 1y6i y BiAMNOBIAA/ILHICTIO BiANOBIAA/LHICTIO Ha3Bu Ta agpecu BUpo6HuKa AdI.
KapTOHHIlA KOpooLi "GapmaueBTuyHa "®apmaueBTnyHa 3anponoHosaHo: GUFIC
KomnaHis "3gopos'a" KomnaHis "3gopos'a” BIOSCIENCES LTD., India N. H.
No. — 8, Nr. GRID, KABILPORE -
396 424, NAVSARI, India; 3MiHu |
TUMY - BHECEHHS 3MiH Y MeToaun
BunpobyBaHHA A®I NigokaiHy
rigpoxnopug 3a nokasHMKoM
"3anmLuKoBa KinbKiCTb OpraHiyHnx
PO34YMHHKKIB", 30KpeMa: 3MiHN B
nNpo6oniAroToBLi PO34MHIB, 3MiHV B
ymoBax xpomarorpagiuHoi
CMCTEMU Ta PO3PaxyHKOBUX
dhopmynax, 3a3HauyeHHs
[04AaTKOBMX NapameTpis
XpomarorpagivyHoi cuctemm
112. | KAPAIONIH Kpanni ans TOB "YkpaiHcbka Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/5676/01/01
nepopanibHOro hapmaueBTMyHa akuioHepHe marepianis: 3MiHW | TURY - 3MiHK
3acTocyBaHHA no 30 mn KomMnania" TOBapucTBO "bionik" Lwoao 6e3nekn/edeKTBHOCTI Ta
a60 50 mn y chnakoHi; hapmakoHarnsgy - 3MiH1 BHeCeHi
no 1 donakoHy B nayw 3 B TEKCT MapKyBaHHS YNakoBKu
KapTOHY nikapcbKoro 3acoby LoAo
3a3HaYeHHs MDXKHapOAHNX
no3HayeHb OAVHWLb BUMIPOBaHHS
113. | KBETIMIH TabneTku, BKpUTI dapmacaiiHc IHK. KaHapa dapmacaiHc IHk. KaHnapa BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/12146/01/01

060/10HKO0, MO 25 Mr,
no 10 TabneTtok y
6nicTepi; no 3 6nictepu
B KAPTOHHIlA KOpOGL

marepianis: 3MiHW | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSM
iHbopmauii Wwoao 3a3HaYeHHs
OAVIHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs1 3MiH o po3giny
MKSA: Mpadmueckoe ochopmieHve
ynakoBku. MponoHoBaHa
pefakuisi: MapkyBaHHs. Y
BifNOBIAHOCTI i3 3aTBEPMKEHUM
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TEKCTOM MapKyBaHHS.
TepMiH BBEEHHS 3MiH: MPOTAroM
6 micauiB 3 faTn 3aTBEPKEHHSA

114.

KBETIMIH

TabneTku, BKpUTI
060/10HKOt0, MO 100 Mmr,
no 10 TabneTtok y
6nicTepi; no 3 6nictepu
B KapTOHHIi Kopo6Lyi

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS

TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH o po3giny

MKS: I'pachmueckoe ocopmneHve

ynakoBku. MponoHoBaHa
pefakuisi: MapkyBaHHs. Y
BiANOBIAHOCTI i3 3aTBEPAKEHNM
TEKCTOM MapKyBaHHS.

TepMmiH BBELEHHS 3MiH: MPOTArOM

6 MicsUiB 3 AaTK 3aTBepPAKEHHS

3a peyernmom

UA/12146/01/02

115.

KBETIMIH

TabneTtku, BKPUTI
060/10HKO0, No 200 wmr,
no 10 Tabnetok y
6nictepi; no 3 6nictepu
B KapTOHHIi kopo6Lyi

dapmacaiiHc IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsay - OHOB/IEHHS

TEeKCTYy MapKyBaHHs ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii woa0 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BHeceHHs 3MiH o po3gainy

MK®A: Mpadmueckoe ochopmnieHme

ynakoBku. MNponoHoBaHa
pefakuis: MapkyBaHHs. Y
BiANOBIAHOCTI i3 3aTBEPAKEHUM
TEKCTOM MapKyBaHHS.

TepMiH BBEEHHS 3MiH: MPOTAroM

6 micsaUiB 3 AaTK 3aTBEPAKEHHS

3a peyenmom

UA/12146/01/03

116.

KBETIMIH

TabneTkn, BKPUTI
o060n0Hkoto, no 300 wmr,
no 100 TabneTok y
onakoHax

dapmacaiHc IHK.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH 40 peecTpaLiiHnx
marepianis: 3mMiHW | TUNY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/IEHHS

TEKCTy MapKyBaHHS yNaKkoBKu
niKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

MK®A: Mpadmnueckoe ochopmnieHme

ynakoBku. [ponoHoBaHa
pefakuis: MapkyBaHHs. Y
Bi4MOBIAHOCTI i3 3aTBEPAKEHUM
TEKCTOM MapKyBaHHS.

3a peyenmom

UA/12146/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TepMmiH BBELLEHHS 3MiH: MPOTArOM
6 MicsaUiB 3 AaTN 3aTBEepPAKEHHS
117. | KETOTU®PEH Tabnetku no 1 mr, no 10 AT "Cogpapma” Bonrapis BupobHmyTBO Bonrapis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/5512/01/01
CO®PAPMA Tabnetok y 6nictepi; no Hepo3dacoBaHoi YkpaiHa marepianis: 3MiHa 3asBHMKa

3 6nicTepu B KAPTOHHIl
nauuj

NpoAayKLUii, NepBnUHHa
ynakoska abo
BMPOGHULITBO 3a
MOBHUM LIMIK/TOM:
AT "Codpapma”,
Bonrapis;
BTopvHHa ynakoBka,
[03BiN Ha BUMYCK
cepii abo
BMPOBHMLTBO 3a
NOBHUM LK/TOM:
AT "BITAMIHN",
YkpaiHa

(BnacHvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO
BOHa BiMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag. [livoua pegakuis:
BiniHcbka finis KOp'iBHa.
MponoHoBaHa peaakuis:
CseTtnaHa Cnacosa / Svetlana
Spasova. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3gjlicHeHHs chapmakoHarnagy B
YkpaiHi. lponoHoBaHa pefakuis:
[Joporita KatepuHa tOpiisHa.
BBefleHHs1 KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a hapmakoHarnsg B Ykpaii.
3MiHa Micusa 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLie3HaxomKeHs macTep-
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thaiina cuctemun chapmakoHarnsgy
Ta loro Homepa; 3MiHu | Tny -
AOMiHICTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLS MPOBaMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKIOUaUn
AinbHULI BUNYCKy cepii abo micue
NpOBeLEHHS KOHTPOJTHO AKOCTI.
(misnbHicTb, 3a Ky BignoBifae
BMpPOGHUK/IMNOpTep, BKIOYaKUU
BUMYCK Cepilf) - 3MiHa HanucaHHsA
HalilMeHyBaHHS Ta afpecu micus
NPOBaKEHHS AiSNIbHOCTI
BUpo6HuKa N3 AT "Codpapma’,
Bonrapis, BignosiganbHOro 3a
BUPOGHMLTBO Hepo3gdacoBaHoi
NpoAyKLuii, NepPBUHHY YNakoBky abo
BMPOOGHMLITBO 3@ MOBHUM LIMK/IOM
aHrnifcbKo MOBOID, 63 3MiHN
MiCLst BUPO6HULITBA

118.

KETOTU®EH
CODAPMA

Tabnetkn no 1 mr, in
bulk Ne 4240: no 10
Tabnetok y 6nictepi; no
424 6nictepn y
noninponisieHoB.i

kopo6ui; in bulk Ne 4000:

no 10 Tabnetok y
6nictepi; no 400
6nictepiB y
noninponisieHoBI
Kopobui

AT "Codpapma"

Bonrapis

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
mMartepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpaduiiHoro

nocBeigyeHHs) (3rigHo Hakasy MO3

Bifg 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHus abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy apmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo

BOHa BifMiHHA Bif, yNIOBHOBaXEHOI

ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
hapMakoHarnsg. Jitoya pegakuist:

UA/12632/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiniHcbka Ninis KOp'iBHa.
MponoHoBaHa peaakuis:
CseTtnaHa Cnacosa / Svetlana
Spasova. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a 3[jlicHeHHs chapmakoHarnagy B
YkpaiHi. ponoHoBaHa pefakuis:
[Joporita KatepuHa tOpiisHa.
BBefleHHs1 KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUTbHOI
3a hapmakoHarnsg B Ykpaii.
3MiHa Micus 3AiICHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLie3HaxomKeHss macTep-
thaiina cuctemu chapmakoHarnsgy
Ta iloro Homepa; 3MiHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCL NPOBAKEHHSA AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AinbHULI BUNYCKY cepii abo mice
NPOBeAEHHA KOHTPOJIO SIKOCTI.
(misnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNIOPTEp, BKIKOYAOUM
BWMYCK CEePiii) - 3MiHa HanMcaHHs
HaliMeHyBaHHS Ta agpecu Micus
NPOBaKEHHA AiANbHOCTI
BMpoG6HuKa M3 AT "Codhapma”,
Bonrapis, BignosiganbHoro 3a
BUPOBHMLTBO HEpo3dacoBaHoi
NpoAyKLuii, NepB1HHY yNakoBKy abo
BMPOGHMLITBO 3@ MOBHUM LIMK/IOM
aHrniicbkoto MoBoto, 6e3 3MiHN
MicLst BUPOGHNLITBA

119.

KOH®YHAYC®

Tabnetku no 25 mr/250
mr no 10 TabneTok y
6nicTepi, no 10
6nicTepiB y KAPTOHHIl
ynakoBLi

KYCYM XENTXKEP
NBT ATA

IHais

KYCYM XE/ITXKEP
NBT NTA4

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
HaHeCeHHs po3MnoAiNbyoi PUCKN Ha
Tabnetkn. BBegeHHs 3MiH
npoTArom 6-T1 MicAuis nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHa hopmMu NikapcbKOro 3acoby.
3anponoHoBaHo: Mnacki TabneTku
y dhopmi MmeTenuka Big 6i10oro go

3a peyenmom

UA/18054/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Mavixe 6isioro konbLopy, 3
rNBOKOIo NiHiED po3nomy 3
Of1HOTO 6OKY | HOPM&/ILHOIO NiHIE
po3nomy 3 iHworo 6oky. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
BHECEHO YTOYHEHHSA CTOCOBHO
TUNY HEpPYyXoMoi hasu
XpomMaTtorpacdiyHoi KONOHKK, Lo
BUKOPVCTOBYETLCA [/159 MOKA3HUKIB
«Po3unHeHHs» Ta «KinbkicHe
BU3HaYeHHA» (MeTog BEPX €®
2.2.29) BignoBigHO A0 maTepiasnis
peecTpauiiHoro Aocbe.
3anponoHoBaHo: pBondapack
C18; 3MiHu | Tuny - 3MiHEHO NIMIT
TecTy «Thickness» B npoveci
BMPOGHNYOrO MpoLecy.
3anponoHoBaHo: Thickness
4.65+0.15 mm (4.50 mm to 4.80
mm)

120.

KOH®YHAYC®

Tabnetku no 25 mr/250
mr, in bulk: no 10
Tabnetok y 6nictepi, no
90 6nicTepiB y
KapTOHHIlA KOpooLi

KYCYM XE/ITXKEP
nBT NT4,

IHais

KYCYM XE/TTXKEP
NBT NTL,

IHais

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
HaHECEHHS PO3MOAiNbYOI PUCKUN Ha
TabneTtkn. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMAKEHHS; 3MiHW | TUNY -
3MiHa hopMu NikapcbKoro 3acoby.
3anponoHoBaHo: Mnacki TabneTku
y chopmi meTenuka Big 6in1oro go
Maiixe 6isoro KonbLopy, 3
rNBOKOI0 NiHIEID Po3omMy 3
O[1HOTO 6OKY | HOPM&/TLHOO NiHIE
po3nomy 3 iHworo 6oky. BBegeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMAKEHHS; 3MiHW | TUNY -
BHECEHO YTOYHEHHS CTOCOBHO
TUNY HepPyXoMmoi hasu
XpomaTtorpacdiyHoi KOMOHKK, Lo
BUKOPVCTOBYETLCA /159 MOKA3HUKIB
«Po3unHeHHs» Ta «KinbkicHe
BM3HaYeHHA» (MeTog BEPX €®
2.2.29) BignosigHo A0 maTepianis
peecTpaLiiHoro Aocbe.
3anponoHoBaHo: pBondapack
C18; 3MiHu | Tuny - 3MiHEHO NIMIT
TecTy «Thickness» B npoveci
BMPOGHWYOrO MpoLecy.

UA/18055/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3anponoHoBaHo: Thickness
4.65+0.15 mm (4.50 mm to 4.80
mm)
121. | KOH®PYHAYC® TabneTku, BKpUTI OpioH KopnopeiiluH DiHNAHAA OpioH KopnopeiiwH, diHnaHgia/ BHECEHHS 3MiH 10 peecTpavLiiiHnX - UA/17292/01/01
TPIO 060/10HKO10, M0 50 PiHNAHAiA: Yecbka mMartepianis: 3MiHK | TUNY - AaHOK
Mmr/12,5 mr/200 wmr; in AnbTepHaTUBHUIA Pecny6nika 3MiHOK NPOMNOHYKTLCA A0

bulk: no 100 TabneTok y
donakoHi, no 60
h/1aKOHIB B KAPTOHHIl
TPaHCMOPTHIl ynakoBLj

BMPOGHVK, LLO
34i/icHI0OE NepBrHHE
Ta BTOPUHHE
nakyBaHHs: OpioH
KopnopeiiLH,
PiHNAHgIS;
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE KOHTPO/Tb
AkocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika

3aTBEPMAKEHHS 3MiHN B
cneumaikalii Ha MOMEHT BUMNYCKY,
a came — 3BY)XXEHHS JOMyCTUMUX
MeX 15 NPOAYKTiB po3nagy
Kapbigonu. HopmyBaHHs
[OMYCTUMNX MEX A5 NPOAYKTIB
po3naay kapbigonv B
crneungikaLii NpoTArom TepmiHy
npuaaTHOCTI 3a/IMLIaeTbes 6e3
3MiH. MeToguka B1npobyBaHHsA He
3MiHMNack; 3MiHW | TUNY - AaHo
3MiHOK NPOMNOHYKTLCA A0
3aTBEPMAKEHHS 3MiHN B
crneundikaLii Ha MOMEHT BUMYCKY
Ta NPOTAroM TEPMiHY NpUAaTHOCTI,
a came — JOMOBHEHHSA
cneuugikaLii HOBUM NOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs
rigpasvHy» 3 BiANoBigHUM
MEeTOZ0M BUNPOBYBaHHSA; 3MiHU |
TUMY - BUNYYEHHS TECTY
«laeHTudikauis okcugy 3aniza» 3
cneundikaLii Ha TepMiH
npugaTHocTi. BuganeHHs
3a3HayYeHoro nokasHvika 3i
cneundikaLii Ha TepMiH
npuaaTHOCTI 3aABNAETLCA 3
MEeTOH0 YHidhikauii npouecy
KOHTPOO AKOCTi NPOAYKTY ANA
yCiX 3aTBEpPAKEHNX [03
nikapcbKoro 3acoby; 3MiHu | Tuny -
BU/YYEHHS TeCTy «laeHTudikayis
TWUTaHy giokeuay» 3 cneyudpikauii
Ha TepMiH NpUAAaTHOCTI;
3MiHuM | TUNY - B pesynbTaTi
TEXHIYHUX MOMMWOK, JOMYLLEHNX
npu nepeknagi opuriHasbHUX
MEeTOZiB KOHTPOJItO NpU NiAroToBL
MK#A y 2004 Ta 2009 p.p. TekcT
3aTBepaxeHux MKS He BignoBigae
OopuriHaIbHUM MeTofaM KOHTPO/IO
PEeECTPALIHOIO A0CbE, TOMY
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa noAaHa 3 MeTO YCYHEHHS
NOMM/IOK Ta rapMoHi3avii
iHchopmavii Mix opuriHasibHUMK
[OKYMEHTaMu Ta 1X nepexknagom y
MK$; 3miHm | Tuny - npoekt MKA
N3 BUKNageHo Ha yKpaiHCbKy
MOBY
122. | KOH®YHAYC® TabneTtku, BKPUTI OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiiiH, PiHnaHpia/ BHECEHHS 3MiH [10 peecTpaviliHnx - UA/1919/01/01
TPIO 060/10HKO10, M0 50 diHnAHgA: Yecbka marepianis: 3MiHu | TUNy - AaHo
mr/12,5 mr/200 mr; no 30 AnbTepHaTUBHUIA Pecny6nika/ 3MiHOI NPOMOHYTLCSA A0
a60 no 100 TabneTok y BUPOGHMK, L0 YkpaiHa 3aTBEPKEHHS 3MiHV B

thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6uyj;

3[iICHIOE NEPBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
diHNAHAIA;
AnbTepHaTUBHUIA
BMPOGHMK, LLO
3[iICHIOE KOHTPO/b
AKocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnybnika;
AnbTepHaTUBHUIA
BMPOGHVK, LLO
3[iiCHIOE BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI i
BWMNYCK Cepiii:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa

cneumadikaLii Ha MOMEHT BMMNYCKY,
a came — 3BYXKEHHSI J0NYCTUMUX
MeX 151 NPOAYKTiB po3nagy
Kap6igonu. HopmyBaHHs
[OMYyCTUMMX MeX A8 NPOAYKTIB
po3snagy kap6igonv B
cneumdikaLii NPOTArom TepMiHy
NpVAATHOCTI 3a/IMLIAETbCA 6e3
3MiH. MeToavKa BUNpobyBaHHS He
3MiHMNack; 3MiHu | TMNy - gaHo
3MiHOIO NPOMOHYOTLCA [0
3aTBEPAKEHHS 3MiHN B
cneuudikaLii Ha MOMEHT BUMYCKY
Ta NPOTAroM TEPMiHY NPUAATHOCTI,
a came — [JOMOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM
«KinbKicHe BU3HAYeHHS
rigpasuHy» 3 BiANOBiAHUM
MEeTOA0M BUNPOBYBaHHS; 3MiHY |
TUMY - BUNYYEHHS TECTY
«lpaeHTuUikaLis okecugy saniza» 3
cneumdikawii Ha TepMiH
npuaATHOCTI. BuganexHs
3a3HayYeHoro nokasHvika 3i
cneumdikawii Ha TepMiH
NpPVAATHOCTI 3asBNSETHCA 3
MeTOH0 YHidpikaLii npowecy
KOHTPO/IO AKOCTI NPOAYKTY A4S
YCiX 3aTBEPKEHNX [03
nNiKapcbKoro 3acoby; 3miHu | Tuny -
BWIYYEHHS TeCTy «lgeHTucpikauis
TUTaHy giokcmay» 3 cneuudikawii
Ha TepMiH NpuaaTHOCTI;
3MiHuM | TUNY - B pesynbTaTi
TEXHIYHWX NOMWNOK, AONYLLEHNX
npu nepeknagi opuriHasIbHUX
MeTOoZIB KOHTPO/IO NpW NiAroToBL,
MK#A y 2004 Ta 2009 p.p. TEKCT
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3arBepmxeHux MKA He BignoBigae
opuriHaIbHUM MeTofamM KOHTPOI0
peecTpauiiHoro fockLe, TOMy
3MiHa noAaHa 3 MeTO0 YCYHEHHS
NOMMJIOK Ta rapMoHi3avii
iHchopmavii Mix opuriHasibHUMK
[OKYMEHTaMu Ta 1X nepexknagom y
MK$; 3miHm | Tuny - npoekt MKA
N3 BUKNageHo Ha yKpaiHCbKy
MOBY
123. | KOH®YHAYC® TabneTtku, BKPUTI OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiiiuH, PiHnaHpia/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/1919/01/02
TPIO 060/10HKO0, Mo 100 diHnAHgA: Yecbka marepianis: 3MiHu | TUNy - AaHo
mr/25 mr/200 mr no 30 AnbTepHaTVUBHUIA Pecny6nika/ 3MiHOI NPOMOHYTLCSA A0
a60 no 100 TabneTok y BUPOGHMK, L0 YkpaiHa 3aTBEPKEHHS 3MiHV B

thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6ui

3[iICHIOE NEPBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
diHNAHAIA;
AnbTepHaTUBHUIA
BMPOGHVK, LLO
3[iICHIOE KOHTPO/b
AKocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnybnika;
AnbTepHaTUBHUIA
BMPOGHVK, LLO
3[jiiCHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI i
BWMNYCK Cepiii:
ToBapucTso 3
06MeXeHOo0
BiANOBiAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa

cneumadikaLii Ha MOMEHT BMMNYCKY,
a came — 3BYXKEHHSI 0NYCTUMUX
MeX 151 NPOAYKTiB po3nagy
Kap6igonu. HopmyBaHHs
[OMYyCTUMMX MeX A7 NPOAYKTIB
po3snagy kap6igonv B
cneumdikaLii NPOTArom TepMiHy
NpVAATHOCTI 3a/IMLIAETbCA 6e3
3MiH. MeToaunKa BUNpobyBaHHS He
3MiHWMAach; 3MiHW | TUny -
[ONOBHEHHSA cnevudikauii Ha
MOMEHT BUMYCKY Ta NPOTArOM
TEepMiHy NpUAaTHOCTI HOBUM
nokasHukom «KinbkicHe
BU3HAYEHHS TigpasuHy» 3
BiANOBIAHUM METOA0M
BMNPOOYBaHHS; 3MiHM | TUny -
BU/yYEHHS TeCTy «laeHTudikayis
okcuay 3anisza» 3 cneyudikauii Ha
TEepMiH npuAaTHocTi. BuganeHHs
3a3HayYeHoro nokasHvika 3i
cneumdikawii Ha TepMiH
NpPVAATHOCTI 3asBNSETHCA 3
MeTOH0 YHidpikaLii npowecy
KOHTPO/IO AKOCTI NPOAYKTY A4S
YCiX 3aTBEPKEHNX [03
nNiKapcbKoro 3acoby; 3miHu | Tuny -
BWIYYEHHS TeCTy «lgeHTucpikauis
TUTaHy giokcmay» 3 cneuudikawii
Ha TepMiH NpUAATHOCTI; 3MiHK |
TUMY - B pe3ysibTaTi TEXHIYHUX
NOMU/IOK, AOMYLLEHVX NPW
nepeknagi opuriHasibHMX MeTofiB
KOHTpO/It0 npw nigrotosui MKA y
2004 1a 2009 p.p. TEKCT
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3arBepmxeHux MKA He BignoBigae
opuriHaIbHUM MeTofamM KOHTPOI0
peecTpauiiHoro fockLe, TOMy
3MiHa noAaHa 3 MeTO0 YCYHEHHS
NOMMJIOK Ta rapMoHi3avii
iHchopmavii Mix opuriHasibHUMK
[OKYMEHTaMu Ta 1X nepexknagom y
MK$; 3miHm | Tuny - npoekt MKA
N3 BUKNageHo Ha yKpaiHCbKy
MOBY
124. | KOH®YHAYC® TabneTtku, BKPUTI OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiiiuH, PiHnaHpia/ BHECEHHS 3MiH [10 peecTpaviiiHnx - UA/17290/01/01
TPIO 06010HKOt0, N0 200 PiHNAHgIA, Yecbka marepianis: 3miHu | Tuny - B
mr/50 Mr/200 wmr; in bulk: DiHNAHAiA Pecny6nika pe3ynbTaTi TEXHIYHWUX MOMWIIOK,
no 100 TabneTok y AnbTepHaTUBHUIA JonyLeHnx npun nepeknagi

donakoHi, no 60
h/1aKOHIB B KApPTOHHIl
TPaHCMOPTHIl ynakoBLji

BMPOGHMK, LLO
3[iiCHIOE NEpPBUHHE
Ta BTOPVHHE
nakyBaHHS:
OpioH KopnopeiiwH,
PiHNAHAA,
PiHNAHAiA
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE KOHTPO/Tb
AkocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika,
Yecbka Pecnybnika

OpUriHaNIbHNX METOAIB KOHTPOSTHO
npu nigrotosui MKA y 2004 Ta
2009 p.p. TEKCT 3aTBEPLAXEHUX

MKS$ He Bignosigae opuriHa/ibHUM

MeToAam KOHTPO/Io
peecTpauiiHoro Aocbe, TOMY
3MiHa nogaHa 3 METOH YCYHEHHS
NOMW/IOK Ta rapmoHizauii
iHcbopMmaLii MbX opuriHaIbHUMMN

[LOKYMeHTaMu Ta 1X nepeknagom y
MKS$; 3miHu | Tuny - BUNy4YeHHs
TecTy «laeHTudikauia okengy

3asisza» 3 cneymdikalii Ha TepMiH

npuaaTHOCTI. BuganexHs
3a3HayYeHoro nokasHvika 3i

cneumdikawii Ha TepMiH
NPVAATHOCTI 3asBNSETHCA 3
MeTOH0 YHidhikaLii npowecy

KOHTPO/IO AKOCTI NPOAYKTY A4S
YCiX 3aTBEPKEHNX [03
nNiKapcbKoro 3acoby; 3miHu | Tuny -

BWTYYEHHS TecTy «lgeHTucpikauis

TUTaHy giokcmay» 3 cneuudikawii

Ha TepMiH NpuaaTHOCTI.
3MiHM | TUNY - A4AHOK 3MiHO

MPOMOHYIOTLCS A0 3aTBEPAKEHHSN
3MiHKM y po3gini 3.2.P.3.3 Onuc

BMPOBHMYOro npouecy Ta
KOHTPO/II0 npoLecy
peecTpaLiiHoro Aocbe Ha
nikapcbkuii 3aci6 KoHdyHayc
®Tpio, TaBNEeTKMN, BKPUTI
06010HKOt0 Nno 200 mr/50 mr/200
Mr. /19 nonerweHHsA npouecy
BMPOGHMUTBA rpaHyn kapbigonu,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOMiKHOro npoAykTy KoHdyHayc
®Tpio, TabneTkun, BKpUTI
060/10HKO0 M0 200 Mr/50 mr/200
Mr fo6aBieHo Adiana3oH po3Mipy
cuta Big 3,0 MM 20 6,0 MM,
3amicTb cuta 3,0 MM Ha eTani
BOJIOrOi rpaHynsALii;
3MiHu | Tuny - npoekt MKA N3
BUKNAEHO Ha YKpaiHCbKy MOBY
125. | KOH®PYHAYC® TabneTku, BKpUTI OpioH KopnopeiiluH DiHNAHAA OpioH KopnopeiiwH, diHnaHgia/ BHECEHHS 3MiH [0 peecTpavyiiiHnX - UA/17291/01/01
TPIO 060/10HKO10, N0 100 PiHNAHAIA, Yecbka mMartepianis: 3MiHu | TUNY - AaHOK
mr/25 mr/200 wr in bulk: AnbTepHaTUBHUIA Pecny6nika 3MiHOK NPOMNOHYKTLCA A0

no 100 TabneTtok y
donakoHi, no 60
(h/1aKOHIB B KAPTOHHIl
TPaHCMOPTHIl ynakoBLj

BVPOGHVK, LLO
34i/icHI0OE NepBrHHE
Ta BTOPUHHE
nakyBaHHs: OpioH
KopnopeiiLH,
®iHnaHais, KeiHTa -
AHaniTika
C.p.o.,Yecbka
Pecny6nika
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE KOHTPO/Tb
AKOCTI

3aTBEPMAKEHHS 3MiHU B
cneumaikaLlii Ha MOMEHT BUMNYCKY,
a came — 3BY)XXEHHS JoMyCTUMUX
MeX 15 NPOAYKTiB po3nagy
Kapbigonu. HopmyBaHHs
[OMYyCTUMMX MEX AN NPOAYKTIB
po3naay kapbigonv B
crneundikaLii NpoTArom TepmiHy
npuaaTHOCTI 3a/IMLIaeTbea 6e3
3MiH. MeToguka B1npobyBaHHsA He
3MiHMNAack; 3MiHu | Tuny -
[ONOBHEHHA cnevudikauii Ha
MOMEHT BUMYCKY Ta NPOTArOM
TEpPMiHy NpuAAaTHOCTi HOBUM
nokasHukom «KinbkicHe
BU3HAYEHHS TigpasuHy» 3
Bi4NOBIAHUM METOA0M
BMNPOBYBaHHSA; 3MiHW | Tuny -
BU/yYEHHS TecTy «laeHTudikauis
okcuay 3anisa» 3 cneundikadii Ha
TEePMiH npuaaTHocTi. BuganeHHs
3a3HayYeHoro nokasHvika 3i
cneundikaLii Ha TepMiH
npuaaTHOCTI 3aABNAETLCA 3
MEeTOH0 YHidhikaLii npouecy
KOHTPOO AKOCTi NPOAYKTY ANA
yCiX 3aTBEpPAKEHNX [03
nikapcbKoro 3acoby; 3MiHu | Tuny -
BU/YYEHHS TeCTy «laeHTudikayis
TWUTaHy giokeuay» 3 cneyudpikaui
Ha TepMiH NpUAATHOCTI; 3MiHW |
TUNY - B pe3y/bTaTi TEXHIYHUX
NMOMW/IOK, AOMNYLLEHNX NpU
nepeknafi opuriHaibHYX MeToaiB
KOHTPOI0 Npu nigrotosui MKA y
2004 ta 2009 p.p. TEKCT
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3arBepmxeHux MKA He BignoBigae
opuriHaIbHUM MeTofamM KOHTPOI0
peecTpauiiHoro fockLe, TOMy
3MiHa noAaHa 3 MeTO0 YCYHEHHS
NOMMJIOK Ta rapMoHi3avii
iHchopmavii Mix opuriHasibHUMK
[OKYMEHTaMu Ta 1X nepexknagom y
MK$; 3miHm | Tuny - npoekt MKA
N3 BUKNageHo Ha yKpaiHCbKy
MOBY
126. | KOH®YHAYC® TabneTtku, BKPUTI OpioH KopnopeiiluH PiHNAHAIA OpioH KopnopeiiiuH, PiHnaHpia/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/1919/01/04
TPIO 06010HKOt0, N0 200 PiHNAHgIA, Yecbka marepianis: 3miHu | Tuny - B
mr/50 mr/200 mr; no 30 DiHNAHAiA Pecny6nika/ pe3ynbTaTi TEXHIYHWUX MOMWIIOK,
a60 no 100 TabneTok y AnbTepHaTUBHUIA YkpaiHa JonyLeHnx npun nepeknagi

thnakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6ui

BMPOGHMK, LLO
3[iiCHIOE NEpPBUHHE
Ta BTOPVHHE
nakyBaHHS:
OpioH KopnopeiiwH,
PiHNAHAA,
PiHNAHAiA
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE KOHTPO/Tb
AkocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika,
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI i
BWNYCK Cepiit:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"KYCYM ®APM",
YkpaiHa

OpUriHaNIbHNX METOAIB KOHTPOSTHO
npu nigrotosui MKA y 2004 Ta
2009 p.p. TEKCT 3aTBEPLAXEHUX

MKS$ He Bignosigae opuriHa/ibHUM

MeToAam KOHTPO/Io
peecTpauiiHoro Aocbe, TOMY
3MiHa nogaHa 3 METOH YCYHEHHS
NOMW/IOK Ta rapmoHizauii
iHcbopMmaLii MbX opuriHaIbHUMMN

[LOKYMeHTaMu Ta 1X nepeknagom y
MKS$; 3miHu | Tuny - BUNy4YeHHs
TecTy «laeHTudikauia okengy

3asisza» 3 cneymdikalii Ha TepMiH

npuaaTHOCTI. BuganexHs
3a3HayYeHoro nokasHvika 3i

cneumdikawii Ha TepMiH
NPVAATHOCTI 3asBNSETHCA 3
MeTOH0 YHidhikaLii npowecy

KOHTPO/IO AKOCTI NPOAYKTY A4S
YCiX 3aTBEPKEHNX [03
nNiKapcbKoro 3acoby; 3miHu | Tuny -

BWTYYEHHS TecTy «lgeHTucpikauis

TUTaHy giokcmay» 3 cneuudikawii

Ha TepMiH NpuaaTHOCTI.
3MiHM | TUNY - A4AHOK 3MiHO

MPOMOHYIOTLCS A0 3aTBEPAKEHHSN
3MiHKM y po3gini 3.2.P.3.3 Onuc

BMPOBHMYOro npouecy Ta
KOHTPO/II0 npoLecy
peecTpaLiiHoro Aocbe Ha
nikapcbkuii 3aci6 KoHdyHayc
®Tpio, TaBNEeTKMN, BKPUTI
06010HKOt0 Nno 200 mr/50 mr/200
Mr. /19 nonerweHHsA npouecy
BMPOGHMUTBA rpaHyn kapbigonu,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOMiKHOro npoAykTy KoHdyHayc
®Tpio, TabneTkun, BKpUTI
060/10HKO0 M0 200 Mr/50 mr/200
Mr fo6aBieHo Adiana3oH po3Mipy
cuta Big 3,0 MM 20 6,0 MM,
3amicTb cuta 3,0 MM Ha eTani
BOJIOrOi rpaHynsALii;
3MiHu | Tuny - npoekt MKA N3
BUKNAEHO Ha YKpaiHCbKy MOBY
127. | KOH®PYHAYC® TabneTku, BKpUTI OpioH KopnopeiiluH DiHNAHAA OpioH KopnopeiiwH, diHnaHgia/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/1919/01/03
TPIO 060/10HKO10, Mo 150 PiHNAHAIA: Yecbka mMaTtepianis: 3MiHu | TUNy - 3MiHW B
mr/37,5 mr/200 mr no 30 AnbTepHaTUBHUIA Pecny6nika/ | cneuwndikauii Ha MOMEHT BUMYCKY,
abo no 100 TabneTtok y BVPOGHVK, LLO YkpaiHa a came — 3BYXXEHHA A0NnyCTUMUX

donakoHi; no 1 dpnakoHy
B KapTOHHIi kopo6Lyi

34i/icHI0OE NepBrHHE
Ta BTOPUHHE
nakyBaHHs: OpioH
KopnopeiiLH,
PiHNAHgIS;
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE KOHTPO/Tb
AkocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecnybnika;
AnbTepHaTVUBHUIA
BUPOGHMK, L0
3[iICHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI i
BWNYCK Cepiit:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"KYCYM ®APM",
YkpaiHa

MeX 151 NPOAYKTiB po3nagy
Kap6igonu. HopmyBaHHs
[OMYyCTUMMX MeX A8 NPOAYKTIB
po3snagy kap6igonv B
cneumdikaLii NPOTArom TepMiHy
NpVAATHOCTI 3a/IMLIAETbCA 6e3
3MiH. MeToavKa BUNpobyBaHHS He
3MiHWMAach; 3MiHW | TUny -
[ONOBHEHHSA cnevudikauii Ha
MOMEHT BUMYCKY Ta NPOTArOM
TEepMiHy NpUAaTHOCTI HOBUM
nokasHukoMm «KinbkicHe
BU3HAYEHHS TigpasuHy» 3
BiANOBIAHUM METOA0M
BMNPOOYBaHHS; 3MiHM | TUny -
BU/YYEHHS TeCTy «laeHTudikayis
okcuay 3anisza» 3 cneyudikauii Ha
TEepMiH npuAaTHocTi. BuganeHHs
3a3HayYeHoro nokasHvika 3i
cneumdikawii Ha TepMiH
NPVAATHOCTI 3asBNSETHCA 3
MeTOH0 YHidpikaLii npowecy
KOHTPO/IO AKOCTI NPOAYKTY A4S
YCiX 3aTBEPKEHNX [03
nNiKapcbKoro 3acoby; 3miHu | Tuny -
BWTYYEHHS TeCTy «lgeHTucpikauis
TUTaHy giokcmay» 3 cneuudikauii
Ha TepMiH NpuaaTHOCTI;
3MiHuM | TUNY - B pesynbTaTi
TEXHIYHWX NOMWNOK, AONYLLEHNX
npu nepeknagi opuriHasIbHUX
MeTOoZIB KOHTPOSIO NpW NiAroToBL,
MKSA y 2004 Tta 2009 p.p. TekCT
3aTBepAxeHnx MKS He Bignosigae
OpUriHaIbHUM MeToAaM KOHTPOsIH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
peecTpauiiHoro 4ockbe, TOMY
3MiHa noAaHa 3 MeTo0 YCYHEHHS
NOMWOK Ta rapmoHisauii
iHchopmauii Mix opuriHasibHUMK
[OKYMeHTaMu Ta 1X nepexknagom y
MK$4; 3miHu | Tuny - npoekt MKA
'N13 BUKNageHo Ha yKpaiHCbKy
MOBY
128. | KOH®YHAYC® TabneTkun, BKpUTI OpioH KopnopeliluH PiHNAHAIA OpioH KopnopeiiH, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/17293/01/01
TPIO o060n0Hkoto, No 150 PiHNAHgIA: Yecbka mMarepianis: 3mMiHu | TMny - 3MiHK B
Mr/37,5 mr/200 Mr in AnbTepHaTUBHUIA Pecny6nika cneumaikalii Ha MOMEHT BUMNYCKY,

bulk: no 100 TabneTok y
chnakoHi, no 60
(h/1aKOHIB B KApPTOHHiIl
TPaHCMOPTHIl ynakoBLyi

BMPOGHMK, LLO
3[iiCHIOE NEpPBUHHE
Ta BTOPVHHE
nakyBaHHs: OpioH
KopnopeiiH,
PiHNAHAIA;
AnbTepHaTUBHWIA
BMPOGHVK, LLO
3[jiCHIOE KOHTPO/1b
akocTi: KBiHTa -
AHaniTika c.p.o.,
Yecbka Pecny6nika

a came — 3BY)XXEHHS JOMyCTUMUX
MeX 15 NPOAYKTiB po3nagy
Kapbigonu. HopmyBaHHs
[OMYCTUMNX MEX A5 NPOAYKTIB
po3naay kapbigonv B
crneundikaLii NpoTArom TepmiHy
npuaaTHOCTI 3a/IMLIaeTbea 6e3
3MiH. MeToguka B1npobyBaHHsA He
3MiHMNAack; 3MiHu | TNy -
[ONOBHEHHA cnevudikauii Ha
MOMEHT BUMYCKY Ta NPOTArOM
TEpMiHy NpuAAaTHOCTi HOBUM
NoKasHNKOM «KinbKicHe
BU3HAYEHHS TigpasuHy» 3
Bi4NOBIAHUM METOA0M
BMNPOOYBaHHSA; 3MiHW | Tuny -
BU/yYEHHS TecTy «laeHTudikauis
okcuay 3anisa» 3 cneundikadii Ha
TEePMiH npuaaTHocTi. BuganeHHs
3a3HayYeHoro nokasHvika 3i
cneundikaLii Ha TepMiH
npuaaTHOCTI 3aABNAETLCA 3
MEeTOH0 YHidhikauii npouecy
KOHTPOO AKOCTi NPOAYKTY ANA
yCiX 3aTBEpPAKEHNX [03
nikapcbKoro 3acoby; 3MiHu | Tuny -
BU/YYEHHS TeCTy «laeHTudikayis
TWUTaHy giokeuay» 3 cneyudpikauii
Ha TepMiH NpUAAaTHOCTI;
3MiHuM | TUNY - B pesynbTaTi
TEXHIYHNX NOMWMOK, AOMNYLLEHUX
npu nepeknagi opuriHasbHUX
MEeTOZiB KOHTPOJItO NpU NiAroToBL
MK#A y 2004 Ta 2009 p.p. TekcT
3aTBepaxeHux MKS He BignoBigae
OopuriHaIbHUM MeTofaM KOHTPOIO
peecTpauinHoro 4ocbe, TOMY
3MiHa NofaHa 3 MEeTOK YCYHEHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOMW/IOK Ta rapmoHizauii
iHbopMmaLii MibX opuriHaIbHUMMK
[OKYMeHTaMu Ta 1X nepeknagom y
MK$4; 3miHm | Tuny - npoekt MKA
N3 BYKNageHo Ha yKpaiHCbKy
MOBY

129.

KOPCAP® H

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
160 mr/25 wr; in bulk: no
10 kr TabneToK y Millkax

AT "dapmak"

YKpaiHa

BankaHdapma
AynHunusa AT

Bonrapis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy - AaHa 3miHa

BHOCUTLCS Y 3B'A3KY 3 BHECEHHSAM

3MiH O TEKCTY MapKyBaHHs

BTOPWHHOT YNakoBKW NiKapCbKOro

3aco6by in bulk: no 10 kr TabneTok
y MillKax, a came A0 NyHKTY «9.

IHWe». BBeAEHHS 3MiH NPOTArom

6-TN MicALIB Nic/a 3aTBEPAKEHHS

UA/14291/01/01

130.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK 060/IO0HKOIO,
80 mr/12,5 wr; in bulk:
no 10 kr TabneTok y
MiLLKax

AT "dapmak”

Ykpaina

BankaHdapma
AynHunua AT

Bonrapis

BHECEHHS 3MiH [0 peecTpavuiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy - gaHa amiHa

BHOCUTLCSA Y 3B'A3KY 3 BHECEHHAM

3MiH [J0 TEKCTY MapKyBaHHs

BTOPUHHOI YNakoBKMN NiKapCbKoro

3aco6y in bulk: no 10 kr Tabnetok
y MilLKax, a came [j0 NyHKTY «9.

IHWe>». BBEAEHHS 3MiH NPOTArom

6-TN MicALIB NicNA 3aTBEpAKEHHSA

UA/14291/01/02

131.

KOPCAP® H

TabneTkun, BKPUTI
NAiBKOBOK 060/TIOHKOHO,
320 mr/25 wr; in bulk: no
10 kr TabNeToK y Milkax

AT "dapmak”

YkpaiHa

BankaHdapma
AynHnua AT

Bonrapis

BHECEHHS 3MiH 10 peecTpavuiiHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - AaHa 3miHa

BHOCUTBCS Y 3B'A3KY 3 BHECEHHAM

3MiH [0 TEKCTY MapKyBaHHs

BTOPUHHOT YNakoBKM NikapCbKoro

3aco6by in bulk: no 10 kr TabneTok
Y MillKax, @ came A0 MyHKTy «9.

IHWe». BBeAeHHS 3MiH NPOTArom

6-TN MicALIB Nic/1A 3aTBEPAKEHHS

UA/14290/01/02

132.

KOPCAP® H

TabneTku, BKpUTI
NiBKOBOK 060/I0HKOIO,
160 mr/12,5 wr; in bulk:
no 10 kr TabneTok y
MiLLKax

AT "®dapmak”

YKpaiHa

BankaHdapma
AynHnusa AT

Bonrapis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHW | TUMY - 3MiHW
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - gaHa amiHa

BHOCUTbCS Y 3B'A3KY 3 BHECEHHAM

3MiH 10 TEKCTY MapKyBaHHsi

UA/14290/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BTOPWHHOT YNakoBKW NiKapCbKOro
3acoby in bulk: no 10 kr Tabnetok
y MilKax, a came A0 NyHKTY «9.
IHWe». BBEAEHHS 3MiH NPOTArom
6-TN MicALIB NicNA 3aTBEPAKEHHS
133. | KOPCAP® H TabneTkun, BKpUTI AT "dapmak” Ykpaina BankaHdapma Bonrapis BHECEHHS 3MiH [0 peecTpavuiiHnX - UA/14292/01/01
N1iBKOBOK 060/IOHKOLO, Oynunus AT marepianis: 3MiHW | TUMY - 3MiHK
320 mr/12,5 wr in bulk: ofo 6e3nekn/edekTMBHOCTI Ta
no 10 kr TabneTok y hapmakoHarnsgy - gaHa amiHa
MiLLKax BHOCUTBCS Y 3B'A3KY 3 BHECEHHAM
3MiH [0 TEKCTY MapKyBaHHs
BTOPUHHOI YNakoBKMN NiKapCbKoro
3aco06y in bulk: no 10 kr Tabnetok
Y Millikax, @ came A0 MyHKTy «9.
IHWe». BBEAEeHHS 3MiH NPOTArom
6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
134. | KCEM/IIOH® CyCneHsia Ans iH'eKuili TOB "[JKOHCOH i YkpaiHa AHcceH Benbria/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13547/01/01
NposIoHroBaHoi Aji, 100 JXOHCOH YkpaiHa" dapmauesTrka HB, LLiBefuapis marepianis: 3miHu | Tuny -
mr/mn; no 0,5 mn, abo Benbrig; AOMiHICTpaT1BHI 3MiHW. 3MiHa
0,75 mn, a6o 1,0 mn, Cinar AT, HalimeHyBaHHs Ta/abo agpecu
abo 1,5mvny Llseiiuapis 3asBHMKa (BNacHvka
nonepegHbL0 peecTpauiiHOro NocBigYeHHS) -
HanoBHEHOMY LUNpULY; 3MiHa agpecu 3asiBHUKA.
no 1 wnpuuy i 2
ronkamu gns
BHYTPILLHLOM'A30BMX
IH'EKLIN Y KAPTOHHIi
Kopo6ui
135. | NAKTY/IO3A cupon, 670 mr/mn, no MpAT "TexHonor" YKpaiHa MpAT "TexHonor", YkpaiHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/14411/01/01
100 mn1 a6o no 200 mn B YkpaiHa ABCTpIst marepianis: 3MiHW | TUMY - 3MiHK
6aHLuj, o 1 6aHLi pazom (dbacyBaHHs i3 Lwoao 6e3nekn/edeKTMBHOCTI Ta
3 MiPHUM CTaKaH4MKOM Y chopmu in bulk thapmakoHarnsay - OHOB/IEHHSA
nadui 3 KapTOHY ipMU-BUPOBHMKA TEKCTY MapKyBaHHS1 YNaKOBKM
®dpeseHiyc Kabi NikapcbKoro 3acoby 3 BHECEHHSM
AscTpis FTMBX, iHchopmauii LWoAo 3a3HaveHHs
ABCTpIst) OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. TepMiH BBEJEHHS 3MiH -
npoTArom 6 micAuis nicns
3aTBEPAKEHHS
136. | TAMAN® Tabnetku no 25 mr no 10 AJNIKANOIQ AL Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/9679/01/01
Tabnetok y 6nictepi, no Ckon'e MiBHiuHa Ckon'e MiBHivHa marepianis: 3miHu | Tuny -
3 6nictepu y navyj 3 MakenoHis MakeoHis | nogaHHs OHOBMIEHOro cepTudiikata

KapToHy

BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2009-
162-Rev 02 ans Aitoyoi peyoBUHM

121




Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

137.

Lamotrigine Big Bxe
3aTBEPAKEHOIO BUPOBGHUKA; 3MiHU
| TMNYy - NnogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2009-162-Rev 00 ans gitoyoi
peyoBuHM Lamotrigine Big, BXe
3aTBEPAKEHOTO BUPOOHMKA
JUBILANT GENERICS LIMITED.,
India, skuii 3MiHUB Ha3BYy
(3anponoHoBaHo: JUBILANT
GENERICS LIMITED., India)

138.

NAMAN®

NAMAN®

Tabnetkun no 50 mr no 10
Tabnetok y 6nictepi, no
3 6nicTepun y nayu,i 3
KapToHY

AJNIKANIOIO AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

AJTKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne RO-CEP 2009-
162-Rev 02 ans Aito4oi pevoBrHN
Lamotrigine Big Bxe
3aTBEPAKEHOrO BUPOBGHUKA; 3MiHU
| TMNYy - NogaHHA OHOBNEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2009-162-Rev 00 ans gitoyoi
peuyoBuHM Lamotrigine Big, BXe
3aTBEPAKEHOTO BUPOOHMKA
JUBILANT GENERICS LIMITED.,
India, skuii 3MiHUB Ha3BYy
(3anponoHoBaHo: JUBILANT
GENERICS LIMITED., India)

3a peyernmom

UA/9679/01/02

Tabnetku no 100 Mr no
15 Tabnetok y 6nictepi,
no 2 6nictepun y navuy,i 3
KapToHy

AJIKANIOIO, AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

AJTKANOIQ ALL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
noJaHHs OHOB/IEHOro cepTucpikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne RO-CEP 2009-
162-Rev 02 ans Aito4oi pevoBrHN
Lamotrigine Big, Bxe
3aTBEPAKEHOIO BUPOBGHUKA; 3MiHU
| TMNy - NogaHHA OHOBNEHOTO
cepTudikarta BiAnNoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2009-162-Rev 00 gns gitoyoi
peyoBuHM Lamotrigine Big, Bxe
3aTBEPAKEHOTO BUPOOHMKA
JUBILANT GENERICS LIMITED.,
India, skunii 3MiHUB Ha3BYy

(3anponoHoBaHo: JUBILANT

3a peyenmom

UA/9679/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

GENERICS LIMITED., India)

139.

NAMAN®

Tabnetku no 200 Mr no
15 TabneTok y 6nictepi,
no 2 6nictepu y nauui 3
KapToHY

AJNIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3miHu | Tuny -
nofaHHA OHOBEHOTO cepTudikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne RO-CEP 2009-
162-Rev 02 ans Aito4oi pevoBrHN
Lamotrigine Big, Bxe
3aTBEPAKEHOr0 BUPOBHYMKA; 3MiHU
| TMny - NoAaHHA OHOBIEHOTO
cepTudpikarta BiANoOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-
CEP 2009-162-Rev 00 gns gitouoi
peyoBuHM Lamotrigine Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
JUBILANT GENERICS LIMITED.,
India, sikuii 3MiHUB Ha3BYy
(3anponoHoBaHo: JUBILANT
GENERICS LIMITED., India)

3a peyenmom

UA/9679/01/04

140.

NAMIBY AVH

PO34uH opasibHUiA, 10
mr/mn no 240 mny
6aHuj; Mo 1 6aHui pa3om
3 WNpULLOM MicTKicTio 10
MYy nayyi 3 KapTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS!

TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii woa0 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. TepMiH BBEAEHHS 3MiH -
npoTsarom 6 Micswis nicns
3aTBEPMXKEHHS

3a peyenmom

UA/13630/01/01

141.

NAPO®IKC

TabneTku, BKpUTI
060/10HKOI0, MO 8 Mr No
10 TabneTok y 6nictepi,
no 3 a6o 10 6nicTepiB y
KapTOHHi KOpO6L

KYCYM XE/NITXKEP
nBT NT4,

IHais

KYCYM XE/TTXKEP
MBT NTL,

IHais

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3miHu | Tuny -
BBE/leHHA [0AaTKOBOro PO3Mipy
cepii roToBOro Nikapcbkoro 3acoby
-1 000 000 Tabnetok Ans
BMPOGHUYOT AinbHuLi KYCYM
XENTXKEP MBT NTA, wo
posTalloBaHa 3a agpecoto nnor
Ne M-3, IHgop Cnewles IKOHOMIK
3oyH, ®eiiz-Il, Mitamnyp, dicT.
[Oxap, Maaxbs Mpagedw, MiH
454774, Ingjs. 3anponoHOBaHO:
100 000 Tabnetok; 1 000 000
TabneTok

3a peyenmom

UA/12330/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

142.

NEBAKCENA®

TabneTku, BKpUTI
N/1iBKOBOK 060/I0HKOIO
no 250 mr; no 1
Tabnetui y 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopobui; no 5 TabneTok
y 6nicTepi; no 1 a6o no
2 6nicTepu B KAPTOHHiIl
Kopobui; no 7 TabneTok
y 6nicTepi; no 1 a6o no
2 6nicTepu B KAPTOHHiIl
KopoobLi

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
mMecTo, CrioBeHis
(BUpOBGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs ); KPKA,
A0.4a., Hoeo mecTo,
CnoBeHis (KOHTpONb
cepii ); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (NnepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMNYCK Cepil)

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHu | TUNY - 3MiHa
agpecu MicLs NpoBaMKeHHs
AisnbHOCTI BUpobHuka Ad|
Neuland Laboratories Limited,
IHAia neBodynokcauyHy, 6e3 3miHun
MicL BUPOGHMLTBA.
3anponoHoBaHo: Unit-1, Sy.
No0:347, 473, 474, 490/2
Bonthapally Village
Veerabhadraswamy Temple Road
Gummadidala Mandal Sangareddy
District Telangana State India-
502313; 3MiHU | TUNY - BHECEHHSA
He3HauYHWX 3MiH 40 po3ainy
3.2.P.3.3. Onuc Bupo6Hn4oro
npoLecy Ta KOHTPO/I0 npoLecy
Ans gosysaHHa 500 mr: 3amicTb
[ofaBaHHsA 3arasibHOI KiNlbKOCTi
rigpokcunponinuentonosny 3
cTagii (sonora rpaHynauis), 20%
riAPOKCUNPONINILLEeNoI03M
pofalTb y 2 ctagii (nepBrHHe
3MilyBaHHs) Ta 80%
riAPOKCUNPONINILLEeNoI03M
pofaoTb y 3 cTagiil (B’A3KICTb He
3MIHIOETBCSA); 6 cTagia (BTOPUHHE
3MilLyBaHHS) Yac 3MillyBaHHS
CyMiLLi 3i cTeapaToM MarHito
CKOPOYEHO 3 5 XBU/INH Ha 2
XBWVIHW; 3MiHW | TUMY - BHECEHHSA
He3Ha4yHMX 3MiH Y MeToAunKy
BUNPOOYBaHHSA 3a NOKa3HWKOM
"Mikpob6ionoriyHa yucrora™: npu
LocnimpKeHHi 3pa3ka 3MiHEHO
KiNIbKiCTb BiAMUBAHHSA
MeM6paHHUX iNbTPIB 3 TPUYi Ha
naivi 300 mn 0,1% po3ynHOM
NenToHy 3 HerTpanisyrumm
areHToMm. Ha3By arapa Cabypo ¢
r/I0KO30M 3MiHEHO Ha arap
Cabypo ¢ AeKCTpOo30ii 3rigHO
MoHorpadii EP

3a peyenmom

UA/15596/02/01

143.

NEBAKCEJ/IA®

TabneTtku, BKPUTI
N1iBKOBOK 06O/IOHKOO
no 500 mr; no 1
Tabnetui y 6nictepi; no
1 6nicTepy B KApTOHHIl
Kopo6ui; no 5 TabneTok

KPKA, a.4., Hoso
MecTo

CnoseHisa

KPKA, a.4., Hoso
mecTo, CrnoBeHis
(BpOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs ); KPKA,

CnoBeHisi

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu | TUNY - 3MmiHa
afipecy Micus NPoBaKeHHN
LisNbHOCTI BUpoOHUKa AD|
Neuland Laboratories Limited,
IHAis neBodhsioKCaUuHy, 6€3 3MiHK

3a peyenmom

UA/15596/02/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y 6nicTepi; no 1 a6o no
2 6nicTepu B KAPTOHHiIl
Kopobui; no 7 TabneTok
y 6nicTepi; no 1 a6o no
2 6nicTepu B KAPTOHHiIl
KopoobLi

A0.4a., Hoeso mecTo,
CnoBeHis (KOHTpONb
cepii ); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (NnepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMNYCK cepil)

MicL BUPOGHMLTBA.
3anponoHoBaHo: Unit-1, Sy.
No0:347, 473, 474, 490/2
Bonthapally Village
Veerabhadraswamy Temple Road
Gummadidala Mandal Sangareddy
District Telangana State India-
502313; 3MiHU | TUNY - BHECEHHSA
He3HauYHWX 3MiH 0 po3ainy
3.2.P.3.3. Onuc Bupo6HUYoro
npouecy Ta KOHTPO/I0 npoLecy
Ans gosysaHHa 500 mr: 3amicTb
[ofaBaHHA 3arasibHOI KiflbKOCTi
rigpokcunponinuentonosny 3
cTagii (sonora rpaHynauis), 20%
riAPOKCUMPONINILLEeNoI03M
pofalTb y 2 ctagii (nepBrHHe
3MmilyBaHHs) Ta 80%
riAPOKCUMPONINILLEeNoI03M
pofaotb y 3 cTagii (B’A3KiCTb He
3MiHIOETBCSA); 6 cTadis (BTOPUHHE
3MiLLyBaHHS) Yac 3MillyBaHHS
CyMiLLi 3i cTeapaToM MarHito
CKOPOYEeHO 3 5 XBU/NH Ha 2
XBWVIHW; 3MiHW | TUMY - BHECEHHS
He3Ha4yHMX 3MiH Y MeToAunKy
BUNPOBOYBaHHSA 3a NOKa3HWKOM
"MikpobionoriyHa yucrora™: npu
LocnimpKeHHi 3pa3ka 3MiHEHO
KiNbKiCTb BiAMUBAHHSA
MeM6paHHUX INbTPIB 3 TPUYi Ha
naBivi 300 mn 0,1% po3ynHOM
NenToHy 3 HerTpanisyrumm
areHToMm. Ha3By arapa Cabypo ¢
r/I0KO30M 3MiHEHO Ha arap
Cabypo ¢ AeKCTpOo30ii 3rigHO
MoHorpadii EP

144.

NEBO®J/IOKCALN
H

TabneTtku, BKPUTI
060/10HKOH0, Nno 250 wmr,
no 10 Tabnetok y
6nictepi; no 1 6nictepy
B nauyl i3 kKapToHYy

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKm

NikapcbKoro 3acoby 3 BHECEHHAM

iHbopmauii Woa0 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. TepmiH BBE4EHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPMKEHHS

3a peyenmom

UA/11208/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

145.

NEBO®/IOKCALIN
H

TabneTku, BKpUTI
060/10HKOt0, N0 500 Mr
no 10 TabneTtok y
6nicTepi; no 1 6nictepy
B Nnauuj i3 kapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS

TEKCTY MapKyBaHHS ynakoBKM

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. TepMiH BBEEHHSA 3MiH -
npoTsArom 6 micAuis nicns
3aTBEPAXKEHHS

3a peyenmom

UA/11208/01/02

146.

NILOKATH-
340POB'S

PO34nH ANA iH'ekuid, 100
mr/mn, no 2 mMn B
amnyni; no 10 amnyn y
KapTOHHI Kopoo6Li 3
neperopogkamu; no 2
M/1 B amnyni, no 5
amnyn y 6nictepi, no 2
6nicTepy B KAPTOHHIi
Kopobui; no 2 mn B
amnyni, no 10 amnyn y
6nicTepi, no 1 6nictepy
B KapTOHHIi Kopo6Lyi

ToBapucTBO 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"dbapmaueBTnyHa
KomnaHisa "3gopos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANILHICTIO
"PapmaueBTnyHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu Il TMny - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOrO/NPOMKHOrO
npoayKTy/peareHTy, Wo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npoueci AdDl, abo
3MiHa BUPO6HUKa (BKIoYatoun, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTponto skocTi) APl (3a
BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe)(BBEAEHHA HOBOMO
BUpo6HUKa ADI 3 HafaHHAM
macTep-chaiina Ha A®l) - BBegeHO
HoBOro BMpo6Huka A®I NigokaiHy
rigpoxnopua* BUpo6HULTBA
GUFIC BIOSCIENCES LTD., India

3a peyernmom

UA/7525/01/01

147.

NIAOKAIH-
34,0POB'A

pO34MH A4 iH'eKuUiid, 20
Mr/MA1, MO 2 M B
amnyni; no 10 amnyn y
KapTOHHI Kopobui 3
neperopojgkamu; no 2
M/1 B amnyni, no 5
amnyn y 6nictepi, no 2
6nicTepy B KAPTOHHii
Kopob6ui; no 2 mn B
amnyni, no 10 amnyn y
6nictepi, no 1 6nictepy
B KapTOHHI kopo6Lyi

ToBapuncTBO 3
obmexeHoro
BiANOBIAA/ILHICTIO
"®GapmaueBTuyHa
KoMnaHis "3popos'a”

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu Il TUNy - 3MiHK 3
akocTi. A®l. BupobHuuteo. 3miHa
BMPOGHMKA BUXiAHOro/NpOMKHOrO
NpoAayKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCSH Y
BMPO6HMYOMY npoLeci AdDl, abo
3MiHa BMPOGHWMKa (BKOYatouu, ae
HeobXxigHO, MicLe NpoBeAeHHS
KOHTpO/tO AKOCTi) AP (3a
BifCYTHOCTI cepTudikaTa
BIANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepayxeHomy
[0Cbe)(BBEAEHHS HOBOrO
BMPO6HUMKa APl 3 HaAaHHAM
MacTtep-chaiina Ha Adl) - BBeAeHO
HOBOro BMpo6Huka A®I JligokaiHy

3a peyenmom

UA/7525/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

rigpoxnopua* BUpobHMLTBa
GUFIC BIOSCIENCES LTD., India

148.

nisnHonpun-
TEBA

Tabnetkn no 5 mr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
Kopobui

TOB "TeBa YkpaiHa"

Ykpaina

Mepkne 'm6X,
HimeuyunHa
(BUPOBHMLTBO
Hepo3dgacoBaHOl
npoaykuii, 03BN Ha
BUNYCK cepil;
nepBunHHa Ta
BTOPWHHA yNakKoBKa,
KOHTPO/b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
BHECEeHHS 3MiH o p. 3.2.P.3
Mpouec BUpobHMLUTBA NiKApPCLKOro
3aco0y, AN A03yBaHHA 5 Mr,
30KpemMa: BUTyYeHHs
BMNPOBYBaHHA 3a NOKa3HUKOM
"Pagjyc KprBuU3HK". BHECEHHSA
He3HaYHNX pefakLUiiiHUX 3MiH 10
po3ginis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc
BMPOBHMYOro npouecy Ta
KOHTpOt0 npovecy; 3.2.P.3.4.
KOHTPO/b KPUTUYHNX CTagIN i
NPOMIXHOI NPOAYKLT; 3MiHK | TUNY
- BHECEHHSA 3MiH go p. 3.2.P.3
Mpouec BMPOGHMLTBA NiKapCbKOro
3acoby, aAna nosysaHHs 10 wr,
30Kpema: BUIyYEHHS
BUMPOOYBaHHSA 3a NOKa3HNKOM
"Pagiyc KpuBu3Hu". BHECEHHS
He3HauyHNX pefakLuiitHuX 3MiH J0
po3ginis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onunc
BMPOBHMYOro npouecy Ta
KOHTpost0 npotiecy; 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagil i
NPOMDKHOI NPOAYKLUIT; 3MiHKM | Trny
- BHECEHHSA 3MiH go p. 3.2.P.3
Mpouec BUpobHMLTBA NiKapCbKOro
3acoby, ans gosysaHHs 20 wr,
30Kpema: BUSTyYeHHs
BUMPOBYBaHHSA 3a NOKa3HWKOM
"Pagiyc kpvBn3HKW". BHECEHHSA
He3HaYyHMX pefakLuiiHuX 3MiH J0
po3ainis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc
BMPOBGHMYOro npouecy Ta
KOHTpoNto npouecy; 3.2.P.3.4.
KOHTPO/b KPUTUYHWX CTagN i
NPOMDKHOI NpoAyKuil

3a peyernmom

UA/1572/01/01

149.

nisnMHonrPun-
TEBA

Tabnetku no 20 mr, nNo
10 TabneTok y 6nicTepi;
no 3 a6o 6 6nictepis y
Kopobui

TOB "TeBa YkpaiHa"

YKpaiHa

Mepkne 'vbX,
HimeuunHa
(BMpPOGHMLTBO
Hepo3sdracoBaHOi

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECeHHS 3MiH o p. 3.2.P.3
Mpouec BMpo6HMUTBA NiKapCbKOro

3a peyenmom

UA/1572/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoaykuii, 03BN Ha
BUNYCK cepil;
nepBunHHa Ta
BTOPWHHA yNakoBKa,
KOHTPO/b AKOCTI)

3aco0y, AN A03yBaHHA 5 wr,
30Kpema: BUTyYeHHs
BUNPOBYBaHHA 3a NOKa3HUKOM
"Pagjyc KprBu3HK". BHECEHHSA
He3HaYHNX pefakLUiiHUX 3MiH [0
po3ginis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc
BMPOGHMYOro npouecy Ta
KOHTpoNto npouecy; 3.2.P.3.4.
KOHTPO/b KPUTUYHNX CTagN i
NPOMIXHOI NPOAYKLT; 3MiHK | TUNY
- BHECEHHSA 3MiH go p. 3.2.P.3
Mpouec BMPOGHMLTBA NiKapCbKOro
3acoby, ana nosysaHHs 10 wr,
30Kpema: BUNyYEHHS
BUMPOOYBaHHSA 3a NOKa3HNKOM
"Pagiyc KpuBu3HW". BHECEHHS
He3HaYyHVX pefakuiiHnx 3MiH oo
po3ginis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc
BMPOBHMYOro npoLecy Ta
KOHTpOs0 npotiecy; 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagil i
NPOMDKHOI NPOAYKLIT; 3MiHKM | Tuny
- BHECEHHSA 3MiH go p. 3.2.P.3
Mpouec BMpobHMLTBA NiKapCbKOro
3acoby, ans gosysaHHs 20 wr,
30Kpema: BUSTyYeHHs
BUMPOOYBaHHSA 3a NOKa3HWKOM
"Pagjyc KpvBuU3HKW". BHECEHHSA
He3HaYyHMX pefakLuiiiHuX 3MiH J0
po3ainis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc
BMPOBGHMYOro npouecy Ta
KOHTpoNto npouecy; 3.2.P.3.4.
KOHTPOb KpUTUYHKX CTagild i
NPOMDKHOI NpoayKuil

150.

nisnHonrPun-
TEBA

Tabnetku no 10 mr, no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepiB y
Kopobui

TOB "TeBa YkpaiHa"

YKpaiHa

Mepkne 'vbX,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii, L03BiN HA
BWMNYCK Cepil;
nepBuHHA Ta
BTOPWHHA yNakoBKa,
KOHTPO/Ib SKOCTI)

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
BHECEHHS 3MiH go p. 3.2.P.3
Mpouec BUpobHMLTBA NiKapCbKOro
3acoby, Ans go3yBaHHs 5 wmr,
30Kpema: BUSTyYeHHs
BUMPOBYBaHHSA 3a NOKa3HWKOM
"Pagiyc kpvBu3HKN". BHECEHHSA
He3HaYyHNX pefakLuiiHuX 3MiH J0
po3ainis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc

3a peyenmom

UA/1572/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOBGHMNYOro npouecy Ta
KOHTpoNto npouecy; 3.2.P.3.4.
KOHTPO/b KpUTUYHKX CTagil i

NPOMDKHOI NPOAYKLUIT; 3mMiHKM | Trny
- BHECEHHS 3MiH go p. 3.2.P.3
MpoLec BUpobHMLUTBA NiKapCbKOro
3aco0y, Ans Ao3ysaHHs 10 mr,
30Kpema: BUNyYEHHs
BUNPOBYBaHHA 3a NOKa3HUKOM
"Pagjyc KprBu3HK". BHECEHHSA
He3HaYHNX pefakLUiiiHUX 3MiH [0
posginis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc

BMPOGHMYOro npouecy Ta
KOHTpoNto npouecy; 3.2.P.3.4.
KOHTPO/Ib KPUTUYHNX CTagN i

NPOMIXHOI NPOAYKLT; 3MiHK | TUNY
- BHECEHHSA 3MiH go p. 3.2.P.3
Mpouec BMPOGHMLTBA NiKapCbKOro
3acoby, aAna nosysaHHs 20 wr,
30Kpema: BUNyYEHHs
BUMPOOYBaHHSA 3a NOKa3HNKOM
"Pagiyc KpuBu3HW". BHECEHHS
He3HaYHVX pefakuiiHnx 3MiH oo
po3ginis 3.2.P.3.2. Cknag Ha
cepito, 3.2.P.3.3. Onuc
BMPOBHMYOro npoLecy Ta
KOHTpOt0 npotiecy; 3.2.P.3.4.
KOHTPO/Ib KPUTUYHUX CTagil i
NPOMDKHOI NPOAyKLiT

151.

NO3APTAH
100/r14POXNIOPOT
IA314 12,5 KPKA

TabneTky BKpUTI
N/1iBKOBOK 060JI0HKOIO,
100 mr/12,5 wmr, no 10
Tabnetok y 6nictepi; no
3 abo no 9 6nictepis y
KapTOHHI Kopobui

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
mMecTo, C/ioBeHis
(BUpOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
Hoso mecTo,
CnoBeHis (KOHTPOb
cepii); labeHa
4.0.0., CnoBeHist
(koHTpOnb cepii)

CnoBeHisi

BHECEHHS 3MiH 10 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
BUYyYEHHS 3i cneyndikauii A®I
Jlop3apTaHy Kanito nokasHuka
«Baxki METaNN» - NPUBEAEHHS Y
BiANOBIAHICTb 40 BUMOT
MoHorpadii «Losartan potassium»
EP; 3MiHu | TUNY - BHECEHHA
He3HaYyHKX 3MiH Yy MeToan
KOHTPO/0 13 3a NOKa3HNKOM
«OHOPIAHICTb A030BaHMX
OAMHNLb - OAHOPIAHICTb BMICTY
no3apTaHy Kanito Ta
rigpoxnopotiasugy», a Takox
06'eHaHHS NOKA3HWKIB
«OfHOpIAHICTb f030BaHNX
OZIMHULb - OAHOPIAHICTb BMICTY
N103apTaHy kanito 1a

3a peyernmom

UA/14679/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

rigpoxnopoTiasugy, KifbkicHe
BM3HAYEHHA N103apTaHy kanito Ta
rigpoxnopotiasngy Ta
ineHTudhikauis no3apTaHy kasito Ta
rigpoxnopoTiasungy». OCKinbky,
3a3HayeHi NoKasHuKK
NPOBOAATLCSA B MeXax OAHIET
MeToamkm BEPX. Ak Hacnigok,
3MiHM go cneundikauii MKA N3
(Ha BMNyCK) Ta f0 po3ainy
3.2.P.5.1; 3miHn | TUNY - 3MiHK Y
3aTBEPMAKEHNX METOAAX KOHTPO/IIO
rOTOBOrO J1iKapCbKOro 3acoby 3a
NoKasHNKOM «OHOPIAHICTb
[030BaHVX OAUHNLL —
OHOPIZHICTb BMICTY /la3apTaHy
Kaunito i rigpoxnopTiasngy» (01915-
C11); 3MiHu | TNy - gofaBaHHs Ao
cneuudikauii Ha A®| BUPOGHMKOM
roTOBOrO JliKapCbKOro 3acoby
HOBUWX MOKa3HWKIB «JoMilLka
NDMA» (3 £OMYCTVMOIO MEXEI He
6inbLwe 0,03 ppm) Ta «Jomiluka
NDEA» (3 AONYCTUMOIO MEXEI0 He
6inblwe 0,03 ppm) Ta BiAgMNOBIgHUM
MeTOA0M BUNPOGYBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MiCNS 3aTBEPAXKEHHS;
3MiHU | TUNY - BHECEHHSA
He3HayHWX 3MiH 0 MeToiB
KOHTPOJI0 TOTOBOTO J1iKapCbKOro
3aco6y 3a nokasHUKom «KisbkicHe
BM3HAUYEHHs JlozapTaHy kanito Ta
rigpoxnoptiasngy. laeHTudikauis
no3apTaHy Ta rigpoxsopTiazngy»
(C01338-C11); 3minu | TNy -
3MiHa agpecu BUPOOHUYOI
LinbHUUi AD| JlozapTaHy kanito
Zhejiang Menovo Pharmaceutical
Co., Ltd. - npuBegeHHs y
BignosigHocTi o ASMF. Micue
NPOBaKEHHS AiSNIbHOCTI Ta BC
BMPOGHMWUYI onepauii 3amwmnamcs
He3MiHHUMW; 3MiHW Il Tuny -
OHoBfeHHsA ASMF Ha AdI
no3apTaHy Kanito 4515 BUpo6HMKa
KRKA, d.d., Novo mesto,
Slovenia: - BUNy4YeHHs1 BUPOGHUYOT
AinbHuui A®| Krka, d.d., Novo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mesto, CrioBeHis. BnacHuk
mMacTep-aiina, Skuii BkazaHuin B
maTepianax peecTpaviiiHoro
pocbe Ta MKA /13 3anuwmneca
He3MiHHUM, a came: KPKA, a.4.,
Hoso mecTo, CnoseHis. -
BW/TYYEHHSI CXeMU cuHTe3y AdPI
(RoS1), ockinbku, HasiBHWIA
aNbTepHATNBHUI METO[ CUHTE3Y; -
onTuMisauisi BUPo6HMYOoro
npouecy A®| JlozapTaHy kanito Ta
3a3HavYeHHs BUXigHVX MaTepianis,
AKi BUKOPUCTOBYIOTBCS B CUHTESI
A®| N OTPUMaHHA NPOMIKHOTO
npoaykty AG1. BBeeHHs 3MiH
npoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS

152.

NO3APTAH
100/r1APOXNOPOT
IA3NL 25 KPKA

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
100 mr/25 wmr, no 10
Tabnetok y 6nictepi; no
3 abo no 9 6nicTepiB y
KapTOHHIlA KOpooLi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

KPKA, a.4., Hoso
mecTo, CnoBeHis
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/b
cepii ); labeHa
0.0.0., CnoBeHis
(kOHTpOSIb Cepii )

CnoBeHis

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHK | TUNY - 3MiHa
azpecy BUpo6HWYOT AinbHULi ADI
nosarpaHy kanito Zhejiang
Menovo Pharmaceutical Co., Ltd,
KuTalii; 3MiHum Il Tuny - nogaHo
OHOoBNeHUn ASMF Ha pjtouy
peyYoBUHY sl03apTaHy Kasito Bif,
3aTBepxeHoro Bupo6HrKa KRKA,
d.d., Novo mesto, CrnioseHisi
(3anponoHoBaHo: BigkpuTa
yactnuHa AGK11-P3-000025-AP-
1.0-14-09-2016, 3akpuTa yactnHa
AGK11-P3-000025-RP-1.1-22-01-
2016). BBefieHHs 3MiH NPOTSArom
6-TV MicALiB NiCNA 3aTBEPLXKEHHS;
3MiHu | Tuny - gogaHo Ao
cneuungikauii Ha A®| BUPOGHVKOM
"3 HOBI NOKa3HWKN «[loMmiLLKa
NDMA» (3 LOMYCTVMOIO MEXEID He
6inbLe 0,03 ppm) Ta «/Jomilka
NDEA» (3 AONYCTUMOIO MEXEI0 He
6inblwe 0,03 ppm) Ta BiAgMOBIgHM
MeTOA0M BUNPOGYBaHHS.
BBefeHHs 3MiH NpoTArom 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHK | TUNY - 3MiHa MeTOoAKM
BMNPOGYBaHHA 3a NoKasHUKamu
«KinbKicHe BU3HauYeHHs lo3apTaHy
Kanito», «KifibkicHe BU3HaYeHHS
rigpoxnopTiasuay»,

3a peyernmom

UA/14680/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«laeHTudikauis no3apTaHy kasnito»
Ta «lgeHTugikauis
rigpoxnopTiasngy» B MeTogax
KOHTPOJIO Ha BUMYCK Ha METOANKY,
AIKy 3aCTOCOBYIOTb MPY BU3HAYEHHI
nokasHukiB «OAHOPIAHICTb
[1030BaHNX OAVHNLb -
O[HOPIAHICTb BMICTY N03apTaHy
Kanito» Ta «OHOPIAHICTb
[1030BaHNX OANHNLb -
OAHOPIAHICTb BMICTY
rigpoxnopTiasngy» (3aTBEpOKEHO:
01338-C11; 3anponoHoBaHo:
01915-C11); 3MiHu | TUNY - 3MiHK
aHaniTMyHoi metoamkn (01915-
C11) gnsa BU3HaYeHHs
OAHOPIAHOCTI 4030BaHNX OAVHNLbB
nosapTaHy Kanito i
rigpoxnopriasugy, (Po3paxyHKOoBi
chopMyn, yTOUHEHO
XpomatorpacdiyHi ymoBH,
nepesipKy NpPWAATHOCTI
XpomarorpadivyHoi cuctemu Ta
BHECEHO pefakLiliHi npaBku Ao
nopsaAKy NpoBefeHHs aHanisy);
3MiHW | TUNY - 3MiHW aHanNiTUYHOI
meToaukm (01338-C11) ansa
KiIbKICHOTO BU3HAYEHHA Ta
iAeHTHiKaLii no3apTaHy kanito Ta
rigpoxnopriasungy, ska
BMKOPWCTOBYETLCA B METOAAX
KOHTPOSIO Ha TEPMIH NpUAATHOCTI
(yTO4HEeHo xpomartorpadpiyHi
YMOBU, NEPEBIPKY NpUAATHOCTI
XpomatorpadivyHoi cuctemu Ta
BHECEHO pefakLiliHi npaBku Ao
nopsaKy NpoBefeHHs aHanisy);
3MiHW | TUMY - BUNYYEHHS 3
cneumdikauii Ha A®I nosapTtaHy
Kaunito nokasHvKa «Bavkki meTann»

153.

NO3APTAH
50/r1APOXMOPOTI
A31JA 12,5 KPKA

TabneTku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
50 mr/12,5 wr, no 10
TabneTtok y 6nictepi; no
3 abo no 9 6nictepis y
KapTOHHIA KopoobLi

KPKA, a.4., Hoso
MecCTo

CnoBeHisa

KPKA, a.4., Hoso
mecTo, C/1oBeHis
(BUpPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,

CnoseHisi

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUNY - 3MiHa
agpecy BUpOGHMYOT AinbHuui AdI
nosatpaHy kanito Zhejiang
Menovo Pharmaceutical Co., Ltd,
KuTaii; 3miHum Il Tuny - nogaHo
oHoBeHUi A ASMF Ha fitouy
PEYOBUHY /103apTaHy KaJlito Big

3a peyenmom

UA/14680/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HoBo mecTo, 3aTBepaAxeHoro BupobHunka KRKA,

CnoBeHis (KOHTpONb
cepii ); labeHa
0.0.0., CnoeHist
(KOHTpO/b cepii )

d.d., Novo mesto, CnoseHis
(3anponoHoBaHo: BigKpuTa
yacTnHa AGK11-P3-000025-AP-
1.0-14-09-2016, 3akpuTa YacTuHa
AGK11-P3-000025-RP-1.1-22-01-
2016). BBefeHHs 3MiH MPOTArOM
6-Tn MicAUIB NicNA 3aTBEPKEHHS;
3MiHM | TNy - fogaHo Ao
cneuudikauii Ha A®| BUPOGHMKOM
"3 HOBI NOKa3HWKN «[loMiLLiKa
NDMA» (3 fOMYCTVMOIO MEXEID He
Ginble 0,03 ppm) Ta «/Jomilka
NDEA» (3 fOnNyCTUMOIO MEXelo He
6inbLwe 0,03 ppm) Ta BiANOBIAHUM
MeTOA0M BUNPOGYBaHHS.
BBefeHHA 3MiH NPOTArom 6-1m
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM | TUMy - 3MiHa MeToaKM
BUMPOOYBaHHA 3a NOKasHMKamm
«KinbKicCHe BM3HAYEHHS no3apTaHy
Kanito», «KinbkicHe BU3HaYEeHHS
rigpoxnopTiasuay»,
«laeHTudbikaLis nosapTaHy kasnito»
Ta «lgeHTudikayis
rigpoxnopTiasuay» B MeTogax
KOHTPOJO Ha BUMYCK HA METOANKY,
AIKy 3aCTOCOBYIOTb MPK BU3HAYEHHI
nokasHukiB «OHOPIAHICTb
[1030BaHNX OAMHWLb -
O[HOPIZHICTb BMICTY /103apTaHy
Kanito» Ta «OAHOopIgHICTb
[1030BaHNX OAMHWLb -
OAHOPIHICTb BMICTY
rigpoxnoptiasuay» (3aTBepOXKEHO:
01338-C11; 3anponoHoBaHoO:
01915-C11); 3MiHu | TURY - 3MiHW
aHaniTMyHoi MmeToamkn (01915-
C11) ans BU3HAYEHHS
OZHOPIAHOCTI A030BaHVX OANHNLbB
nosapTaHy Kanito i
rigpoxnoptiasngy, (po3paxyHKoBi
chopMy N, YyTOUHEHO
XpomarorpadgivHi yMoBM,
nepesipKy NpPMAATHOCTI
XpomaTtorpadpiyHoi cuctemn Ta
BHECEHO pefakuiliHi npaBku [0
nopaAKy NpoBefeHHs aHanisy);
3MiHM | TMNY - 3MiHWM aHaITUYHOI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
meToankm (01338-C11) ans
KifIbKICHOro BU3HaYeHHs Ta
ineHTudikauii nosapTtaHy kanito Ta
rigpoxnopriasugy, ska
BMKOPWCTOBYETLCA B METOAAX
KOHTPO/I0 Ha TEPMIH NPUAATHOCTI
(yTo4HeHo xpomaTorpadiyHi
YMOBW, NepeBipKy NPUAATHOCTI
XpomatorpadivyHoi cuctemn Ta
BHECEHO pefakuiiHi npaBku o
nopsiaky NpoBefeHHsA aHanisy);
3MiHW | TUMY - BUNYYEHHS 3
cneumdikauii Ha A®I nosapTtaHy
Kaulito nokasHuka «Badkki MeTanm»
154. | NONEPAMIAY Tabnetkn no 2 mr no 10 ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 6e3 peyenma UA/8232/01/01
riaPoxnorPupa, Tabnetok y 6nictepax; o6MexeHo BMPOGHMLTBA, marepianis: 3mMiHu | TMny - 3MiHK 3
"o3" no 10 TabneTtok y BiANOBiAA/IbHICTIO KOHTPO/b AKOCTI, siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
6nictepi, no 1 a6o 2, "[ocnigHuii 3aBog BUNYCK cepil: KOHTPO/1b FOTOBOrO NiKapcbkoro
abo 3 6nictepy B navy,j "rHyact ToBapucTBoO 3 3acoby. 3miHa napameTpis
06MeXeHo cneuudikayin Ta/abo AonycTUMmX
BiANOBIAA/LHICTIO MEX roTOBOr0 NiKapCbKoro 3acoby
"[ocnigHnii 3aBog (BUTyYEHHSI HE3HAYHOTO
"THUC", YKpaiHa; nokasHvka (Hanpvknag
BCi cTagii 3acTapisioro NoKasHUkKa, Takoro siK
BMPOGHMLTBA, 3anax Ta cMak, abo igeHTudikauis
KOHTPO/b AKOCTI, 6apBHMKIB Y/ CMaKOBMX 106aBOK))
BWMNYCK Cepil: - BUNyYeHHs 3i cneundikauii MN3
ToBapucTBO 3 nokasHuka AKoCTi «CTUPaHHICTb,
06MeXeHo Aoy 2.9.7., i3 BIANOBiAHO
BiANOBIAA/LHICTIO METOAMKOI BUNPOBYyBaHHSA
"®APMEKC I'PYM",
YkpaiHa; Bci cTagji
BMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoto
BiANOBIAANBLHICTIO
"PapmaueBTnyHa
KOMnNaHis
"340poB'a", YKpaiHa
155. | MAAJ/IOKC® TabneTkn xyBasibHi No TOB "CaHogi- YkpaiHa CaHodpi C.n.A., ITanis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/1076/03/01
20 (10x2): no 10 ABeHTIC YKpaiHa" ITanis; CAHO®I marepianis: 3MiHW | TUNY - 3MiHK
Tabnetok y 6nictepi; no C.N.A. ofo 6esnekn/edpekTMBHOCTI Ta

2 6nicTepu y KapTOHHIN
Kopoobui

thapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3arasibHEHUX JaHUX Npo
cuctemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOB&XeHOI 0co6u
3asIBHMKA, BignoBiAa/IbHOT 3a
chapmakoHarnag,

156.

MAKCICOPB

NOPOLUOK A/15 OpasIbHOI
cycneHsii; no 12ry
hnakoHi; no 1 dpnakoHy
B nauuj; no 2 r y 6aHui;
no 12 6aHoK y nauuj; no
1ry nakeTuky; no 24
nakeTukn y nauui

TOB "YKpaiHcbka
thapmaueBTUYHa
KomnaHis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapucTBo "bionik"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsgy - 3MiHu BHECeHi

B TEKCT MapKyBaHHS YNakoBKv/
niKapcbkoro 3acoby oo
3a3Ha4YeHHs MXXHapOAHWX

No3HaYeHb OAVHWLb BUMIPIOBAHHS

6e3 peyenma

UA/14999/01/01

157.

MEMTEK®

TabneTtku, Lo
AVCnepryoTbes B
POTOBI NOPOXHWHI, NO
10 mr no 15 tabnetok y
6nictepi, no 2 6nictepu
B naui

MpAT
"GapmaLeBTyHA
chipma "OapHuus”

YKpaiHa

DxeHedhapm CA

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS

TEeKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii woao 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. TepMiH BBEAEHHS 3MiH:
NpoTArom 6-Tu MicALiB 3 fatu
3aTBEPAKEHHS 3MiH

3a peyenmom

UA/17981/01/01

158.

MEHAKTPA® /
MENACTRA®
BAKUMHA

pO34MH A4 iH'eKUI No
0,5wmn (1 go3a). Mo 1

003i (0,5 mn) y dps1akoHi.

CaHodpi Mactep IHk.

CWA

CaHodpi MNacTep IHK.,
CLUA (Bp0o6HMLTBO,
HanoBHEHHS,

CuA/
KaHapa/
YropuwmHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/17509/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MEHIHTOKOKOBA Mo 1 a6o no 5 chnakoHis KOHTPO/b SKOCTI, thapmakoHarnsgy. BeegeHHs abo
MNONICAXAPUOHA | y kapToHHii1 kopobui. Mo nepBuHHe 3MiHW [0 y3ara/ibHeHUX JaHuX Npo
CEPOIPYN A,C,Y | 1a6o no5 chnakoHis y nakyBaHHs, cuctemy chapmakoHarnagy
TA W-135 KapTOHHI KopobLi 3 MapKyBaHHs1, (BBEAEHHSA y3araslbHEHUX AaHNX
KOH''OFOBAHA MapKyBaHHAM BMNPOGYBaHHSA npo cuctemy hapmakoHarnsagy,
OVUOTEPIAHAM iHO3EMHOIO MOBOIO Ta cTabinbHOCTI, 3MiHa yNOBHOB&XeHOI 0cobu,
AHATOKCVHOM YKpPaiHOMOBHUM BTOPUHHE BiANOBIAA/IbHOI 3a 34iiCHEHHS
CTVIKEPOM Ha KapTOHHii nakyBaHHA Ta chapmakoHarnsgy; KOHTakTHoI
Kopobui (cTaHAapTHO- BMNyCK cepil); 0ocobu 3 hapmakoHarnsgy
€KCMopTHa yNakoBkKa). CaHodi MNacTep 3asBHUKA AN5 34ICHEHHS
Mo 1 a6o no 5 chnakoHis NimiTen, KaHaga thapmMakoHarnagy B YkpaiHi, KO
B CTaHAapTHO- (KkOHTpOAb AKOCTI IN BOHa BifMiHHa Bif, yNOBHOBaXEHOI
€KCMOPTHI ynakoBLi, Vivo npu BUNycCKy); ocobwu, BifgnoBifabHOT 3a
fKa MiICTUTbCA B CaHodpi-ABeHTiC 3[iiCHEeHHs1 hapMakoHarnsay
KapTOHHilA KOpO6L Mpaiisit Ko. N14,., (BKNHOYAKOUN KOHTAKTHI faHi)
YropwuHa Ta/abo 3MiHV y PO3MILLEHHI
(BTOpPUHHE MacTep-caiina cucremm
nakyBaHHs) thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0co6u 3asBHKKa, BigNoBigas/IbHOT
3a hapmakoHarnag B Ykpaii.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHWX
[aHNX KOHTaKTHOI 0cobu
YNOBHOB&XEHOI 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg B YkpaiHi
159. | ME®OEHAMIHOBA Tabnetku no 500 mr, no MPAT "®ITO®APM" Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/17139/01/01
KACNOTA 10 TabneTok y 6nicTepi, marepianis: 3mMiHu | TMny - 3MiHK 3
no 2 6nictepu B nayui SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkoUYaoun
AianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (3MeHLUEeHHs
00 10 pasiB) - BeeHHSA
[04aTKOBOro po3mipy cepii '13.
3anponoHosaHo: 103 kr; 51,5 kr
160. | MIONMOKAPA, PO34MH N8 iH ekyii 100 TOB "®APMACEN" YKpaiHa MpAT "Nekxim- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/15151/01/01
Mmr/mn, no 5 mn B amnyni Xapkis" marepianis: 3MiHW | TUNY - 3MiHK

CKNsHilA, No 5 amnyn 'y
6nicTepi; no 2 6nictepu
B nauLli 3 KapToHYy

wofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy. MNponoHosaHa
pegakuist: MpoueHko ManvHa
AHatoniiBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi. 3miHa
MiCLS1 34iACHEHHA OCHOBHOT
LifNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLLe3Haxo4KeHHs MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta iioro Homepa

161.

MITPO3W,

niodhinizat gnsa po3unHy
Ans iHdysiin no 500 mr y
thnakoHax, no 1 a6o 10
oNakoHIB 3
niochinizatom y nauui 3
KapToHy

M.BioTek flimiTeq

Benuvka
BpuTaHis

_IMMAKY
NANPCAVIEHCINI
MPAUBIT NIMITEL

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. TepMiH BBei€HHS 3MiH
npoTArom 6 micAuis nicns
3aTBEPAKEHHS

3a peyenmom

UA/18121/01/01

162.

MOMETA3OHY
DYPOAT
MOHOTIAPAT

nopoLUoK (cybeTaHuis) y
noABINHNX
nonieTnIeHoBUX
nakeTtax gns
thapmaLeBTUYHOro
3aCTOCyBaHHSA

Yewmo 16epika, C.A.

IcnaHis

IHaycTpiane Kimika,
c.p.n.

ITanisa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu |l Tuny - 3MiHn 3
saKocTi. A®l. Bupo6bHMUTBO (iHLWi
3MiHW) - NOAAHHS OHOBJ/IEHOTO
DMF Big 3aTBEpAXEHOrO
BMpOGHUKa (Bepcia 2020/11/13,
Bepcis 1), nonepeaHs Bepcia DMF
2013/06/07, Sk HacAiAoK 3MiHW y
crneundikavii A®I 3rigHo BUMOr
MoHorpadii EP «<Mometasone

UA/13864/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

furoate monohydrate» Ta
mMaTtepianis BUPOGHMKA: 3MiHU 3a
n. «Onue», «lgeHtndikayis»,
«MTomMe onTuyHe obepTaHHA»,
«Boga», BUy4YeHHS NokasHuka
«BaxKi MeETanM», 3BYy)KEHHSA BUMOT
3a n. «CynpoBifHi AOMILLK/»,
[IOMNOBHEHHSA A0AATKOBAMMU
PO3YMHHMKaMK 3a N. «3a/TULLKOBI
KifIbKOCTi OpraHiyHnx
PO3UYMHHUKIBY», 3MiHW BUMOT 3@ p.
«KinbKicHe BU3HaUYeHHs»
(3anponoHoBaHo Big, 98,0% ao
102,0%), [ONOBHEHHS NOKA3HNKOM
«P0o3Mmip yacTok». 3miHa ymoB
36epiraHHsa Ta TepMiHy
nepekoHTposno Ad|

163.

MYKONIK

cupon 2 % no 125 mny
6aHui; no 1 6aHui 3
MipHOIO JTOXKOHO Y nauLi
3 KapTOHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. TepMiH BBEAEHHS 3MiH:
npoTArom 6-Tm MicAUiB 3 AaTu
3aTBEPAKEHHS 3MiH

6e3 peyenma

UA/10556/01/01

164.

HEMPOKCOH®

PO34MH ANna
nepopasibHOro
3acTtocyBaHHs, 100
mr/mn no 45 mny
chnakoHi; no 1 dpnakoHy
pasom i3 [103aTOopoM y
nauui

MAT "Tanuudapm"

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTPO/b AONOMIDKHUX PEYOBUH.
3MiHa napameTpiB cneuudikawlii
Ta/abo fonycTUMUX Mex Ans
[0MNOMDKHOT PEYOBWMHM; CYyMNyTHSA
3MiHa - 3MiHM 3 aKocTi. FoToBWMiA
nikapcbkuii 3aci6. KoHTponb
[ONOMDKHUX peYoBUH. 3MiHa Y
mMeTodax BUNPOo6yBaHHSA
[O0NOMDKHOT PeYOBMHM (iHLLT 3MiHU
y MeTogax BunpobyBaHHA
(Bkntovatoun 3amiHy abo
popasaHnHs)) (B.11.8.2. (1) 1B),
npuBefeHHs cneuudikauii i
METOZiB KOHTPO/IHO AOMOMIKHOI
peyoBMHW HaTpito uuTpar o
BuMor €P/DY fito4oro BUAaHHS,
a TakoX BWIy4eHHs iHchopmauii

3a peyenmom

UA/12114/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
LLIOA0 NOCUIaHHSA Ha BUPOOHWKIB
[0MOMIDKHOT peYOBMHU
165. | HEO-AHIH® NbOASAHWNKK; Mo 12 [uneadapma M6X HimeuunHa [Jveacbapma M'mobX, HimeuunHa BHECEHHS 3MiH [0 peecTpavLiiHnX 6e3 peyenma UA/10972/01/01
LWABHIA NbOASAHUKIB Y 6icTepi; HimeuyunHa Marepianis: 3miHu | Tuny -
no 2 6nictepu B (Bignosigae 3a noJiaHHs OHOBJIEHOrO cepTudpikata
KapTOHHI Kopobui BUMYCK cepii); BIANOBIAHOCTI EBPONENChKili
Knoctepdpay thapmakonei R1-CEP 2004-100-
Bepnin M'm6X , Rev 02 (nonepepaHs Bepcis R1-
HimeuunHa CEP 2004-100-Rev 01) Big BXe
(BMpPOGHMLTBO 3aTBEPAKEHOT0 BUPOBHUKaA
Hepo3dgacoBaHOl SYMRISE AG gnsa A®l
nNpoayKuii) NeBOMEHTONY; 3MiHW | Tuny -
nofaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONeichbkili
chapmakonei R1-CEP 2012-343-
Rev 00 (nonepegHs Bepcis RO-
CEP 2012-343-Rev 01) Big BXe
3aTBEPAKEHOr0 BUPOGHMKA
BioXera Pharma Pvt. Ltd, IHgis
ans A®l aminveTakpesony
166. | HIKOMEKC PO34MH N8 iH ekuili, 50 TOB "®APMACEN" YkpaiHa MpAT "Nekxim- YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/15072/01/01
Mr/mn, o 2 Mn B amnyni Xapkis" marepianis: 3MiHW | TUNY - 3MiHK

CKNSAHIN; no 5 amnyn y
6nicTepi; no 2 6nictepu
B Mayui 3 KapToHy; No 5
M1 B aMnyJsli CKAsHIlA; No
5 amnyn y 6nictepi; no 1
6nicTepy B nauui 3
KapToHy

ofo 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHNX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IICHEHHSA
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifjMiHHa Bif, YNOBHOBaXEHOT
ocobu, BiAgnoBifanbHOI 3a
3[jiCHeHHs1 hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3miHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigabHOI 3a 34jACHEHHS
chapmakoHarnsigy. MponoHoBaHa
pegakuis: MpoueHko ManvHa
AHaTofiiBHa. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigabHOI 3a 3MiCHEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnagy B YkpaiHi. 3miHa
MicLs 3LiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
3MiHa MicLe3HaxomKeHHs! MacTep-
thaiina cuctemu chapmakoHarnsgy
Ta iioro Homepa
167. | HOPBIP TabneTku, BKpUTI EG6O6BI LLiBefiuapis E66Bi [loinunaHg HimeuunHa BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/7004/03/01
NAiBKOBOK 060/IOHKOHO, BiothapmacbtoTikans m6X i Ko. KI MaTepianis: 3MiHu | Tuny -
no 100 mr, no 30 a6o no 6X AOMiHiCTpaTMBHI 3MiHU. 3MiHa
60 TabneTtok y HalilmeHyBaHHs Ta/abo agpecu
NnaacTUKOBOMY (D/1aKOHi; 3asBHYKa (Bf1acHMKa
no 1 donakoHy B peecTpaLiiHoro NocBigYeHHs) -
KapPTOHHI KOpooLii 3MiHa agpecy 3asiBHMKA
168. | HOPMOME/A cupon, 50 mr/mn, no 120 ToBapucTBo 3 Ykpaina ABC dapmayeyTiyi ITanis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/14014/01/01
M, no 180 mn a6o 240 obmexeHoro C.n.A. marepianis: 3MiHW | TUMY - 3MiHK
My dpnakoHi, no 1 BiANOBIAANLHICTIO Lwoao 6e3nekn/edeKTBHOCTI Ta
onakoHy B nauyLi pasom "POKET-®APM" hapmakoHarnagy - OHOBMEHHS
3 MipHUM CTakaH41KoM TEeKCTYy MapKyBaHHs ynakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmawii woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BHeceHHs 3MiH o po3ainy
«MapkyBaHHs» MKA /13:
3anponoHoBaHo: Po3gin MKA
«MapkyBaHHs» 3rigHO
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs. BBeieHHs1 3MiH
NpoTArom 6 Micsuis nicns
3aTBEPAXKEHHS
169. | HO-LUNA® Tabnetku no 40 mr; Ne TOB "CaHogi- YkpaiHa CaHochi-ABeHTic Cn. Monbwa/ BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/0391/01/02
12: no 12 TabneTtok y ABeHTIC YKpaiHa" 30.0., MonbLya; YropwumHa marepianis: 3mMiHW | TUNY - 3MiHK

6nictepi; no 1 6nictepy
B KQPTOHHI kopo6u; Ne
24: no 24 Tabnetkn y
6nictepi; no 1 6nictepy
B KQPTOHHI kopo6uj; Ne
60: no 60 TabneTok y
[103yH0HOMY KOHTeHepi,
3aKPUTOMY KPULLKOHO 3
3aXMCHOK CTPIYKOLO Bif,
BiAKpMTTA; no 1
[03yl04OMY KOHTelHepy
B KapTOHHI kopo6u; Ne
100: no 100 TabneTok y
donakoHi; no 1 dpnakoHy
B KAPTOHHI1 KopobL,i 3

XIHOIH 3aBog,
dapmaueBTUYHUX Ta
XimiyHux MpoaykTis

MpaiisiT Ko. 1A,

MignpuemcTeo 2

(nianprvemcTBo

Bepelweabxas),

YropuwmHa

LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHuX Npo

cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHUX AaHNX

npo cuctemy capmakoHarnsgy,

3MiHa ynoBHOBaXeHOI ocobu,
BiANoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKa 4N 34iICHEHHS
thapmakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNIOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3flilicHeHHs1 hapMakoHariagy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hak/1eikor Ha KopooLi
[N KOHTPO/IO NepLLOro
BiAKPUTTSA

(BK/HOHAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnag,

170.

HO-LWMNA®

pO34uH AN iH'eKuUiid, 20
mr/mn; Ne25 (5x5): no 2
M B amnysii; no 5
amnys, po3milleHnX y
nigaoHi; no 5 nigaoHis y
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

XIHOIH 3aBog
PapmaueBTUYHUX Ta
XimiyHnx MpoaykTis

Mpaiisit Ko. N1T4,,
MignpnemcTso Ne3
(NignpvemcTBO B
YaHikBenb/b)

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy chapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy apmakoHarnsgy,

3MiHa YNOBHOB&XEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnisgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - amiHa

YNOBHOB&XEHOI 0CO6U 3as1BHYKA,

BiANOBIAa/IbHOI 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXXEHOT 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
hapmakoHarnsg,

3a peyenmom

UA/0391/02/01

171.

HO-WNA®
KOM®OPT

TabneTtku, BKPUTI
M/iBKOBOK 060/10HKOIO,
no 40 mr Ne 24: no 24
Tabnetku y 6nictepi; no

TOB "CaHodi-
ABEHTIC YKpaiHa"

YKpaiHa

XIHOIH 3aBog
PapmauleBTUYHUX Ta
XimiyHux MpoaykTis

Mpaiisit Ko. /iTA.

YropLmHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeefeHHs abo

6e3 peyenma

UA/15328/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 6nicTepy B kOpobLi MignpuemcTtso 2 3MiHM [0 y3ara/lbHEHUX JaHuX Npo
(nignprvemcTBo cuctemy hapmakoHarnsgy
Bepeluegpxas) (BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOB&XeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs1 hapmMakoHarnsgy
(BK/THOYAKOUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BignoBigasibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/IbHOT 3a
thapmakoHarnag,
172. | O3YPAEKC® iMnnaHTaTt gns AnnepraH IpnaHgais AnnepraH Ipnangis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/12292/01/01
iHTpaBiTpeasbHOro dapmacbloTikans dapmachboTikans marepianis: 3MiHu |l TUMy - 3MiHK
BBeAeHHs, 700 mkr, no 1 IpnaHgis IpnaHgis Lofo 6e3nekn/edpekTMBHOCTI Ta
annikaTtopy, o MIiCTUTb hapmakoHarnagy. [Hwi 3miHn, ki
iMnnaHTar, pasom 3 He BBIlLL/N y Lieid po3ain, sKi
nakeToM-norimHayem BK/IOYAIOTb MOJAHHA pe3ynbTaTiB
BOJIONY, Y NakerT i3 AocnigkKeHb A0 KOMNETEHTHOMO
chonbru; no 1 nakety i3 opraHy - 3MiHU BHECEHO [0
hONbIN B KAPTOHHIN IHCTPYKUIT AN MeguyuHoro
Kopobui 3acToCyBaHHS NikapCbKoro 3acoby
[0 po3sginy "Cnoci6 3acTocyBaHHs
Ta gosn”
173. | OKPEBYC® KOHUeHTpaT Ans ®.XothdpmaHH-/15 LLiBefuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/16278/01/01
pO34nHy ANs iHdys3ili no Pouw NTg, Hepo3dacoBaHOl LLiBefiuapis marepianis: 3MiHW | TUNY - 3MiHK
300 mr/10 mn no 10 mny NpoAyKLUii, NepBNUHHE BHECEHO A0 IHCTPYKLUiT ANns
chnakoHi; no 1 dpnakoHy nakyBaHHs, MeANYHOro 3aCToCyBaHHSA
Y KapTOHHiIli kopobui BMNPOGYBaHHSA nikapcbKkoro 3acoby A0 po3ginis

KOHTPOJHO SIKOCTI:

Pow fliarHocTrke

vM6X , HimewunHa
BUPOGHMLTBO

"Cnoci6 3acTocyBaHHs Ta fo3u",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"34aTHicTb BNMBaTK Ha
LUBWUAKICTb peakuii npu kepyBaHHi
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hepo3acoBaHoi aBTOTpPaHCMopTOM abo iHWMMK
npoAayKLii, nepBnHHe MexaHismamun" y BignoBigHiCcTb A0
nakyBaHHS, Mepeniky OCHOBHMX AaHuX
BTOPUHHE 3asBHuka (Core Data Sheet).

nakyBaHHs1, BUNYCK

cepii: ®.XothdmaHH-
Na Pow N1pg,
LBeiiLapis

BBefeHHA 3MiH NPOTArom 6-Tu
MicsLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM |l TRy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3acToCyBaHHSA NikapCbKoro 3acoby
[0 po3ainis "®apmakosnoriyHi
BnacTusocTi", "Cnocié
3acTocyBaHHs Ta fo3u", "MobiyHi
peakuii”. CynyTHsi 3mMiHa: 3MiHU
Lwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3miHa(1) 4o 3060B'A3aHb Ta yMOB
BMAaui peecTpaujiinHoro
noceigyeHHs, Bkaoyaroun Mnax
ynpasAiHHA pUsnkamu
(3acTocyBaHHSA 3MiH(K), sKi(a)
BMMaraTb(€) NogasbLLOro
06r'pyHTYBaHHS HOBUMM
[0AAaTKOBUM AaHVIMW, L0 MaloTb
HafaBaTnUCs KOMMNETEHTHUM
opraHoMm, OCKiflbK/ BUMaraeTbCcs
CyTTEBA OL[iHKA KOMNETEHTHUM
opraHom). HafiaHo OHOBJIEHWA
MYP, Bepcii 4.0 y 38'A3Ky 3
OTPVMaHHSIM HOBWX AaHUX Y
pocnipkeHHi MA30143. 3miHun
BHeceHOo A0 YacTtunu | "Ornag,
nikapcbkoro 3acoby", YactuHu Il,
Mogyne Clll Ta Mogyns CVII.
BBegeHHs 3MiH npoTArom 6-tm
MicALiB nicnsa 3aTBepaXeHHA4
3MiHW Il TUny - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
00 po3ainis "Oco6mBoCTi
3actocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta o3un", "MobiyHi
peakuii" BHECEHHS TEKCTOBUX
peAakuiiHNX yTOYHEHb Ta
3a3HayvyeHHs [4o4aTKoBOl
iHchopmawii LLOAO 3HVWKEHHS PiBHA
iMyHOrno6yniHis. BBegeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS; 3MiHK Il Tuny -
3MiHM BHECEHO [0 iHCTPYKUIi ans
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MeJMYHOr0o 3acTOCYBaHHS
nikapcbKkoro 3acoby A0 po3ginis
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHs Ta fo3un”,
"Mo6iuHi peakwji" BHECEHHS
TEKCTOBMX pefaKUiliHNX YyTOUHEHb
Ta 3a3HayvYeHHA 404aTKOBOI
iHbopmaLii WoA0 3HMKEHHS PiBHSA
iMyHOrno6yniHis. BeegeHHA 3MiH
npoTArom 6-Tm MicAuiB nicns
3aTBEPAKEHHSA
174. | OKPEBYC® KOHUeHTpaT Ans ®.XothbdpmaHH-/15 LLisefuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/16278/01/01
pO34nHy Ans iHdys3iii no Pow Ntg, Hepo3dacoBaHoi LLiBefiuapis matepianis: 3miHu Il Tuny -
300 mr/10 mn no 10 mny npoAayKLUii, NepBnHHe 3asiIBHUKOM HaZlaHO OHOB/IEHWA
thnakoHi; no 1 dpnakoHy nakyBaHHs, nnaH ynpasniHHA pu3nkaMu Bepcis
Y KapTOHHIli kopobLi BMNPOGYBaHHSA 5,0 ans nikapcbkoro 3acoby
KOHTPOJIO SKOCTI: OkpeByC®, KOHLEHTpAT Ans
Pow fliarHocTrke po3unHy ans iHgysiii no 300 mr/10
v6X, HimeuunHa M; no 10 mn y donakoHi; no 1
BUPOGHMLTBO pN1aKoHyY Y KapTOHHI KopooLyi
Hepo3chacoBaHoi 3MiHN BHECEHO [0 BCIX YaCTUH y
NpoAyKLuii, NnepBuHHe 3B'AA3KY 3 KOHCONigaLieto
nakyBaHHs, iHbopmawii, wo 6yna
BTOPUHHE npeactasneHa B MNYPax Bepcis
nakyBaHHs, BUMYCK 3.0 Ta Bepcis 4.0, a TakoxX y
cepii: ®.XoddmaHH- 3B'fI3KY 3 3aBEepLUEHHAM
Na Pow N1, nicnsapeecTpauiiHoro
LBeiiuapis LOCNIMKEHHS Ta BUAAIEHHAM A0ro
3 nnaHy hapmakoHarnagy
175. | OKPEBYC® KOHUeHTpaT Ans ®.XothdpmaHH-/15 LLiBefuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiHnX 3a peyenmom UA/16278/01/01
pO34nHy A8 iHdys3iii no Pouw NTg, Hepo3dacoBaHO| LLiBefuapis marepianis: 3MiHW | TUNY - 3MiHK
300 mr/10 mn; no 10 mn nNpoAyKLUii, NepBNHHE ofo 6esnekn/edpekTMBHOCTI Ta
y donakoHi; no 1 nakyBaHHs, thapmakoHarnsgy - 3MiH1M BHECEHO
dhnakoHy y KapTOHHil BUNPOOYBaHHSA B TEKCT MapKyBaHHS YNakoBKv/
Kopobui KOHTPOJIO SIKOCTI: nikapcbKoro 3acoby. BeefeHHs
Pow fliarHocTrke 3MiH NpoTArom 6-Tu MicAuiB nicns
vM6X, HimeuunHa 3aTBEPAXKEHHA
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoayKuii, BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: ®.XothdmaHH-
Na Pow /14,
LseiiLapis
176. | OPTO®EH TabneTkn, BKPUTI MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/5047/01/01

060/10HKOI0,
KMLLKOBOPO34MHHI no 25
Mmr, no 10 TabneTok y

MaTtepianis: 3MiHu | Tuny -
BBe/IeHHS1 0AATKOBOr0 PO3Mipy
cepii roToBOro JlikapCbKoro 3acoby

144




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepi, no 3 6rictepu MOB'A3aHO 3 TUM, LLIO BUPOOHUK
y nauyui 3 kKapToHy; rno 10 113 Mae TeXHIYHY MOX/IMBICTb
TabneTtok y 6nictepi, no 36iM1bLUNTI PO3MIp cepii B 3 pa3un y
100 6nicTepiB y Kopobui MOPIBHAHHI 3 3aTBEPAKEHUM
3 KapToHy; no 10 po3mipom cepii (BCTaHOB/IEHNIA
Tabnetok y 6nictepi 3MiLLyBay 6iHHOro Tuny 3 06’emom
3aBaHTaKEHHS1 HEOOXigHOT
KiNnbKOCTI) y BiANOBIAHOCTI A0
BUMOT PUHKY; 3arMpOMNOHOBaHO:
Po3wmip cepii 71,28 kr (648000
Tabnetok) 213,84 kr (1940000
TabneTok)
177. | OPTO®EH TabneTku, BKpUTI MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX - UA/5048/01/01
060/10HKOI0, MaTepianis: 3MiHu | Tuny -
KMLLKOBOPO34MHHI Nno 25 BBEEHHS fOAATKOBOrO po3mipy
mr in bulk: mo 9000 a6o cepil roToBOro nikapcbkoro 3acoby
no 16000 Tabnetok y NoB’A3aHO 3 TUM, L0 BUPOBOHUK
KOHTeliHepaxi N3 Mae TeXHIYHY MOX/MBICTb
36iNbLLUNTK PO3Mip cepii B 3 pasn y
NOPIBHAHHI 3 3aTBEPAKEHUM
pO3mipom cepii (BCTaHOBMEHWIA
3MilLyBaY 6iHHOro Tuny 3 06’eMom
3aBaHTaXeHHS HeobXigHOT
KifIbKOCTI) y BifnoBigHOCTI A0
BUMOT PUHKY; 3arMpOMNOHOBaHO:
Po3mip cepii 71,28 kr (648000
Tabnetok) 213,84 kr (1940000
TabneTok)
178. | OP®AOVH Kancynu TBepai no 2 mr; Csigiw OpdraH Lseuis AnoTek NpoaakiH & LLiBeuis BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13603/01/01
no 60 kancyn y thnakoHi; BiosiTpym Ne6opeTpiep AB, marepianis: 3MiHu |l TURY - 3MiHK
no 1 cpnakoHy B IHTepHewweHen Ab LiBeuis BHECEHO [0 iHCTPYKUiT ANns

KapTOHHIiA ynakoBL,i

(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);

AnoTek MNpojakLiH &

Ne6opeTpiep AB,
LLBeuis (kOHTpOsb
AKOCTI)

Me[IM4YHOro 3aCTOCyBaHHS
nNikapcbKoro 3acoby Ao po3ainy
"Moka3aHHA" (3anpornoHOBaHO:

JlikyBaHHS1 XBOPUX 3
niATBEPIKEHUM [iarHO30M
CcrnagkoBoi TUPO3MHeMIT Tuny 1 3a
YMOBM AOTPUMAaHHS fi€T! 3
06MeXeHHAM NPOAYKTIB, L0
MICTATb TUPO3UH Ta heHinanaHiH.
NikyBaHHS fOPOC/IMX NALEHTIB 3
aNKanToHypI€EtD.) Ta, K HAaciA0kK
00 po3giniB "®apmakonoriyHi
BnacTusocTi", "Oco6mBOCTI
3acTocyBaHHs", Cnocio
3aCToCyBaHHA Ta 03n",
"3acTocyBaHHsA y nepiog
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BariTHOCTi abo rogyBaHHS rpyaato
(BHECEHHA [0AATKOBOrO
3acTepexeHHs), "[iTn" (BHeceHHs
iHchopmawii Npo 3acTocyBaHHsA 3a
HOBUM MoKa3aHHAM), "To6iuHI
peakuji"

179.

OP®AIVH

kancynu Teepgi no 5 mr;
no 60 kancyn y ¢1akoHi;
no 1 donakoHy B
KapTOHHIA ynakoBL,i

Caigijw OpdhaH
BioBiTpym
IHTepHelweHen Ab

LLiBeuis

AnoTek MNpoaakliH &
Ne6opeTpiep AB,
LLisewjs
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM);
Anotek NpogakiH &
NebopeTpiep AB,
LBeuist (KOHTPO/b
AKOCTI)

LLBeuis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
mMartepianis: 3mMiHu Il TUNy - 3MiHK
BHECEHO [0 IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainy
"MokasaHHa" (3anponoHOBaHO:
JlikyBaHHS1 XBOpYX 3
nigTBEPKEHNM AiarHO30M
cnagKoBoi TMpO3nHeMmii Tuny 1 3a
YMOBW AOTPUMAHHSA LiETU 3
06MEXEHHAM NPOAYKTIB, L0
MICTSITb TUPO3VH Ta (DeHiNanaHiH.
NikyBaHHA AOPOC/UX NALEHTIB 3
aNKanToHypi€eto.) Ta, K HacNifokK
00 po3giniB "®apmakonoriyHi
BnactueocTi”, "OcobneocTi
3acTocyBaHHsA", Cnoci6
3aCcToCyBaHHA Ta 403n",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHA rpyaato
(BHECEHHS 40AATKOBOTO
3acTepexeHHs), "[AiTn" (BHeCEeHHs
iHbopMmaLii Npo 3acTocyBaHHSA 3a
HOBUM MOKa3aHHAM), "MoGiuHI
peakuji"

3a peyenmom

UA/13603/01/02

180.

OP®ALVH

Kancynu TBepai no 10
Mmr; no 60 kancyny
donakoHi; no 1 dpnakony
B KapTOHHIiA ynakoBsL,i

Csigiw OpdraH
BiosiTpym
IHTepHelwweHen Ab

Lseuis

AnoTek NpojakiH &
Ne6opeTpiep AB,
LBewis
(BMPOGHMLTBO 3a
MOBHWUM LMK/IOM);
AnoTek MNpoakLiH &
Ne6opeTpiep AB,
LLBeuis (kOHTpOsb
AKOCTI)

LLBeuis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHu |l TUMY - 3MiHK
BHECEHO [0 IHCTPYKUiT ANns
MeIM4YHOro 3aCTOCyBaHHS
nNikapcbKoro 3acoby Ao po3ainy
"Moka3saHHA" (3anpornoHOBaHO:
JlikyBaHHS1 XBOPUX 3
NiATBEPIKEHUM [iarHO30M
crnagkoBoi TUPO3MHeMIT Tuny 1 3a
YMOBM AOTPUMAaHHSA fi€T! 3
06MeXeHHAM NPOAYKTIB, L0
MIiCTATb TUPO3UH Ta heHinanaHiH.
NikyBaHHS fOPOC/MX NALEHTIB 3
aNKanToHypI€EtD.) Ta, K HAaciA0kK
00 po3ginis "®apmakonoriyHi
BnacTmeocTi", "Ocob6mMBOCTI

3a peyenmom

UA/13603/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3actocyBaHHs", Cnoci6
3acToCyBaHHsA Ta 403n",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
(BHECEHHSA [0AATKOBOrO
3acTepexeHHs), "[iTn" (BHeceHHs
iHchopmawii Npo 3acTocyBaHHsA 3a
HOBUM MOKa3aHHAM), "To6IuHI
peakuji"

181.

OTPUBIH

cnpeii Ha3asTbHUIA,
[o3oBaHunii 0,1 %; no 10
M1y NoniMepHoMy
ch1akoHi 3
posnuntoBayem; no 1
pNakoHy B KApTOHHIl
Kopobui

I"CK KoHcblomep
Xernckep C.A.

LLiBefiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | TUNy - 3aMiHa
anbTepHaTBHoro metogy TLUX
Ans igeHTudikayi
KCuoMeTasoniny rigpoxsiopuay
HOBUM MeToAOM BEPX-Y®.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALIB MiCNA 3aTBEPLXKEHHS;
3MiHM | TUMy - 3amiHa iCHyl04Ooro
meToay BEPX ans igeHTudikaui
Ta KifIbKICHOro BU3HAYEHHS
KCMAoMeTasoniHy rigpoxiopuay Ta
6EH3a/KOHII0 X10pnay, a Takox
nNpoAyKTiB AerpajaLii HoBUM
meTogom BEPX. BBefieHHs 3miH
npoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHWM | TURY -
3anponoHOBaHO BHECTU 3MiHW Y
nepiofuYHICTb KOHTPOJTIO
MiKPOGIONOriYHOI YACTOTH
npenapary, a came BBeAEHHS
060B’I3KOBOr0 TECTYBAHHS KOXHOT
cepii nikapcbkoro 3acoby npu
BWMYCKy (HATOMICTb
nepef6a4yacTbCs BUYUYEHHS
BMGIPKOBOIO KOHTPOJIH CEPiid, K
ue 6yno nepegbayeHo
3aTBEPIXEHOI0 cneuyndikalieto),
KOXHa cepisa byae
KOHTPONIOBATUCA 3a AaHUM
napameTpom. BeefeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS

6e3 peyenma

UA/5206/02/01

182.

O®J/TOKCUH® 200

TabneTku, BKpUTI
060/10HKOI0, N0 200 Mr
Ne 10 (10x1): no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHIl

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo

3MiHUM [0 y3ara/lbHEHNX AaHuX Npo

3a peyernmom

UA/8147/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopobui

cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
0ocobu 3 hapmakoHarnisgy
3aABHUKa AN 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNTOBHOBaXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnag.
MponoHoBaHa peaakuis:
Xopakiscbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX yrnoBHOBaXXeHO! 0cobu
3asBHWKa, BiANOBIAaIbHOT 3a
thapmakoHarnag,

183.

MAKAIXon

KOHLleHTpaT Ans
po3unHy Ans iHdysii, 30
mr/5 mn; no 5 mn (30 mr)
a60 no 50 mn (300 mr) y
thnakoHi; no 1 donakoHy

B KapTOHHI kopo6ui

nenmapk
PapmacboTrKan3
nra.

IHais

nenmapk
[xeHepikc C.A.

ApreHTuHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu Il Tuny - 3mMiHM 3
akocTi. A®l. BupobHuuTtBo. 3miHa
BMpPOOHUKA BMXiZAHOrO/NMPOMIXXHOro
npoaykTy/peareHty, Lo
BUKOPVCTOBYHOTBCS Y
BMpOo6HUYOMY npoueci AdPl, abo
3MiHa BMPOGHUMKa (BKOUaoun, ge
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPO/tO sIKOCTi) APl (3a
BifCYTHOCTi cepTudiikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
[ocbe)(BBEAEHHA HOBOrO
BMpO6HUKa APl 3 HaAaHHAM
MacTtep-chaiina Ha Adl) -
BBe/leHHS BUPO6HUKa AdP| 3
HagaHHAM MacTep-ghaiina,
3anponoHoBaHo: Fujian South
Pharmaceutical Co., Ltd., China

3a peyenmom

UA/13970/01/01

184.

NMANABEPWUH

cynosuTopii no 20 mr, no
5 cynosuTopiiB y

$apwmiHa /lTa

MNonba

$apmiHa Nl14

Monba

BHECEHHS 3MiH 10 peecTpaviiiHnX
mMarepianis: 3MiHW | TUNY - 3MiHK

6e3 peyenma

UA/17524/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepi, no 2 6rictepu
Y KapTOHHIl1 ynakoBLi

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy - 3MiH1 BHeCeHi
B TEKCT MapKyBaHHS YNakoBKY/
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs MDXKHapOAHNX
Nno3HayYeHb OAMHULb
BMMIpIOBaHHs. BBefeHHs 3MiH
NpoTArom 6-Tv MicsLiB nicns
3aTBEPAXKEHHS

185.

NAPANEH®
TAM'AH-NPUMY A

piavHa opasnbHa Ne 1: no
100 mn1 (130T1)y
thnakoHi; no 1 dpnakoHy
Y KapTOHHIli kopobLi

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

Eii. HatTepmaHH
eHp Caiii. Tm6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI
ocobw, BignoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BauecnasiBHa. 3MiHa KOHTaKTHWX
[aHVX YNOBHOB&aXEHOI 0co6u
3as1BHVIKa, BigNoBiAa/IbHOT 3a
chapmakoHarnag,

6e3 peyenma

UA/10764/01/01

186.

MENOPCIH®

cupon no 100 mny
donakoHi, no 1 dpnakoHy
3 [O3YI0UMM CTaKkaHoM y
naJui 3 KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 0 cneyudikauii Ta
MeTOoAiB KOHTposto /13, a came
npVBeAEHHS OAVHWLb
BMMIipIOBaHHS NoKa3HuKa
«BigHocHa rycTrHa» y
BigNoBiAHICTb A0 BUMOT AdY,

6e3 peyenma

UA/16343/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
2.25.
187. | NEPUHAOMNPWUN 2/ | TabneTkn no 2mr/0,625 KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peecTpauiiiHnx 3a peyenmom UA/15257/01/01
IHAAMAMIA 0,625 mr no 10 TabneTok y MecTo mecTo, CrnoBeHis marepianis: 3miHu | Tuny -
KPKA 6nicTepi; no 3 abo 9 (BpOGHMLTBO "in BHECEHHS 3MiH 40 po3ainy
6nicTepiB y KAPTOHHIl bulk", nepsuHHe Ta «MapkyBaHHs» MKA N13;
Kopo6ui; no 15 TabneTok BTOPUHHE 3anponoHoBaHo: MAPKVPOBKA B
y 6nicTepi; no 2 a6bo no nakyBaHHs, COOTBETCTBUU C YTBEPXKAEHHBIM
6 6nicTepiB y KapTOHHIl KOHTPO/b Ta BUMYCK TEKCTOM MapKknpoBkn. OHOB/IEHHS
Kopoobui cepii); KPKA, a.4., TEKCTYy MapKyBaHHs ynakoBK/
HoBo mecTo, NiKapCbKOro 3acoby 3 BHECEHHAM
CnoBeHis (KOHTpONb iHbopmauii Woao 3a3HaYeHHS
cepii) OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeAeHHS 3MiH MPOTAroM 6-Tu
MiCALIB NiCNsA 3aTBEPLXKEHHS;
3MiHW | TNy - BBEAEHHS HOBOTO
BMpo6HMKa A®| nepuHaonpuny
ORIL INDUSTRIE, B fikoro
HasBHW cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2004-
223-Rev 00 B JONOBHEHHS [0 BXe
3aTBepAKeHOro BMpobHuka Ad|
KRKA d.d., Novo mesto,
CnOBEHiIs; 3MiHW | TUMY - BHECEHHS
3MiH y cneuudikauiio Ta MeToan
KOHTpono APl iHganamig, 3a
NMoKasHUKoM «P0o3Mip yacTok»
188. | NEPNHAOMNPUN 4| | TabneTtku no 4 mr/1,25 KPKA, a.4a., Hoso CnoseHisa KPKA, a.4., Hoso CrnoseHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/15257/01/02

IHAANAMIA 1,25
KPKA

Mmr no 10 TabneTok y
6nictepi; no 3 abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 15 Tabnetok
y 6nicTepi; no 2 a6o no
6 6nicTepiB y KapTOHHIi
Kopobui

MecTo

mecTo, CroBeHis
(BUpPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/1b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisa (KOHTpONb
cepii)

MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHsA» MKA /13;
3anponoHosaHo: MAPKPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapK1poBKn. OHOBIEHHSA
TEKCTYy MapKyBaHHs ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSM
iHbopmauii Wwoao 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAeHHs 3MiH NPOTAroM 6-Tu
MiCALiB NiCNA 3aTBEPOXKEHHS;
3MiHU | TUNy - BBEA,EHHS HOBOTO
BMpo6HUKa ADI| nepuHgonpuny
ORIL INDUSTRIE, B sikoro
HasiBHWi cepTudikat
BIANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2004-
223-Rev 00 B JONOBHEHHS [10 BXe

150




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBepAKEHOro BMpobHuka Ad|
KRKA d.d., Novo mesto,
CnoBEeHiIf; 3MiHW | TUMY - BHECEHHSA
3MiH Y cneuyudikadiio Ta MeToam
KOHTponto APl iHganamig, 3a
NoKasHUKOM «P0o3Mip YacTok»

189.

NEPVUHAONPWUN 8/
IHAANAMIA 2,5
KPKA

TabneTkn no 8 mr/2,5 mr
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 15 Tabnetok
y 6nicTepi; no 2 a6o no
6 6nicTepiB y KapTOHHIi
Kopobui

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
mMecTo, C/ioBeHis
(BUpOBGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
Hoso mecTo,
CnoBeHis (KOHTPOb
cepir)

CnoBeHisi

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHsA» MKA N13;
3anponoHosaHo: MAPKPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHA 3MiH NPOTAroM 6-Tu
MicSLIB MiCNS 3aTBEPAXKEHHS;
3MiHK | TUNY - BBEAEHHS HOBOrO
BMpo6HUKa ADI| nepuHgonpuny
ORIL INDUSTRIE, B sikoro
HasiBHWi cepTudikat
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne R1-CEP 2004-
223-Rev 00 B ONOBHEHHS [0 BXe
3aTBEPAKEHOro BUPO6HMKa AdI
KRKA d.d., Novo mesto,
COBeHiIs; 3MiHW | TUMNY - BHECEHHS
3MiH Y cneuudikauiio Ta metogm
KoHTposto A®I iHganawmig, 3a
nokasHUKoM «Po3mip yacTok»

3a peyenmom

UA/15257/01/03

190.

NEYAEBCHKNN
BANIKAPIO/N BE3
LYKPY

Tabnetku no 60 mr, no
10 TabneTok y 6nicTepi;
no 10 TabneTtok y
6nictepi; no 1 6nictepy
y naui 3 kapToHy; rno 10
TabneTokK y KoOHTeliHepi;
no 1 KoHTelHepy y nauwi
i3 KapToHY

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

BXe 3aTBEPAKEHOro TeKCTy
MapKyBaHHS; BHECEHHS 3MiH 0
po3giny "MapkyBaHHs" MKA N13:

3anpornoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKW NiKapcbkoro
3acoby 3 BHECEHHSIM iHdhopMmaLit
LLI0A0 3a3HAYEHHS OAMHULbB
BMMIpPIOBaHHA y cuctemi Sl.
TepMiH BBEEHHS 3MiH - NPOTSATOM

6e3 peyenma

UA/5311/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6 micauiB nicns 3aTBepmAkKeHHS

191.

MNEYAEBCLKUN
BA/IKAPAON BE3
LYKPY

Tabnetkn no 60 mr in
bulk: no 800 Tabnetok y
KOHTeliHepax

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS

BXE 3aTBEP)KEHOr0 TEKCTY
MapkKyBaHHs in bulk nikapcbkoro
3acoby, a came 3a3HayeHHs

MiKHapOAHWX NO3HaYeHb OAUHULb
BUMIPIOBAHHS 3 BUKOPUCTaHHAM

NiTep naTuHCbLKoro andasity;
BHECEHHS 3MiH 4,0 po34iny
"MapkyBaHHA" MKA 13:
3anponoHoBaHo: MapkyBaHHS.
TeKkcT MapKyBaHHS [0AAETbCA.
OHOBJIEHHSA TEKCTY MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby 3
BHECEHHAM iHthopmalii Lwoao
3a3HaYeHHs OAUHULb
BMMIPIOBaHHSA y cuctemi Sl.

TepMmiH BBEEHHS 3MiH - NPOTArOM
6 MicALiB nic/ia 3aTBepAKEHHS

UA/5312/01/01

192.

NEYAEBCLKUN
BA/IKAPAON-
HATYP

TabneTtku cybniHrBasibHi,
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi, no
1 6nicTepy y nauui 3
KapToHy; no 10
TabneTokK y KoOHTeliHepi,
no 1 KoHTelHepy y nauwi
3 KapPTOHY

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA

Nna3:
3anponoHoBaHo: Po3gin
«MapkyBaHHS» 3rifHO
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby LoAo
3a3HayYeHHsA MiXHapPOAHMX
no3HayYeHb OANHULb
BMMIipIOBaHHA. BBeeHHsA 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMXKEHHS

6e3 peyenma

UA/7693/01/01

193.

mBOHQ
HACTOWNKA

HacToiika no 100 mn 'y
onakoHax abo GaHkax

MpuBartHe
akujioHepHe

TOBapucTBO "Bionik"

YKpaiHa

MNpvBaTHe
akujioHepHe

TOBapucTBo "bionik"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
o040 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnagy - 3MiHU BHeCeHi

B TEKCT MapKyBaHHS YNakoBKu/
Nikapcbkoro 3acoby om0
3a3HaYeHHS MiDKHapPOAHWX

6e3 peyenma

UA/1517/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NO3HaYeHb OAVHWLb BUMIPIOBAHHS
194. | NK-MEPL, po34uH aNs iHgysiid, 0,4 Mepy, HimeuyunHa BUPOBHMK rOTOBOro IcnaHis/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/9031/02/01
mr/mn no 500 mny dapmacbloTikanc nikapcbKoro 3acoby: HimeuunHa marepianis: 3miHu | Tuny -
chnakoHi, No 2 donakoHu v6X B. BpayH Megukan, 3aTBEepPKEHUIA BUPOOHUK Ajitoyoi
B KapTOHHIi Kopo6Lyi CA, IcnaHis, peyoBuHM AMaHTaauHy cynbgarty
BMPOGHUK, Mohes Catalana S.A., Icnanis 6ys
BiANOBiAa/IbHWIA 3a 3aTBEPXEHUIA MOMUIIKOBO.
BUMyCK cepii: Mepy, KopekTHi gaHi BnacHuka DMF:
dapma 'm6X i Ko. Moehs Iberica, S.L. Poligono Rubi
KraA, HimeuunHa Sur, Cesar Martinell i Brunet
n°12A 08191 Rubi (Barcelona)
Spain. KopekTHi faHi BUpo6HMKa
Ail040i peyoBMHY,
BiANoBiga/IbHOroO 3a BUMNYCK Ta
AocnimkeHHs ctabinbHocTi: Moehs
Cantabra, S.L. Poligono Industrial
Requejada 39313 Polanco
(Cantabria) Spain; 3minu Il Tuny -
OoHoBneHHss ASMF gns ans gitodoi
peyvoBMHN AMaHTaauHy cynbary
3 NOTOYHOI Bepcii O-AMS/9505
(0),C-AMS/9505 (0) go
nponoHoBaHoi Bepcii O-ADS-
1811-0001, C-ADS-1811-0001
195. | NK-MEPL, TabneTku, BKpUTI Mepy, HimeuyunHa Knoke ®apma- HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/9031/01/01
NAiBKOBOK 0O0/IOHKOHO, dapmacbioTikanc Cepsic 'mbX, martepianis: 3miHu Il Tuny -
no 100 wmr, no 10 6X HimeuunHa oHoBnieHHss ASMF ans gitouoi
Tabnetok y 6nictepi, no (nepBuHHe Ta peyoBnHM AMaHTaauHy cynbgarty
3 abo no 9 6nictepis y BTOPVIHHE 3 NOTO4HOI Bepcii O-AMS/9505
KapTOHHI KOpooLyi nakyBaHHs); Knoke (0),C-AMS/9505 (0) go
Papma-Cepsic nponoHoBaHoi Bepcii O-ADS-
M6X, HimeuunHa 1811-0001, C-ADS-1811-0001
(npoaykuis in-bulk);
Mepu, ®apma 'm6X i
Ko. KlaA,
HimeuunHa
(BMpPOGHYK
BiAnoBiganbHUIA 3a
BMMYCK cepii); Mepy,
dapma 'mbX i Ko.
KlraA, HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
196. | NOJIIMIK® TabneTkn, BKPUTI KYCYM XENTXKEP IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/7657/01/01
060/10HKOH, Mo 10 MNBT NTA NBT N1TA marepianis: 3MiHum | Tuny -
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no BBE/IEHHS 40AAaTKOBOrO PO3Mipy
1 6nicTepy B KapTOHHiIl cepil roToBOro nikapcbkoro 3acoby
ynakosLi - 500 000 Tabnetok ans
BMPO6HUYOI AinbHULI KYCYM
XENTXKEP MBT NTA, wo
po3TalloBaHa 3a agpecoto rnot
Ne M-3, IHgop Cneluen IKoHOMiK
3oyH, ®eiiz-Il, Mitamnyp, AicT.
[xap, Maaxbs Mpagedw, MiH
454774, Inais. 3anponoHOBaHO:
100 000 Tabnetok; 500 000
TabneTok
197. | NOPTANAK cupon, 667 mr/mn; no Benyno, nikn Ta XopBarTis Benyno, nikn Ta XopBartis BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/14086/01/01
250 mn ta 500 My KOCMeTuKa, A4.4. KOoCMeTuka, A.4. marepianis: 3MiHW | TUNY - 3MiHK
donakoHi, no 1 pnakoHy i ofo 6e3nekn/edekTMBHOCTI Ta
MiPHAM CTakaH4YMKoOM B chapmakoHarnsgy - OHOBEHHS
KapTOHHI navui TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepmiH BBEAEHHS 3MiH -
npoTsArom 6 micsuis nicns
3aTBEPAXKEHHS
198. | MPOCMNAH® TabneTku Wwunyyi no 65 EHrenbrapg HimeuunHa Fepmec HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/12942/01/01
®OPTE TAB/IETKWN | wmr no 1 Tabnetuiy ApuHaiimiTTens ApuHelimiTTens marepianis: 3MiHW | TUNY - 3MiHK
winnydli BiA, calue; no 2 cawe v6X & Ko.KI 'm6X, HimeyunHa ofo 6esnekn/edpekTMBHOCTI Ta
KALUTHO cnony4yeHi B (B1po6HYK in bulk, thapmakoHarnsgy - OHOB/IEHHS
nepchopoBaHuii cTpun; nepBuHHe Ta TEKCTY MapKyBaHHS ynakoBKu
no 5 a6o 10 cTpunis y BTOPVIHHE niKkapcbKoro 3acoby 3 BHECEHHAM
KapTOHHI KopoobLi nakyBaHHs); iHchopmawii LWwoao 3a3HaveHHs
EHrenbrapg OfMHULIb BUMIPIOBAHHSA Y CUCTEMI
ApuHaiimiTTens Sl
M6X & Ko. KT,
HimeuyunHa
(BUPOBHYK
BiANOBIAaIbHNIA 3a
BUMYCK cepil)
199. | NPOCTANAL HacTolika ans TOB "YkpaiHCbka YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 10 peecTpavuiiHnx 6e3 peyenma UA/1194/01/01

nepopasibHOro
3acTocyBaHHsA no 100
My chnakoHi abo y
6aHUi i3 ckiomacy; no 1
thnakoHy abo 6aHLi B
nauui 3 KapToHy ; no 100
M1y chrakoHi abo y
6aHuji nonimepHiii; no 1

hapmaueBTMyHa
KomMnania"

marepianis: 3MiHW | TUMY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy - 3MiHU BHeCeHi
B TEKCT MapKyBaHHS YNakoBKv/
nikapcbKoro 3acoby LoAo
3a3HayYeHHsA MiXXHapOAHMX
No3HauYeHb OAVHWLL BUMIPIOBAHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thnakoHy abo 6aHui B
nayi 3 KapTOHY

200.

MPOCTAH

TabneTkn, BKPUTI
060/10HKO0, N0 5 Mr, Mo
10 Tabnetok y 6nictepi,
no 1 a6o 3 6nictepn y
nauuj 3 KapToHy

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
Lofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. OHOB/EHHA BXe
3aTBEPMAKEHOT0 TEKCTY
MapKyBaHHs. 3amiHa po3giny
«[padpiuHe ohopmneHHs
yNakoBKM» Ha Po3fin
«MapkyBaHHsA» MKHA N13:
3anpornoHoBaHo: Po3gin
«MapkyBaHHs». 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - NpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/8262/01/01

201.

NMPOCTAH

TabneTtku, BKPUTI
060/10HKO0, MO 5 Mr, in
bulk Ne 8000 y nakeTax
i3 nniBKK
nonieTnneHoBol; no 1
nakeTy y KOHTelHepi

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHW | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOB/EHHS

TEeKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii woao 3a3HaYeHHS

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. OHOB/IEHHSA BXe
3aTBEPAKEHOIO TEKCTY
MapKyBaHHs in bulk Ne 8000 y
nakeTax i3 niBku1 NoNieTUIEHOBOT,
no 1 nakeTy y KOHTeliHepi
(BHECEHHS MO3HAYeHb OAMHULLb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep natuHCLKOro andasiTy).

3amiHa po3giny «IpadiuHe
0hOPMNEHHS YNaKoBKW» Ha
po3gin «MapkysaHHa» MKA N3:
3anponoHoBaHo: Po3ain
«MapkyBaHHs». 3rigHO
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS1, L0 AOAAETHLCS.
TepMiH BBE,EHHS 3MiH - NPOTArOM
6 MicALiB nicnsa 3aTBEpKEHH

UA/15473/01/01

202.

PEBIT

apaxe no 75 a6o 100
[ipaXxe y KOHTeilHepax

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHum | Tuny -

6e3 peyenma

UA/3353/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHOBJ/IEHHS TEKCTY MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalii Lwoao
3a3HaYeHHs OAUHNLL
BMMIpPIOBaHHSA y cuctemi Sl.
OHOB/EHHS BXE 3aTBEPL)KEHOrO
TEKCTYy MapKyBaHHS. BHeCeHHs
3MiH 40 po3ainy “MapkKyBaHH:A"
MK N3:

3anponoHosaHo: Po3gin
«MapkyBaHHsA»: 3rigHO
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTArom 6 Micslis nicns
3aTBEPKEHHS

203.

PEBIT

Apaxe in bulk: no 2000
[ipaxe y KoHTeliHepax
nnacTMacoBux

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBIEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHA BXE
3aTBEPAKEHOrO TEKCTY
MapkyBaHHs rno 2000 gpaxe y
KOHTeliHepax nacTmMacoBmx
(BHECEHHSA NO3HaYeHb OAUHULL
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep natuHcbkoro andasity).
BHeceHHs 3MiH fo po3giny
“MapkyBaHHA" MKA 13:
3anponoHoBaHo: Po3gain
«MapkyBaHHs»: 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS, L0 AO0AAETHCA.

TepMmiH BBEEHHS 3MiH - NPOTArOM
6 micauiB nicns 3aTBepmkKeHHS

UA/3354/01/01

204.

PEBMOKCUKAM®

pO34nH N8 iH'ekuii 1 %
no 1,5 mn B amnyni; no 3
abo 5 amnyn y 6nictepi;
no 1 6nictepy y nauu;
no 1,5 mn B amnyni; no 5
amnyn y navuj

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
martepianis: 3miHu Il Tuny -
BBE/lEHHSA a/lbTEPHATUBHOMO
BVMPOGHMKA NEPBMHHOI YNaKoBKM
(amnynn cknsHi 06’eMom 2 MA I-ro
TiAPONITUYHOIO KNacy BUTrOTOBJIEHI
i3 HeliTpanbHOro CKNa, LWo SBNASE

3a peyernmom

UA/0759/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
co60to0 6opocunikaTtHe cko)
«Cangzhou Four Stars Glass Co.,
Ltd», Kutaii. MaTepian cknsiHux
acnyn 3aTBepXeHoro Ta
3anpornoHOBaHOro BUPOBHUKIB
iLEHTNYHWIA
205. | PErigPOH ONTIM MOPOLLIOK ANt OpioH KopnopeiiluH DiHNAHAIA O Mepdaiins Nra, diHnsaHgia/ BHECEHHS 3MiH [0 peecTpavyiiiHnX 6e3 peyenma UA/9267/01/01
OPa/ILHOIO PO34UHY, NO PiHnaHaia IcnaHis MaTepianis: 3MiHu | Tuny -
10,7 r NOPOLUKY Y NakeTi; (BMPOGHUIK, LLIO BHECEHHS 3MiH Y BUPOOHUUNIA
no 20 nakeTiB y 3[i/iCHIOE KOHTPO/1b npoLec, 30KpemMa: BK/THOHYEHHS
KapTOHHIlA KOpooLi AKOCTi ); OpioH aNbTePHATUBHOIO TUMY
KopnopeiiH, obnagHaHHA - BEPTUKaIbHOT0
DiHNAHAiA 3miwyBaya (6apabaHHuin Mikcep);
(BUPOBHVIK, L0 3MiHUM | TUNY - 3a3HAYEHHS
3[iiCHIOE KOHTPO/1b nianasoHy po3mipy cepii M'N3 "Big
AKOCTI | BUNyCK 500 kr go 2000 kr* (Big 46620
cepiii); TOB nakeTukis go 186480 nakeTukiB);
Peundapm MapeTc , 3MiHW | TUMY - BUNYYEHHS PO3MIpy
IcnaHis (BUPOGHMUK, cepii N3 - 400 kr. MponoHoBaHa
LLl0 3AiiCHI0E pefaxuisi. Po3mip cepii
BUPOBHMLTBO, [iana3oH: Big 500 kr 4o 2000 kr
nakyBaHHs, (Bip 46620 nakeTiB fo 186480
KOHTPO/b AKOCTi Ta nakeTiB)
BUMYCK Cepiid)
206. | PEKTOAENDLT 100 Cyno3unTopii pekTasbHi Tpommcgopdhd HimeuunHa Tpommcaopdhd HimeuunHa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/0685/01/01

no 100 mr, no 2 a6o no 6
Cynos3uTopiiB y 6nicTepi;
no 1 6nictepy B
KapTOHHIA KopoobLi

'M6X eHpg Ko. KI

'm6X eHp Ko. Kl

mMarepianis: 3MiHu | TUNY - 3MiHU 3
siKocTi. FOoTOBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKoro
3acoby. 3miHa y MmeTogax
BUNPOBYBaHHA rOTOBOr0
NiKapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpAKEeHUX MeTogax
BUNPOOYBaHHS) - 3MiHa B MeToAax
KOHTPO/TH0 SIKOCTi 32 MOKa3HMKOM
«CynpoBigHi JOMILLKK», a came: -
06’em iH’ekuii Big 20 Mkn A0 5 MK
- Temneparypa KOMOHKMN 3HKeHa 3
45° no 40°
- OLjiHKa BiOMMX JOMILLIOK paHille
LLIOAI0 PO34MHY 3paska, a Tenep
010 O4HOTOYKOBOT
KanibpyBasibHOT (PyHKLIT -
aganTauia SST
- HEeBE/IMKE PerysitoBaHHs
e/eHTiB A Ta cTapToBUii
rpagieHT, 3aBasaku YoMy
KOHUEHTpaLisa BCepeauHi cyMmiLli
3a/IMLIAETLCA HE3MiIHHOK
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

207.

PEMECTUN

pO34nH A4 iH'ekuiid, 0,1
mr/mn, no 2 mn a6o no
10 mn B amnyni; no 5
ammnyn y KapTOHHIl
ynakoBLi

®eppiHr-/leursa a.c.

Yecbka
Pecny6nika

3eHTiBa K.C., Yecbka
Pecny6nika
(BUPOGHWK rOTOBOrO
NPOAYKTY,
BiANoOBigabHUIA 3a
KOHTPO/b SKOCTI,
NepBUHHY
yNakoBKy); ®eppiHr-
Neuusa, a.c.,
Yecbka Pecnybnika
(BignoBifanbHwWiA 3a
BUMYCK cepii);
deppiHr-/leunsa,
a.c., Yecbka
Pecny6nika
(BignoBiganbHWii 3a
BTOPWHHY YNakoBKy)

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | TUNy - 3amMiHa
BMNPOGYBaHHs «[liporeHn» (EP
2.6.8) Ha BUNpobyBaHHs
«bakTepianbHi eHA0TOKCUHU» (EP
*) y cneumdoikauii M13; He3HauHI
3MiHW pefakLiiHoro xapakrepy 3
METOI BUANEHHS MOCKIaHb Ha
3aranbHi ctatTi EP i3 cneuudikadii
n3

3a peyenmom

UA/9801/01/01

208.

PUBOKCUH

TabneTkn, BKPUTI
060/10HKO10, M0 200 Mr;
in bulk: no 3500 a6o
6000 TabneTok y
KOHTeliHepax

MpAT "TexHonor"

Ykpaina

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHW | TUMY - 3MiHK
ofo 6e3snekun/edpekTMBHOCTI Ta
thapmakoHarnsay - OHOB/IEHHSA

TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs

OAVHWLb BUMIPOBaHHS Y CUCTEMI

Sl. OHOB/EHHA BXe
3aTBEPAKEHOT0 TEKCTY

MapkyBaHHs o 3500 a6o no 6000

TabneTok y koHTeliHepax
(BHECEHHSA MO3HAYeHb OAMHULLb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep NaTuHCLKOro andasiTy).
BHeceHHs 3MiH f0 po3ainy
“MapkyBaHHA" MKHA N13:
3anponoHoBaHo: Po3gin
«MapkyBaHHs»: 3rigHo
3aTBEPAKEHOIO TEKCTY
MapKyBaHHS1. 3rigHo
3aTBEPMAKEHOT0 TEKCTY
MapKyBaHHS, WO A0AAETLCA.
TepMiH BBEEHHS 3MiH - NPOTArOM
6 micauis nicns 3aTBepmkeHHs

UA/6773/01/01

209.

PUBOKCUH

TabneTku, BKpUTI
060/10HKO10, N0 200 Mr;
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi, no
5 6nicTepiB y nayui 3

MpAT "TexHonor"

YKpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapCcbKOoro 3acoby 3 BHECEHHAM

3a peyernmom

UA/6774/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapToHy; rmo 10 iHchopmawii LWwoao 3a3HaveHHs
Tabnetok y 6nictepi, no OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
90 6nicTepiB y kopobL;i 3 Sl. BHeceHHs1 3MiH o po3ainy
KapTOHY “MapkyBaHHA" MKA N13:
3anponoHoBaHo: Po3gin
«MapkyBaHHs»: 3rigHo
3aTBEPAKEHOI0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
210. | POOVHIP Kancynu Teepai no 300 POTA®APM TypeuunHa dapmaBixH CaH. Be TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/17831/01/01
mr no 10 kancyn y INAYNAPI NTA,. Tigpx. A.LL. marepianis: 3MiHN | TUMY - 3MiHK
6nictepi; no 1 a6o 2 LTI, Lofo 6e3nekn/edpekTMBHOCTI Ta
6nicTepy B KAPTOHHIi thapmakoHarnsay - OHOB/IEHHSA
Kopoo6Li TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs
OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BBefieHHs 3MiH NpPOTArom 6-Tu
MiCALIB MiCNSA 3aTBEPL)KEHHS
211. | POKCUMNIM NMOPOLLOK A/19 PO3UYUHY POTA®APM TypeyunHa dapmaBixH CaH. Be TypeuunHa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/15288/01/01
ans iH'ekuii, no 1,0 r; 1 INAYNAPI NTA,. Timk. A.LL. MaTepianis: 3MiHu | Tuny -
ch/1aKoOH 3 NOPOLLKOM B LTI, BHECEHHS 3MiH [0 po3ainy
KOMMNAekTi 3 1 amnysnoro “MapkyBaHHA" MKA N13:
pO34MHHKKa (BOAM ANs 3anponoHosaHo: MAPKPOBKA.
iH'ekuiin) no 10 mny B cooTBeTCTBUM C YTBEPXAEHHLIM
KapTOHHIA KopoobLi TEKCTOM MapKnpoBKN. OHOBJ/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BignoBigHO Ao
BMMOT Hakady MOS3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmauii Woao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHSA Y CUCTEMI
Sl Ta 3a3HavYeHHA gatu
BMPO6HULTBA. BBEAEHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPAXKEHHS
212. | POCT-HOPMA rpaHynu, no 10ry MpAT "HauioHanbHa YkpaiHa MpAT "HauioHansHa YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/4625/01/01

neHani noniMepHomy
a60 donakoHi 3
KpUWLLKOIO; No 1 neHany
abo chnakoHy B nauuj 3
KapToHY

[omeonaTuyHa
Cninka"

[omeonaTtnyHa
Cninka"

marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHV [0 y3ara/ibHEHUX JaHuX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHWX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npo cucTemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6M,
BiiNOBIAaIbHOT 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, SKLo
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT
ocobu, BifnoBifabHOI 3a
3[jiCHeHHs hapMakoHarnsgy
(BK/THOYAKOUMN KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnagy) - 3miHa
KOHTaKTHUX AaHuX YNoBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT
3a 3fjiicHeHeHs papmakoHarnsgy
213. | CAPIH pO34nH opasibHUiA, 200 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/16480/02/01
mr/mn no 100 mny Marepianis: 3miHu | Tuny - gaHa
donakoHi; no 1 dpnakoHy 3MiHa BHOCUTbLCS Y 3B'AA3KY i3
3 JIOXKOIO [03YBa/1bHOIO BHECEHHSAM 3MiH 40 po3giny
y nauui «lpgeHTudikauis» B Cneundikadii
Ta Metogax KoHTponto MKA M3,
a came 3a3HayeHHs Ha3B
[OMOMDKHUX PEYOBUH —
nponinnaparigpokcméeHsoar (E
216) Ta
MeTunnaparigpokcnbexsoat (E
218)
214. | CEBOPAH piavHa gns iHranauin E66BI LLiBefuapis Aecika KBiH60po Benunko6bpuT | BHECEHHS 3MiH A0 peecTpauiliHnx | 3a peyernmom UA/4139/01/01
100 %; no 250 mn y BiothapmacbioTikans nra, aHis/ mMaTtepianis: 3MiHu | Tuny -
naacTMKOBOMY D1aKOHi 6X BenvkobputaHis; ITanis AOMIHICTPaTUBHI 3MiHW. 3MiHa
3 KOBNaykom cucrtemm E668Bi C.p.n., ITanis HaliMeHyBaHHS1 Ta/abo agpecu
Quik fil; no 1 donakoHy B 3asBHVKa (Bf1acHuKa
KapTOHHIlA KopooLi peecTpaLiiHoro NocBigYeHHs) -
3MiHa agpecu 3asBHMKA
215. | CIHIXAPAOI® TabneTku, BKpUTI BepiHrep HimeuyunHa BMPOGHMLTBO, HimewunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnX 3a peyernmom UA/15724/01/01
N1iBKOBOK 060/IOHKOIO, IHrenbxaim nepBuHHe Ta Ipeuis marepianis: 3miHu | Tuny -
5 mr/1000 mr no 10 IHTepHewWwHn MM6X BTOPVIHHE AIMIHICTpaTVBHI 3MiHN. 3MiHa
Tabnetok B 6nicTepi; no nakyBaHHs, HalimeHyBaHHs Ta/abo agpecu
6 6nicTepiB y KapTOHHii KOHTPO/b SKOCTI, 3as1BHYIKa (Bf1acHMKa
Kopobu,i BUNYCK cepil: peeCTpaL,iiiHOro NocBiAYEHHS) -
BepiHrep 3MiHa agpecu 3asaBHUKa
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuumnHa,
BMPOGHULITBO,

KOHTPO/Ib AKOCTI (32
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

BUHATKOM TecTy
"Mikpob6ionoriyHa
yucroTa"), nepBuHHE
Ta BTOPVIHHE
nakyBaHHs1, BUNYCK
cepii:
Bepinrep
IHrenbxaiim Ennac
A.E., I'peuis;
KOHTPO/Ib SKOCTi (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yucrora”

A eHp Em LWTabTect
'm6X, HimeyunHa;
KOHTPO/b AKOCTi Npu
LOCNIMKEHHI
CTabinbHOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
ynuctoTa'):
EBpodpinc PACT
M6X, HimeyunHa,;
anbTepHaTuBHa
nab6oparopis ons
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrorta™
CI'C IHCTUTYT
PpeseHiyc MM6X,
HimeuumnHa;
Na6op /1IC CE eHf
Ko. KI', HimeuuunHa;
K'oEiACIEc ENE,
Ipeuis

216.

CIHIKAPAI®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
12,5 mr/1000 mr no 10
Tabnetok B 6nicTepi; no
6 6nicTepiB y KapTOHHIi
Kopobui

BepiHrep
IHrenbxanm
IHTepHewHn M6X

HimeuunHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
BepiHrep
IHrenbxaiim ®apma
'm6X i Ko. KT,
HimeyumnHa;
BUPOBHMLTBO,
KOHTPO/Ib SKOCTI (3a
BUHATKOM TecTy

HimeuunHa/
Ipeuis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMartepianis: 3miHu | TUny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHUKA (BnacHuKa
peecTpavLinHOro NocBig4YeHHs) -
3MiHa agpecu 3asaBHUKa

3a peyernmom

UA/15722/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

"MikpobionoriyHa
yuctoTa"), NnepBuHHE
Ta BTOPUHHE
nakyBaHHS1, BUNYCK
cepi:
BepiHrep
IHrenbxaiim Ennac
A.E., I'peuist;
KOHTPO/Ib AKOCTi (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
uncrtorta")

A eHg Em LUTa6TecT
mM6X, HimeuunHa,;
KOHTPO/Ib SKOCTi Npn
[OCNIMKEHHI
cTabinbHocTi (3a
BUHSATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa'):
EBpodpinc PACT
Mm6X, HimevunHa;
anbTepHaTuBHa
nab6oparopia ans
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora™
CIrC IHcTtutyT
®peseHiyc MvbX,
HimeuumnHa,;
Na6op /1IC CE eHa
Ko. KI', HimeuunHa;
K oEiCiEc ENE,
Ipeuis

217.

CIPHAHA MA3b
MPOCTA

Ma3b 33% no25ry
Ty6ax; no 25 r y Ty6i; no
1 1y6i B nayLi 3 KapToHy

TOB "TepHodhapm”

Ykpaina

TOB "TepHodhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiHnX
marepianis: 3MiHu | TMNYy - 3MiHK 3
siKocTi. FOTOBWMIA Nikapcbkuii 3aci6.
Onuc Ta cknag. 3miHa y cknagi
(BONOMDKHMX peYOBMHaX) FOTOBOTO
nikapcbKoro 3acoby (iHLi
[OOMNOMDKHI pe4OBMHY) - 3amiHa
OfHi€T OMOMDKHOI PEe4OBUHM Ha
iHLWY 3 TUMK camuMu
YHKLiOHATBHUMN
xapakTepuctkamv Ta Ha Tomy
CaMOMy PiBHi - BHECEHHS 3MiH Y
cKnag, AONOMDKHUX pPeyoBUH M3,
30Kpema: 3amiHa napadiHy

6e3 peyenma

UA/8407/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
XKOBTOrO M'SIKOro Ha napadiH
6inuii M'sKMi. 3MiHN BHECEHI Y
po3gin "Cknag" (4onoMiXHi
PEeYOBUHM) B IHCTPYKLiO 415
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby Ta Ak
HacnifokK - BIANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS ynakoBKuW
nikapcbkoro 3acoby
218. | CK-CA, Cyno3nTopii pekTasbHi dapwmina /Tg, Monbwa dapwmina /T4, Monbwa BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/17590/01/01
CTPENTOKIHA3A- no 15000 MO/1250 MO marepianis: 3mMiHW | TUNY - 3MiHK
CTPENTOAOPHAS3 | no 6 cynosuTopiiB y ofo 6e3nekn/edekTMBHOCTI Ta
A 6nicTepi: no 1, 2 a6o 3 hapmakoHarnsgy - 3MiHu BHeCeHi
6nicTepn y KapTOHHIl B TEKCT MapKyBaHHS BTOPUHHOI
yNaKoBLi yNakoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEeHHS MDKHapPOAHMX
no3HayeHb OAMHULb
BMMIipIOBaHHSA. BefeHHs 3MiH
npoTArom 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
219. | CONNAAEIH TabneTkun, BKpUTI "nakcoCmiTKnsiiH Benuka nakcoCmiTKnaiH IpnaHgjs BHECEHHS 3MiH [0 peecTpavuiiHnX 6e3 peyenma UA/12239/01/01
AKTNB 06010HKot0 No 12 KoHcblomep BpuTtaHis [anrapsaH Jlimites mMaTtepianis: 3MiHu | Tuny -

Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIl
Kopoobui

Xenckep (FOK)
TpelgiHr Nimiteq,

nofaHHA OHOB/EHOTO cepTudikarta
BIANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 1998-
047-Rev 05 ans [itoyoi pevyoBuHu
Paracetamol Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
GRANULES INDIA LIMITED 3
BiANOBIAHUMY 3MiHaMV B
cneumnaikauii Ad®I.
3MiHW | TUNY - NoAaHHSA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONeichbkili
hapmakonei Ne R1-CEP 1998-
047-Rev 06 gns fjit0y0i peyoBnHN
Paracetamol Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
GRANULES INDIA LIMITED, sk
Hacnigok 3miHa agpecu
BUPOGHMKA (3aNpONOHOBaHO:
X.N0.6-5 & 6-11, Temple Road
Bonthapally Village Gummadidala
Mandal, Sangareddy District India-
502313 Telangana); 3MiHu | Tuny -
noAaHHA OHOBMEHOTO cepTudikara
BiANOBIAHOCTI EBpONechbkili
chapmakonei Ne R1-CEP 1996-
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

039-Rev 04 ons fjit0y0i peyoBUHN
Paracetamol Big Bxe
3aTBEPKEHOro BUPOBHMKA i3
3MiHOl Ha3Bu BracHuka CEP Ta
BMPOBOHUYOT AINSAHKM Ta 3MIHOO
agpecun snacHuka CEP
(3anponoHoBaHo: SpecGx LLC
385 Marshall Avenue United
states Am-63119 Webster Groves,
Missouri);
3MiHK | TUMY - NogaHHA
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2002-
214-Rev 02 ans Aito4oi pevoBuHN
Paracetamol Big Bxe
3aTBEpAKEHOro BUPOGHUKA i3
3MiHoW0 BnacHvka CEP
(3anponoHoBaHo: NOVACYL 21,
Chemin de la Sauvegrade France-
69130 Ecully); 3miHu | Tuny -
nofaHHA OHOB/EHOTO cepTudikarta
BiANOBIAHOCTI EBpONechkili
thapmakonei Ne R1-CEP 2002-
214-Rev 03 ans Aito4oi pevoBrHN
Paracetamol Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
NOVACYL

220.

COPLED®

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 400 mr, no 5
Tabnetok y 6nictepi, no
1 a6o no 2 6nictepn y
KapTOHHI Kopobui; no 7
Tabnetok y 6nictepi, no
1 6nicTepy B KApTOHHIl
Kopobui

AJNIKANOIQ AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeefeHHus abo

3MiHW [0 y3arasibHEHUX JaHuX Npo
cuctemy thapmakoHarnsagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy capmakoHarnsgy,

3MiHa YNOBHOB&XeEHOI 0cobu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
ocobw, BignoBiganbHoI 3a
3gificHeHHs chapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
chapMakoHarssgy) - 3amiHa

3a peyenmom

UA/11157/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Aue
Ky3maHOBCKi. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu
3as1BHMKA, BignoBiAa/IbHOT 3a
chapmakoHarnag,
221. | CNUPT po34unH 70 % no 100 mn TOB "MEAJIEB" YkpaiHa TOB "MEAJIEB" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/17310/01/01
ETUOBWIA 70% y doiakoHax CKISHUX, No marepianis: 3MiHW | TUMY - 3MiHK
10 ny KaHicTpax Lofo 6e3nekn/edpekTMBHOCTI Ta
noniMmepHMX thapmakoHarnsay - OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM
iHcbopmauii Woao 3a3HaYeHHs
OAVHWLb BUMIPOBaHHS Y CUCTEMI
222. | CNUPT po34unH 96 % no 100 mn TOB "MEAJIEB" YkpaiHa TOB "MEO/NIEB" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/17310/01/02
ETUIOBWIA 96% y thnakoHax CKsHUX, No marepianis: 3MiHW | TUNY - 3MiHK
10 ny KaHicTpax ofo 6e3nekn/edekTMBHOCTI Ta
noniMmepHMX thapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Woao 3a3HaYeHHs
OAVHVLb BUMIPIOBAHHA Y CUCTEMI
Sl
223. | CNUPT PO3YMH HaLLKIpHWI TOB "MEL/IEB" YkpaiHa TOB "MEANEB" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx rno 50 msa — UA/17385/01/01
MYPALLNHUI cnupToBuiA no 50 mn, marepianis: 3MiHW | TUNY - 3MiHK 6e3 peyenma;
100 mn y chnakoHax ofo 6esnekun/eekTMBHOCTI Ta rno 100 ma —
CKNAHNX chapmakoHarnsgy - OHOB/IEHHS 3a peyenmom
TEKCTY MapKyBaHHS ynakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Wwoao 3a3HauYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl
224. | CTAMAPUN MOPOLLIOK AJ151 CyCneH3il CaHodpi MacTep ®paHLis CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH 10 peecTpayiiiHux | 3a peyenmom UA/16354/01/01
BAKUVHA And [ANs iH'eKUiiA, He MeHLe IHOACTPIA, YropwuHa marepianis: 3mMiHW | TUNY - 3MiHK
NMPO®ITAKTUKU Hi>X 1000 MO/go3a, no 1 ®paHuia (NoBHWiA Lofo 6e3nekun/edekTMBHOCTI Ta
YKOBTOI [03i y dhnakoHi Ta LMK BUPOBHNLTBA, chapmakoHarnsgy. BeegeHHs abo
NNXOMAHKN PO3YMHHUK (HaTpito nepBuHHe 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
(KNBA xnopwp, Boga ansa nakyBaHHs, cuctemy chapmakoHarnagy
ATEHYNOBAHA) iH’ekuiii) no 0,5 mny KOHTPO/Ib SKOCTI (BBEAEHHSA y3araslbHEHUX AaHNX
nonepegHL0 PO3YMHHVIKA); npo cucTemy thapmakoHarnsgy,

3arMoBHEHOMY LUMPULLY 3
MPUKPINIEHO FO/IKOHO;

CaHodpi MNactep,
dpaHuia (nepBrMHHE

3MiHa yNOBHOB&XeHOI 0cobu,
BignoBifa/IbHOI 3a 34jICHEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

no 1 donakoHy 3 Ta BTOpUHE chapmakoHarnsgy; KOHTakTHOI

nopotukom Ta 1 nakyBaHHS, 0cobu 3 hapmakoHarnagy

nonepeaHL0 KOHTPO/b AKOCTI, 3asBHUKA A1 3MiACHEHHS

3arnoBHEHOMY LLNPULLY 3 BWMNYCK Cepil; thapmakoHarnagy B YkpaiHi, SKLo

NPUKPINIEHOI0 rONKOK B NOBHUIA LWKN BOHa BifjMiHHa Bif, YyNOBHOBaXeHOT

KapTOHHI kopo6Li; no 1 BMPOGHULTBA, ocobu, BifnoBifabHOI 3a

ch/1akoHy 3 MOPOLLKOM nepBUHHE Ta 3[jiCHeHHs1 hapMakoHarnsgy

Ta 1 nonepesHbO BTOPVHHE (BK/THOYAKOUMN KOHTAKTHI AaHi)

3arnoBHEHOMY LUNpuLy 3 nakyBaHHs, Ta/abo 3MiHW Yy PO3MILLEHHI

MPUKPIMNIEHOI FOMKOI0 B KOHTPO/b AKOCTi Ta mMacTep-aiina cucremm

CTaHOAPTHO-EKCMOPTHIl BMNYyCK cepii thapmakoHarnagy) - 3amiHa

ynakoBLi, sika MICTUTbCSA PO3YMHHNIKA); KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT

Y KapTOHHIi kopobu, 3
iHCTpYKUieto ans
MeAMUYHOro
3acTocyBaHHs; - no 1
0030 y donakoHi Ta
PO3UYMHHMK (HaTpito
x/0pug, Boga Aans
iH’ekuili) no 0,5 mny
nonepeAHL0
3arnoBHEHOMY LUMPULY 3
opHieto abo goma
OKPEMUMU rofikaMu; rno
1 dhnakoHy 3 NOPOLLKOM
Ta 1 nonepegHsL0
3arnoBHEHOMY LUMPULLY 3
1 a6o 2 okpeMumu
ronkamu y 6nictepi B
KapTOHHIiA Kopo6L; - No
1 posiy priakoHi Ta
PO3YMHHUKK (HaTpito
xnopwva, Boga ans
iH’ekuiii) no 0,5 mny
nonepegHLo
3arnoBHEHOMY LUMPULLY 3
opHieto abo ggoma
OKPeMUMU rofikamu; rno
1 chniakoHy 3 NOPOLLKOM
Ta 1 nonepegHbLo
3aMN0BHEHOMY LUNPULY 3
1 a6o 2 okpemMumu
ronkamu y 6nicrepi B
CTaHAapTHO-eKCMOPTHIiA
ynakoBLi, sika MICTUTbCSA
Y KapTOHHIi kopobu, 3
iHCTpYKUieto ans
MeAMUHOro
3acTocyBaHHs. o 1 fosi

CaHodpi MacTep,
®paHLia (NoBHWI
LMKN BUPOBGHMLTBA,
3anoBHeHHs,
niocpinizauis,
nepBuHHE Ta
BTOPVHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK Cepil;
NOBHWIA LMK
BUPOGHMLTBA,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BMMYCK cepil
PO3UMHHUKA);
CaHodi-ABeHTIC
Mpaiisit Ko. N174,,
Mnatchopma
NOTiCTVKN Ta
AncTpubyLii y m.
Bypanewr,
YroplmHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii)

0Cco6M 3as1BHMKA, BignoBigasibHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis:
XopakiBcbka TeTsHa
BsyecnasiBHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnag B Ykpaini
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y do1akoHi Ta PO34MHHUK
(HaTpito xopug, Boga
AN iH'ekuiid) no 0,5 mny
nonepegHL0
3aMN0BHEHOMY LUNPULY 3
MPUKPINNIEHOIO TONKOIO;
no 1 dprakoHy 3
nopowikom Ta 1
nonepeaHLo
3arnoBHEHOMY LUMPULY 3
NPYIKPINIEHOIO FONKOK B
KapTOHHIA KOpo6Li 3i
CTUKEPOM YKPaIHCLKOH
MOBOIO; No 1 103i y
h/1aKOHi Ta PO3UNMHHUK
(HaTpito xopug, Boga
Ans iH'ekuin) no 0,5 mny
nonepeaHLo
3arnoBHEHOMY LUMPULY 3
opHieto abo gsoma
OKPEMUMU rofikaMu; rno
1 dhnakoHy 3 NOPOLLKOM
Ta 1 nonepegHsL0
3arnoBHEHOMY LUMPULLY 3
1 a6o 2 okpeMumu
ronkamu y 6nicrepi B
KapTOHHI KOpo6Li

225,

CTIBAP®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 40 wmr, no 28
Tabnetok y dpriakoHi; no
3 (hnakoHn y KapTOHHiIl
ynakoBLi

Baiiep Al

HimeuunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLiiiHnX
MaTepianis: 3MiHu | Tuny -
3BY)KEHHS ONYCTUMUX MEX
cneuudikauin 4nsa giokeuay
TUTaHy, OKCUAY 3ai3a XOBTOro Ta
oKcuay 3ani3HOro YepBOHOrO
(cbapbyBasibHi pevoBuHN Ans
NOKpUTTSA Naky) Bi4NOBIAHO A0
PernameHnTy Kowmicii (EC) Ne
231/2012, wio BCTAHOB/IOE
TEXHiYHI YMOBU 1151 XapyOBUX
[o6aBok; 3miHu | Tuny -
BUJTyYEHHS HE3HAYHOIO NMOKa3HUKa
«LinHK» 3i cnevumdikaui
[ONOMDKHOI PEYOBMHY Aiokeuay
TUTaHY Ta BUJTyYEeHHS HE3HAYHOro
nokasHuka «bapiii» 3i
cneumadikaliin 4ONOMDKHMX
PeyoBMH OKCKAY 3ai3a XOBTOro
Ta OKCKAY 3as1i3HOTO YEPBOHOTO
BignoBigHo Ao PernameHnTty Komicii
(EC) Ne 231/2012

3a peyenmom

UA/13395/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

226.

CTPE3AM®

kancynu no 50 mr; no 12
Kancyn y 6nictepi, no 5
6nicTepis y nauuj; no 20
kancyn y 6nictepi, no 3
6nictepn y nayui

BIOKOJEKC

®paHLis

BIOKOJEKC

®paHuis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI ocobu,
BigNoBiAa/IbHOI 3a 34jACHEHHS
thapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, KO
BOHa BifMiHHa Bif, yNOBHOBaXEHOI
ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa

YMOBHOB&XEHOT 0CObM 3as1BHMKA,

BignoBiganbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Hatani
XXodhapp / Joffre Nathalie. 3miHa

KOHTaKTHUX AaHuX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT

3a thapmakoHarnag

3a peyenmom

UA/2787/01/01

227.

CYMA®IKC

Tabnetkun 50 mr; no 4
Tabnetkn y 6nictepi; no
5 6nicTepiB y KapTOHHii
Kopobui

Aypo6iHgo dapma
n1g,

IHais

AypobiHgo ®apma
NimiTeq — FOHIT Il

IHais

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCL MPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYCKy cepii abo Micue
NpOBeAEeHHA KOHTPOJKO SKOCTI.
(misnbHiCTb, 3a AKy Bignosifae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKUM
BMNYCK cepiit). 3miHa agpecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKA NiKapCbKoro 3acoby
Aypob6iHgo dPapma Nimites, - FOHIT
I, IHgjs, 6e3 3MiHn micuA
BMPOGHMLTBA.

TakoX 3MiHW BHECEHI B IHCTPYKLtO
A5 MeiyHOro 3acTocyBaHHA J13

3a peyernmom

UA/17276/01/01
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Kpaina

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ne Ha3sBsa nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOOGHUKa

y p. "BUpo6HuK",

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

"Micue3HaxomKeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yNnakoBOK. 3MiHu |
TMny - 3MiHN WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA N13:
3arBepaxeHo:
MAPKYBAHHSA. BignosigHo go
TEKCTY MapKyBaHHS, L0
[0faeTbeA. 3anponoHoBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TakoX OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Woao 3a3HaYeHHS
OAVHWLb BUMIPOBaHHS Y CUCTEMI
S| Ta 3a3HaYeHHS TeXHIYHOI
iHchopmauii BUpo6HMKa.

3a peyenmom

UA/17276/01/02

228.

CYMA®IKC

Tabnetkn 100 mr; no 4
Tabnetkn y 6nictepi; no
5 6nicTepiB y KapTOHHii
Kopobui

Aypo6iHgo ®apma
nTg

IHais

Aypob6iHgo ®apma
NimiTeq — FOHIT Il

IHais

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue
NPOBEAEHHSI KOHTPOJTO SIKOCTI.
(misnbHicTb, 3a Ky BignoBigae
BMpPOGHUK/IMNOpPTEp, BKIOYaUM
BMNYCK Ccepiin). 3miHa agpecu
MiCL MPOBAKEHHS AiS/IbHOCTI
BUPOBHMKA NiKapCbKOro 3acoby
AypobiHgo ®apma Jlimiteq - FOHIT

11, IHgjs, 6e3 3MiHK micusa

BUPOGHMLTBA.

TakoX 3MiH/ BHECEHI B iIHCTPYKLIitO

4N MeAnyYHOro 3actocyBaHHsa /13

y p. "Bypo6HuK",

"Micue3HaxomKeHHs BUPOGHMKa

Ta lioro agpeca micus

NpoBaPKEHHS AiSNbHOCTI" 3

BiANOBIAHUMY 3MiHAMW B TEKCTI

MapKyBaHHS1 YNakoBOK. 3MiHu |
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TMny - 3MiHN LWOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA N13:
3arBepaxeHo:
MAPKYBAHHSA. BignosigHo go
TEKCTY MapKyBaHHS, L0
[ofaeTbeA. 3anponoHOBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TakoX OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM
iHcbopmawii Woao 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
Sl Ta 3a3Ha4YeHHs1 TEXHIYHOT
iHchopmauii BUpo6HMKa.

229.

TAHTYM BEPAE®

cnpeii Ans poToBoi
NOPOXHWHY, 1,5 Mr/mn;
no 30 Mn y donakoHi 3
Hebynaisepom; no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

AsieHpe Kivike
PiyHiTe AHxeniHi
PpaHyecko -

AK.P.A®. -C.nA.

ITanis

AsieHge Kimike
PiyHiTe AHxeniHi
PpaHyecko
AKP.A®. C.nA.

ITanis

BHECEHHS 3MiH [0 peecTpaviiiHnX
mMaTtepianis: BUNpaBneHHs
TEXHIYHOT NOMUIIKW Ha TUTY/bHIl
cTopiHui MKA N3 B rpudi
«3ATBEPOXXEHO», ockinbkn
BCTaHOB/IEHA HEBIAMOBIAHICTb
Homepy Ta Agatn Hakasy
3aTBepAxeHHs MKA, a Takox
HOMEpY peecTpauinHoro
nocBigyeHHs. 3a3HaueHe
BUNpaB/ieHHs Bignosigae
marepianam peecTpauiiHoro
[0CbE

6e3 peyenma

UA/3920/02/01

230.

TBIHPUKC™
BAKLVHA ANs
NPODINAKTUKN
FENATUTIB A
(IHAKTUBOBAHA) |
B
(ALCOPBOBAHA)

cycneHsist ans iH'ekuiii
no 1 gosi (1 mn/gosy) y
nonepegHL0
HanoBHeHoMy wwnpuui Ne
1y KOMMAEKTi 3 rO/IKO0

FnakcoCmiTKnsiiH
Ekcnopt Mimiteq

Benvka
BpuTanis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUNY - 3MiHa
KpUTEepIto NPUAHATHOCTI ANs
BUNPOBYBaHHA rPaHNyYHOro
3HaueHHs1 amoHito (Limit test) B
cneumdikauii Ha roToBuiA NPOAYKT
Al (OH)3 y BignosigHoCTI f0
MoHorpadii Ph.Eur 1664
Aluminium hydroxide, hydrated, for
adsorption. 3anponoHoBaHo: Not
more than 50 ppm. BHeceHHs
pefaKuifiHuX NpaBoK A0 po34inis
peecTpauiiHoro gocke 3.2.P.4.1,
3.2.P.4.2, 3.2.P.4.3; 3MiHn | TNy -
BUA&NEHHSA i3 cneumdikalii s
KiHLeBoro npoaykty Al (OH)3
BunpobysaHHsa Nitrogen content

3a peyenmom

UA/13056/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
test y BignosigHocTi A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
231. | TEMOMEAAK Kancynu no 5 mr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/01
abo 20 kancyn y chrop KniHiwe dorop KniHiwe ITanisa marepianis: 3miHu | Tuny -
chnakoHi, no 1 donakoHy LLineuianbnpenapat Lneuiansnpenapat aAMiHiCTpaTVBHI 3MiHW. 3MiHa
B nauLii e M6X e M6X, HimeuunHa HalilMeHyBaHHs Ta/abo agpecu
(BMPOGHUIK, LLIO MiCLA NMPOBAKEHHS AiS/IbHOCTI
BignoBigae 3a BMPOGHMKa (BK/IOYaouu, 3a
BTOPVHHY YNaKoBKY, Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/b/BMNPOGYB KOHTPO/IO SKOCTi), a60 BriacHUKa
aHHs cepii, f0o3BIN macTep-aiina Ha Adl, abo
Ha BuUnyck cepii); nocravanbHuka Ad®l/BuxigHoro
Hepdapma C.p.J1., marepiany/peareHTy/npomiKHOro
ITanis (BMpo6HNLTBO NPOAYKTY, L0 3aCTOCOBYHTLCH Y
Hepo3dhacoBaHOl BMPOOHULTBI ADI (AKLWO
NpoAyKLUii, NepBUHHA 3a3HaYeHo Y AOCbE Ha NikapCbkui
ynakoBKa, 3acib) 3a BigcyTHOCTI cepTudiikata
KOHTPO/b/BUNPOGYB BiANOBIAHOCTI EBpONeiichbkili
aHHs cepii); Xaynt hapmakonei y 3aTBepiKeHOMY
dapma Amaper [ocbe, abo BUPOOHMKaA HOBOT
'M6X, HimeyunHa [LOMOMDKHOI peYOBUHM (AKLLO
(BPO6GHMLTBO 3a3HayeHo y [0CbE) - 3MiHa Ha3Bu
Hepo3dacoBaHoi BMPOGHMKA Ait040T PEHOBVHN
NpoAyKLUii, NepBnUHHa TeMo30/10Mif, 6e3 3MiHU
ynakoBka, (haKTUYHOro po3TallyBaHHs
KOHTPO/1b/BMNPOGYB AinbHULI; 3anponoHoBaHo: Perrigo
aHHsA cepii) API LTD, Israel
232. | TEMOMEAAK kancynu no 20 mr, no 5 Megak esensliadt HimeuunHa Mepak lesenbwadt | HimeuyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13562/01/02
abo 20 kancyn y dotop KAiHiwe hrop KNiHiwe ITanis mMaTtepianis: 3MiHu | Tuny -

donakoHi, no 1 dpnakoHy
B nauuj

Lneyjanbnpenapat
e M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUYIK, LIO
Bignosigae 3a
BTOPUHHY YNaKoBKY,
KOHTPO/1b/BUNPOOYB
aHHA cepii, fL03BIN
Ha BUMYyCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6bHMLTBO
Hepo3dgacoBaHOl
NpoAYyKLUii, NepBNUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHA cepil); Xaynt
Papma Amaper
'M6X, HimeyunHa

aaMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
MiCLS MPOBaKEHHS AiANbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), ab0 BriacHuKa
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha JiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BIANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepaykeHomy
nocbe, abo BMPOOHUKA HOBOI
[,0NOMIXXHOT pevyoBUHU (SIKLLO
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BMPOGHMLTBO 3a3HayeHo y A0CbE) - 3MiHa Ha3Bu
Hepo3dacoBaHOl BMPOGHMKA Ait040T PEYOBUHN
NpoAyKLii, NepBuUHHa Temo3osnomig, 6e3 3mMiHun
ynakoBka, haKkTMYHOTrO po3TallyBaHHs
KOHTPO/b/BUNPOGYB OinbHULI; 3anponoHoBaHo: Perrigo
aHHs cepii) API LTD, Israel
233. | TEMOMEAAK kancysv no 100 mr, no 5 | Mepak esenbadT HimeuyunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13562/01/03
ab6o 20 kancyny dotop KAiHiwe dorop KNiHiwe ITania MaTepianis: 3MiHu | Tuny -
donakoHi, no 1 dpnakoHy Lneuianbnpenapar Lnewuiansnpenapat aAMIHICTPATUBHI 3MiHW. 3MiHa
B nauuj e M6X e M6X, HimeuunHa HalilmeHyBaHHs Ta/abo agpecu
(BUPOBHVIK, L0 MiCLisi MPOBAMKEHHS AiANIbHOCTI
Bignosigae 3a BMPOGHMKa (BK/OYaouu, 3a
BTOPUHHY YNaKOBKY, HeobXiaHOCTI, MicLe NpoBeAeHHS
KOHTPO/1b/BUNPOGYB KOHTPOJO SIKOCTI), a60 BnacHuKa
aHHsA cepii, 403BIN mMacTep-tharina Ha Adl, abo
Ha BUMycK cepii); noctavansHvika Adl/BuxigHoro
Hepcapma C.p.J1., MaTepiany/peareHTy/npomMiKHOro
ITania (BMpo6HMLTBO NPOAYKTY, LLIO 3aCTOCOBYIOTLCA Y
Hepo3dacoBaHoi BMPO6HULTBI ADI (AKLLO
NPOAYKLiT, NnepB1MHHA 3a3HayeHo y AOChE Ha NiKapCbKuii
yrnakoBkKa, 3acib) 3a BiACYTHOCTI cepTuddikara
KOHTPO/b/BMNPOGYB BiANOBIAHOCTI EBpONechbkili
aHHA cepil); Xaynt thapmakonei y 3aTBepxeHoMy
dapma Amaper focke, abo BUpOOHMKa HOBOT
v6X, HimeyunHa [L0MOMIXHOT peYOBUHU (SIKLLO
(BUPOBHMLTBO 3a3HayeHo Yy 10CbE) - 3MiHA Ha3BU
Hepo3chacoBaHoi BMPOGHMKA Ai04OT PEYOBUHN
NpoAyKLii, NepBUHHA Temo3osiomia, 6e3 3mMiHu
ynakoBka, haKkTMYHOro po3TallyBaHHs
KOHTPO/1b/BUNPOGYB AOinbHUUI; 3anponoHoBaHo: Perrigo
aHHs cepii) API LTD, Israel
234. | TEMOMEAAK kancynu no 140 mr, no 5 | Mepak lesenbliadt HimeuunHa Mepak lesenswadt | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/04
Kancyn y cpnakoHi, no 1 dotop KniHiwe rop KNiHiwe ITanis MaTepianis: 3MiHu | Tuny -
donakoHy B nauuj LWneuiansnpenapar Lneuianbnpenapar afMiHICTpPaTUBHI 3MiHWU. 3MiHa
e M6X e M6X, HimeuunHa HalimeHyBaHHs Ta/abo agpecu

(BMPOGHUVIK, LLIO
BignoBsigae 3a
BTOPWHHY YNaKoBKy,
KOHTPO/b/BMNPOGYB
aHHA cepil, f03BiN
Ha BuUnyck cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HNULTBO

MiCLiA MPOBAKEHHS AiS/IbHOCTI
BUPOGHMKa (BKtOYatoun, 3a
Heo6XiAHOCTI, Micue NPoBeAeHHS
KOHTPO/IO SIKOCTi), a60 BriacHuka
macTep-caiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y

Hepo3dacoBaHOl BMPOGHULTBI ADI (AKLWO
NpoAyKLUii, NepBNUHHA 3a3HaYeHo Y AOCbE Ha NikapCcbkuii
yrnakoBkKa, 3acib) 3a BigCyTHOCTI cepTudpikata
KOHTPO/1b/BUNPOGYB BiANOBIAHOCTI EBpoNeichbkili
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
aHHs cepii); XaynTt hapmakonei y 3aTBepAKeHOMY
dapma Amaper nocbe, abo BUMPOOHUKA HOBOI
vM6X, HimeuunHa [,0MOMDKHOT pevyoBUHN (SIKLLO
(BMPOGHMLTBO 3a3HayeHo y [0CbE) - 3MiHa Ha3BU
Hepo3dacoBaHOl BMPOGHMKA Ait040T pEYOBUHN
NpoAyKLii, NnepBuUHHa Temo3osnomig, 6e3 3miHun
ynakoBka, haKkTMYHOTrO po3TallyBaHHs
KOHTPO/b/BUNPOGYB AOinbHULI; 3anponoHoBaHo: Perrigo
aHHs cepii) API LTD, Israel
235. | TEMOMEAAK kancysv no 180 mr, no 5 | Mepak esenbadT HimeuyunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13562/01/05
Kancyn y cpnakoHi, no 1 dotop KAiHiwe dorop KNiHiwe ITania MaTepianis: 3MiHu | Tuny -
donakoHy B nauuj Lneuianbnpenapar Lnewuiansnpenapat aAMIHICTPATUBHI 3MiHW. 3MiHa
e M6X e M6X, HimeuunHa HalilmeHyBaHHs Ta/abo agpecu
(BUPOBHVIK, L0 MiCLSi MPOBAMKEHHS AiANIbHOCTI
Bignosigae 3a BMPOGHMKa (BKIOYaouu, 3a
BTOPUHHY YNaKOBKY, HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/1b/BUNPOGYB KOHTPOJO SIKOCTI), a60 BnacHuKa
aHHsA cepii, 403BIN mMacTep-tharina Ha Adl, abo
Ha BUMYyCK cepii); noctavansHvika Adl/BuxigHoro
Hepdapma C.p.J1., MaTepiany/peareHTy/npomiKHOro
ITania (BMpo6HMLTBO NPOAYKTY, LLIO 3aCTOCOBYIOTLCA Y
Hepo3dacoBaHoi BMPO6HULTBI ADI (AKLLO
NPOAYKLiT, NnepBMHHA 3a3HayeHo y AOChE Ha NiKapCbKuii
yrnakoBkKa, 3acib) 3a BiACYTHOCTI cepTuddikara
KOHTPO/b/BMNPOGYB BiANOBIAHOCTI EBpONechbkili
aHHA cepil); Xaynt hapmakonei y 3aTBepxeHoMy
dapma Amaper focbe, abo BUPOOHMKa HOBOT
v6X, HimeyunHa [L,0MOMIXHOT peYyoBUHU (SIKLLO
(BUPOBHMLTBO 3a3HayeHo Yy [10CbE) - 3MiHa Ha3BU
Hepo3chacoBaHoi BMPOGHMKA Ai04OT PEYOBUHN
NpoAyKLii, NepBUHHA Temo3osiomia, 6e3 3mMiHu
ynakoBka, thaKTMYHOro po3TallyBaHHs
KOHTPO/1b/BUNPOGYB AOinbHUUI; 3anponoHoBaHo: Perrigo
aHHs cepii) API LTD, Israel
236. | TEMOMEAAK kancynu no 250 mr, no 5 | Mepak lesenbliadt HimeuunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/06
Kancyn y cpnakoHi, no 1 dotop KniHiwe rop KNiHiwe ITanis MaTepianis: 3MiHu | Tuny -
dhnakoHy B nauuj LWneuiansnpenapar Lneuianbnpenapat afMiHICTpPaTUBHI 3MiHWU. 3MiHa
e M6X e M6X, HimeuunHa HalimeHyBaHHs Ta/abo agpecu

(BMPOGHUVIK, LLIO
BignoBsigae 3a
BTOPUHHY YNaKoBKy,
KOHTPO/b/BMNPOGYB
aHHA cepil, f03BiN
Ha Bunyck cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HNULTBO
Hepo3sdracoBaHOi

MiCLA MPOBa)KEHHS AiS/IbHOCTI
BMPOGHMKa (BKtOYatouu, 3a
Heo6XiAHOCTI, Micue NPoBeAeHHS
KOHTPO/IO SIKOCTIi), a60 BriacHuka
macTep-aiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKW0
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOAYKLii, NnepBuHHA 3a3HayeHo y AOCbE Ha JiKapCbKuii
yrnakoBkKa, 3acib) 3a BigCyTHOCTI cepTudpikaTa
KOHTPO/b/BUNPOGYB BiNOBIAHOCTI E€BpPONENChKiit
aHHs cepii); Xaynt hapmakonei y 3aTBepAKeHOMY
dapma Amaper nocbe, abo BUMPOOHUKA HOBOI
vm6X, HimeuunHa [,0MOMDKHOT pevyoBUHU (SIKLLO
(BMPOGHMLTBO 3a3HayeHo y [0CbE) - 3MiHa Ha3BU
Hepo3dhacoBaHOl BMPOGHMKA Ait040T pEYOBUHN
NpoAyKLii, NnepBuHHa Temo3osnomig, 6e3 3mMiHun
ynakoBka, haKkTMYHOTO po3TallyBaHHs
KOHTPO/b/BUNPOGYB AOinbHULI; 3anponoHoBaHo: Perrigo
aHHs cepii) API LTD, Israel
237. | TEMOMEAAK kancysv no 5 wmr, no 5 Mepnak esenbwadT HimeuyunHa Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaljiiiHux | 3a peyenmom UA/13562/01/01
ab6o 20 kancyny dotop KAiHiwe dorop KNiHiwe ITania MaTepianis: 3MiHu | Tuny -
donakoHi, no 1 dpnakoHy Lneuiansnpenapar Lnewuianbnpenapat aAMIHICTPATUBHI 3MiHW. 3MiHa
B nauuj e M6X e M6X, HimeuunHa HalilmeHyBaHHs Ta/abo agpecu
(BUPOBHKIK, L0 MiCLisi MPOBAMKEHHS AiANIbHOCTI
Bignosigae 3a BMPOGHMKa (BK/OYaouu, 3a
BTOPUHHY YNaKOBKY, HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/b/BUNPOGYB KOHTPOJO SIKOCTI), a60 BnacHuKa
aHHsA cepii, 403BIN mMacTep-gharina Ha Adl, abo
Ha BUMYycK cepii); noctavansHvika Adl/BuxigHoro
Hepdapma C.p.J1., MaTepiany/peareHTy/npomiKHOro
ITanis (BMpo6HNLTBO NPOAYKTY, LLIO 3aCTOCOBYIOTLCA Y
Hepo3dacoBaHoi BMPO6HULTBI ADI (AKLLO
NPOAYKLiT, NnepB1MHHA 3a3HayeHo y AOChE Ha NiKapCbKuii
yrnakoBkKa, 3acib) 3a BiACYTHOCTI cepTudiikara
KOHTPO/b/BMNPOGYB BiANOBIAHOCTI EBpONechbkili
aHHA cepii); Xaynt thapmakonei y 3aTBepxeHoMy
dapma Amaper [ocke, abo BUpOOHMKa HOBOT
v6X, HimeyunHa [L,0MOMIXHOT peYOBUHU (SIKLLO
(BUPOBHMLTBO 3a3HayeHo Yy [10CbE) - 3MiHa Ha3BU
Hepo3dgacoBaHOl BUpo6HMKa APl (Temosonomia)
NpoAyKLii, NepBUHHA (Ha3BuM BnacHuka mactep-caiina
yrnakoBkKa, Ta BMPOGHNYOI AinbHuUL), 6e3
KOHTPO/b/BMNPOGYB 3MiHV MicLUst BUPOBHULTBA:
aHHs cepii) 3anponoHoBaHo: Wavelength
Enterprises LTD, Israel
238. | TEMOMEJAAK kancynu no 20 mr, no 5 Megak esensliadt HimeuunHa Mepak esenbacpt Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/13562/01/02
abo 20 kancyn y dotop KAiHiwe hrop KNiHiwe ITanis mMaTtepianis: 3MiHu | Tuny -

donakoHi, no 1 dpnakoHy
B nauuj

Lneyjanbnpenapat
e M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUYIK, LIO
Bignosigae 3a
BTOPUHHY YNaKOBKY,
KOHTPO/b/BUNPOOYB
aHHA cepii, fL03BIN
Ha BMNyCK cepii);

aaMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
MiCLS MPOBaKEHHS AiANbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), a0 BriacHuKa
macTep-aiina Ha Adl, abo
nocravyanbHuka Adl/BuxigHoro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hepdapma C.p.J1.,
ITanis (BMpo6GHMLTBO
Hepo3dgacoBaHOl
NpoAyKLUii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii); Xaynt
dapma Amaper
'm6X, HimeyunHa
(BMPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NepBUHHa
ynakoBKa,
KOHTPO/b/BUNPOGYB
aHHs cepii)

mMarepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BigCyTHOCTI cepTudpikaTa
BiNOBIAHOCTI E€BpONeNChKiit
hapmakonei y 3aTBepAKeHOMY
nocbe, abo BMPOOHUKA HOBOI
[0MOMDKHOT PevyoBUHU (SIKLLO
3a3HayeHo y [0CbE) - 3MiHa Ha3BU
BUpo6HuKa A®I (Temosonomia)
(Ha3BM BnacHuka mMactep-caiina
Ta BUPOGHMYOT AinbHui), 6e3
3MiHW MicLS BUPOOHMLTBA:
3anponoHosaHo: Wavelength
Enterprises LTD, Israel

239.

TEMOMEAAK

kancynu no 100 mr, no 5
a6o 20 kancyny
chnakoHi, no 1 donakoHy
B nauLii

Mepak Nesenbluadt
chrop KniHiwe
Lnevujansnpenapat
e m6X

HimeyunHa

Mepak esenbliadpt
dorop KniHiwe
Lneujansnpenapat
e M6X, HimeyunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHY YNaKoBKY,
KOHTPO/b/BMNPOGYB
aHHS cepii, f03BIN
Ha BuUnyck cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HNLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/1b/BUNPOGYB
aHHs cepii); Xaynt
dapma Amaper
'M6X, HimeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)

Himeuunna/
ITanis

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tuny -
aAMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOUaouu, 3a
Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO AKOCTi), a60 BriacHUKa
macTep-caiina Ha Adl, abo
noctavansbHuka A®l/BuxigHoro
mMaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOGHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha NikapCbkui
3acib) 3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayvyeHo Y J0CbE) - 3MiHA Ha3BU
BMpoGHMKa A®| (Temo3onomia)
(Ha3BM BnacHuka mactep-caiina
Ta BUPOGHMYOT AinbHu), 6e3
3MiHV MicLsi BUPO6HULTBA:
3anponoHoBaHo: Wavelength
Enterprises LTD, Israel

3a peyenmom

UA/13562/01/03

240.

TEMOMEAAK

kancynu no 140 wmr, no 5
Kancyn y cpnakoHi, no 1
donakoHy B nauuj

Mepak Nesenbluadt
dotop KniHiwe
LLneuianbnpenapar
e M6X

HimevunHa

Mepak esenbliadpt
dorop KNiHiwe
Lnevuianbnpenapat
e M6X, HimeuunHa
(BUPOGHVIK, L0
Bignosigae 3a
BTOPWHHY YNakOBKY,

Himeuunna/
ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
aAMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/tOYaouu, 3a
HEeob6XiAHOCTI, MicLe NPOBeAEHHSs!

3a peyernmom

UA/13562/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/1b/BMNPOGYB KOHTPO/O SIKOCTi), a60 BriacHUKa
aHHA cepii, f03BIN macTep-aiina Ha Adl, abo
Ha BUMNYCK cepii); noctavanbHvka A®l/BuxigHoro
Hepdapma C.p.J1., Marepiany/peareHTy/npomiKHOro
ITania (BMpo6HULTBO NPOAYKTY, L0 3aCTOCOBYOTLCA Y
Hepo3chacosaHol BMPOOHULTBI ADI (AKLLO
NPOAYKLii, NnepB1HHa 3a3HayeHo y AOCbE Ha JiKapCbKuii
yrnakoBkKa, 3acib) 3a BigCyTHOCTI cepTudpikaTa
KOHTPO/b/BUNPOGYB BiNOBIAHOCTI E€BpPONENChKiit
aHHs cepii); Xaynt hapmakonei y 3aTBepAKeHOMY
dapma Amaper nocbe, abo BMPOOHUKA HOBOI
vm6X, HimeuunHa [0MOMDKHOT peqyoBUHN (SIKLLO
(BMPOGHMLTBO 3a3HayeHo y [0CbE) - 3MiHa Ha3BU
Hepo3dhacoBaHOl BUpobHuKa A®I (Temosonomia)
NpoAyKLii, NepBUHHa (Ha3Bw BnacHvka macTtep-taiina
ynakoBKa, Ta BUPOGHMYOT AinbHui), 6e3
KOHTPO/b/BUNPOGYB 3MiHW MicLS BUPOBHMLTBA:
aHHs cepii) 3anponoHosaHo: Wavelength
Enterprises LTD, Israel
241. | TEMOMEAAK Kancynu no 180 mr, no 5 | Mepgak esenbwadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13562/01/05
Kancyn y cpnakoHi, no 1 dotop KniHiwe drop KNiHiwe ITanis MaTepianis: 3MiHu | Tuny -
chnakoHy B navi LLineuianbnpenapat Lneuiansnpenapat aAMiHiCTpaTVBHI 3MiHW. 3MiHa
e M6X e M6X, HimeuunHa HalilMeHyBaHHs Ta/abo agpecu
(BMPOGHUIK, LLIO MiCLA NMPOBAKEHHS AiS/IbHOCTI
BignoBigae 3a BMPOGHMKa (BK/IOYaouu, 3a
BTOPVHHY YNaKoBKY, Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/b/BMNPOGYB KOHTPO/IO SKOCTi), a60 BriacHUka
aHHS cepii, [o3BIN macTep-aiina Ha Adl, abo
Ha BuUnyck cepii); nocravansbHuka A®l/BuxigHoro
Hepdapma C.p.J1., marepiany/peareHTy/npomiKHOro
ITanis (BMpo6HNLTBO NPOAYKTY, L0 3aCTOCOBYHTLCH Y
Hepo3dgacoBaHOl BMPOGHULTBI ADI (AKLWO
NpoAyKLUii, NepBUHHA 3a3HaYeHo Y AOCbE Ha NikapCbkui
ynakoBKa, 3acib) 3a BigCyTHOCTI cepTudiikata
KOHTPO/b/BUNPOGYB BiANOBIAHOCTI EBpONeiichkili
aHHs cepii); Xaynt hapmakonei y 3aTBepiKeHOMy
dapma Amaper [ocbe, abo BUPOOHMKaA HOBOT
'M6X, HimeyunHa [LOMOMDKHOI peYOBUHM (AKLLO
(BPO6GHMLTBO 3a3HayeHo y [0CbE) - 3MiHa Ha3Bu
Hepo3dacoBaHoi BMpoGHMKa A®| (Temo3onomia)
NPOAYKLiT, NnepB1MHHA (Ha3Bw BnacHvka macTtep-taiina
yrnakoBkKa, Ta BUPOGHMYOT AinbHu), 6e3
KOHTPO/b/BMNPOGYB 3MiHV MicLsi BUPO6HULTBA:
aHHsA cepii) 3anponoHoBaHo: Wavelength
Enterprises LTD, Israel
242. | TEMOMEAAK kancynu no 250 mr, no 5 | Mepgak Nesenbwadt HimeuyunHa Mepak esenbwadt | HimeyunHa/ BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/13562/01/06
Kancyn y cpnakoHi, no 1 dotop KniHiwe dorop KNiHiwe ITanis MaTepianis: 3MiHu | Tuny -

h1akoHy B navui

LLneuianbnpenapar
e M6X

Lneuianbnpenapat
e M6X, HimeyumHa

aAMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BMPOGHUIK, L0 MiCLl MPOBaKEHHS AiS/TIbHOCTI
Bignosigae 3a BMPOGHMKa (BK/IOUaouu, 3a
BTOPVHHY YMaKoBKY, HeobXiAHOCTI, MicLe NpoBefeHHSA
KOHTPO/1b/BMNPOGYB KOHTPO/O SIKOCTi), a60 BriacHuKa
aHHA cepii, f03BIN macTep-aiina Ha Adl, abo
Ha BUMNYCK cepii); noctavanbHvka A®l/BuxigHoro
Hepdapma C.p.J1., Marepiany/peareHTy/npomiKHOro
ITania (BMpo6HULTBO NPOAYKTY, L0 3aCTOCOBYOTLCA Y
Hepo3chacosaHol BMPOOHULTBI ADI (AKLLO
NPOAYKLii, NnepB1HHa 3a3HayeHo y AOCbE Ha JTiKapCbKuii
yrnakoBkKa, 3acib) 3a BigCyTHOCTI cepTudpikaTa
KOHTPO/b/BUNPOGYB BiNOBIAHOCTI €BpONeNChKiit
aHHs cepii); Xaynt hapmakonei y 3aTBepAKeHOMY
dapma Amaper nocbe, abo BUMPOOHUKA HOBOI
vm6X, HimeuunHa [0MOMDKHOT peqyoBUHN (SIKLLO
(BMPOGHMLTBO 3a3HayeHo y [0CbE) - 3MiHa Ha3BU
Hepo3dhacoBaHOl BUpo6bHuKa A®I (Temosonomia)
NpoAyKLii, NepBUHHa (Ha3Bw BnacHvka macTtep-taiina
ynakoBKa, Ta BUPOGHMYOT AinbHui), 6e3
KOHTPO/b/BUNPOGYB 3MiHW MicLSA BUPOBHMLTBA:
aHHs cepii) 3anponoHosaHo: Wavelength
Enterprises LTD, Israel
243. | TEMOMEAAK Kancynu no 5 mr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/01
abo 20 kancyn y chrop KniHiwe dorop KniHiwe ITanisa marepianis: 3miHu | Tuny -
chnakoHi, no 1 donakoHy LLineuianbnpenapat Lneuiansnpenapat aAMiHiCTpaTVBHI 3MiHW. 3MiHa
B nauLii e M6X e M6X, HimeuunHa HalilMeHyBaHHs Ta/abo agpecu

(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHY YNaKoBKY,
KOHTPO/b/BMNPOGYB
aHHS cepii, f03BIN
Ha BuUnyck cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HNLTBO
Hepo3dhacoBaHOl
NpoAyKLUii, NepBUHHA
ynakoBka,
KOHTPO/1b/BUNPOGYB
aHHs cepii); Xaynt
dapma Amaper
M6X, HimeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)

MiCLA NMPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOUaouu, 3a
Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SKOCTi), a0 BriacHuka
macTep-aiina Ha Adl, abo
nocravanbHuka Ad®l/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (AKLWO
3a3HaYeHOo Y AOCbE Ha NikapCbkui
3acib) 3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKa HOBOT
[LOMOMDKHOI peYOBUHM (SKLLO
3a3HaYeHo Y J0CbE) - BHECEHHS
3MiH go posginy 3.2.5.2.1.
Bupo6HuK(1), a came 3miHa
agpecu BnacHuka macrep-gaiina
Ha A®| (Temo3onomia)
Wavelength Enterprises LTD,
Israel, 6e3 3mMiHM micuA
BUPOGHMLITBA: 3aMPOMNOHOBAHO:
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ofer Park, Brosh building, 4th
floor, 94 Shlomo Shmeltzer Road,
POB 3158, Petah Tikva 4970602,
Israel
244. | TEMOMEAAK kancynu no 20 mr, no 5 Mepak Nesenbluadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/13562/01/02
abo 20 kancyn y chrop KniHiwe dorop KniHiwe ITanisa marepianis: 3miHu | Tuny -
chnakoHi, no 1 donakoHy LLineuianbnpenapat Lneuiansnpenapat aAMiHiCTpaTVBHI 3MiHW. 3MiHa
B nauLii e M6X e M6X, HimeuunHa HalilMeHyBaHHs Ta/abo agpecu
(BMPOGHUIK, LLIO MiCLA NMPOBAKEHHS AiS/IbHOCTI
BignoBigae 3a BMPOGHMKa (BK/IOYaouu, 3a
BTOPVHHY YNaKoBKY, Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/b/BMNPOGYB KOHTPO/IO SKOCTi), a60 BriacHUKa
aHHs cepii, f0o3BIN macTep-aiina Ha Adl, abo
Ha BuUnyck cepii); nocravanbHuka Ad®l/BuxigHoro
Hepdapma C.p.J1., marepiany/peareHTy/npomiKHOro
ITanis (BMpo6HNLTBO NPOAYKTY, L0 3aCTOCOBYHTLCH Y
Hepo3dhacoBaHOl BMPOOGHULTBI ADI (AKLWO
NpoAyKLUii, NepBUHHA 3a3HaYeHo Y AOCbE Ha NikapCbkui
ynakoBKa, 3acib) 3a BigCyTHOCTI cepTudikata
KOHTPO/b/BUNPOGYB BiANOBIAHOCTI EBpONeiichbkili
aHHs cepii); Xaynt hapmakonei y 3aTBepiKeHOMY
dapma Amaper [ocbe, abo BUPOOHMKaA HOBOT
'M6X, HimeyunHa [LOMOMDKHOI peYOBUHM (AKLLO
(BUPOGHMLTBO 3a3HaYeHo Y J0CbE) - BHECEHHS
Hepo3dacoBaHoi 3MiH go posginy 3.2.5.2.1.
NpoAyKLUii, NepBnUHHa Bupo6HuK(1), a came 3miHa
yrnakoBkKa, agpecu BnacHuka mactep-gaiina
KOHTPO/b/BMNPOGYB Ha A®| (Temosonomia)
aHHsA cepii) Wavelength Enterprises LTD,
Israel, 6e3 3mMiHM micuA
BUPOGHMLITBA: 3aMpPOMNOHOBAHO:
Ofer Park, Brosh building, 4th
floor, 94 Shlomo Shmeltzer Road,
POB 3158, Petah Tikva 4970602,
Israel
245. | TEMOMEAAK kancynu no 100 mr, no 5 | Megak Mesenbwadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyenmom UA/13562/01/03
abo 20 kancyn y dotop KAiHiwe hrop KNiHiwe ITanis mMaTtepianis: 3MiHu | Tuny -

donakoHi, no 1 dpnakoHy
B nauuj

Lneyjanbnpenapat
e M6X

Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUYIK, L0
Bignosigae 3a
BTOPUHHY YNaKoBKY,
KOHTPO/b/BUNPOOYB
aHHA cepii, L03BIN
Ha BUMyCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6HMUTBO

aaMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS1 Ta/abo agpecu
MicLS MPOBaKEHHS AiANIbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), a0 BriacHuKa
macTep-caiina Ha Adl, abo
noctavyanbHuka Adl/BuxigHoro
mMaTtepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCA Y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hepo3acoBaHoi BMPO6HULTBI ADI (AKLLO
NPOAYKLiT, NnepBMHHA 3a3HayeHo y AOChE Ha NiKapCbKuii
yrnakoBkKa, 3acib) 3a BiACYTHOCTI cepTuddikara
KOHTPO/1b/BMNPOGYB BIANOBIAHOCTI EBpONechbkil
aHHA cepil); Xaynt thapmMakonei y 3aTBepxeHoMy
dapma Amaper focke, abo BUPOOHMKa HOBOT
v6X, HimeyunHa [L,0MOMIXHOT peYyOBUHU (SIKLLO
(BUPOBHMLTBO 3a3HayeHo Yy [10CbE) - BHECEHHS
Hepo3chacosaHol 3MiH fo po3sginy 3.2.5.2.1.
NpoAyKLUii, NepBUHHA Brpo6Huk(n), a came 3miHa
ynakoBka, afipecu BnacHuka mactep-ghaiina
KOHTPO/b/BUNPOGYB Ha A®| (Temo3onomia)
aHHs cepii) Wavelength Enterprises LTD,
Israel, 6e3 3MiHK Micus
BMPOGHULITBA: 3aMPONOHOBaHO:
Ofer Park, Brosh building, 4th
floor, 94 Shlomo Shmeltzer Road,
POB 3158, Petah Tikva 4970602,
Israel
246. | TEMOMEAAK Kancynu no 140 mr, no 5 | Mepgak esenbwadt HimeuyunHa Mepak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/13562/01/04
Kancyn y cpnakoHi, no 1 dotop KniHiwe drop KNiHiwe ITanis MaTepianis: 3MiHu | Tuny -
chnakoHy B navi LLineuianbnpenapat Lneuiansnpenapat aAMiHiCTpaTVBHI 3MiHW. 3MiHa
e M6X e M6X, HimeuunHa HalilMeHyBaHHs Ta/abo agpecu

(BMPOGHUIK, LLIO
BignoBigae 3a
BTOPWHHY YNaKoBKY,
KOHTPO/b/BMNPOGYB
aHHS cepii, f03BIN
Ha BuUnyck cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HNLTBO
Hepo3dgacoBaHOl
NpOoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii); Xaynt
dapma Amaper
'M6X, HimeuunHa
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)

MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOYaouu, 3a
Heo6XiAHOCTI, Micue NpoBeAeHHs
KOHTPO/IO SKOCTi), a60 BriacHUka
macTep-aiina Ha Adl, abo
nocravansbHuka A®l/BuxigHoro
MaTepiany/peareHTy/npomMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha NikapCbkui
3acib) 3a BigCyTHOCTI cepTudikata
BiANOBIAHOCTI EBpONeiichkili
hapmakonei y 3aTBepiKeHOMy
[ocbe, abo BUPOOHMKaA HOBOT
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HaYeHo Y J0CbE) - BHECEHHS
3MiH Jo posginy 3.2.5.2.1.
BupobHuK(1), a came 3miHa
agpecu BnacHuka macrep-gaiina
Ha A®| (Temo3onomia)
Wavelength Enterprises LTD,
Israel, 6e3 3mMiHM micuA
BMPOGHMLITBA: 3aMpPOMNOHOBAHO:
Ofer Park, Brosh building, 4th
floor, 94 Shlomo Shmeltzer Road,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

POB 3158, Petah Tikva 4970602,
Israel

247.

TEMOMEAAK

kancynu no 180 wmr, no 5
Kancyn y chnakoHi, no 1
hnakoHy B nauuj

Mepak lesenbwadt
chrop KniHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

Mepak esenbladt
dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuyumHa
(BMPOGHUIK, L0
Bignosigae 3a
BTOPUHHY YNaKoBKy,
KOHTPO/b/BMNPOGYB
aHHA cepii, f03BIN
Ha BUMNYCK cepii);
Hepdapma C.p.J1.,
ITania (BMpo6HMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHs cepii); Xaynt
dapma Amaper
'm6X, HimeyunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
NpOoAyKLii, NepBUHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)

Himeyunna/
ITanis

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
afMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
MiCL MPOBAKEHHS AiS/TIbHOCTI
BUPOGHMKa (BK/THOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O SIKOCTi), a60 BriacHuka
macTep-aiina Ha Adl, abo
noctavyanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, LU0 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3Ha4YeHo y J0CbE Ha NikapCbkuii
3acib) 3a BiACYTHOCTI cepTudpikara
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[,0MNOMIXHOT PeYOBUHU (SIKLLO
3a3HayeHo y [JOCbE) - BHECEHHSA
3MiH 0 po3giny 3.2.5.2.1.
Brpo6Huk(n), a came 3miHa
afpecy BnacHvka macTtep-gaiina
Ha A®| (Temo3zonomiz)
Wavelength Enterprises LTD,
Israel, 6e3 3miHM Micus
BMPOGHMLITBA: 3aMpPOMNOHOBAHO:
Ofer Park, Brosh building, 4th
floor, 94 Shlomo Shmeltzer Road,
POB 3158, Petah Tikva 4970602,
Israel

3a peyernmom

UA/13562/01/05

248.

TEMOMEAAK

Kancynu no 250 mr, no 5
Kancyn y cpnakoHi, no 1
donakoHy B nauuj

Mepak Nesenbluadt
dotop KniHiwe
LLneuianbnpenapar
e M6X

HimevunHa

Mepak esenbliadpt
dorop KNiHiwe
Lneuianbnpenapat
e M6X, HimeuunHa
(BUPOGHVIK, L0
Bignosigae 3a
BTOPUHHY YNaKoBKy,
KOHTPO/b/BUNPOGYB
aHHs cepii, f03BIN
Ha BUMyckK cepii);
Hepchapma C.p.J1.,
ITania (BMpo6HMLTBO
Hepo3dhacoBaHOl
npoAayKLUii, NepBnUHHa

Himeuunna/
ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -
aAMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLisi MPOBAMKEHHS AiANIbHOCTI
BMPOGHMKa (BK/tOYaouu, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/IO SIKOCTI), 260 BnacHuKa
mMacTep-gharina Ha Adl, abo
noctavasibHvka A®Il/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
MPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha NiKapCbKuii

3a peyernmom

UA/13562/01/06
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ynakoBKa, 3acib) 3a BigCyTHOCTI cepTudiikata
KOHTPO/b/BUNPOGYB BiANOBIAHOCTI EBpONeichbkili
aHHs cepii); Xaynt hapmakonei y 3aTBepiKeHoOMy
dPapma Amaper [ocbe, abo BUPOOHMKa HOBOT
'M6X, HimeyunHa [LOMOMDKHOI peYOBUHM (SAKLLO
(BUPOBHMLTBO 3a3HauYeHo Y 0CbE) - BHECEHHS
Hepo3dacoBaHoi 3MiH go posginy 3.2.S.2.1.
nNpoAayKLUii, nepBnHHa Bupo6bHuK(1), a came 3miHa
ynakoBka, afipecu BacHuka macrep-ghaiina
KOHTPO/1b/BMNPOGYB Ha A®| (Temosonomia)
aHHsA cepii) Wavelength Enterprises LTD,
Israel, 6e3 3MiHK MicuA
BMPOGHMLITBA: 3aMPOMNOHOBAHO:
Ofer Park, Brosh building, 4th
floor, 94 Shlomo Shmeltzer Road,
POB 3158, Petah Tikva 4970602,
Israel
249. | TECTIC PO34MH ANs iH'EKUIN; NO Bionoriwe HimeuyunHa Bionoriwe HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/0791/01/01
KOMMO3NTYM 2,2 mn B amnyni; no 5 Xalinbmitrens XaiinbmiTrens Marepianis: 3miHu | Tuny -
ammnyn y KOHTYpHIiA Xeenb Mv6X Xeenb Mv6X 3MEHLUEHHS nepiofly NOBTOPHOIo
YapyHKOBI ynakoBL,i; No BunNpo6yBaHHsa APl Acidum
1, no 2 abo no 20 ascorbicum RM 3 5 go 3 pokis
KOHTYPHUX YapyHKOBUX
yMakoBOK Yy KOpOO6Li 3
KapTOHY
250. | TETPAKCUM®/ CYCNeHs3ia AN iH'eKLild, CaHodpi MacTep PpaHLis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH 10 peecTpavuiiHnx 3a peyenmom UA/13069/01/01
TETRAXIM no 1 nonepeaHL0 ®paHuia (NoBHWI YroplmHa marepianis: 3miHu Il Tuny -
BAKUVHA AnsA 3anoBHeHOMY LnpuLy LMK BUPOOHMLTBA, [0faBaHHA HOBOI BUPOGHMYOT
MPO®ITAKTUKN no 0,5 mn (1 posa) 3 KOHTPO/b SKOCTI, ainbHuui Parc Industriel
LNDTEPI, MPVKPIN/IEHOO FOJIKOKO BTOPUHHE d’Incarville, 27100 Val de Reuil,
NMPABLA, (abo 2-ma okpeMummn nakyBaHHs, BUMYCK France (6ygisns B33),
KALLUTIOKY rofikamu), Lo MiCcTuTb cepii); CaHodi- BiANOBIAa/IbHOT 3a eTan
(ALENIONAPHUIA CycneHsito ans iH'eku;iin, AseHrTic MpaiisiT Ko. HarnoBHEHHS NPV BUPOOHMLITBI
KOMMOHEHT) TA B KapTOHHIi kopo6Lj; no Nta., Nnatdopma roTOBOrO liKapcbKoro 3acoby,
noniomMienity 1 nonepefHbO NoricTukM Ta KOHTponb sikocTi Final Bulk
ALCOPBOBAHA, 3arnoBHEHOMY LLNpULY ancTpnbyuii 'y m. Product Ta rotoBoro nikapcbkoro
IHAKTUBOBAHA, no 0,5 mn (1 posa) 3 Bypanewr, 3acoby; 3MiHu Il Tuny - gofaBaHHsS
PIOKA NPUKPINIEHOI0 rONKO YropLmHa a/lbTepHaTUBHOIO MeToay
(abo 2-ma okpemummn (BTOPUHHE KOHTPO/0 06’€MY HaNOBHEHHS
rosikamu), Lo MiCTUTb nakyBaHHs1, BUNYCK Lnpvua y npoueci BUpobHuLTBa
cycneHsito gNs iH'ekwiin B cepii) LLNAXOM 3BaXYyBaHHS, L0

KapTOHHI Kopo6Li, B
AKIA MiCTUTbCA
CTaHfapTHO-eKCnopTHa
ynakoBka Ta IHCTPYKUis
AN MegnyHoro
3aCTOCYBaHHSA

BVKOHYETbCA Ha AiNsHui Banb-ge-
Poii, ®paHuis (B33); 3MiHu Il Tuny
- BBELleHHA Ha AinaHui Banb-ge-
Poii, dpaHuis (B33) rotoBmx Ao
BUKOPVCTaHHA aNlbTepHaTUBHNX
mMaTepianis NepBUHHOIO
nakyBaHHS — 0fJHO4030BUX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CK/ISIHWX LUMPWLIB 3 MPYKPINJeHo
TOMKOHO i3 3aXMCHUM KOBNAYKkoM Ta
nopwHem abo 04HOA030BMX
CK/SIHWX LUMPULiB 3 KOBMAYKOM tip-
cap, 6e3 NopLUHSA Ta roskun
251. | TETPAMON Kancynu, no 6 kancyny MPOPAPMA ManbTa AT "I'piHaekc" Nartsis BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/13734/01/01
6nicTepax; no 6 kancysn IHTEpHeLHN Marepianis: 3miHu | Tuny -
y 6nictepi; no 5 TpeliguHr fimites AOMiHICTPaTUBHI 3MiHW. 3MiHa
6nicTepiB y KAPTOHHIN HalilmeHyBaHHs Ta/abo agpecu
nauui; no 6 kancyny 3asBHUKa (BnacHvKa
6nictepi; no 5 6nictepis peecTpaLiiHoro NocBigYEHHs) -
Y KapTOHHIl nayui; no 10 3MiHM agpecy 3asiBHUKA
KapTOHHMX Ma4oK y (BBefeHHs 3MiH MpPoTArom 6-Tu
KapTOHHOMY KOpObi MicALiB Nic/sa 3aTBepAKEHHS)
252. | TIEHAM® MOPOLLIOK A1 PO3UUHY Mepk Wapn i Joym LLisefuapis Na6opaTopii Mepk PpaHuis/ BHECEHHS 3MiH 10 peecTpaliiiHux | 3a peyenmom UA/0524/01/01
ans iHdysii; 10 IAEA TM6X LWapn i Joym HigepnaHnamn mMartepianis: 3MiHU | TUNY - 3MiHU 3
pN1akoHIB 3 NOPOLLKOM Y LLin6pe, PpaHuin / CWLA saKocTi. CepTudikar
NAacTMKOBOMY NigAoHi (BTOPUHHE BignosigHocTi/lE-cepTudikar
nakyBaHHs1, 4O3BiN BiANOBIAHOCTI EBpONechbkili
Ha BuUnyck cepii); hapmakonei/MoHorpadii. 3miHn,
Mepk Wapn i Joym noB'A3aHi 3 HeOOXigHICTIO
B.B., HigepnaHau npuBeAeHHs y BiANOBIAHICTb 40
(BTOpPUHHE MoHorpadii AdY abo
nakyBaHHs1, [O3BIN €BponeiicbKoi hapmakonei, abo
Ha BUMyckK cepii); iHLOT HaujoHanbHoI thapmMakonei
Mepk Wapn i Joym nepxasun €C (3miHa y
Kopn., CLLA cneumagikauisx, NoB'a3aHa 3i
(BMPOGHYK 3miHamu B A®Y, abo
Hepo3dacoBaHOl €Bponeiicbkili hapmakonei, abo
NpoAyKLUii, NepBUHHE iHLWI HauioHaNbHIN hapmakonel
nakyBaHHs) aepxasn €C) - BHECEHHS 3MiH [0
cneundikanii A®I LunactatuHy
HaTpito, BUpobHuyTBa Mepk Lapn
i Aoym Kopn., CLUA, a came
npusBeAeHHs cneundikaii 4o
BMMOr MOHorpadii EP
253. | TOHIMNHAN® Kpanni opasibHi, no 20 Pixapg bitTHep Al ABCTpIs Pixapg bitTHep Al ABCTpis BHECEHHS 3MiH [10 peecTpaviiiHnX 6e3 peyenma UA/5009/01/01

mn abo 50 mn, a6o 100
M1y chriakoHi 3
KpanesibHUM
[o3aropowm; no 1
pNakoHy Y KapTOHHiM
ynakoBLij

marepianis: 3miHu | Tuny -
[OA4aHHS o cneungikauii gns
niroyoi pevoBuHY Acidum
hydrocyanicum solution (solution
D2) nokasHuka «3anax»;
3MiHu |l TUNY - BBEEHHSA HOBOTrO
BMPOGHMKA A1 Ai04OT peYOBUHU
Acidum hydrocyanicum solution
(solution D2-D 8) Deutsche
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

254,

Homoopathie-Union DHU-
Arzneimittel GmbH & Co. KG

TPAHEKCAMOBA
KACNOTA

PO34nH ANs iH'ekuiid, 100
Mr/M; Mo 5 mn B
amnyni; no 5 amnyn B
6nictepi; no 1 6nictepy
B nauuj; no 5 mn B
amnyni; no 5 amnyn B
6nicTepi; no 2 6nictepn
B nauuj; no 5 mn B
amnyni; no 5 amnyn B
6nictepi; no 10
6nicTepiB B navyj

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapWCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
noAaHHA OHOBEHOTO cepTudikara
BIANOBIAHOCTI EBPONENChKili
thapmakonei Ne R1-CEP 2006-
142-Rev 02 gna Aitoyoi peyoBuHU
TpaHekcaMoBOI KNCMOTK Bif, BXe
3aTBepAKeHoro BUpo6Huka Hunan
Dongting Pharmaceutical Co. Ltd;
3MiHM | TUnY - 3MiHK 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponelicbkiii
thapmakonei/mMoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavuioHaNbHOI hapmMakonei
nepxasu EC (3miHa 'y
cneumagikauisx, nos'a3aHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbki hapmakonei, abo
iHLWIM HauioHanbHI thapmakonei
aepxasun €C); cynyTHA 3MiHa -
3miHu 3 AkocTi. CepTudikar
BignosigHocCTI/IE-cepTudcikat
BIANOBIAHOCTI EBPONENChbKili
thapmakonei/mMoHorpadii. 3miHu,
noB'A3aHi 3 HeO6XIiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HavujoHaNbHOI hapmakonei
nepxasu €C - npyBefeHHA
crneundikaLii Ta meToais
KOHTPO/O SIKOCTi Ai040i peyoBUHN
TpaHekcamoBa kucnortay
BiNOBIAHOCTI 1O BUMOT
MoHorpadii €BponenicbKoi
thapmakonei 3a nokasHukamu
«CynpoBigHi AOMILLKM», «Baxki
MeTanm» (BUy4eHO NOKa3HUK)

3a peyernmom

UA/17082/01/01

255,

TPAHEKCAMOBA
KUC/OTA

KpuCTaniuyHuii NOPOLLIOK
(cy6eTaHuin) y

noABINHNX

MpAT "/lekxim-
Xapkis"

YKpaiHa

XyHaH JOHITiHr

dapmacbioTikan Ko.,

Nt

Kutaii

BHECEHHS 3MiH 10 peecTpaviiiHnX
MaTepianis: 3MiHu | Tuny -

noJaHHA OHOB/IEHOro cepTudpikata

UA/15830/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nonieTUIeHOBNX
naketax ans
thapmaLeBTU4HOro
3acToCyBaHHs

BiANOBIAHOCTI EBpONechbkil
thapmakonei Ne R1-CEP 2006-
142-Rev 02 ans Aito4oi peyoBuHM
TpaHeKcaMoBOI K1C/IOTK Bif, BXe
3aTBepAkeHoro BupobHmka Hunan
Dongting Pharmaceutical Co. Ltd;
3MiHK | TUNY - NpUBEAEHHS
crneuudikauii Ta MeToais
KOHTpO/t0 skocTi Ad|
TpaHekcamoBa kucnortay
BiANOBIAHICTb 40 BUMOT
MoHorpadiii €BponeiicbKol
thapmakonei 3a nokasHukamu
«CynpoBigHi JOMILLKN», «Baxki
mMeTasin» (BUTYyYEHO NOKa3HWK);
CYNyTHS 3MiHa; - 3MiHM 3 AKOCTI.
CepTudpikat BignosigHocTI/TE-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI hapmakonel
aepxasu €C (iHWi 3MiHW)

256.

TPUTALE NHOC®
10 Mri/12,5 Mr

Tabnetkn Ne 28 (14x2):
no 14 tabnetok y
6nictepi; no 2 6nictepu
B KapTOHHI kopo6Lyi

TOB "CaHodhi-
ABeHTiC YkpaiHa"

Ykpaina

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
Marepianis: 3miHu | Tuny -
nofaHHA OHOB/IEHOTO
CepTudpikaTy BifnoBigHOCTI
€Bponelicbkinn hapmakonei R1-
CEP 2001-297-Rev 06
(nonepegaHs sepcisa R1-CEP 2001-
297-Rev 05) Big BXe
3aTBEPAKEHOTO BUPOOHMKA
SANOFI-AVENTIS
DEUTSCHLAND GMBH ansa A®l
paminpuny;
3MiHW | TUNY - BUNYYEHHS i3
cneuudikauii A®| nokasHuka
«Baxki meTanu»

3a peyenmom

UA/10165/01/01

257.

TPUTALE NNHOC®
5 MrI/12,5 Mmr

Tabnetku; No28 (14x2):
no 14 tabnetok y
6nictepi; no 2 6nictepu
B KapTOHHI kopo6Lyi

TOB "CaHoi-
ABeHTIC YKpaiHa"

Ykpaina

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiHnX
mMaTtepianis: 3MiHu | Tuny -
nofaHHA OHOB/IEHOTO
CepTudpikaTy BifnoBigHOCTI
€Bponelicbkiin hapmakonei R1-
CEP 2001-297-Rev 06
(nonepegaHs Bepcia R1-CEP 2001-
297-Rev 05) Big BXe

3a peyernmom

UA/10164/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOrO BUPOOHMKA
SANOFI-AVENTIS
DEUTSCHLAND GMBH pansa A®l
paminpuny;
3MiHW | TUNY - BUNYYEHHS i3
cneuudikauii A®| nokasHuka
«Baxki meTanin»

258.

TPOMBO®JTHOKC

niochinizoBaHuii
NOPOLLIOK A/1A
NPUroTyBaHHS PO3YNHY
Ans i1 ekyin 1500000
MO; in bulk: 200
h/1aKOHIB 3 MOPOLLKOM Y
KapTOHHIlA KOpooLi

Bxapat Cipamc eHp,
BakumHc Nimiteq,

IHais

Bxapart Cipamc eHp,
BakuuHc Nimites

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3mMiHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHS BXE 3aTBEPKEHOrO

TEKCTY MapKyBaHHS NEPBUHHOI Ta

BTOPVHHOT YNaKoBOK i3
3a3HaYEeHHAM MiKHapOAHNX

No3HaYeHb OAVHWLb BUMIPIOBAHHS

y cuctemi Sl natuHuueto ans
ynakoBoK in bulk Ta BHECEHHS 3MiH
[0 po3giny “MapkyBaHHS" MKA
N3. 3aTBepaxeHo: MapKnpoBka.
CornacHo TekcTa MapKMpOBKMK.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEp)KEHOr0 TEKCTY
MapkyBaHHA. MapKyBaHHs
ynakoBok in bulk. TekcT
MapKyBaHHsA [04a€eTbCS.
OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao
3a3HavYeHHs o0AVHNLb

BMMIpIOBaHHSA y cuctemi Sl; 3MiHu |

TMNYy - AOMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHs Ta/abo
afipecy Micus NPoBaKeHHs

LisiNbHOCTI BUpobOHUKa/imMnopTepa

roTOBOrO MikapCbKOro 3acoby,
BK/1IOUAKOUY AiNTbHUL BUMYCKY
cepii abo micLie npoBeAeHHS

KOHTPO/HO SIKOCTI. (AiSNbHICTb, 3a

AKy Bignosigae
BMpPOGHUK/IMMOpTEp, BKIOYAKUM
BUMYCK Cepiid) - 3MiHa agpecu
BMpo6Huka bxapat Cipamc eHg,
BakuwuHc Nimiten, IHAia, 6e3 3MiHu
MicL BUPOGHMLTBA. 3MiHM
BHECEHO B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby

UA/16784/01/02

259.

TPOMBO®/THOKC

niocpinisoBaHui

Bxapat Cipamc eHg,

IHais

BxapaTt Cipamc eHf

IHais

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/16785/01/02

185




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOPOLLIOK A/1A
NPUroTyBaHHS PO3YNHY
NS iH ekuidi 1500000
MO; 1 chnakoH 3
NMOPOLLKOM B KOpPOOL 3
KapToHy

BakuuHc Nimiteq

BakuuHc Nimiteq,

marepianis: 3mMiHu | Tuny - 3MiHKn
Lwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA BXe 3aTBEPKEHOr0
TEKCTY MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOT YNakoBOK i3
3a3HaYEHHAM MDKHaPOLHWX
no3Ha4yeHb OAVHWL BUMIPIOBAHHS
y cuctemi Sl natuHuueto ans
ynakoBoK in bulk Ta BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA
N3. 3arBepaKeHo: MapknpoBsKa.
CornacHo TekcTa MapKUpOBKY.
3anponoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPAKEHOIO TEKCTY
MapkyBaHHA. MapKyBaHHsA
ynakoBok in bulk. Tekct
MapkyBaHHA JOAa€ETLCA.
OHOBJIEHHS TEKCTY MapKyBaHHsI
ynakoBKU NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalii Lwoao
3a3HaYeHHs OAUHNLL
BUMIpIOBaHHA y cuctemMi Sl; 3MiHm |
TMNy - AAMIHICTPaTUBHI 3MiHK.
3miHa HalimeHyBaHHA Ta/abo
afpecy Micus NPoBaKeHHs
AisnbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby,
BKJ/THOYAKOUN AiNbHUL BUMYCKY
cepii abo micue npoBefeHHs
KOHTPOJIH0 AKOCTI. (AIANbHICTb, 3a
AKy BignoBsigae
BMPOGHUK/IMNIOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa agpecu
BMpo6HUKa Bxapat Cipamc eHg,
BakuuHc Jlimiteg, IHAis, 6e3 3miHn
MicLl BUPO6HMLTBA. 3MiHM
BHECEHO B IHCTPYKLit0 4715
Me[MYHOro 3aCTOCYBaHHS LLOA0
MiCLLe3HaXOKEHHS BUPOOHUKA 3
Bi4NOBIAHVMMN 3MiHAMU Y TEKCTI
MapKyBaHHS yMakoBKU iKapCbKOro
3acoby

260.

TPOMBO®JTHOKC

niochinizoBaHuii
NOPOLLIOK A/1A
NPUroTYBaHHS PO3YNHY
[Ans iH ekuin 750000
MO; 1 chnakoH 3
NMOPOLUKOM B KOpPO6L 3

Bxapat Cipamc eHp,
BakuumHc Nimiteq,

IHais

Bxapart Cipamc eHp,
BakuuHc Nimites

IHais

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3miHu | Tvny - 3MiHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHS BXE 3aTBEP)KEHOrO

TEKCTY MapKyBaHHS NEPBUHHOI Ta

3a peyenmom

UA/16785/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

BTOPWHHOT YMakoBOK i3
3a3HaYeHHSAM MiXXHaPOLHUX
Nno3HayYeHb OAVHULb BUMIPOBaHHSA
y cuctemi S| natuHuuero ans
ynakoBoK in bulk Ta BHECEHHS 3MiH
00 po3ainy “MapkyBaHHs” MKA
N3. 3arBepaKeHo: MapkupoBska.
CornacHo TekcTa MapKUpPOBKY.
3anponoHoBaHo: MapKyBaHHs.
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHsA. MapKyBaHHsA
ynakoBok in bulk. TekcT
MapkyBaHHsA [04a€TbCS.
OHOB/IEHHSA TEKCTY MapKyBaHHS
yMakoBKM MiKkapcbKoro 3acoby 3
BHECEHHAM iHchopmalii Lwoao
3a3HaYeHHs OAUHULL
BMMIptOBaHHA y cuctemi Sl; 3MiHu |
MMy - AGMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
agpecu MicLs NpoBaMKeHHs
[isNbHOCTI BUpOobHUKa/imnopTepa
roTOBOrO /liKapCbKoro 3acoby,
BK/IOYAKOUY AjNbHUL BUNYCKY
cepii abo micue npoBeaeHHs
KOHTPOJHO SIKOCTI. (AiSNbHICTb, 3a
AKy Bignosigae
BMPOGHUK/IMNIOPTEp, BK/IKOYAKUM
BUMYCK Cepiid) - 3MiHa agpecu
BMpO6HUKa Bxapat Cipamc eHg,
BakuwmHc Nimiteq, IHAia, 6€3 3MiHn
MicLst BUPOBGHULITBA. 3MiHU
BHECEHO B IHCTPYKLit0 A5
MeAMYHOro 3aCTOCYBaHHS LLIOAO
MicLLe3HaxoMKEHHSI BUPOOHMKa 3
BIANOBIAHUMYW 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro
3acoby

261.

TPOMBO®/THOKC

niochinizoBaHnii
NOPOLLIOK AN
NPUroTyBaHHsI PO34nHY
Ans iH ekuin 750000
MO; in bulk: 200

h1aKoHIB 3 NOPOLLKOM Y

KapTOHHI Kopobui

Bxapat Cipamc eHp,
BakuuHc Nimiteq,

IHais

Bxapat Cipamc eHg
BakuuHc Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpavLiiHnX
marepianis: 3mMiHu | Tuny - 3MiHKn
Lofo 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA BXe 3aTBEPKEHOr0

TEKCTY MapKyBaHHS NEPBUHHOI Ta

BTOPWHHOT YMakoBOK i3
3a3HaYeHHAM MXHaPOLHUX
no3HavyeHb OAVHWLL BUMIPIOBAHHS
y cuctemi Sl natuHuueto ans
yNakoBoK in bulk Ta BHECEHHSA 3MiH

UA/16784/01/01

187




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0 po3giny “MapkyBaHHs" MKA
N3. 3aTBEpAXeHO: MapKnpoBka.
CornacHo TekcTa MapKMpOBKMU.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpL)KEHOr0 TEKCTY
MapkyBaHHA. MapkyBaHHs
ynakoBok in bulk. TekcT
MapkyBaHHsA [04a€TbCS.
OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKU NiKapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLil Wwoao
3a3HavYeHHs oAVHULb
BMMIpIOBaHHSA y cuctemi Sl; 3MiHm |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHSA Ta/abo
afipecy Micus NpoBaKeHHs
LisnbHOCTI BUpoOHUKa/imMnopTepa
roTOBOro NikapCbKoro 3acooby,
BK/1IOUAKOUN AiNTbHUL BUMYCKY
cepii abo micLe npoBedeHHs
KOHTPO/HO SIKOCTI. (AiSNbHICTb, 3a
AKy Bignosigae
BMpPOGHUK/IMMNOpTep, BKIOYaKUM
BUNYCK cepili) - 3MiHa agpecy
BMpo6HUka Bxapat Cipamc eHg,
BakuwuHc Nimiten, IHAia, 6e3 3MiHu
MicLs BUPOGHMLITBA. 3MiHM
BHECEHO B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby

262.

YPOPEK

Kancynv Teepgi no 4 wr;
no 10 kancyn y 6nictepi;
no 1, a6o no 3, abo no
5, abo no 9 6nictepis y
KapTOHHI navu,i

Pekopgarti AineHg,
n1g,

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika C.n.A

ITanis

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | Tuny -
BBEJEHHA aNlbTepHaTUBHOIO
[hKepena Kpoxmaso
NenTM30BaHOToO KyKypy3sHOro
(Lycatab M a60 ekBiBaneHTHI
KOMEPLiiHI Mapkm):
3anpornoHoBaHo y n. 3.2.P.1. Onuc
i cknag N3: Pregelatinised starch
(maize) (Starch 1500TM)
Pregelatinised starch (maize)
(PCSTMPC-10, Lycatab M or
equivalent commercial brands may
be used); 3miHu | TUNY - HE3HAYHA
3MiHa y BUPOGHNYOMY npoLeci
N3 — 3miHa po3mipy cuTa, Lo
BUKOPVCTOBYETLCA Nif, Yac
MOKPOrO rpaHysitoBaHHs 3 «3.0
MM» Ha «3.0-9.0 mm)

3a peyernmom

UA/11926/01/01

188




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

263.

YPOPEK

kancynu Teepgi no 8 mr;
no 10 kancyn y 6nictepi;
no 1, a6o no 3, a6o no
5, abo no 9 6nictepiB y
KapTOHHI navwi

Pekopgarti AineHg,
nTa

Ipnaxgis

Pekopgarti IngacTpia
Ximika e
dapmacesTika C.n.A

ITanis

BHECEHHS 3MiH [0 peecTpavyiiiHnX
MaTepianis: 3MiHu | Tuny -
BBE[IEHHSA a/lbTEPHATUBHOIO
[hxepena Kpoxmasto
NenTM30BaHOro KyKypya3sHOro
(Lycatab M a60 ekBiBafIEHTHI
KOMEPLiHI MapKm):
3anpornoHosaHo y n. 3.2.P.1. Onuc
i cknag N3: Pregelatinised starch
(maize) (Starch 1500TM)
Pregelatinised starch (maize)
(PCSTMPC-10, Lycatab M or
equivalent commercial brands may
be used); 3miHu | TUNY - He3HaYHa
3MiHa y BUpOGHNYOMY npoLeci
N3 — 3miHa po3mipy cuta, Lo
BUKOPVCTOBYETLCA Nif, Yac
MOKPOro rpaHytoBaHHsA 3 «3.0
MM» Ha «3.0-9.0 Mm)

3a peyenmom

UA/11926/01/02

264.

onyimyumn

pO34uH AN iH'ekuiid, 100
Mr/Mn no 3 M B amnyni;
no5amnyny
naacTMKOBOMY NiA0HI B
KapTOHHIW nayu,i

3amboH C.IM.A.

ITanisa

3amboH C.IM.A.

ITanisa

BHECEHHS 3MiH [10 peecTpaviiiHnx
marepianis: 3mMiHu | TMny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOBHULTBI. 3MiHN Y
npoLeci BUpO6HULITBA FOTOBOTO
nNikapcbKoro 3acoby, BKIoYa4n
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - HE3HAYHA 3MiHa B
npoueci BUpo6HULTBA: 3MIHEHO
4yacoBuii NOKa3HWK TPUBANOCTI
npotiecy 06po6kM KiHLLEBOTO
PO34MHY CTPyMOM a3oTy (3 10 xB
Ha 20 xB) Ta OHOBJ/IEHO Nepenik
obnagHaHHA

3a peyenmom

UA/8504/01/01

265.

®NIOKONA®

Tabnetku no 4 TabneTkn
y cTpuni; no 1 ctpuny B
nanepoBOMY KOHBEpTI;
no 4 TabneTkun y cTpuni;
no 3 CTPUNW Y KAPTOHHiIlA
Kopobui; no 4 TabneTku
y cTpuni; no 1 ctpuny B
nanepoBoMy KOHBEpTi;
no 50 KoHBepTiB Y
KapTOHHI KopoobLi

Habpoc dapma lMBT.
nra.

IHAjA

Habpoc ®apma lMBT.
nra.

IHAjA

BHECEHHS 3MiH 10 peecTpaviiiHnX
marepianis: 3mMiHW | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM
iH(bopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH o po3gainy
“MapkyBaHHs" MKA N3”.
3anponoHoBaHo: MapKyBaHHS.

3a peyenmom

UA/7204/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTAroM 6 MicAuiB nicns
3aTBEPAXKEHHS
266. | ®IOKONA®-N Tabnetkun no 4 Tabnetkn | Habpoc ®apma MBT. IHais Hab6poc ®apma lMBT. IHAis BHECEHHS 3MiH [10 peecTpaviliHnx Ne 4; Ne 12 — UA/6266/01/01
y cTpuni; no 1 ctpuny B nrg. nrp. marepianis: 3MiHW | TUMY - 3MiHW 6e3 peyenma,
nanepoBOMY KOHBEpTI; Loao 6e3nekn/edeKTMBHOCTI Ta Ne 200 - 3a
no 4 TabneTkun y cTpumni; chapmakoHarnsgy - OHOBMEHHS peyenmom
no 3 CTPUMU Y KAPTOHHilA TEKCTY MapKyBaHHS yNakoBKm
Kopobui; no 4 Tabnetku NiKapcbKoro 3acoby 3 BHECEHHAM
y cTpuni; no 1 cTpuny B iHbopmauii Woao 3a3HaYeHHS
nanepoBOMY KOHBEpTI; OAVHWLb BUMIPIOBAHHS Y CUCTEMI
no 50 KoHBepTiB Y Sl. BHeceHHs 3MiH A0 po3ainy
KapTOHHIlA KOpooLi “MapkyBaHHS” MKA N3”.
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEpPL)KEHOrO TEKCTY
MapKyBaHHs. TepMiH BBELEHHS
3MiH - NpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
267. | ®PI-AN Tabnetkn no 5 mr no 10 "KcaHTic ®apma Kinp CaHeka CnoBavbka BHECEHHS 3MiH [10 peecTpaviliHnx 3a peyenmom UA/16683/01/01
Tabnetok y 6nictepi, no Nimiten" dapmacbioTikans AT | Pecny6nika marepianis: 3MiHW | TUMY - 3MiHK
1 a6o no 2, a6o no 3, Lwoao 6e3nekn/edeKTMBHOCTI Ta
ab6o 9 6nictepiB y hapmakoHarnagy - OHOBMEHHS
KapTOHHIW nayu,i TEKCTY MapKyBaHHS YNakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBaHHS Y CUCTEMI
S|. BBeieHHs 3MiH NpoTAroM 6-Tu
MicsILiB nmicns 3aTBepoKEHHS
268. | PYIIQEPM® Masb, 20 mr/rno 15rB dapma VoppaHis dapma VopaaHis BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/3093/01/01
anoMiHieBii Ty6i; no 1 IHTEepHeLweHan IHTepHeLwweHan mMartepianis: 3MiHU | TUMY - 3MiHU 3
Ty6i Y KApTOHHIli KOpOoo6Li Komnawi KomnaHi sKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa
po3Mipy cepil (BktoYaoUn
AianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3MeHLLEeHHs
0o 10 pasiB) - 3mMiHa po3mipy cepil
N3 obymoBneHo gofasaHHAM
a/IbTepHaTMBHOIO Po3Mipy cepii
8000 Ty6. 3anponoHoBaHo: 13000
Ty6.; 8000 TY6
269. | XABPUKC™ 1440 cycneHsis ans iH'ekujn nakcoCmiTKNsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyenmom UA/16497/01/02
BAKUVHA And 1440 O, ELISA no 1 mn Ekcnopt NimiTeq BputaHis Bionopxikans C.A. marepianis: 3MiHu | TUNY - 3MiHa
MPO®ITAKTUKN (1 posa ansa fopocnnx) KpUTEPIto NPUIAHSATHOCTI Ans
FENATUTY A y chrakoHi; o 1 BMNPOOGYBaHHS TPAHNYHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
h/1aKOHY B KapTOHHii 3HaueHHs1 amoHito (Limit test) B
kopo6ui; no 1 mn (1 cneumdikauii Ha roToBuiA NPoAYyKT
[03a gns Aopocnux)) B Al (OH)3 y BignosigHocTi fo
nonepegHbL0 MoHorpadii Ph.Eur 1664
HanoBHEHOMY LUNPpUL Yy Aluminium hydroxide, hydrated, for
KOMMNEKTi 3 FOMIKOD; NO adsorption. 3anponoHoBaHo: Not
1 wnpvuy B KAPTOHHIN more than 50 ppm. BHeceHHs
kopo6ui; no 1 mn (1 pefakuiiiHuX NpaBoK A0 po3ainis
[03a ANns [opocnunx) y peecTpauiiiHoro gocke 3.2.P.4.1,
chnakoHi; no 1 donakoHy 3.2.P.4.2, 3.2.P.4.3; 3MmiHun | TUMy -
B KapTOHHIi kopo6L; no BUAaNEHHS i3 cneumadikalii s
1 mn (1 po3a gnsa KiHUeBoro npoaykty Al (OH)3
[opocnux) B BunpobysaHHA Nitrogen content
nonepegHL0 test y BignosigHOCTI A0
HarnoBHEHOMY LUNPULL Y MoHorpadii Ph.Eur. 1664
KOMI/IEKTI 3 FO/IKOI0; MO Aluminium hydroxide, hydrated, for
1 wnpuuy B KAPTOHHIN adsorption
KopoobLi
270. | XABPUKC™ 720 cycneHsis gns iH'ekuin nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyernmom UA/16497/01/01
BAKUVHA And 720 O, ELISA, no 0,5 Ekcnopt flimiteq BpuTaHis Bionompxkikans C.A. marepianis: 3MiHK | TUNY - 3MiHa
MPO®ITAKTUKN mn (1 gosa ans giteid) y KpUTEpIto NPUAHATHOCTI Ans
FENATUTY A onakoHax Nel a6o BUNPOGYBaHHS TPaHNYHOro
nonepegHbL0 3HaueHHs1 amoHito (Limit test) B
HaMoBHEHMX LUMPULLAX cneumdikauii Ha roToBuiA NpoayKT
Nel y komniekTi 3 Al (OH)3 y BignoBigHoCTI fo
rO/IKOH0 MoHorpadii Ph.Eur 1664
Aluminium hydroxide, hydrated, for
adsorption. 3anponoHosaHo: Not
more than 50 ppm. BHeceHHs
pefakuiiiHuX NpaBoK A0 po3ainis
peecTpaujnHoro gocbe 3.2.P.4.1,
3.2.P.4.2, 3.2.P.4.3; 3MiHu | Tumny -
BUAaNEHHS i3 cneumdikaLii ans
KiHUeBoro npoaykty Al (OH)3
BunpobysaHHA Nitrogen content
test y BignosigHOCTI A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
271. | XNOPrekCcugmH PO34uH Ans TOB "YKpaiHcbka YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHnx 6e3 peyenma UA/14746/01/01

30BHiLLHLOrO
3actocyBaHHsA 0,05 % no
100 mn, 200 MmNy
hnakoHax, no 1 ny
thnakoHax abo
KaHicTpax

hapmaueBTnyHa
KomnaHis"

marepianis: 3MiHW | TUNY - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy - 3MiHu BHeCeHi
B TEKCT MapKyBaHHS YNakoBKv/
nikapcbkoro 3acoby oo
3a3Ha4YeHHs MiXXHapOAHWX
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NO3HaYeHb OAVHWLb BUMIPIOBAHHS
272. | XYMANOIr® pO34uH AN iH'ekuiid, 100 Ninni ®paHc dpaHuis Eni Ninni eHg cuA/ BHECEHHS 3MiH [10 peecTpaviiiHnx 3a peyenmom UA/4750/01/01
MO/mn; no 3 mny KomnaHi, CLUA ®paHuis marepianis: 3MiHN | TUMY - 3MiHW
CK/ISSHOMY KapTpuaxi; no (BMpOGHMLTBO 3a BHeCeHi [0 iHCTPYKUil Ans
5 kapTpuaxis y MOBHUM LIK/TOM); MeAUYHOr0o 3aCTOCYBaHHs
KapTOHHI nayui; no 3 Ninni ®pakc, nikapcbkoro 3acoby A0 po3ginis
M1y CKNSIHOMY ®paHuia "Oco6MBOCTI 3aCTOCYBaHHSA",
KapTpuoxi, BknageHomy (BMPOGHMLTBO 3a "Cnoci6 3acTocyBaHHs Ta fo3u",
y wnpuu-pyyky KeiklNer; MOBHWM LK/I0M) "Mo6iuHi peakuii" BigNoBIgHO A0
no 5 Wwnpuu-pyyokK y pekomeHgauii PRAC
KapTOHHI nayyi; no 10
M1y CKNSIHOMY (DN1aKoHi;
no 1 dpnakoHy B
KapTOHHIA ynakoBsL,i
273. | LEPBAPUKC™ cycneHsis gns iH'ekuin nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHnx 3a peyernmom UA/16310/01/01
BAKUWHA Ansd no 0,5 mn (1 gosa) y Ekcnopt NimiTeq BpuTtaHis Bionogxikans C.A marepianis: 3mMiHW | TUNY - 3MiHa
NMPO®ITAKTUKU nonepeaHL0 KpUTEpI0 NPUIRHATHOCTI aNs
3AXBOPHOBAHDb, HanoOBHEHOMY LUNPULi 3 BUNPOGYBaHHS TPaHNYHOro
o NMOpPLUHEM | KOBMNAYKOM Y 3Ha4YeHHsA amoHito (Limit test) B
BUK/ITMKAKOTbCSA KOMNEKTi 3 rofikoto (y cneumdikauii Ha roToBuiA NPoayKT
BIPYCOM 6nicTepi) abo y donakoHi Al (OH)3 y BignoBigHoCTI fo
NAOIIOMU 3 npo6koto; no 1 MoHorpadii Ph.Eur 1664
N AVHN TUNIB nonepegHsL0 Aluminium hydroxide, hydrated, for
16 TA 18 HarmoBHEHOMY LUNpULy 3 adsorption. 3anponoHosaHo: Not
ronkoto a6o no 1 more than 50 ppm. BHeceHHs
(h/1aKOHY B KapTOHHiiA pefakuiiiHuX NpaBokK Ao po3ainis
Kopobui peecTpaujiHoro gocbe 3.2.P.4.1,
3.2.P.4.2, 3.2.P.4.3; 3MiHu | Tuny -
BUAaEHHSA i3 cneumdikaLii s
KiHUeBoro npoaykty Al (OH)3
BunpobysaHHs Nitrogen content
test y BignosigHOCTI A0
MoHorpadii Ph.Eur. 1664
Aluminium hydroxide, hydrated, for
adsorption
274. | UEPBAPUKC™ cycneHsist gns iH'ekuin nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/16310/01/01
BAKUVHA And no 0,5 mn (1 gosa) y Ekcnopt NimiTeq BpuTtaHis Bionompxkikans C.A. marepianis: 3mMiHu | TUNY - 3MiHa
MPO®ITAKTUKN nonepeaHLo cepii eTasioHHOro ctaHgapTty HPV-
3AXBOPHOBAHDb, HanoOBHEHOMY LUNPULi 3 16 Ans TecTiB KOHTPOJIHO SKOCTI
o NOpPLUHEM | KOBNAYKOM Y meTtogom ELISA. 3anponoHoBaHo:
BUK/ITMKAKOTbCA KOMMAEKTI 3 ronkot (y HPV-16 purified bulk reference
BIPYCOM 6nicTepi) abo y donakoHi standard
AARIAOMA 3 npo6koto; no 1 CWN1210A06/AP16CPA186;
NOAVNHN TUNIB nonepeaHL0 3MiHu | TUny - 3miHa cepii
16 TA 18 HarnoBHEHOMY LUNPULY 3 eTa/lIoHHOro ctaHgapty HPV-18

ro/Ikow a6o no 1

019 TECTIB KOHTPOJTH SAKOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
h/1aKOHY B KapTOHHii meTogom ELISA. 3anponoHoBaHo:
KopoobLi HPV-18 purified bulk reference
standard
SWN1211A06/AP18CPA142
275. | UETUPU3NH-TEBA | Tabnetku, BKpUTI TeBa I13painb Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHnx 6e3 peyenma UA/7158/01/01
N1iBKOBOK 060/IOHKOIO, dapmauesTikan HimeuunHa marepianis: 3miHu | Tuny -
no 10 wr, no 7 TabneTok IHpacTpis /T4, (BMPOGHMLTBO He3HauHi 3MiHM y npoLeci
y 6nictepi; no 1 Hepo3hacoBaHoOro BMpobHUUTBa 13 — fofaBaHHSA
6nicTepy y kopobuj; no npoaykTy, A03BIN Ha cTagii nonepeaHbLoro
10 TabneTok y 6nicTepi; BWMNYCK Cepil; nepemillyBaHHs 3 METOI0
no 1 a6éo no 2, a6o no 3, nepBuHHa Ta Y3ro[pKEHHS JOKyMeHTaL,ji 3
abo no 5 6nictepis y BTOPUHHA yNakoBKa, peasibHUM BUPOGHUYM
Kopobui KOHTPO/Ib SKOCTI) npouecoM. Takox Bif6ynochb
OHOBJIEHHA onucy eTanis
BMpO6HMUTBA 2, 3 Ta 4; 3MiHN |
TUNY - BUNYYEHHSI HECYTTEBOTO
BUNPOB6YBaHHSA «Pagiyc KpuBU3HN»
i3 cneuymdikavii, Wwo
3aCTOCOBYETLCA Mif, Yac
BMPOGHMLITBA FOTOBOMO
NiKapcbKoro 3acoby, a Takox
BHECEHHS pefaKuiiHNX 3MiH: -
3aMiHa NocunaHHa Ha MeTOAVKM
[N NoKa3HWKIB cneumdikavii, nig,
yac BMpobHuLUTBa 3 «MeTof
54010035-x Ta 54010036-x Ha «1)
BignosigHo Ao 3aTBEpAXeHOl
CTaHAapTHOI onepauiiHol
npouenypu» -abpesiatypa €8p.
dapm 6yna 3acTtocoBaHa fK
NOCWNAHHA Ha MEeTOANKN AN1s
napameTpiB O4HOPIAHICTb Macu Ta
yac posnagaHHs
276. | LE®OAOKC nopoLok ansa 50 mn dapma VoppaHis dapma VoppaHis BHECEHHS 3MiH 10 peecTpaviiiHnX 3a peyernmom UA/4152/01/01
opasibHOT cycneHsii (50 IHTEepHeLweHan IHTepHeLLeHan marepianis: 3mMiHW | TURY - 3MiHK
Mr/5 Mn); 1 donakoH 3 Komnawi KomnaHi Lofo 6e3nekn/edekTMBHOCTI Ta

NOPOLLKOM 3 JI0XKKOO-
[103aTOPOM Y KapTOHHiii
Kopobui

chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3arasibHeHUX AaHuX
npo cuctemy hapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BignoBigabHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKa A1 3MiICHEHHS
dhapmMakoHarnagy B YkpaiHi, Ko
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BOHa BifMiHHA Bif, yNIOBHOBaXXEHOI
ocobu, BignoBifanbHOT 3a
3pjiicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOUN KOHTAKTHI JaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cucremm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
dhapmakoHarnsgy 3asBHuUKa.
MponoHoBaHa pepgakuis: Maysoon
Belbisi. 3MiHa KOHTaKTHUX JaHWX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BignoBiganbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy B
YkpaiHi. [ponoHoBaHa pefakuis:
daraniesa AniHa BauecnasiBHa.
3MiHa KOHTaKTHUX AaHnx
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a 34ilicCHEHHA dhapmakoHarnsgy B
YkpaiHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOT fisifIbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLie3HaxopKeHHs1 MacTep-
thaiina cuctemun chapmakoHarnsay
Ta lioro Homepy

277.

LE®O/OKC

nopoLok Ansa 50 mn
opasibHOT cycneHsii (100
Mmr/5 mMn); 1 donakoH 3
MOPOLLKOM 3 JI0XKOO-
[103aTOPOM Y KapTOHHii
Kopobui

Papma
IHTepHeLweHan
Komnai

VoppaHis

dapma
IHTepHeLLeHan
Komnai

Mopparis

BHECEHHS 3MiH 10 peecTpavLiiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iiCHEeHHS
hapmMakoHarnagy B YkpaiHi, KO

BOHa BifMiHHA Bif, yNOBHOBaXEHOI

ocobw, BignoBigasibHOI 3a
3[iiCHEeHHs1 hapMakoHarnsay
(BKNHOYAKOUN KOHTAKTHI JaHi)

Ta/ab0 3MiHW Yy PO3MILLEHHI

3a peyernmom

UA/4152/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

mMacTep-caiina cucremm
thapmakoHarnagy) - 3amiHa
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
dhapmakoHarnsgy 3asBHUKa.
MponoHoBaHa peakLis: Maysoon
Belbisi. 3MiHa KOHTAKTHUX AaHNX
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jlicHeHHs chapmakoHarnsgy B
YkpaiHi. [ponoHoBaHa pefakuis:
daraniesa AniHa BayecnasiBHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAUIbHOI
3a 3[jlicHeHHs chapmakoHarnsgy B
YkpaiHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fiSi/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLie3HaxoKeHHsI MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta oro Homepy

278.

LE®PTPUNAKCOH
1000

NOPOLLOK A/15 PO3YNHY
ansid'ekuiino 1 r; 1
dhakoH 3 NOpoLUKOM Ta
1 amnyna 3
PO3UYMHHMKOM (NifOKaIH,
pO34MH A4 iH'ekuUid, 10
mr/mn no 3,5 mn B
amnyni) y 6nictepi, no 1
6nicTepy B mauui; 1
dhnakoH 3 NOpoLLKOM Ta
1 amnyna 3
PO34MHHMKOM (BOAa ANA
iH'ekyiii no 10 mn B
amnyni) y 6nictepi, no 1
6nicTepy B naui

MpuBatHe
akujioHepHe
TOBapUCTBO

"JlekxiMm-Xapkis"

YKpaiHa

BUPOBHMUTBO Ta
nepBuHHE
nakyBaHHS

PO3UMHHNKIB;
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii roToBoro
nikapcbKoro 3acoby:
MNpvBaTHe
akuioHepHe
TOBapWCTBO
"JlekxiM-Xapkis",
YKpaina;

BMPOGHULITBO Ta
nepBuHHE

naxkyBaHHS MOPOLLKY:
PetoHr
PapmacboTuKan
Ko., NiTa., Kutavicbka
HapogHa
Pecny6nika

YkpaiHa/
KuTalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH [10 peecTpaviliHnx
marepianis: 3MiHN | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. 3miHa y
KOPOTKIil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby

B nicnsapeecTpauiiinii nepiog, abo

SIK pe3ynbTaT OLiHK/ 3BITYy 3
JocnifxeHb, NpoBeAeHnx
BiANOBIAHO [0 nnaHy
negiatpuyHux gocnimpkers (PIP)

(3MiHy y3rof)keHO 3 KOMMETEHTHUM

YNOBHOB&XEHVM OpPraHoM);
CynyTHS 3MiHa - 3MiHU 040
6e3nekun/edekTBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MiHa(1) 0 3060B'A3aHb Ta YMOB

3a peyenmom

UA/17943/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMAaui peectpauiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBnAiHHA pu3nKamu
(3acTocyBaHHs TEKCTY, SKWiA
NOrOKEHWI 3 KOMMETEHTHUM
opraHom). 3MiHW BHECEHI 40
IHCTPYKUii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginu: "OcobanBocCTi
3actocyBaHHs", "MobiuHi peakwyi"
BiANOBIAHO 4,0 OHOB/IEHOT
iHchopmauii 3 6e3neku gitovoi
peyoBMHN. 3MiHN BHECEHO [0
4acTuH V «3axoaun 3 MiHimisauit
pu3ukiB», VI «Pe3iome nnaHy
ynpaeiHHA py3nKammn», y 38’A3Ky
i3 OHOB/IEHHMMU pekoMeHaLisMu
PRAC

279.

LE®TPUAKCOH
500

MOPOLLOK A/15 PO3UUHY
ans iH'ekuii no 0,5r; 1
a6o 10, a6o 50
h/1aKOHIB 3 MOPOLLKOM Y
naJui; 1 dpnakoH 3
nopotukom Ta 1 amnyna
3 PO34YMHHMKOM (BOAA
Ans iH'ekuii no 5 mn B
amnyni) y 6nictepi, no 1
6nicTepy B maui

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

YKpaiHa

BMPOGHULITBO Ta
nepBuHHE
nakyBaHHs

PO3YNHHVIKIB;
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby:
MNpvBatHe
akuioHepHe
TOBapWCTBO
"[lekxim-Xapkis",
YKpaiHa;

BMPOGHULITBO Ta
nepBuHHE

nakyBaHHS NOPOLLKY:
PetoHr
dapmacboTuKa
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6nika

YkpaiHa/
KnTalicbka
HapogHa
Pecny6nika

BHECEHHS 3MiH [0 peecTpaviiiHnX
marepianis: 3mMiHW | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. 3miHa y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigkeHs 3 6e3nekn
3aCTOCYyBaHHSA Nikapcbkoro 3acoby

B nicnsipeecTpaLiiHuii nepiog, abo

AIK pe3ynbTaT OLiHKV 3BITY 3
JocnifKeHb, NpoBefeHnx
BiANOBIAHO [0 NnaHy
negiarpuyHux gocnigpkers (PIP)

(3MiHy y3ro[pKeHO 3 KOMMETEHTHUM

YNOBHOBa)XXEHVM OpraHom);
CYNyTHS 3MiHa - 3MiHW OO
6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHb Ta YMOB
BMAaui peectpaujiinHoro
nocBig4eHHs, Bkovatoun Mnax
ynpaBniHHA puU3nKamu
(3acTocyBaHHS TEKCTY, SKWiA
NOrOKEHNI 3 KOMMETEHTHUM
opraHom). 3MiHM BHECEHI A0

3a peyernmom

UA/17943/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
IHCTPYKLii 4Ns MeguyHoro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby
y po3ginu: "OcobanBoCTi
3actocyBaHHs", "MobiuHi peakwyi
BiANOBIAHO 4,0 OHOB/IEHOT
iHchopmauii 3 6e3neku gitoyoi
peyoBMHN. 3MiHN BHECEHO [0
4acTuH V «3axoaun 3 MiHimisauit
pu3ukiB», VI «Pe3iome nnaHy
ynpaeniHHA py3nKammn», y 38’A3Ky
i3 OHOB/IEHHMMW pekoMeHAaLisMu
PRAC
280. | UMKNOXXEH nak gns Hirtie MPO®PAPMA ManbTa JIABOPATOPIOC Icnanis BHECEHHS 3MiH [0 peecTpavLiiiHnX 6e3 peyenma UA/17436/01/01
nikyBanbHui1 80 Mr/r no IHTepHeLwwHN CEPPA MNAMIEC, MaTepianis: 3MiHu | Tuny -
31 naky y ciiakoHi, no 1 TpeiguHr Nimiteq C.A. AOMIHICTPaTBHI 3MiHW. 3MiHa
h/1aKoHY B KapTOHHii HalilmeHyBaHHs Ta/abo agpecu
Kopobui 3as1BHYKa (Bf1acHMKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa agpecu 3asiBHUKA.
BBefeHHA 3MiH NPOTArom 6-1u
MicsLiB MiCNsA 3aTBEPAKEHHS.
281. | UATPAMOH- Tabnetkn, no 6 abo no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnX 6e3 peyenma UA/6550/01/01
AAPHULSA 10 TabneTok y "PapmaLeBTnyHA "®apmMaueBTUYHA MaTepianis: 3MiHu | Tuny -
KOHTYPHUX YapyHKOBUX ipma "OapHuus" ipma "AapHuus" aAMiHiCTpaTVBHI 3MiHW. 3MiHa
ynakoBkax; no 6 ao no HalilmeHyBaHHs Ta/abo agpecu
10 TabNeTokK y KOHTYpHiIl MiCLisi MPOBAMKEHHS AiNIbHOCTI
YapyHKOBIli ynakoBLyj, no BMPOGHMKa (BK/tOYaouu, 3a
1 KOHTYpHIli YapyHKOBIli HeobXiAHOCTI, MicLe NpoBeAeHHS
ynakosLi B nayui; no 10 KOHTPO/O SIKOCTI), a60 BNnacHuKa
TabneToK B KOHTYPHIl macTep-aiina Ha Adl, abo
YapyHKOBIli ynakoBLj, Mo nocravanbHuka A®l/BuxigHoro
6 ab0 No 12 KOHTYpPHUX MaTepiany/peareHTy/NpoMiKHOro
YapyHKOBMX YNakoBOK B NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
nauui BMPO6HULTBI ADI (AKLLO
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepxeHoMy
nocbe, abo BMPOOHMKA HOBOI
[LOMOMDKHOI PEYOBUHM (AKLLO
3a3HayveHo y JOCbE) - 3MiHa
HalilMeHyBaHHs BMPO6HUKa AdI
MapaueTtamon, 6e3 3mMiHM Micus
BUPOGHMLTBA.
3anponoHoBaHo: Farmson
Pharmaceutical Gujarat Pvt. Ltd.
(Unit-11), India
282. | WABAIi IUCTA nuctsa no 50 r a6o no 60 MpAT "/likTpasu"” YkpaiHa MpAT "/likTpasu” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx 6e3 peyenma UA/5809/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Iy naykax 3 BHYTPILHIM marepianis: 3MiHu | TMNYy - 3MiHK 3
naketom, no 1,0 ry sKocTi. FoTOBWMIA Nikapcbkuii 3aci6.
hinbTp-nakeTi; no 20 CrabinbHicTb. 3MiHa y TepMiHax
hinbTp-nakeTiB y navuj 3 npugaTHocTi abo ymoBax
BHYTPILUHIM NakeToMm; rno 36epiraHHsA roToBOro J1iKapCbKOro
1,0 ry chinbTp-nakeTi no 3ac006y (36i/1bLUEHHS TEPMIHY
20 chinbTp-nakeTiB y NpUAATHOCTI TOTOBOrO NiKapCbKOro
nauui 3acoby) - [N ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMMU
peasibHoro 4vacy) - 36ibLIeHHs
TepMiHy NpnaaTHOCTI TOTOBOrO
nikapcbKoro 3acoby.
3arBepgxeHo: 1,5 roga
3anponoHoBaHo: 2 PoKn
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
283. | O-TPIN PO34MH ON8 iH KL, Bxapat Cipamc eHp, IHais Bxapart Cipamc eHp, IHais BHECEHHS 3MiH [10 peecTpaviliHnx - UA/15261/01/01

100 000 MO; in bulk: no
4 mn 'y conakoHi; no 200
(h/1aKOHIB Y KapPTOHHIl
Kopobui

BakuumHc Nimiteq,

BakuuHc Nimiteq,

marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKIYaum
AinbHULI BUNYCKY cepii abo micue
NpoBefEeHHA KOHTPOJIO SKOCTI.
(misnbHICTb, 3a Ky BignoBifae
BMPOGHUK/IMNIOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa agpecu
BUpo6HUKa 13 Bxapart Cipamc
eHf BakuuHe Nimitea/Bharat
Serums and Vaccines Limited, 6e3
3MiHU MiCLA BUPOOHULTBA; 3MiHM |
TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHSI TEKCTY MapKyBaHHsI
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao
3a3HaYEeHHs1 O4UHULb
BMMIipIOBaHHSA y cuctemi Sl.
OHOB/IEHHA BXe 3aTBEPKEHOr0
TEKCTY MapKyBaHHS /181 YNakoBKu
in bulk: no 4 mn y dpnakoi; no 200
(pN1aKOHIB Yy KapTOHHIlA KOPOOL
(BHECEHHSA NO3HAYeHb OAUHULL
BUMIPIOBAHHSA 3 BUKOPUCTaHHAM
NiTep naTuHCbLKoro andgasity,
TOLLO). BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHa" MKA /13.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3areepaxeHo: Pasgen
«MapkupoBka» lMNpunaraetcs
3anponoHoBaHo: 1515 roToBOro
nikapcbKoro 3acoby: 3rigHo
3aTBEPAKEHOrO TEKCTY
MapkyBaHHS. [Insa nikapcbkoro
3acoby y dopmi in bulk: 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 A0AAETLCS
284. | O-TPIN PO34MH A1 iH EKLiA, Bxapart Cipamc eHf IHais Bxapat Cipamc eHg IHais BHECEHHS 3MiH [0 peecTpavyiiiHnX 3a peyenmom UA/15262/01/01
100 000 MO; no 4 mny BakuwuHc Nimiteq, BakuwuHc NimiTeq,

thnakoHi; no 1 dpnakoHy
Y KapTOHHIli kopobLi

MaTepianis: 3MiHu | Tuny -
AOMiHiCTpaTMBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSi MPOBAMKEHHS AiANIbHOCTI

BMPOGHMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
AOinbHULI BUNYyCKy cepii abo micue

NPOBEAEHHSI KOHTPOJO SIKOCTI.

(misnbHicTb, 3a Ky BignoBigae
BMpPOGHUK/IMNOPTEp, BKIOYAKUM

BUMYCK Cepiid) - 3MiHa agpecu
BMpo6HWKa N3 bxapat Cipamc
eHp BakuumHc fimitea/Bharat
Serums and Vaccines Limited, 6e3
3MiHV MicUsi BUPOOHULITBA; 3MiHW |
TMny - 3MiHK Woao0
6e3nekn/edpeKTNBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHn) -

OHOB/IEHHSA TEKCTY MapKyBaHHsI

yMakoBKM MikapcbKoro 3acoby 3

BHECEHHSAM iHchopmalii Lwoao

3a3HaYEeHHS OAUHULL
BMMIptOBaHHA y cuctemi Sl.
OHOB/IEHHA BXe 3aTBEPKEHOr0
TEKCTY MapKyBaHHS A1 YNakoBKu
in bulk: no 4 mn y dponakoni; no 200
(hN1aKoHIB y KapTOHHIlA KOpOo6Li
(BHECEHHSA NO3HAYeHb OAUHULL
BUMIpIOBaHHSA 3 BUKOPUCTAHHAM
niTep naTMHcbKoro andasity,
TOLLO). BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA /13.
3arBepaxeHo: Pasgen
«Mapkuposka» MNpunaraetcs
3anponoHoBaHo: 1515 rotToBOro
nikapcbKoro 3acoby: 3rigHo
3aTBEPAKEHOIO TEKCTY
MapkyBaHHs. [1nsa nikapcbkoro

3aco6y y copwmi in bulk: 3rigHo
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3aTBEPIKEHOTO TEKCTY
MapKyBaHHS, L0 103€ETbCA

FeHepanbHU AUpeEKTOop
AnpekToparty (papmaLeBTUYHOro 3a6e3neyeHHs 0.0. Komapiga
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MEPENIK

Aopartok 4

[0 Haka3sy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

BiA Ne

NIKAPCbKUX 3ACOBIB, K| HE PEKOMEHAOBAHI 10 AEP)XXABHOI PEECTPALLII, NEPEPEECTPALLII TA BHECEHHSA 3MIH A0
PEECTPALIAHNX MATEPIANIB

Ne Hassa Popma sunycky 3assBHUK Kpaina Bupo6Huk KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acooby
MEBEBEPUHY nenetu (cybeTaHuis) y AT "dapmak” YKpaiHa OCMO®APM C.A. LBeiiLapis 3acigaHHa HTP He pekomeHayBaTn Ao 3aTBepMKeHHs
rigpoxnopruj nakeTax noaBiliHUX Ne 12 Bif BUMPAB/IEHHA  TEXHIYHOI MOMMWMIKW, OCKiNIbKM  He
noslieTuNeHoBMX aNs 08.04.2021 BignoBigae MaTepianam peecTpauinHOro Aocbe, SKi

thapmaueBTUYHOTO
3aCTOCYBaHHS

npeacTaBfieHi B apxiBi, Ta NOTpebye BHECEHHS 3MiH Y
BCTaAHOBMIEHOMY MOPSAKY 3rifHO N.4 po3giny VI Hakasy
MO3 Ykpaiun Big 26.08.2005p. Ne 426 (y pepakuii
Hakaly MO3 Ykpainu Big 23.07.2015 p Ne 460)

FeHepasibHUIA OUPEKTOpP
AvpekTopaTty chapmaLeBTUUHOro 3a6e3neyYeHHs
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