Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKOTbLCA A0 AEP>XABHOI PEECTPALII
Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
1. ANYHBPUI® TabneTku, BKpUTI Takena ®apma [Janis [03BiN Ha BMNYCK ABcTpisi/ peecTpauis Ha 5 pokis 3a He UA/18553/01/01
NAiBKOBOK 060/IOHKOHO, AIC cepii: Takega Cnony4yeHe peuenmom nionsieae
no 30 mr; no 14 ABCTpIst TM6X, KoponiscTBO
Tabnetok y 6nictepi; no ABCTpist;
2 6nicTepn y KapTOHHIl BMPOGHULTBO 3a
Kopobu,i NOBHVM LMK/TOM:
[MeHH
dapmachbioTikan
Cepsicec JliviTeg,
CnonyuyeHe
Koponiscteo
2. ANYHBPUI® TabneTku, BKpUTI Takepga ®apma [OaHis [03BIi/T HAa BUMYCK AscTpisi/ peecTpauis Ha 5 pokis 3a He UA/18553/01/02
NNiBKOBOK 060/I0HKOHO, AIC cepii: Takega Cnony4yeHe peyenmom niosnsieae
no 90 mr; no 7 TabneTok ABCTpist TM6X, KoponiscTBo
y 6nicTtepi no 4 6nictepu ABCTpIS;
Y KapTOHHili kopobLi BMPOGHMLTBO 3a
NMOBHUM LK/TOM:
[MeHH
dapmacbioTikan
Cepsicec Jlivitepg,
CrnonyyeHe
KoponiscTBo
3. ANYHBPUI® TabneTkn, BKPUTI Takega ®apma [anis [03BiN Ha BMNYCK ABcTpisi/ peecTpauist Ha 5 pokis 3a He UA/18553/01/03
N1iBKOBOK 060/IOHKOLO, AIC cepii: Takega CnonyyeHe peyenmom nionsizae
no 180 mr no 7 TabneTok ABCTpIst TM6X, KoponiscTBo
y 6nicTtepi no 4 6nictepu ABcCTpist;
Y KapTOHHIli kopobLi BMPOGHMLTBO 3a
NOBHUM LK/TOM:
MeHH
dapmacbioTikan
Cepsicec Jlivitepa,
CnonyyeHe
KoponiBcTBO
4. BYTOP®AHO/A KpUCTanivyHMii NOPOLLIOK TOB "E/NIC- YkpaiHa Xikan Jlimiteq IHais peecTpaLis Ha 5 pokis - He UA/18554/01/01
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TabneTtok y 6nictepi, no
1 a6o 3 6nicTepu B
nauui

T

MepiognyHICTb NOgAHHS
perynsipHo
OHOBJ/IOBAHOIO 3BITY 3

Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
TAPTPAT (cy6cTaHuin) y YKPAIHA" nionsizae
noABiHMX
nonieTnIeHoBUX
nakeTtax gns
hapmaLeBTU4HOro
3acToCyBaHHsA
5. BAP®APUHY nopoLUoK (cybeTaHuis) y TOB "dapma Ykpaina Kagina Xentkep IHais peecTpauist Ha 5 pokis - He UA/18555/01/01
HATPIIO KNATPAT nonieTnIeHoBmX Crapt" nra,. nionsz2ae
nakeTtax Ans
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
6. 3INENOP® NbOAAHUKA 3i CMaKOM AT "dapmak" YkpaiHa BMPOGHMLTBO PpaHuis/ peecTpauisf Ha 5 pokis 6e3 nionsizae UA/18556/01/01
numoHy no 3,0 mr; no 10 roToBOT NPOAYKL;i, IcnaHis peyenma
a60 12 nboAsHuKIB y KOHTPO/b cepii, MepiognyHicTb NogaHHA
6nicTepi; no 1,2 abo 3 NepBUHHE i perynsipHo
6nictepn y nauyui BTOPVHHE OHOB/IOBAHOIO 3BITY 3
nakyBaHHs: 6e3neku, Bi4NOBIAHO A0
N'epP »AEP Mopsaaky 34iiCHeHHS
MEOVKAMEHT thapmakoHarnsgy,
MPOJAKLLH - 3aTBEP)KEHOro Hakasom
EHbAH, ®paHuis; MiHicTepcTBa 0XOpoHK
BMPOBHULITBO 3[10pOB’A YKpaiHuu Big 27
roTOBOI NPOAYKL,i, rpyaHa 2006 poky Ne
BWNYCK cepil, 898, 3apeecTpoBaHOro B
nepBuHHE i MiHicTepcTBi tocTuLT
BTOPVHHE Ykpainu 29 ciyHs 2007
nakyBaHHs: poky 3a Ne 73/13340 (y
nosIrc pefakuii Hakasy
PAPMACBIOTUK MiHicTepcTBa 0XOpPOHK
AN3 C.J1., IcnaHis; 340pOB's YKpaiHu Big 26
KOHTPO/Ib cepili: BepecHs 2016 poky Ne
IHOPAPMEA, 996), CTAHOBUTb: 3riAHO
C.J1., IcnaHis; 3i cTpokamu,
KOHTPO/b Cepiii: 3a3HayYeHUMn y
NABOPATOPIO nepiogMYHOCTI NoAaHHSA
EYIBAPHE, C.A., perynsipHux 3BiTiB 3
Icnanis; 6esneku.
KOHTPO/b Cepili:
KIMOC ®APMA
CEPBICI3, C.11.,
Icnanis
7. NNOPACENB® Tabnetku ons TOB "APTEPIYM Ykpaina NAT Ykpaina peecTpauif Ha 5 pokis 6e3 niossieae UA/18557/01/01
PO3CMOKTYBaHHs, no 10 nTta" "Knismegnpenapa peyenma




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

6e3neku, BignoBigHO A0
MopsiaKy 34iACHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

POKYPOHIO
BPOMIA, KANLUEKC

pO34uH ANa iH'ekuiid, 10
Mmr/mn; no 5 mny
chnakoHi, no 5 chnakoHiB
Y YapyHKOBIli ynakoBLyi
(nigaoHi); no 2
YapyHKOBI YNaKkoBKu
(nigaoHn) B nayui 3
KapToHy

AT "Kanuekc"

Nartsia

BMPOGHWK, SKWiA
Bignosigae 3a
BWNYCK cepil:

AT "Kanuekc",

Narsis;

BCi cTagii
BMPOBHNYOro
npovecy, Kpim
BUWMYCKY Cepii:
dPamap Xend
Keiip Cepsices

Magpug, C.AY.,

Icnanis;

BUPOGHWK, KNI
BignoBigae 3a

KOHTPO/b

cepii/sunpobysaH
HA:
AT "T'piHaekc",
Natsis

Nartsis/
IcnaHis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHeHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3

3a
peuyenmom

He
nionseae

UA/18558/01/01




no 9 6nicTepis B KOpoobLi

perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3

6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS

Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
6esnekxu.
9. CEPTAKOHA3O0NY nopoLUoK (cybeTaHuis) y TOB "®APMEKC YkpaiHa FNMEHMAPK IHais peecTpauist Ha 5 pokis - He UA/18559/01/01
HITPAT nozBiliHMx reyn" NAN® CANHCIC nionsizae
nosnieTuIeHoBMxX NIMITEL,
naketax gns
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
10. TAKNOP Tabnetku, no 25 mr no TOB "APTEPIYM YkpaiHa MAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/18560/01/01
10 TabneTok y 6nicTepi; nTa" "KviBmegnpenapa peyenmom nionsizae
no 3 6nictepu y navui T MepioAnyHICTb NofaHHSA
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oMm
MiHicTepcTBa 0XOpPOHK
3[,0p0B’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6esneku
11. TPOMICETPOHY nopoLuok (cybetaHuis) y | TOB "BOPBAPTC YkpaiHa Kiny KHP peecTpaList Ha 5 pokis - He UA/18561/01/01
riAPOXNMOPUA, noABINHNX PAPMA" dapmacboTrKan nionsizae
nonieTnneHoBnx Ko., Nitg
nakeTtax gns
thapmaLeBTUYHOro
3aCTOCYBaHHSA
12. YPOXONYM® kancynu no 50 mr no 10 TOB "AKN YkpaiHa TOB "AKN Ykpaina peecTpaList Ha 5 pokis 6e3 nionsieae UA/18562/01/01
Kancyn y 6nictepi, no 2 "®apmaueBTnyHa "®apmaueBTMyHa peyenma
abo no 4, abo no 6, abo thabpuka" habpuka" MepiognyHicTb NogaHHA




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

dhapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLl
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esnekxu.

13.

YOANA3A

TabneTku; no 20
Tabnetok y 6nictepi; no
1 abo 2 6nictepu y
KapTOHHIA KOpO6L

TOB "Marepia
Mepguka-YkpaiHa"

YkpaiHa

3AT CaHToHiKa

NutBa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/18563/01/01

14.

POPINT KIAC

cycneHsis ans

TOB "APTEPIYM

YKpaiHa

ANKANOIA AL

Pecny6nika

peecTpaList Ha 5 pokis

6e3

niosisieae

UA/18564/01/01
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Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
nepopasnbHoro nTta" Ckon'e MiBHiYHa peyenma
3actocyBaHHsi, 100 mr/5 MakefoHis MepiognyHicTb NogaHHA

mM/; no 100 mny
dhnakoHi, no 1 dpnakony
B nauuj

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULl
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHUMn y
nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUUHOro 3a6e3nevyeHHsA

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

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

OHoB/IeHO iHhopMaLlito
y po3ginax "Cnoci6
3aCTOCyBaHHA Ta
[031"(YTOYHEHHSA
iHchbopmavii), "Aitn"
(0BMEXEHHS BiKY:
3aTBepkKeHHo 3 ABOX
pokiB. 3anponoHOBaHO 3
TPbOX POKIB) IHCTPYKLT
ANA MeguyHoro
3aCTOCyBaHHSA
NiKapcbKoro 3acoby
BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
o040 6e3neku
3aCTOCyBaHHA Aitoyoi
pPEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciyHg 2007

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYHOTHLCA A0 AEP>XXABHOI NMEPEPEECTPALILII

Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o

yrnakoska) nocsi04YeHHs1
1. ANTENKA TabneTkn AN XyBaHHA TOB YkpaiHa TOB YkpaiHa MepepeecTpauin Ha 6e3 niosnsieae UA/5454/02/01

no 0,12 r, no 10 "TepHodhapm" "TepHochapm" HeobMeXeHWli TEPMIH. peyenma




haKTUYHOT 3MiHK Koay
ATX), "B3aemogis 3
HLUIMMKN NiKapCbKUMM
3acob6amu Ta iHWi BUAn
B3aemogijin",
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Mo6iyHi peakuir”
BiANoBIgHO A0
iHchopmawii cTocoBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauiiHoro JOCbeE.

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

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
2. BYCTPUKC™ CycneHsis ons iH'ekuii nakcoCmiTKnsaiiH Benuka "nakcoCmiTKnsiiH Benebris MepepeecTpauis Ha 3a He UA/14955/01/01
KOMBIHOBAHA 0,5 mn/nosy, no 1 nosiy Ekcnopt Nimiteq, BpuTaHis Bionoaxikan3 C.A. HeobMeXeHWli TEPMIH. peuyenmom niosnsieae
BAKUMHA AnA nonepeaHLo
MPO®INTAKTUKN HarmoBHEHOMY LUNPULL; OHOBAEHO iHthopMmaLito
LOUNOTEPII, NIPABLSA, | no 1 nonepeaHso B IHCTPYKLi Ans
KALLUJTIOKY HanoBHEHOMY LINpuLy y MeanyHoro
(ALl,EnI-OﬂHPHVIﬁ KOMMJ/IEKTi 3 ABOMA 3aCTOCyBaHHA
KOMMOHEHT) rosikamvi B nikapcbKoro 3acoby y
(AACOPBOBAHA, 3I nnacTnkoBomy po3sginax
SMEHLUEHM KOHTelHepi; no 1 "papmMakoTepanesTuyHa
BMICTOM KOHTEWHepY Yy KapTOHHIl rpyna" (pegaroBaHo
AHTUTEHIB) KOpOoo6Li TEKCT po3giny 6e3




Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina 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 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

3. BIHMNOLEETUH Tabnetku no 5 mr; no 10 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauin Ha 3a He UA/1272/02/01
TabneTtok y 6nictepi, no 06MmeXeHo BMPOGHULTBA, HeobMeXeHul TEPMIH. peuyenmom nionsieae
3 6nictepn B KOpPO6LLi BiANOBIAA/LHICTIO KOHTPO/Ib SIKOCTI,

"[locnigHnii 3aBog, BMNYCK cepil: OHoB/eHo iHhopMaLlito
"rTHUIC" ToBapucTBo 3 B IHCTpyKUjto ons
0bMexeHot MeAnYHOro
BiANOBiA&/IbHICTIO 3acTOCyBaHHSA
"[locnifHwii 3aBof, nikapcbKoro 3acoby y
"rHUNCY, po3sginax
YKpaiHa,; "TpoTunokasaHHs ,
BCi cTagii "Oco6mBoCTI
BMPOGHMLITBA, 3aCTOCyBaHHA",
KOHTPO/1b SIKOCTI, "3acTocyBaHHS y nepios
BUMYCK Cepii: BariTHocTi abo
ToBapucTBO 3 rogyBaHHa rpyaaro”
06MeXeHOo (yTO4HeHHS), "3aaTHiCTb
BiANOBIA&NBHICTIO BNAMBaTW Ha LWBUAKICTb
"®APMEKC peakuiil npy KepyBaHHi
reyn., aBTOTpaHCnopToM abo
YKpaiHa; iHWMK MexaHismamn®”,
BCi cTagii "0iTn" (yTOYHEHHS),
BMPOGHMLITBA, "Mo6iyHi peakuir”
KOHTPO/Ib SIKOCTI, BigNoBigHO A0
BUMYCK Cepii: OHOBJIEHOT iHdhopMaLii
ToBapucTeo 3 wono 6esneku
06MexeHo 3acTocyBaHHs fjtoyol
BiANOBIAA/IbHICTIO peyvoBUHM.
"®apmaueBTnyHa
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KOpoo6Li

"B3aemopis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemMogiji”,
"Oco611BoCTI

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
KOMNaHis MepioAnyHICTb NOAAHHSA
"3p0pos'a”, perynspHo
YkpaiHa OHOBJ1OBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
4. rAIMENIPUA, MOPOLLIOK (CybCTaHLis) y TOB "KYCYM YkpaiHa LLlapoH Bio- IHais nepepeecTpawis Ha - He UA/11427/01/01
nakeTax nogBiliHUX PAPM" Megucux JTa HeobMexeHuii TepMiH nionsi2ae
nonieTuIeHoBNX Ans
dhapmaL,eBTUYHOro
3acTOCyBaHHSA
5. AEKCA-340POB'A PO34unH NS iH exuin, 25 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpauis Ha 3a He UA/15314/01/01
Mr/MA no 2 M B amnyni; 06MeXeHo 06MeXeHo HeobMeXeHuli TEPMIH. peuenmom niosnsieae
no 5 a6o 10 amnyny BiANOBIAA/LHICTIO BiANOBIA&NbHICTIO
KapTOHHiI kopobu,j 3 "®apmavneBTUYHa "®apmavueBTUYHa OHOBANEHO iHthopMmaLito
neperopogkamu; no 2 KOMnaHis KOMNaHis B IHCTPYKUIT ANns
mA B amnysni; no 10 "3popos " "3popos A" MeAnYHoro
amnyn y 6nictepi; mo 1 3acToCyBaHHS
6nicTepy y KapTOHHIiA nikapcbKoro 3acoby y
Kopoo6Lji; no 2 Mn B posginax
amnyni; no 5 amnyn 'y "®apmakonorivHi
6nictepi; no 1 a6o 2 BNacTuBocCTi",
6nicTepu y KapTOHHIN "MpoTunokasaHHsa",

10




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepioz
BariTHocTi abo
rogysaHHsa rpyaar”,
"3paTtHiCTb BNANBATU Ha
LWIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCnopToM abo
IHWMMKU MeXxaHi3mamu®,
"Cnocib 3acTtocyBaHHs
Ta nosun", "Mo6ivHi
peakuii” BignoBigHo A0
iHchopmauit
pedepeHTHOro
NiKapcbKoro 3acoby
LOEKCAJTIH® IH'EKT.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
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
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

AIABETOH® MR 60
Mmr

TabneTku 3
MOANIKOBAHUM
BUBIIbHEHHAM N0 60 Mr;
no 15 tabnetok y
6nicTepi; no 2 abo no 6,

e NABOPATYAP
CEPB'E€

®paHuis

Na6opaTtopii
Ceps'e IHpacTpi,
®paHuis;
Ceps'e (IpnaHgis)
IHpacTpic Jita,

®paHuia/
Ipnangis

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

OHOB/EHO iHhopMmaLito
B IHCTPYKUIT Ans

3a
peyenmom

He
nionsieae

UA/2158/02/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
abo no 8 6nictepiB y IpnaHgis MeanyHoro
KOpOO6Li 3 KAPTOHY 3aCcTOCyBaHHS
NiKapcbKoro 3acoby B
po3ginax
"@apmakoTepanesTuyHa

rpyna” (pegaryBaHHs
TeKCTy 6e3 3MiHu koay
ATX), "dapmakonoriyHi
B/1ACTMBOCTI"
(peparyBaHHs TEKCTY),
"Moka3aHHA" (YTOYHEHHS
iHhopmawii 3 meToto
6e3neyHoro
3acTocyBaHHs),
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61MBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflysaHHs rpyaao”
(peparyBaHHs1 TEKCTY),
"Cnocib 3acTtocyBaHHs
Ta fo3n" (peparyBaHHs
TekcTy), "MoGiyHi
peaxuii”, BignosigHo A0
marepianis
peecTpauinHoro foche.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
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
pefakuii Hakasy
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

LIHAP

PO3uunH NS iHexyin 50
mr/mn no 2 mn abo no 5
M B amnysi; no 10
amnyn y navuj 3
KapToOHY; No 2 M abo no
5 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepy y nauui 3
KapTOHY

TOB HB®
“MIKPOXIM”

YkpaiHa

AT “©APMAK”,
Ykpaina
(BignoBiganbHwWia
3a BMPOOHULTBO
Ta
KOHTPO/b/BUNPOBY
BaHHA cepil, He
BK/THOHAIOUM
BWMYCK cepil)
TOB HB®
“MIKPOXIM”
YkpaiHa
(BignoBifansHwWii
3a BUNycK cepii,
He BK/IoYatoun
KOHTPO/b/BUNPOGY
BaHHS cepii)

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3ginax “lNokasaHHa"
(yTouHeHHs iHdopMaLii),
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTtocyBaHHs
Ta fo3n" (yTOUHEHHS
iHdhopmauii), "Aitn"
(yTOUYHeHHs iHdhopmauii),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
iHchopmauit
pedepeHTHOro
nikapcbKoro 3acoby
(Mekcugon, po3uuH ans
iH'ekyii, 50 mr/mn, B
YKkpaiHi He
3apEeecTpoBaHuif).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa 0XOpOHU
3410pOB’sA YKpaiuu Big 27

3a
peyenmom

He
nionsieae

UA/15275/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

EMEHA®

kancynu no 125 mr +
kancysm no 80 Mr KOMGi-
ynakoBska no 3 kancynu;
no 1 kancyni no 125 mr
+ 2 kancynv no 80 Mry
6nicTepax y KapTOHHil
o6ropTui; no 1
KapTOHHiI 06ropTLi B
KapTOHHI Kopo6Lyi

Mepk Wapn i
Joym IOEA Tm6X

LLiBeiiuapis

Brpo6HMLTBO
Hepo3dgracoBaHol
npoaykuii Ta
KOHTPO/b AKOCTI:
Ankepmec dapma
AvieneHg T4,
Ipnangis;
MepBrHHE/BTOPYH
He nakyBaHHs Ta
[03BiN Ha BUNYCK
cepii:

Mepk Wapn i
Joym B.B.,
HigepnaHngm

Ipnangis/
HigepnaHgn

MepepeecTpauis Ha
HEo6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
nikapcbkoro 3acoby B
po3sginax
"@apmakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TEKCTY
6e3 3MiHn kogy ATX),
"®apMaKoorivHi
BNacTuBoCTi"
(yTouHeHHs iHdopMaLii),
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs","Cnocio
3acTocyBaHHs Ta go3n"
(yTOYHeHHs iHdhopmauii),
"Mo6iyHi peakuir”
BiANoBIgHO A0
marepianis
peecTpauiiHoro Aocbe.

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/4525/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

EHTEPOCNA3MIN

kancynu, no 15 kancyny
6nicTepi; no 1 abo 2
6nicTepy B KapTOHHIlA
KopoobLi

Anbthacirma
$paHC

®paHuin

Anbcpacirma
C.n.A.

ITanis

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.

OHoB/EHO iHthopMmaLito
y po3ginax "MokasaHHs",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rofyBaHHs
rpyaar0" (YyTouHeHHs
iHdpopmawuii), "3gaTHicTb
BMN/IMBATW Ha LIBUAKICTb
peakuii npu KepyBaHHi
aBTOTpaHcnopTom abo
HLIMK
MexaHisMamun'"(yTOYHEHH
A iHdhopmadi), "Croci6
3aCTOCyBaHHA Ta

6e3
peyenma

nionsieae

UA/11345/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

[031"(YTOYHEHHSA
iHdpopmauii),
"[iTN"(yTOYHEHHSA
iHchbopmawii), "MobiuHi
peakuii" iHCTpyKuii ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
ofo 6esneku
3aCTOCYBaHHSA Ajirounx
PEYOBUH.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 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 OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

10.

EPYNHIN NAKOC

Tabnetku no 2 mr/0,625
mr, no 30 TabneTok B
6nictepi; no 1 6nictepy
B JTaMiHOBaHOMY MNakeTi;
no 1 nakeTy B KAPTOHHIl
KopoobLi

rneHmapk
PapmacboTrKan3
nrp.

IHais

rneHmapk
dPapmacboTrKan3
nra.

IHais

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y

3a
peyenmom

He
nionsieae

UA/14985/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
po3ginax
"MpoTunokasaHHa",

"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMK MexaHi3mMammn®,
"Mo6iyHi peakwii"
BigMnoBigHO Ao
iHchopMmauit
pedepeHTHOro
NiKapcbKoro 3acoby
HONINPEN® 2,0
mr/0,625 wr,
HONINPEN® ®OPTE
4,0 mr/1,25 wr.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
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
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i CTpokamu,
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

11. EPYMHIN NKOC Tabnetku no 4 mr/1,25 neHmapk IHais neHmapk IHais MepepeecTpauin Ha 3a He UA/14985/01/02

mr; no 30 TabneTok B dapmacbloTrKan3 dapmacbloTrKans HEobMeXeHWi TEPMIH. peyenmom nionsizae

6nicTepi; no 1 6nictepy nra. nra.

B laMiHOBaHOMY MakeTi;
no 1 nakeTy B KAPTOHHIM
KopooLi

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6mBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWMMKX MexaHi3Mmammn",
"Mo6iyHi peakuii"
BignoBigHO Ao
iHchopMmauiT
pedepeHTHOro
nikapcbKoro 3acoby
HONINPEN® 2,0
mr/0,625 wr,
HONINPEN® ®OPTE
4,0 mr/1,25 wr.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
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
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
12. 130COPBIAY MOPOLLIOK KpUCTasTivHUIA My6niuHe YkpaiHa LaHaoHr KesiH KuTaii nepepeecTpauis Ha - He UA/15248/01/01
MOHOHITPAT (cybeTaHuis) y akujioHepHe dapmac'toTikan HeobMeXeHWin TepMiH nionsizae
PO3BELEHUN (70% noaBinHMX TOBapuCTBO Ko., N14,.
Y NAKTOS3I) nonieTnIeHoBUX "HaykoBo-
naketax gns BMPOGHUYNIA
dhapmaL,eBTUYHOro LieHTp
3acTocyBaHHsA "BopLyariBCbKuii
XiMiKO-
hapmaLeBTUYHNI
3asofa”
13. KAPOOMAH- TabneTkn, BKpUTI CaHoBenb Inay TypeuunHa CaHoBenb Insy TypeuunHa MepepeecTpauis Ha 3a He UA/14714/01/01
CAHOBE/1Ib NAiBKOBOK 060/IOHKOIO, CaHai Be CaHai Be HeobMeXeHuli TEPMIH. peuenmom niosnsieae

no 80 mr, no 14
TabneTok y 6nictepi; no
2 abo 7 6nictepiB y
KOpOO6Li 3 KAPTOHY

Tupxapet A.LL.

Tupxapet A.LLL.

OHOBANEHO iHthopMmaLito
B IHCTPYKLUIT Ans
MeaNYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby y
posginax: "Oco6mBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepios
BariTHOCTi abo
rofyBaHHs
rpyaaro”,"ro6iyHi
peakujii" BiANoOBIAHO A0
iHchopmawii Wwopao
MeAnYHOro
3acTOCyBaHHSA
pedhepeHTHOro
NiKapcbKoro 3acoby
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(OIOBAH®, TabneTku,
BKPUTI MNiBKOBOIO
0060/10HKOH0).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
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 0XOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

14.

KAPAOMAH-
CAHOBE/b

TabneTku, BKPUTI
M/1iBKOBOK 06GOJIOHKOMO,
no 160 wmr, no 14
TabneTok y 6nictepi; no
2 abo 7 6nictepiB y
KOpOO6L 3 KAPTOHY

CaHosenb Inay
CaHai Be
Tupxapet A.LL.

TypeuunHa

CaHosenb Inay
CaHai Be
Tuaxapet A.LL.

TypeyunHa

MepepeecTpauin Ha
HeobMeXeHW TEPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax: "Oco6smBoCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rpyaao”,"Mo6ivHi
peaxuii” BignosigHo A0
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHsA

3a
peyerimom

He
nionsieae

UA/14714/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

pedepeHTHOro
nikapcbKoro 3acoby
(AIOBAH®, Tabnetkn,
BKPWTI NNiBKOBOIO
060/10HKOI0).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3/10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

15.

KAPLAOMNAH-
CAHOBE/b

TabneTkn, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
no 320 mr, no 14
TabneTok y 6nictepi; no
2 6nictepun y Kopobu,i 3
KapTOHY

CaHoBersb Inay
CaHai Be
Tupxapet A.LL.

TypeyuunHa

CaHoBesib a4
CaHai Be
Tupxapet A.LL.

TypeyunHa

MepepeecTpauis Ha
HEO6MEeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax: "OcobmBocTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHocTi abo
rofyBaHHs
rpyaar”,"Mo6ivHi
peakujii" BiANOBIAHO A0
iHdhopmauii wono

3a
peyenmom

He
nionsieae

UA/14714/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MeANYHOro
3aCTOCyBaHHSA
pechepeHTHOro

nikapcbKoro 3acoby

(OIOBAH®, TabneTku,

BKPUTi NMiBKOBOKO
060/10HKOHD).

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

16.

KOMBICAPT H

TabneTkn, BKpUTI
N/1iBKOBOKO 060JIOHKOIO,
no 5 mr/160 mr/12,5 wmr,
no 10 TabneTok y
6nicTepi; no 3 6nictepu
y nauui

AT "KWTBCBKIT
BITAMIHHWI
3ABOL"

Ykpaina

AT "KWTBCBKIAI
BITAMIHHWIA
3ABOS"

YkpaiHa

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

OHOBAEHO iHthopMmaLito
B IHCTPYKUiT ANns
MeNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1ACTMBOCTI"
(iHdhopmauis 3 6e3neku),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMU

3a
peyenmom

He
nionsieae

UA/15124/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"Cnoci6 3acTocyBaHHs
Ta fosun" (iHdopmavis 3
6e3nekn), "MobiyHi
peakuii” BignoBigHo A0
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyoi
PEYOBUHM.

MepioAnyHICTb NOAAHHSA
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 tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

17.

KOMBICAPT H

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 10 mr/160 mr/12,5 wr,
no 10 TabneTtok y
6nicTepi; no 3 6rictepu
y navuj

AT "KUIBCbKWIA
BITAMIHHUIA
3ABO["

YkpaiHa

AT "KUIBCbKWIA
BITAMIHHWA
3ABOA"

YkpaiHa

MepepeecTpauin Ha
HEobMeXeHWi TEPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeWYHOro

3a
peyerimom

He
nionsieae

UA/15125/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acToCcyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apMaKoorivHi
B/1acTMBOCTI"
(iHdbopmauiisa 3 6e3nekn),
"MMpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjn",
"Oco6nmBOCTi
3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTtocyBaHHs
Ta gosun" (iHhopmauis 3
6e3neku), "MobiyHi
peakuii" BiAnoBigHo A0
OHOB/EHOT iHChopMmaLii 3
6e3neku gjiroyoi
pPeyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepiogn4HoOCTI NogaHHsA
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.
18. NOPATAAVH Tabnetkv no 0,01 r no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa nepepeecTpauis Ha 6e3 nionsizae UA/5404/01/01
10 TabneTok y 6nicTepi, HeobMeXeHW TepMiH peyenma

no 1 abo 2 6nictepn y
navui

OHOB/EHO iHhopMmaLito
B IHCTPYKLUIT ANns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax: "Oco6mBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepios
BariTHOCTi abo
rogyBaHHa rpyaaro”
(yTO4HeHHS), "3aaTHiCTb
BNAMBaTW Ha LWBUAKICTb
peakujii npu KepyBaHHi
aBTOTpaHcnopToM abo
iHWKMK MexaHismamn®”,
"Mo6iyHi peakwyii"
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekun gjtoyoi Ta
[OMNOMDKHUX PeYOBUH
nikapcbKoro 3acoby.
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku

19. NOTAP® TabNeTKU, BKPUTI ANKANOIL AL Pecny6ika ANKANOIL AL Pecny6ika MepepeecTpalis Ha 3a He UA/11210/01/02

M/1iBKOBOK 06GOJIOHKOMO, Ckon'e MiBHiuHa Ckon'e MiHiuHa HEobMeXeHWi TEPMIH. peyenmom nionsizae

no 100 wmr, no 15 MakefioHist MakefoHis

TabneTtok y 6nictepi; no
2 6ricTepn y KapTOHHIN
KopooLi

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61mBOCTi
3aCTOCyBaHHSA",
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjroyoi
PEYOBUHM.
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

20. NOTAP® TabNeTKU, BKPUTI ANKANOIL AL Pecny6ika ANKANOIL AL Pecny6ika MepepeecTpalis Ha 3a He UA/11210/01/01

M/1iBKOBOK 06GOJIOHKOMO, Ckon'e MiBHiuHa Ckon'e MiHiuHa HEobMeXeHWi TEPMIH. peyenmom nionsizae

no 50 mr, no 10 MakefioHist MakefoHis

TabneTtok y 6nictepi; no
3 6ricTepn y KapTOHHIN
KopooLi

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61mBOCTi
3aCTOCyBaHHSA",
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjroyoi
PEYOBUHM.
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

21. MAKCICOPB MOPOLLIOK A/15 OPa/1bHOI TOB "YkpaiHCbka YkpaiHa MpAT "Bionik" YkpaiHa MepepeecTpauis Ha 6es nionsi2ae UA/14999/01/01

cycneHsii; no 12ry thapmavLeBTUYHa HeobMeXeHWi TepPMiH. peyenma

hnakoHi; no 1 dpnakoHy KoMnaHisa"

B Nauuj; no 2 r y 6aHui;
no 12 6aHoK y nauui; no
1ry naketuky; no 24
nakeTukn y nauui

OHoB/EHO iHthopMmaLito
y po3ginax "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHWi BUan
B3aeMogiin" Ta
"Oco611BOCTi
3acTocyBaHHA"
IHCTPYKLii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BignosigHo oo
OHOB/IEHOT iHdopMaLLii
o0 6e3neku
3acTocyBaHHA gjtoyol
PEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMN y
nepiognyYHoOCTi NoAAaHHSA
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.

22, HEBIBAN Tabnetkn no 5 mr no 10 AT "KMIBCbKM YkpaiHa AT "KNIBCbKUW YkpaiHa MepepeecTpalis Ha 3a He UA/4979/01/01
TabneTok y 6nictepi; no BITAMIHHUIA BITAMIHHW HEobMeXeHWli TEPMIH. peuyenmom niosnsieae
2, 3 abo 8 6nictepiB y 3ABO/" 3ABO4"

navui

OHOB/EHO iHhopMmaLito
B [HCTpyKUjto aNns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
BnacTmsocTi" ,
"B3aemogis 3 iHWuMn
nikapcbkMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(yTOUYHeHHs iHdhopmauii),
"3p4aTHICTb BNAMBATK Ha
LWIBMAKICTb peakLii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWYMKU MeXaHi3mamn®,
"Cnoci6 3acTtocyBaHHs
Ta 031" (YTOUHEHHS),
"OiTn" (YTOYHEHHS),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekn 3acTocyBaHHs
Lit040T PEYOBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3HavyeHuMmn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

23.

HOO®EH®

Tabnetku no 250 mr no
10 TabneTok y 6nicTepi;
no 2 6nictepun y naui
KapTOHHiiA

AT «OnaiiHchapm»

Nartia

AT «OnaiiHchapm»

Nartsia

MepepeecTpauin Ha
HeobMeXeHW TEPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|i gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(yTOUYHeHHs iHdhopmauii),
"Mo6iyHi peakwyii"
BignosigHo oo
marepianis
peecTpauiiHoro JoCheE.

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 ocTuuii

3a
peyerimom

He
nionsieae

UA/3773/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

24.

OMENPAS3O0/ -TEBA

Kancynu
racTpope3nCTeHTHi
TBepai no 40 mr; no 10
Kancyn y énictepi; no 3
6nicTepy B KOpOO6L

Tesa
dapmaueBTikan
IHpacTpi3 /174,

13painb

TeBa ®apma
c.ny.

IcnaHis

MepepeecTpauis Ha
HEO6MEeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax
"®apMaKkonorivHi
BN1ACTUBOCTI",
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Mo6iyHi peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii
Loao 6e3nekun aityoi
PEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM

3a
peyenmom

He
nionsieae

UA/15152/01/02

31




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3nek

25.

OMEMPA3O/ -TEBA

Kancynu
racTpopesnCTEeHTHI
TBepai no 20 mr, no 10
Kancyn y 6nictepi; no 3
6nicTepy B KOPOOLi

TeBa
dapmaLeBTikan
IHpacTpis N14.

I13painb

TeBa Papma
C.JY.

Icnanis

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
BNacTuBocCTi",
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"OcobmBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHoCTi abo
rogyBaHHs rpyanro”,
"Mo6iyHi peakwyii"
BignosigHo oo
OHOB/IEHOT iHdopMaLLii
040 6e3nekn aitoyoi
pPeyoBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/15152/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3nek

26.

OTPUBIH

Kpanni HasasnbHi 0,05%,
no 10 mn y chnakoHi 3

KpuLLKOtO-nineTkoto, no 1

(h1akoHy B KapTOHHIlA
navui

'CK KoHcblomep
Xenckep C.A.

LBeliuapis

'CK KoHcblomep
Xenckep C.A.

LBeliuapis

MepepeecTpauin Ha
HeobMeXeHuin TepMiH

OHoB/EHO iHthopMmaLito
y po3ginax
"Oco6mBocCTi
3aCcToCyBaHHSA",
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWMMKX MexaHi3Mmammn",
"Cnoci6 3acTtocyBaHHs
Ta gosun", "Aitn"
(oopaTkoBe
3aCTePEeXEHHS),
"Mepepno3yBaHHA",
"Mo6iyHi peakuir”
IHCTPYKUii Ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby
BignoBigHO Ao
mMaTtepianis

6e3
peyenma

He
nidnsieae

UA/5206/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

peecTpaLiiiHoro Joche.

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

27.

OTPUBIH

Kpanni HazanbHi 0,1%,
no 10 mn y dpnakoHi 3
KpULLKOO-NineTkoto, no 1
dh/1aKoHy B KapTOHHIiA
nauui

'CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

"CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOB/EHO iHhopMmaLito
y po3ginax
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3paTHICTb BNAMBATK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
iHWMK MexaHismamn®”,
"Cnocib 3acTtocyBaHHs
Ta gosu", "Aitn"
(oopatkoBe
3acTepexeHHs),
"Mepepno3yBaHHA",
"Mo6iyHi peakwii"
IHCTPYKUii Ans
MeAnYHoro

6e3
peyenma

nidnsieae

UA/5206/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acToCcyBaHHSA
nikapcbKoro 3acoby
BigMnoBigHO Ao
mMartepianis
peecTpauiiHoro Aocbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
3/10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

28.

NMAHTEHO/

Tabnetku no 100 mr, no
20 a6o 50, a6o 100
TabneToK y CKISHOMY
hnakoHi; no 1 dpnakoHy
B KAPTOHHIl nauui

mibe TmM6X
ApuHaiimiTTeNb

HimeuunHa

mibe Mm6X
ApuHaimiTTeNb

HimeyunHa

MepepeecTpauis Ha
HEO6MEeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKUiT Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3ginax “lNokasaHHa"
(peparyBaHHs),
"Ocob6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogyBaHHs
rpyaat0" (40NOBHEHHSA

6e3
peuyenma

nionsieae

UA/11523/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

iHdhopmawii), " 3paTHiCTb
BNAMBAaTW Ha LWBUAKICTb
peakuii npy kepyBaHHi
aBTOTpaHcnopTom abo
HLWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta fo3un" (YTOYHEHHSA
iHdhopmauii),
"MNepepo3yBaHHsa"
BignosigHo 0
marepianis
peecTpauiniHoro focheE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
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
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

29.

NMOAOPOXHUKA CIK

pigvHa opanbHa, no 100
My dh/TaKOHI CKISIHOMY;
no 1 chnakoHy B nauwi 3
KapTOHY

AT "Nly6Hnbapm"

YkpaiHa

AT "ly6Hudapm"

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHW TEPMIH.

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

6e3
peyenma

nionsieae

UA/4624/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEpPKEHOro Haka3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavyeHumMun y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

30.

PAHITUOVH-
JLAPHULA

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOI0,
no 150 mr; no 10
Tab/1eTOK Y KOHTYPHIl
YapyHKOBIli ynakoBLi; No
1 a60 no 2 KOHTYpHi
YapyHKOBi YNakoBK/ B
nauuj

MpAT
"®apmMaueBTnYHa
hipma "AapHuus"

YkpaiHa

MpAT
"®apmMaLeBTnyHa
thipma "AapHuua”

YKpaiHa

MepepeecTpauis Ha
HEo6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKUiT Ans
MeNYHOro
3aCcTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax
"@apmakoTepanesTuyHa
rpyna" (YTOUHeHHs),
"MpoTunokasaHHaA",
"Oco611BOCTi
3aCTOCyBaHHSA",
"Mepepno3yBaHHA",
"Mo6iyHi peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekun 3acTocyBaHHs
AitoYoT Ta AOMOMDKHUX
PEYOBUH.

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

3a
peyenmom

He
nionsieae

UA/4934/01/01

37




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEpPKEHOro Haka3om
MiHicTepcTBa 0XOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavyeHumMun y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

31.

PEBMOKCUKAM®

PO34mnH ANs iH'ekuin 1 %
no 1,5 mn B amnyni; no 3
abo 5 amnyn y 6nictepi;
no 1 6nictepy y nauuj;
no 1,5 mn B amnyni; no 5
amnyn y nauui

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

MepepeecTpauis Ha
HEo6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
y po3sginax: "B3aemogis
3 HWKMU NTiKapCbKuMu
3acobamu Ta iHLWi BUAK
B3aemogiit”, "Cnoci6
3acTocyBaHHsa Ta fo3n"
(pepaxuiliHi npasku),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
IHCTPYKUiT aNns
MeNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANOBIAHO A0 6e3nekun
3acTocyBaHHs gjtoyol
PeYoBUHW.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU

3a
peyenmom

He
nionsieae

UA/0759/02/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3HavyeHuMmn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

32.

PEKCETUH®

TabneTku, BKPUTI
NNiBKOBOK 060/TIOHKOIO,
no 20 mr no 10 TabneTok
y 6nicTepi; no 3
6nicTepy B KapTOHHIA
ynaxoBLi

BAT "T'efieoH
PixTep"

YroplmHa

BAT "TepeoH
Pixtep"

YropLumHa

MepepeecTpauin Ha
HeobMeXeHW TEPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|i gns
MeAnYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby y
po3gaini "Mo6iyHi peaxuii”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjroyoi
PEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU

3a
peyerimom

He
nionsieae

UA/3911/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
33. PEKYTAH po3umH no 100 mn y ToBapucTBO 3 YkpaiHa KOHTPO/Ib SIKOCTI, Ykpaina MepepeecTpauis Ha 6e3 nionsizae UA/5120/01/01
hnakoHi, no 1 dpnakoHy 06MeXeHo BMNYCK cepil: HEobMeXeHWli TEPMIH. peuenma
B KOPOO6LIi 3 KApTOHY BiANOBIAA/LHICTIO ToBapucTBO 3
"[ocnigHnii 3aBog 06MeEXeHOo MepiognyHICTb NOAaHHSA
"rHunc" BiANOBIA&/IbHICTIO perynsipHo
«[locnigHuii 3aBof OHOB/OBAHOTO 3BITY 3
THLIC», 6e3neku, BigNoBigHO A0
YKpaiHa,; Mopsaky 34iACHEHHS
BCi cTagii thapmakoHarnagy,
BUPOGHMLITBA, 3aTBEPAKEHOIO HakasoMm
KOHTPO/1b SIKOCTI, MiHicTepcTBa OXOpPOHU
BUMYCK Cepii: 370pOB’A YKpaiHuu Big 27
ToBapucTBO 3 rpyaHa 2006 poky Ne
06MeEXeHOo 898, 3apeecTpoBaHoro B
BiANOBIA&NBHICTIO MinicTepcTBi tocTuii
«®apmaueBTNYHa Ykpainu 29 ciuns 2007
KOMNaHis poky 3a Ne 73/13340 (y
«3,0pOB’A», pepakuii Hakasy
YkpaiHa MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognMYHOCTI NoAAaHHS
perynspHux 3BiTiB 3
6e3neku.
34. COHAMNAKC® 10 MI' TabneTkn, BKpUTI TOB «BAYLL YkpaiHa dapm3zaso, Monbwa MepepeecTpauis Ha 3a He UA/4499/01/01
060/10HKO10, M0 10 Mr; XENC» Enba A.T. HeobMeXeHuli TEPMIH. peuyenmom nionsizae

no 30 TabneTok y
6nicTepi; no 2 6nictepu
B KapTOHHIi KopooLyi

OHOBANEHO iHthopMmaLito
B [HCTpyKUii gns
MeaNYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby y
po3gini "OcobnmnBocCTi
3acTocyBaHHsA"
BignoBigHO A0
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

OHOB/EHOT iHthopMaLi 3
6e3nekn 3acTocyBaHHs
[OMOMKHUX PEYOBWH.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

35.

COHAINAKC® 25 MI

TabneTkn, BKpUTI
060/10HKO10, No 25 Mr;
no 20 Tabnetok y
6nicTepi; no 3 6nictepu
B KAPTOHHIli KOPOGL

TOB «BAYLU
XENC»

YkpaiHa

dapm3asof
€nbtha A.T.

MonbLa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3gaini "OcobnuBocTi
3acTocyBaHHs"
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekn 3acTocyBaHHsA
[OMOMDKHUX PEYOBUH.
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS

3a
peyenmom

He
nionsieae

UA/4499/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
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
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

36.

cynbniPng -3H

Tabnetkv no 50 mr no 10
TabneTok y 6nictepi; no
2 abo 3 6nictepn y
KopoobLi

TOB "XapkiBCbke
hapmaueBTyHe
nignpueMCcTBO
"3p0poB's
Hapoay”

YkpaiHa

TOB "XapkiBcbke
thapmaueBTUyHe
nigNpPUEMCTBO
"3a0poB's
Hapoay"

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHW TEPMIH.

OHoBEHO iHthopMmaLito
B IHCTpyKUjt0 Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ginax "lMNokasaHHA"
(yTouHeHHs), "TpoTunoka
3aHHs", "B3aemogist 3
HLWIMMW NiKapCbKMU
3acob6amu Ta iHWi BUAn
B3aemMogijin",
"Oco611BOCTi
3actocysaHHs", "ditn"
(yTOYHeHHs iHdhopmauii),
"Mepepno3yBaHHA",
"Mo6iyHi peakwii”
BignoBigHO Ao
OHOB/EHOT iHhopmaLi
wofo 6esneku
3acTocyBaHHs Ajtoyoi
PeYoBUHW.

MepiognyHICTb NoAaHHSA
perynsipHo

3a
peyerimom

He
nionsieae

UA/11476/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

37.

cynbniPng -3H

Tabnetku no 200 mMr no
10 TabneTok y 6nicTepi;
no 1 a6o 2 6nictepun y
KopoobLi

TOB "XapkiBCbke
hapmaueBTMyHe
nignpueMCcTBO
"3p0poB's
Hapoay”

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHot
BiANOBIA&UTbHICTIO"
XapkiBcbke
hapmaueBTUyHe
nignpUeEMCTBO
"3p0poB'a
Hapoay",
YKpaiHa;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
06MexeHot
BiANOBIA&NbHICTIO
"®apmMavueBTnyHa
KoMMaHis
"3popos'sa’,
YkpaiHa

YkpaiHa

MepepeecTpauin Ha
HEobMeXeHWi TEPMIH.

OHoB/EHO iHthopMmaLito
B IHCTpyKU,it0 Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "lNokasaHHA"
(yTouHeHHs), "TpoTunoka
3aHHs", "B3aemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUan
B3aemMogijin",
"Oco61mBOCTi
3actocysaHHs", "diTn"
(yTOYHeHHs iHdhopmauii),
"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
oo 6esneku
3acTocyBaHHs Ajtoyoi

PEeYOoBUHM.

3a
peyerimom

He
nidnsieae

UA/11476/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

38.

TEOTAPL

Karncynv nposioHroBaHoil
4ii no 200 wr; no 10
Kancyn y énicrepi; no 4
6nicTepy B KAPTOHHIl
KOpoo6Li

KPKA, 4.4., Hoso
MEeCTO

CnoBeHis

BMPOGHMLTBO
(nennet Ta
KancynoBaHHs),
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPONb Ta
BUWMYCK Cepiii:
KPKA, a.4a., Hoso
mecTto, CnoBeHis;
BMPOGHMLTBO
(nennet Ta
KancysoBaHHs) Ta
KOHTPO/b Cepiit:
Temnep IpnaHgis

CnoseHis/
IpnaHgis/
HimeyunHa

MepepeecTpauin Ha
HeobMeXeHWi TEPMIH.

OHoB/EHO iHthopMmaLito
y po3ginax "B3aemogis 3
HLWIMMW NiKapCbKMU
3acob6amu Ta iHWi BUAn
B3aemMogijin",
"Oco611BOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rpyAA0" (YTOUHEHHS
iHdpopmauii), "Cnocié

Nta., lpnangis; 3aCTOCyBaHHsA Ta
NepBuHHE Ta [031"(YTOUHEHHS
BTOPUHHE iHhopmawi),
nakyBaHHA: "Mepepo3yBaHHA",
Csic Kanc 'm6X, "Mo6iyHi peakwyii"
HimeyuunHa iHCTPYKUIi Ans

3a
peyerimom

He
nidnsieae

UA/4377/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MeZNYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby
BignosigHo 0
OHOB/IEHOT iHdopMaLLii
o0 6e3nekn
3acTocyBaHHA fjto4ol
pPEYOBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

39.

TOPALIB

Tabnetku no 10 wmr; no
10 TabneTok y 6nicTepi;
no 3 abo no 9 6rictepis
B nauuj

TOB "®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax:
"®apMaKonorivHi
BN1ACTUBOCTI",
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMU

3a
peyenmom

He
nionsieae

UA/11604/01/01
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Ne

n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMK MexaHi3mMammn®,
"Cnoci6 3acTtocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHdopMmauii),
"Mepepno3yBaHHA",
"Mo6ivHI peakuii”
BignosigHoO o0
iHchopmawii Wwopao
MeaNYHOro
3aCTOCyBaHHS
pedepeHTHOro
NiKapcbKoro 3acoby
(TPNDPAC® 10,
Tabnetkn).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne

996), CTaHOBUTb: 3rigHO

nocsio4YeHHs1
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3i cTpokamu,
3a3HayeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
40. TOPALIB Tabnetkn no 10 mr; in TOB "®APMEKC YkpaiHa TOB "®APMEKC YkpaiHa MepepeecTpauis Ha - He UA/14736/01/01
bulk Ne 1000: no 1000 reyn" reyn" HEobMeXeHWli TEPMIH. nionsizae
Tab1eToK y NOABINHUX
noslieTuIeHoBUX MepiognyHICTb NoAaHHSA
nakeTax B N1acTUKOBUX perynsipHo
KOHTelHepax; in bulk Ne OHOB/IHOBAHOrO 3BITY 3
22000: no 22000 6e3neku, BigNoBigHO A0
Tab/1eToK Y NOABIAHNX Mopsaky 34iACHEHHS
nonieTnieHoBmx thapmakoHarnagy,
nakeTax B M1acTUKOBUX 3aTBEPAKEHOIO HakasoMm
KOHTelHepax MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepiognMYHOCTI NOAAaHHS
perynspHux 3BiTiB 3
6e3neku.
41. ®APECTOH Tabnetkv no 20 wmr; no OpioH diHnAHAA Brpo6HWK, LWo ®iHnAHAiA MepepeecTpauis Ha 3a He UA/4251/01/01
30 TabneTok y h1akoHi; KopnopeiiH 3[ilicHIOE BCi HeobMeXeHuli TepPMiH. peuenmom niosnsieae

no 1 dpnakoHy B
KapTOHHI Kopo6Lyi

BMPOGHMUI cTag;l,
38 BUHATKOM

OHOBANEHO iHthopMmaLito

BUNYCKY cepil: y po3sginax:
OpioH "MMoka3aHHs",
KopnopefiwH, "3acTocyBaHHs y nepiof
PiHNAHAIA; BariTHoOCTi abo
Brpo6HWK, LWo roflyBaHHs rpyaaro”
3AjicHI0E (yTouHeHHs1), "Cnocib
BUPOGHMLITBO i 3acTocyBaHHA Ta go3mn”
KOHTPO/Ib SIKOCTI: (peparyBaHHs TEKCTY)
OpioH IHCTpYKLiT ANns
KopnopeiiLuH, MeAn4yHoro
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

PiHNAHZIA;
Brpo6HuK, Lwo
3pilicHI0e
nepBuHHe Ta
BTOPVHHE
nakyBaHHS, BUMYyCK
cepii:

OpioH
KopnopeiwH,
PiHNAHAIA

3aCcToCyBaHHS
nikapcbKoro 3acoby

BigMNoBigHO MaTepianis

peecTpauiiiHoro AocbeE.

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

42,

DAPECTOH

TabneTku no 60 mr; no
30 TabneToK y haKoHi;
no 1 dpnakoHy B
KapTOHHiI kopobuj; no

OpioH
KopnopeiiwH

diHnAHAIA

Brpo6HWK, Wo
3[ilicHIOE BCi
BMPOGHUYI cTagjl,
38 BUHATKOM

dinnsaHgia/
YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWli TepPMiH.

OHOB/EHO iHhopMmaLito

60 TabneToK y (h1aKoHi; BUNYCKY cepil: y po3sginax:
no 1 conakoHy B OpioH "MMokazaHHA",
KapTOHHI Kopo6Lyi KopnopefiwH, "3acTocyBaHHs y nepiof
PiHNAHAIA; BariTHoCTi abo
Brpo6HuK, LWo roflysaHHs rpyaaro”
3AjicHI0E (yTo4HeHHs1), "Cnoci6
BUPOGHMLITBO i 3acTocyBaHHA Ta go3mn”
KOHTPO/Ib SIKOCTI: (peparyBaHHs TEKCTY)
OpioH IHCTpYKLii Ans
KopnopeiiLuH, MeAnYHOro
PiHNAHAA; 3aCcTOCyBaHHA
Brpo6HWK, Wo nikapcbKoro 3acoby
3AjliCHI0E BifNoBigHO MaTepianis

3a
peyenmom

He
nionsieae

UA/4251/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
nepBuHHe Ta peecTpauiiHoro 4OCbe.
BTOPUHHE
nakyBaHHS, BUMYCK MepiognyHICTb NoAaHHA
cepii: perynspHo
OpioH OHOB/1HOBAHOrO 3BITY 3
KopnopeiwH, 6e3neku, BigNoBigHO 40
PiHNAHZIA; Mopsaky 34iACHEeHHS
Brpo6HuK, Lo hapmakoHarnagy,
3[ilicHI0E 3aTBEPAKEHOIO HakasoM
BTOPUHHE MiHicTepcTBa OXOPOHU
nakyBaHHs, 370pOB’A YKpaiuu Bif 27
KOHTPO/Ib SKOCTi rpygHsa 2006 poky Ne
Ta BUNYCK cepil: 898, 3apeecTpoBaHoro B
ToBapucTBo 3 MinicTepcTBi tocTuLii
06MeXeHo YKpainu 29 ciuna 2007
BiANOBIA&/IbHICTIO poky 3a Ne 73/13340 (y
“Kycym ®apm”, pepakuii Hakasy
Ykpaina MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
43. ®APECTOH Tabnetku no 60 mr; in OpioH PiHnAHAA Brpo6HWK, Wo ®iHnAHAiA MepepeecTpauis Ha - He UA/14147/01/01
bulk: no 60 TabneTok y KopnopeiiwH 3[iliCHIOE BCi HEobMeXeHWli TEPMIH. nionsizae

dpnakoHi; no 10
ch/1aKoHiIB y rpynosii
ynakosLi; no 32
rpynoBuX ynakoBkn B
TPaHCMOPTHIl ynakoBLi

BMPOGHUYI cTagjl,
38 BUHATKOM
BUNYCKY cepil:

OpioH
KopnopefiwH,
PiHNAHAIA;
Brpo6HuK, LWo
3filicHI0E
BUPOBHULTBO i
KOHTPO/Ib AIKOCTI:
OpioH
KopnopefiH,
PiHNAHAR;
Brpo6HWK, Wo
3[jicHI0E
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs, BUMyCK

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big 26
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no 1 KoHTeliHepy B
nauui; no 10 TabneTok y
6nicTepi; no 5 6nictepis
y nauuj

BHeceHO OHOBNEHY
iHchopmauito B
IHCTpyKLUito ans

MeNYHOro
3aCTOCyBaHHSA
nikapcbkoro 3acoby [0
po3sginis "B3aemogis 3
HLUMMKW NiKapCbKMM
3acobamu Ta iHLWi BUAK
B3aemogijit",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rogyBaHHsa rpyaaro”
(monoBHeHo
iHchopmauito 3 6esnekn),
"Cnoci6 3acTocyBaHHs
Ta [03n" (YTOUYHEHHS),
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3neku gjroyoi
PevYOBUHM NiKAPCbKOro
3acoby.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa 0XOpOHU
3410pOB’sA YKpaiuu Big 27

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o

yrnakoska) nocsio4YeHHs1

cepii: BepecHsa 2016 poky Ne

OpioH 996), CTaHOBUTL: 3rifHO

KopnopeiwH, 3i cTpokamu,
PiHNAHAIA 3a3HavyeHuMun y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
44, POJIIEBA KNC/TIOTA | Tabnetku no 1 mr, no 50 MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpauin Ha 3a He UA/4380/01/01
Tabs1eToK y KOHTeliHepi; HeobMeXeHWi TEPMIH. peyenmom nionsizae
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

45.

DOJIIEBA KNCJ/TIOTA

Tabnetku no 5 mr, no 50
Tab/1eTOK Y KOHTEHEPI;
no 1 KoHTeliHepy B
nauuj; no 10 TabneTok y
6nictepi; no 5 6nictepis
y nauui

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YKpaiHa

MepepeecTpauis Ha
HEo6MeXeHU TepPMiH.

BHeceHO OHOB/EHY
iHcpopmaito B
IHCTpyKUito ans

MeAnYHOro
3acTOCyBaHHsA
nikapcbKkoro 3acoby Ao
po3ginis "B3aemogis 3
HLUIMMKN NiKapCbKUMM
3acob6amu Ta iHWi BUAn
B3aemogijin",
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogyBaHHa rpyaaro”
(oonoBHeHO
iHchopmauito 3 6esneku),
"Cnocib 3acTtocyBaHHs
Ta fo3n" (YTOUHEHHS),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
BignosigHo oo
OHOB/IEHOI iHdopMaLlii 3
6e3nekun gitoyoi
PeYOoBVHM NiKapCbKOro
3acoby.

MepioAnYHICTb NOAAHHSA

3a
peyenmom

He
nionsieae

UA/4380/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
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
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

46.

®OPMOTEPON
IBIXENNEP

MOPOLLOK A5 iHrasIsALi
12 mkr/go3a no 120 po3s
(12 wmkr/po3sy) B
iHranATopI 3 3aXMCHUM
KOBMaYKoM y
namiHOBaHOMY MakeTi,
no 1 namiHoBaHoOMy
nakeTy B KapTOHHIi
Kopob6ui; no 120 o3 (12
MKr/[03y) B iHranatopi 3
3aXMCHUM KOBMAa4KoMm y
namiHOBaHOMY MakeTi,
no 1 namiHoBaHoOMy
nakeTy Ta 3aXVICHOMY
KOHTeHepy ans
iHraniATopa B KApTOHHIl
KopooLi

OpioH
KopnopeiiwH

diHnAHAIA

OpioH
KopnopeiLuH

diHNsHAjA

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

3a
peyenmom

He
nionsieae

UA/14856/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku
47. POCDHOLNH rpaHynun Ans opanbHOro dapmaueBTUUHA pevyis NabiaHa Icnanis MepepeecTpauis Ha 3a He UA/15015/01/01
po3uunHy no 3 ry calle; KomnaHis "Bokare dapmacbloTikasc, HEobMeXeHWi TEPMIH. peyenmom nionsizae
2 calle 3 rpaHynamu y C.A" C.JYy.

KOpOO6Li 3 KAPTOHY

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ainax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"Moka3zaHHA" (YTOYHEHHS
iHcbopmawii), "B3aemogis
3 HWVMU NTiKapCbKnMu
3acobamu Ta iHLWi BUAK
B3aemogijit",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rogysaHHs rpyaar”,
"3paTtHiCTb BNANBATU Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNopToOM abo
HWMMK MexaHismamu',
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(YTOYHEHHS
iHchopmauii) ,
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
BignosigHo oo
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHSA
pedepeHTHOro
nikapcbKoro 3acoby
(MOHYPAN, rpaHynu
[ON15 OpasibHOro
PO34KHY).
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

48.

DPYKTO3A

MOPOLLIOK (CybCTaHLis) y
nonieTueHoBmx
nakeTtax Ass
dhapmaL,eBTUYHOro
3acTOCyBaHHSA

LnussauxyaH Xya
Kecy
dapmacbloTUKan
KO., NTA4.

Kutaii

WnussauxyaH Xya
Key
PapmacboTuKas
KO., NT4.

Kutait

nepepeecTpauis Ha
HeobMexeHuii TepMiH

He
nionsieae

UA/14987/01/01

49,

DYPAAOHIH

Tabnetku no 100 mr, no
10 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI nayui

AT «OnaiiHdapm»

NatBis

AT «OnaiiHdhapm»

Narteis

MepepeecTpauis Ha
HeobMeXeHuli TEPMIH.

OHOBANEHO iHthopMmaLito
y po3ginax
"®apMaKoorivHi
BNacTuBoCTi"
(yTOuHEeHHs iHdopMauii),
"MpoTunokasaHHsa",
"B3aemopis 3 iHWMMK
nikapcbknumu 3acobamu
Ta iHWi BUan
B3aemogiit*, "Cnocio
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHchbopmawii), "MobiuHi
peakuii” iIHCTpyKLii Ans

3a
peyenmom

He
nionsieae

UA/3787/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MeZNYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby
BignosigHo 0
OHOB/IEHOT iHdopMaLLii
o040 6e3neku
3acTocyBaHHA fjto4ol
peyoBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

50.

LENTEBPEKC®

kancynu no 200 mr no
10 kancyn y 6nictepi; no
1, abo no 2, a6o no 3
6nicTepy y KapTOHHil
KopoobLi

Mdpaiizep IHkK.

CWA

Brpo6HMLTBO

npenapary in bulk:

Heondapma IHk.,
CLUA;
Brpo6HMLTBO

npenapary in bulk:

Mcpaiizep
dapmactoTikans
NNC, CWA,;
Bunyck cepii,
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/Ib AKOCTI

CuA/
HimeyunHa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
y po3ginax
"®apmakonorivHi
BNacTuBocCTi",
"MpoTunokasaHHaA",
"Oco6nmBOCTi
3acTocyBaHHs", "Cnocio
3acToCcyBaHHsA Ta fo3n",
"Mo6iyHi peakwyii"
iHCTPYKUIi Ans

3a
peyenmom

He
nionsieae

UA/4463/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
npv BUNYCKY: MeAnYHOro
P-®apm [IxepmaHi 3aCTOCyBaHHA

mM6X, HimeuunHa,
MakyBaHHs,
KOHTPO/b SKOCTI
npvi BUNYCKY,
BMNYCK cepil,
MapKyBaHHS:
Mdparizep
MeHtodek4ypuHr
[Joliuneng MvoX,
HimeuunHa

NiKapcbKoro 3acoby
BignosigHo 0
marepianis
peecTpauinHoro focheE.

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
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUHHOro 3a6e3nevyeHHsA
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

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

mr/r no 250 mry
0fIHOA,030BOMY
KOHTelHepi, no 6
0[HOO030BUX KOHTEHEPIB
y cawe, Ne6 (1 cawe) y
KapTOHHI/ Kopoo6Li

marepianis: 3MiHu | TURY -
nofaHHa OHOB/IEHOTO
CeprtuchikaTy BignoBifHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2007-206-Rev 00
(nonepepgHs Bepcis RO-CEP 2007-
206-Rev 02) Big BxXe
3aTBEPKEHOro BUPOGHUKa Ercros
S.A,, Icnania gna Adl
asuTpOMILMHY aurigpary;
3MiHM | TUNY - NoAaHHs
OHoB/fieHOro CepTtudikaTy
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2007-119-
Rev 03 (nonepeaHs sepcia R1-
CEP 2007-119-Rev 02) Big BXe

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakosKa) nocsi0O4YeHHs1
1. ABOOAPT Kancynu m'ski xxenaTuHoBI nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Monbuwa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/1599/01/01
no 0,5 mr no 10 kancyn y Ekcnopt NimiTeq BpuTtaHis PapmacboTrKan3 marepianis: 3MiHu | TUNy - 3MiHa
6nictepi; no 3 abo no 9 C.A. Ha3Bu BNpobHMKa A®I flytactepug
6nicTepiB B KAPTOHHiIl 3 SmithKline Beecham (Cork)
Kopoo6Li Limited, IpnaHgis Ha Thermo
Fisher Scientific Cork Limited,
IpnaHgis, 6e3 3MiHy Micus
BMPOGHULITBA
2. A3APrA® Kpanni o4Hi, no 5 mny HoapTic ®apma Al LLiBefiuapis AsnKoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpauliiiHux | 3a peyenmom UA/10400/01/01
dhnakoHi-KpanenbHUL marepianis: 3MiHU | TUMY - 3MiHK
"[pon-TeiiHep®"; no 1 BHECEHO A0 IHCTpyKUii ans
chnakoHy-kpanenbHuL y MeJMNYHOr0o 3aCTOCYBaHHS
KopobLi 3 KapTOHY NiKapcbkoro 3acoby y po3ain
"Mo6iuHi peakuyii" 3rigHo 3
OHOBJ/IEHOIO iHthopMaLieto 3
6e3Mnekn 3acTocyBaHHs Ajik4oi
peyoBuHW. BBeaeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHSA
3. A3UTEP® Kpansi O4Hi, po3unH, 15 Nabopatyap Tea dpaHuis NabopaTtyap HOHiTep ®paHuis BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/16891/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPKEHOr0 BUPOGHUKA
Jubilant Generics Limited, IHgjs
ana A®l asuTpomiumHy gurigparty;
3MiHU | TUNY - BHECEHHSA
peAaKkTopCbKMX YTOYHEHb Ta
npuBELEHHS Y BiANOBIAHICTb
onncy 0HOA030BOr0 KOHTeNHepa
MiX Pi3HMMKW YacTUHaMW MOAYNIB 3
METOI0 rapMoHi3adii; 3miHu | Tuny -
nofaHHA OHOBMIEHOTO
CepTuddikaty BignoBiAHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2007-119-Rev 04
(nonepepnHs Bepcis R1-CEP 2007-
119-Rev 03) Big BXE
3aTBEPKEHOr0 BUPOGHUKA
Jubilant Generics Limited, IHgjs
ana A®l asuTpomiumHy gurigparty;
3MiHN | TUNY - NoAaHHs
oHoBneHoro CepTudikaty
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei R1-CEP 2007-206-
Rev 01 (nonepefHs Bepcis R1-
CEP 2007-206-Rev 00) Big BXe
3aTBepKEHOro BUpo6Huka Ercros
S.A., IcnaHia gnsa A®l
asMTPOMILMHY auriaparty; 3MiHu |
TUNY - NOAAHHS OHOB/IEHOTO
CepTuddikaty BignoBiAHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2007-119-Rev 05
(nonepepnHs Bepcis R1-CEP 2007-
119-Rev 04) Big BXE
3aTBEPKEHOr0 BUPOGHUKA
Jubilant Generics Limited, IHgjs
ons A®l asutpomiuuHy gurigpaty

AKCOTUNIH

pO34uH opasibHUiA, 100
mr/mn no 50 mny
chnakoHi, no 1 donakoHy
pasom 3 [03yBa/IbHUM
NPUCTPOEM B NavLj

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHUUNIA LLEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLleBTNUHNI
3asofg”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEHTP
"Bopuuariscbkuii
XiMiKo-
hapmaLeBTUYHNIA
3asofa”

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHSM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs1 3MiH o po3ainy
“MapkyBaHHs" MKA N3.
3anponoHoBaHo: MapKyBaHHs.
BignosigHo A0 3aTBEPAKEHOTO

3a peyenmom

UA/15289/02/01
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SAKOCTI, BUNYCK
cepii); XeMOMOHT
4.0.0., YopHoropis

Loao 6e3nekn/edeKTBHOCTI Ta
hapmMakoHarnagy - OHOB/IEHHS
TEKCTY MapKyBaHHs yNakoBKM

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TekcTy mapKyBaHHs. TepMmiH
BBEEHHSA 3MiH: MPOTAroM 6-Tu
MicALIB MiC/1A 3aTBEPLKEHHSA 3MiH
5. AKTUNI3E® niodpinizat Ans po3unHy BepiHrep IHrenbxainm HimeuyunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/2944/01/01
Ans iHdoy3iii no 50 mr; 1 IHTEepHeLWwHN MM6X IHrenbxaiim ®apma martepianis: 3miHu | Tuny -
chnakoH 3 niogpinisatom y v6X i Ko. KI afanTauis BupobHuuTea
KomniekTi 3 1 doiakoHOM BUXigHOro martepiany «Mab 354 —
po3ynHHKKa (Boga Ans Column», L0 BUKOPUCTOBYETLCA Y
iH'ekyjin) no 50 mny BMPOGHULTBI A®I; 3miHu | TNy -
KapTOHHIA KOopooLi nepechpasyBaHHs NapameTpy
cneuudikaLii «30BHiLLHIl BUrNaO»
Ans BuxigHoro matepiasy «Mab
354 - Column 3anponoHoBaHo:
«Mono4yHo-6ina cycneHsis, 3 kol
ocag, MoXe LUBWUAKO ocigaTv»
6. AKTUDEPUH Kpansi opasibHi, pO34uH No TOB "TeBa YkpaiHa" Ykpaina Mepkne 'm6X, HimeyunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/9254/01/01
30 My donakoHi; no 1 HimeyunHa martepianis: 3miHu | Tuny -
chnakoHy y kopobui (ainbHMUSA, AKka noAaHHs OHOB/IEHOTO cepTudikaTty
BignoBsigae 3a BiANOBIAHOCTI EBpONEecbKoI
BMPOBHMUTBO 3a hapmakonei gna A®l 3anisa
MOBHWUM LMK/IOM); cynbgpaty rentarigpaty CEP No.
Mepkne 'vm6X, R1-CEP 2007-369-Rev 02
HimeyunHa (nonepegHs Bepciss CEP No. R1-
(AinbHUUSA, Ska CEP 2007-369-Rev 01) Big BXe
Bifnosigae 3a 3aTBEPAKEHOIO BUPOOHMKA Ta
[,03BiN Ha BMNYCK 3MiHa Ha3Bu BUPOGHMKka APl 3 Dr.
cepii) Paul Lohmann GmbH KG Ha Dr.
Paul Lohmann GmbH & Co. KGAA
7. ANTbTAHOBA Ma3b no 251y Ty6i, no 1 My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiintHmx 6e3 peyenma UA/2636/02/01
MA3b Ty6i y navui TOBapuCTBO “"HaykoBo- akuioHepHe marepianis: 3MiHK | TUMy - 3MiHK
BUPOGHNUNIA LIEHTP TOBapWCTBO wono 6e3nekvn/edekTMBHOCTI Ta
"BopLuariBcbkuii "HaykoBo- thapmakoHarnsgy - OHOB/IEHHSA
XiMmiKo- BUPOBHNYMNIA LLEHTP TEKCTY MapKyBaHHS YNaKkoBKM
thapmaueBTUYHUIA "BopLyariBCbKuii NiKapCbKOro 3acoby 3 BHECEHHAM
3aBof" Ximiko- iHchopmauii LWoao 3a3HaveHHs
hapMaLeBTUYHWIA OAVHWLb BUMIPIOBAHHS Y CUCTEMI
3asopg" Sl. BHeceHHs 3MiH 0 po3giny
“MapkyBaHHA" MKA N13.
3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS ynakoBKU.
TepMiH BBEAEHHS 3MiH MPOTAroM 6
MicsLIB Nicns 3aTBEpPAKEHHS
8. AMIHOCO/N® PO34uH ANst iHQYsili no "Xemodhapm" Al Cepbis "Xemodhapm" AL, Cepbis/ BHECEHHS 3MiH 0 peecTpavjiinHmx 3a peyenmom UA/4102/01/02
HEO 15% 500 mn y nasiwkax Cepbis (KOHTpO/b YopHoropis marepianis: 3MiHu | TUMY - 3MiHK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BMPOGHMLTBO
Hepo3dacoBaHOl
NpoAyKLii, NepBuUHHa
Ta BTOPVHHA
ynakoBKa, KOHTPO/Ib
AKOCTI)

NiKapCbKOro 3acoby 3 BHECEHHAM
iH(bopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHsa» MKA N13;
3anponoHoBaHo: MapKyBaHHS.
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

AMIHOCTEPUN
H-TENA

pO34uH A8 iHgYysili; no
500 mn y donakoHi; no 10
(h/1aKOHIB y KapTOHHIi
Kopobui

®peseHiyc Kabi
[onunang MmoX

HimeyunHa

®peseHiyc Kabi
AscTpia F'm6X

ABCTpist

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BBEAEHHS 00AaTKOBOI BUPOOHNYOT
pinbHuui EFEC Tm6X / AGES
GmbH 3a agpecoto
BeeTxoseHwTpacce 6, 8010 Mpau,
ABcTpisi / Beethovenstrasse 6,
8010 Graz, Austria
BiANOBIAA/ILHOIO 3@ KOHTPO/Tb
nokasHunka «CtepunbHicTb» M3

3a peyenmom

UA/0948/01/01

10.

AHATBIH
ANS MITEN

Cyno3nTopil peKkTasibHi No
0,25 r no 5 cynosuTopiis y
6nicTepi, no 2 6nictepu B
nauuj 3 KapToHy

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBEP)KEHOro TeKCTy
MapKyBaHHS Ta BHECEHHS 3MiH [0
po3ainy MKA. MponoHoBaHa
pepakuis: MAPKYBAHHA
BignosigHo f0 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHi B TEKCT MapKyBaHHs
yNaKkoBKM NiKapcbKoro 3acoby
LLI0A0 3a3HaYeHHs OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEpAKEHHS

3a peyernmom

UA/4014/01/02

11.

AHANBIH
NS QITEN

Cyno3nTopii peKkTasibHi No
0,25 r, in bulk: Ne1000: no
5 cynosuTtopiiB y 6riictepi,
no 200 6nicTepiB y ALLMKY
3 roppoKapToHy

MprBaTHe akuioHepHe
TOBapuCTBO "J1ekXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiM-Xapki"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy - OHOBJ/IEHHS

BXe 3aTBEPAKEHOro TEKCTY

MapkKyBaHHs in bulk: Ne1000: no 5

cynosuTopiiB y 6nictepi, no 200
6nicTepis y AWMKY 3
ropokapToHy (BHECEHHSI
no3HayYeHb OANHULb

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
NiTep 1IaTMHCBLKOro andgasiTy) Ta

UA/13821/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHS 3MiH 40 po3ainy MK4A.
MponoHoBaHa peaakuis:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOrO TEKCTY
MapKyBaHHs. BignosigHo no
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETLCS.
3MiHW BHECEHI B TEKCT
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3aco0y W00 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAeHHS 3MiH NPOTArom 3-x
MicsAILiB Nic/a 3aTBepAKEHHSs

12.

AHECTE30/1®

cynosuTopii, no 5
cynosuTopiiB y 6icTepi,
no 1 a6o 2 6nictepu B
nauui

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe

TOBapUCTBO "“J1eKxiM

- Xapki"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS Ta BHECEHHS 3MiH [j0
po3ainy MKA. MponoHoBaHa
pegakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicALiB Nicasa 3aTBepAKeHHs

6e3 peyenma

UA/7065/01/01

13.

AHECTES30/1®

cynoauTopii, in bulk: no 5
cynosuTopiiB y 6nictepi,
no 180 6nicTepiB y ALWMKY

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe

TOBapuCTBO "JlekxiMm

- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBePAXKEHOro TEKCTy
MapkyBaHHs in bulk: no 5
cynosuTopiiB y 6aictepi, no 180
6nicTepiB y ALWMKY (BHECEHHSA
no3HaYyeHb OAVHWLbB

BVIMIpIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCLKOro angasiTy) Ta
BHECEHHS 3MiH 0 po3ainy MKA.

MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
3MiHM BHECEHI B TEKCT

MapKyBaHHS yMakoBKW NikapCbKoro

UA/7066/01/01

61




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aco0y W00 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NpOTArom 3-x
MicAILiB Nic/a 3aTBepAKEHHs!

14.

AHTUTPUNIH

TabneTky Wwunyui 3i
CMakom rpenngpyTy; no
10 TabneTok y
nAacT1KoBOMY MeHani; no
1 neHasny B KapPTOHHIi
nauyj abo nayui-KoHBepTI
3 NPUCTOCYBaHHAM N5
niaBiLLyBaHHs; no 6
Tabnetok y ctpuni; no 1
a60 5 cTpuniB y KApTOHHIl
navu

TOB "bayw Xenc"

YKpaiHa

Haryp Mpogykt
dapma Cn. 3 0.0.

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKm

NiKapCbKoro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy

MK#A: MapkyBaHHs.
3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAKEHOrO

TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MiCSLIB NicNs 3aTBEpAKEHHS

be3 peyenma

UA/8804/01/01

15.

APTITAUD

pO34uH ANs iHQysil, 42
mr/mn no 100 My nasLwui
abo y chnakoHi, no 1
nnswyi abo pnakoHy B
QECI]

TOB "APTEPIYM
nTo”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiHW Yy peecTpaviiiHe
pocbe N3, a came OHOBNEHHA
posginy 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynopoBasibHi
3ac061 Y 3B'A3Ky 3 BHECEHHAM
YTOYHEHHS PO3MipiB (3arasibHa
BYICOTa KOBMayka) Ta po3Lwmpuns
JianasoH gonycTUMMX BigXueHb
pO3MipiB (BHYTPIHIi fiameTp Ta
30BHILLHIN AiaMeTp koBnavka) Ans
KOBNaykKiB asIloOMIHIEBUX 3
NAacTVKOBOK HaKNaAKow Mapkm
K-3-28 NH BupobHuka "Craryc".
Ockinbku gianasoH AonycTUMmUX
BiIXMN1€EHb OCHOBHMX PO3MIpiB
KOBMaYKiB a/IlOMIHIEBUX 3
NAacTUKOBOK HaKMaAKo Mapku
K-3-28 NH 6yB po3LumpeHnin Ha
MakCUMasibHy BE/IMUUHY fnLLEe Ha
0,6 MM (BHYTPpILLHIi giameTp
KoBnayka) a A1s iHWux po3mipis,
Ha 0,2-0,4 MM, Ui 3MiHM XXO4HUM
YMHOM He BMINBAIOTb Ha AKICTb
3aKyMnoOpOBaHHSA M/IALOK, L0
BMKOPUCTOBYIOTbCA A/151
BMPOGHMLTBA iH(y3iliHOro
pO34nHy

3a peyenmom

UA/17348/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

16.

APTENAK®

Kpanni o4Hi, po3unH 3,2
mr/mn, no 10 mny
hakoHi 3 KpanesnbHULEto;
no 1 donakony 3
KpanenbHULEo B
KapTOHHiiA KOpo6Li

TOB "bayw Xenc"

YkpaiHa

Ap. F'epxapg MaHH,

XeM.-thapM. ®abpuk

m6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: BapmiHa
[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YyrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapMakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemu
dhapmakoHarnsgy

6e3 peyenma

UA/6038/01/01

17.

APYTUMO/®

Kpansi O4Hi, po3yuH, 2,5
Mmr/mn; no 5 mny
nnacTMKoBOMY (0N1aKOHi-

TOB "bayw Xenc"

YKpaiHa

[Op. F'epxapg MaHH,
Xewm-thapm. dabpuk
'mM6X, HimewunHa

Himeuunna/
®paHuis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

KanenbHuLi Bottelpack, (BUPOBHMLTBO thapmakoHarnagy. BeeneHHs a6o
AKWIA 3aKPUBAETLCS 6asnKy, nepBrHHE 3MiHM [0 y3arasibHEHWX JaHuX Npo
KPYLLIKOIO, LLIO nakyBaHHs, cuctemy hapMmakoHarnagy
HarBMHYyeTbCS, 3 BTOPWHHE (BBEAEHHSA y3araslbHEHNX AaHUX
npo6iliHiKom; no 1 nakyBaHHs, npo cuctemy chapmakoHarnsgy,
ch1akoHy-KpanenbHuL,i B aHaniTNyHi 3MiHa YNOBHOB&XeHOI 0coou,
KapTOHHI Kopobui; no 5 BUNPOGYBaHHS, BiANOBIAA/IbHOI 3a 3AiACHEHHS
My h1aKoHi, 3 BUMYCK cepii); thapmakoHarnsgy; KOHTakTHoOI
KpanesbHULe Ta NabopaTtopis ocobu 3 hapmakoHarnagy
rBYHTOBOIO KPWLLIKOHO; Nno 1 LLioBeH, ®paHLis 3aABHUKa 419 3MiACHEHHS
h1aKoHy B KapPTOHHIi (BPO6GHMLTBO dhapmakoHarnagy B YkpaiHi, SKLL0
Kopoo6Ui 6asiky, nepBuHHe BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
nakyBaHHs, ocobw, BiANoBiAasIbHOT 3a
aHaniTNyHi 3fjiicHeHHs hapmakoHarnsgy
BMNPOOGYBaHHS) (BK/1OYAKOYM KOHTAKTHI AaHi)

3a peyenmom

UA/4073/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: BapmiHa
aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YyrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapMakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemu
chapmakoHarnsgy
18. APYTUMON® Kpansi O4Hi, po3yunH, 5 TOB "bayLw Xenc" Ykpaina [Op. F'epxapg MaHH, HimeuuunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/4073/01/02
Mr/Mn; o 5 mny Xewm-thapm. dabpuk ®paHuis marepianis: 3MiHu | TURY - 3MiHK
nnacTMKoBOMY (0N1aKOHi- v6X, HimeyunHa Loao 6e3nekn/edeKTMBHOCTI Ta
KanenbHuLi Bottelpack, (BUPOBHMLTBO hapmakoHarnagy. BeeneHHs a6o
AKWI 3aKPUBAETLCS 6asnKy, nepBrHHE 3MiHM [0 y3arasibHEHWX JaHuX Npo
KPYLLIKOIO, LLIO nakyBaHHs, cuctemy hapmakoHarnagy
HarBMHYyeTbCH, 3 BTOPWHHE (BBEAEHHSA y3araslbHEHNX AaHUX
npo6iliHiKom; no 1 nakyBaHHs, npo cuctemy chapmakoHarnsgy,
chakoHy-KpanenbHuL,i B aHaniTNyHi 3MiHa YNOBHOB&XeHOI 0coou,
KapTOHHI Kopobui; no 5 BUNPOGYBaHHS, BiANOBIAA/IbHOI 3a 3AiACHEHHS
My h1aKoHi, 3 BUMYCK cepii); thapmakoHarnsgy; KOHTakTHoOI
KpanesbHULe Ta NabopaTtopis ocobu 3 hapmakoHarnagy
rBYHTOBOIO KPWLLIKOHO; Nno 1 LLioBeH, ®paHLis 3aABHUKa 419 3MiACHEHHS
h1aKoHy B KapTOHHIi (BPO6GHMLTBO hapmakoHarnsgy B YkpaiHi, Ko
Kopoo6Ui 6asiky, nepBuHHe BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
nakyBaHHs, ocobw, BiANoBiAasIbHOT 3a
aHaniTNyHi 3fjiicHeHHs hapmakoHarnsgy
BMNPOOYBaHHS) (BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuin: BapmiHa
aHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
ocobw, BiANoBiAa/IbHOT 3a
thapMakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemun
chapmakoHarnsgy
19. ACKOPBIHOBA | nopoluok (cy6cTaHuis) y MprBaTHe akuioHepHe YkpaiHa Hopcect Kutaw BHECEHHS 3MiH 40 peecTpaLinHmx - UA/13204/01/01
KNCNOTA naketax 3 nonieTuneHy TOBapuCTBO "J1EeKXiM- dapmacbioTikas martepianis: 3mMiHu | Tuny -
015 dhapmaleBTUYHOro Xapkis" pyn Ko., /lT4. BIAKPUTTS HOBOI BUPOBHMYOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acToCyBaHHA

AinbHULUI BUpo6HKKa AdI, wo
HanexuTb A0 Tiel camoi
BMPOBHUYOI rpynu.
MponaHoBa pefakuis.
Brpo6HMK(1) nikapcbKkoro 3acoby:
Northeast Pharmaceutical Group
Co., Ltd., China No. 29, Shenxiliu
Dong Road, Economic Technology
Development District, Shenyang,
China HopcecTt ®apmachbtoTikan
Ipyn Ko., NiTg., Kutaii
LWeHrkcuny AoHr Poag, 29, 30Ha
EKoHOMiYHOro Ta TeXHOMOr4YHOro
Po3Butky, LLieHsHr, Kutaii
BBefeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPPKEHHS;
3MiHK | TUNY - NpUBEAEHHSA
cneundikaLii KOHTPOAIO AitoyoTl
PEeyYoBUHM A0 BUMOT MOHorpadii
€Bponelicbkoi hapmakonei

20.

ACKOPBIHOBA
KACNOTA

pPO34nH AN4 iH'eKuUii, 50
Mr/M/1, MO 2 MA B amny/ii;
no 10 aMnyn y KapTOHHilA
nauuj 3 neperopogkamu;
no 2 Mn B amnyni; no 5
amnyn B 04HOGIYHOMY
6nicTepi, no 2 6nictepa y
nauuj; no 2 mna B amnyni;
no 100 amnyn y KapTOHHiIl
KopobLi 3 neperopogkamu

MpuBaTHE akujioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapWCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BIAKPUTTSA HOBOT BUPOBHNYOT
AiNbHULI BUpO6HKKa AdI, wo
HanexuTb Ao Tiel camol
BMPOBGHUYOT rpynu.
MponaHoBa peaakuis BupobHuk(n)
aitoyoi pevoBuHu: Northeast
Pharmaceutical Group Co., Ltd.,
China No. 29, Shenxiliu Dong
Road, Economic Technology
Development District, Shenyang,
China Hopcect ®apmacbtoTikan
Ipyn Ko., /14, Kutaii LWeHrkcuny
JoHr Poag, 29, 30Ha
EkoHOMiYHOrO Ta TEXHOMOrMYHOr0
Po3BuTky, LLeHsHr, Kutaii.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHK | TUNY - NpUBEAEHHSA
cneumadikalii KOHTPOO Aitoyol
Pey’oBUHM A0 BUMOT MOHorpadii
€Bponeiicbkoi hapmakonei

3a peyenmom

UA/12847/01/01

21.

ACKOPBIHOBA
KACNOTA

pO34uH ANs iH'ekuiid, 100
Mmr/mn, no 2 ma B amnyni;
no 10 amMnyn y KapTOHHIiA
nauui 3 neperopoakamu;
no 2 mna B amnysi; no 5
amnysn B 0gHO6iYHOMY

MpuBaTHe akuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BiAKPMTTSA HOBOI BUPOBHUYOI
OinbHULI BUpO6HKKa APl wo
HanexuTb Ao Tiel camoi
BMPOGHNYOI rpynu.

3a peyenmom

UA/12847/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepi, no 2 6nictepa y
nadui; no 2 mn B amnyni;
no 100 amnyn y KapTOHHIl
Kopo6Li 3 neperopogxamu

MponaHoBa peaakuis BupobHuk(n)
nitoyoi pevounHU: Northeast
Pharmaceutical Group Co., Ltd.,
China No. 29, Shenxiliu Dong
Road, Economic Technology
Development District, Shenyang,
China HopcecTt ®apmachbtoTikan
Ipyn Ko., /1T, Kutaii LLeHrkcuny
JoHr Poag, 29, 30Ha
EKoHOMiYHOro Ta TeXHOMOrN4YHOro
Po3BuTky, LLeHsHr, Kntaii.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNY - NpUBEAEHHS
cneundikaLii KOHTPOAIO AitoyoTl
PEeYoBUHM A0 BUMOT MOHorpadii
€Bponelicbkoi hapmakonei

22,

ACTPIA

TabneTku, BKPUTI
NNiBKOBOK 060J1I0HKOH), MO
5 mr; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
Kopoo6Ui

TOB "AcTpadapm”

Ykpaina

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bk/toYaKun
niana3oH po3mipy cepii) rotoBoro
NiKapcbKoro 3acoby (3MEHLLIEHHSs
[0 10 pasiB) - BBBEAEHHSA
[04aTKOBOro po3mipy cepii
rOTOBOrO /1iKapCbKOro 3acoby.
3anponoHosaHo: 315 000
oAuHUUB; 105 000 oguHULL

6e3 peyenma

UA/15979/01/01

23.

AUMKNOBIP

Tabnetkn no 0,2 r, no 10

Tabnetok y 6nictepi, no 1
abo 2 6nicTepun B navi 3

KapToHy

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-

Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapuCTBO "JlekxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii Loao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPKEHOr0
TEKCTY MapKyBaHHS A/19 YNakoBKu
in bulk: no 3000 TabneTok y
KOHTeliHepax niacTMacoBmnx
(BHECEHHSA NO3HAYeHb OAMHULL

BUMIpIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCbKoro andgasity) Ta
BHECEHHSA 3MiH A0 po3ainy MKA

L0151 TOTOBOrO NiKapCbKoro 3acoby

Ta y dopmi in bulk. NMponoHoBaHa

3a peyernmom

UA/6895/01/01
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HasBa

dopma sunycky

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

24.

AUUKNOBIP

pepakuis: MAPKYBAHHA.

BignosigHo o 3aTBEpAXeHOro
TEKCTYy MapKyBaHHs. [ns
nikapcbKoro 3acoby y chopmi in
bulk: BignosigHo no
3aTBEPLKEHOr0 TEKCTY

MapKyBaHHS, WO A0AAETLCS.
TepMiH BBEAEHHS 3MiH - MPOTATOM
3 micslis nicns 3aTBepkeHHs

25.

ALL® 100

no 3000 TabneTok y
KOHTeliHepax
nnacTMacoBux

Tabnetku wmnydi no 100

Tabnetku no 0,2 T, in bulk:

MpuBatHe akLioHepHe
TOBapucTBO "J1ekXiM-
Xapkis"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO "JlekxiMm
- XapkiB"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
OHOBJIEHHS BXe 3aTBEPKEHOrO
TEKCTY MapKyBaHHs A/19 yNakoBKu
in bulk: no 3000 TabneTok y
KOHTelHepax nnacTMacoBux

(BHECEHHSA NO3HAYeHb OANHULL

BUMIPIOBaHHS, 3 BUKOPUCTAHHAM

niTep naTuHCbKoro andasity) Ta

BHECEHHS 3MiH A0 po3ainy MKA

L0151 TOTOBOTO NiKapCbKOro 3acoby
Ta 'y dopmi in bulk. MponoHoBaHa
pepakuis: MAPKYBAHHA.

BignosigHo fo 3aTBepakeHoro

TeKCTy MapkyBaHHsA. ns
niKkapcbKoro 3acoby y gopmi in
bulk: BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
TepmiH BBEA,EHHS 3MiH - MPOTArOM

3 MicALiB nic/ia 3aTBepAKEHHS

3a peyernmom

UA/6896/01/01

Mmr no 20 TabneTok y Ty6i;
no 1 Ty6i B KAPTOHHIi
Kopobui

CaHpo3s
dapmacbloTikans g.4.

CnoBeHis

Bunyck cepii:
Cantotac dapma
m6X, HimeuunHa,;
Bupo6HuK in bulk,
nakyBaHHs:
Xepmec dapma
lec.m.6.X., ABCTpis;
AnbTepHaTUBHUIA
BMPOGHUK in bulk,
nakyBaHHS:
Xepmec

ApuHalimiTTens

Himeuunna/
AscTpis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AOMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPO/IO AKOCTI.
(AisnbHICTb, 3a SKy BigNoOBiAaE
BMPOGHMK/iMNopTep, He

BK/1K0YA0UM BUMYCK Cepild) - 3MiHa

6e3 peyenma

UA/8272/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
'mM6X, HimeuyunHa afpecy MicLs NpoBaXeHHS
LisNIbHOCTI BUPOGHMKa XepMec
®apma Nec.m.6.X, ABCTpiA
(Bupo6HMLTBO in bulk, nakyBaHHs),
6e3 3MiHN MicLA BUPOGHMLTBA
(BBeaeHHs 3MiH NpoTArom 6-Tu
MicsILiB Mic/1a 3aTBepAKEHHS)
26. ALL® 200 Tabnetku Wwmnyyi no 200 CaHpo3 CnoseHisa Bunyck cepii: HimeuuunHa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/8272/01/02
mr, no 20 TabneTok y Ty6i; dapmacbioTikans g.4. Cantotac ®apma AscTpis marepianis: 3MiHu | TURY -
no 1 Ty6i y KapTOHHIiA M6X, HimeuunHa; AAMiHICTpaTUBHI 3MiHW. 3MiHa
Kopobui; no 1 Tabnetuiy Bupo6HuK in bulk, HalilMeHyBaHHs1 Ta/abo agpecu
calue; no 20 cawe y nakyBaHHs: MiCLiA NPOBaKEHHS AiS/IbHOCTI
KapTOHHIA KopooLi Xepmec dapma BMPOGHMKa/imnopTepa rotoBoro
lec.m.6.X., ABCTpis; NiKapcbKoro 3acoby, BKIOYaum
AnbTepHaTUBHUIA AinbHUUI BUNYCKy cepii abo micue
BMPOGHMK in bulk, NpoBefeHHS KOHTPOJIH0 SKOCTI.
nakyBaHHs: (aisnbHICTb, 3a SKy BignoBifae
Xepmec BUPOGHMK/IMIOpTEP, HE
ApuHaiimitTTens BK/IO4A0UM BUMYCK CEpiid) - 3MiHa
M6X, HimeyunHa azpecu Micus NpoBaMKeHHs
AiSIbHOCTI BUPO6HMKA Xepmec
dapma Nec.m.6.X, ABCTpis
(BUpOGHMLTBO in bulk, nakyBaHHs),
6e3 3MiHn MicLa BUPOGHMLTBA
(BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB Nic/a 3aTBepAKEHHS)
27. AUL® NOHIr Tabnetku wunydi no 600 CaHpo3 CnoseHis Cantotac dapma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnX 6e3 peyenma UA/15591/01/01
NMOH mr no 1 Tabnetuj y cawue; dPapmacbioTikans g.4. v6X, HimeuunHa marepianis: 3MiHU | TUMY - 3MiHK
no 6, 10 a6o 20 cawe y (Bunyck cepii); wofo 6esnekn/edekTMBHOCTI Ta
KapTOHHI KOpooL Xepmec hapmakoHarnsgy - 3amiHa
ApuHaiimiTTens po3ainy “I'pacivyHe ohopMsIEHHSA
'm6X, HimeyunHa ynakoBKun” Ha “MapkyBaHHA" B
(BUpPOGHMLTBO in MKSA /13; 3anpornoHoBaHo:
bulk, nakyBaHHs, MAPKYBAHHA 3rigHo 3
TECTyBaHHS) 3aTBEPKEHNM TEKCTOM
MapKyBaHHS. OHOBNIEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHECEHHSM iHdhopMaLii
LLI0A0 3a3HaYeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepAkeHHs
28. BEKOHA3E cnpeii HasaslbHUIA, TOB "MEPPIIO Ykpaina "nakco Bennkom Icnanis/ BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/3140/01/01
cycneHsis, 50 Mkr/ao3y no YKPATHA" C.A., IcnaHis ABCTpist mMartepianis: TeXHIYHa NOMUSIKaA

100 po3 a6o 180 po3y
donakoHi
noninponineHosomy a6o
nosieTnIeHoBoMy,
3’€4HaHOMY 3 [103YH4UM

(BMPOGHMLTBO 3a
NMOBHUM LMK/IOM);
Pixapg bitTHep AT,
ABCTpist
(BMPOGHMLITBO 3a

(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpasieHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3acoby, AonyLieHy y aAaTi Aikyoro
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Ymosu

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPVUCTPOEM, HOCOBUM
ajanTepom Ta
Kpuiueukoto; no 1
ch1akoHy B KOpOOLi

MOBHWM LMK/IOM)

peecTpavuiiHoOro nNocBig4YeHHs Ta
3a3HaveHa iHopmauis Wwoao
3aTBEPAKEHHS 3MiH:
3anponoHoBaHo: TekcT
MapKyBaHHs1 40 peecTpauiliHoro
nocsigyeHHa Ne UA/3140/01/01
Bif 18.03.2020 3MIHW
BHECEHO: Haka3 MiHicTepcTBa
OXOPOHW 340p0B"A YKpaiHu Ne
Bif,

3a3HayeHe BUMNpaBs/IeHHSA
BiANOBIgae marepianam
peecTpaLjiiiHoro gockbe

29.

BETAJEPM®

Masb, Mo 15 ry Ty6i; no 1
Ty6i B KAPTOHHIiA KOpO6LLi

TOB "bayw Xenc"

Ykpaina

dapmzaBog Enbga
AT.

Monbwa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.

[itoua pepaxuis: fleBuubkuii FOpii
BacwnboBuy. MNponoHoBaHa
pefakuis: bapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHvX ynoBHOBaXeHOT ocobw,
BiANOBIAa/ILHOT 3a
thapMakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemun
dhapmakoHarnsgy

3a peyernmom

UA/3511/02/01

30.

BETMUIA

TabneTky NPOSIOHrOBaHOI

4ji no 25 mr; no 10

Actennac ®apma
Opon B.B.

Higepnaxngu

ABapa
dapmachbtoTikan

CLIA/

Higepnanan

BHECEHHS 3MiH 40 peecTpaLinHmx

MaTepianis: 3miHu | Tuny -

3a peyernmom

UA/14532/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no 1 TekHonomxuc IHk., , BMAaAIEHHS 3i cneyudikauii Ta
abo 3 6nictepn y CLA (BMpo6HULTBO aHasliTUYHOT METOAMKN NOKa3HUKa
KapTOHHI navui bulk); Actennac «Baxki meTanu» ans gitoyoi
$apma HOpon b.B., PEeYOBUHM MipaberpoHy, y 3B'A3Ky
HigepnaHnan 3 TUM, L0 NOKa3HUK «Baxki
(nepBuHHa Ta mMeTanu» 6yB BUTyYeHWI i3
BTOPWHHA yNakoBKa, 3arasibHuX TecTiB USP
KOHTPO/b SIKOCTI,
BiZiNOBIgabHUIA 3a
BMNYyCK cepii)
31. BETMUIA TabneTky NPOsIOHroBaHoI AcTtennac ®apma HigepnaHan ABapa cuaA/ BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/14532/01/02
4ii no 50 wmr; no 10 tOpon B.B. dapmacbioTikan HigepnaHgm marepianis: 3MiHu | TURY -
Tabnetok y 6nictepi; no 1 TekHonomxuc IHK., , BMAAIEHHS 3i cneyudikauii Ta
abo 3 6nictepn y CLA (BMpo6HULTBO aHasliTUYHOT METOAMKN NOKa3HUKa
KapTOHHIM nayui bulk); Actennac «Baxki meTanu» ans givoyoi
$apwma HOpon b.B., pPeYOBMHM MipaberpoHy, y 3B’A3Ky
HigepnaHnan 3 TUM, L0 NOKA3HUK «Baxki
(nepBuHHa Ta mMeTann» 6yB BUSTYUEHWIA i3
BTOPWHHA yNakoBKa, 3arasibHuX TecTiB USP
KOHTPO/b SIKOCTI,
BiANOBIAa/IbHNIA 3a
BUNYyCK cepii)
32. BIKANTYTAMIA NOPOLLIOK (Cyb6CcTaHLis) y Ekcenna M'm6X eHp HimeuunHa Ekcenna TMBX EHJ, Himeuunna BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/16676/01/01
noABINHNX Ko. KI KO. KI mMarepianis: 3mMiHu | TMny - 3MiHN 3
nonieTUIeHoBMX nakeTax aKocTi. A®l. Cuctema
ans hapmaueBTUYHOTO KOHTelHep/3aKynoptoBasibHUiA
3acTocyBaHHs 3aci6 - 3miHa chopmynioBaHHsA
po3giny «Ynakoska» B MK#.
3anponoHoBaHo: [1BoiiHble
noNNaTUIEHOBbIE NakeThbl,
KOTOpble NOMeLLalTCs B
KapTOHHbI 6apabaH
33. BICAKOAUN- TabneTkn, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/2575/01/01
AAPHNLUA 060/10HKOH, "®apmavueBTnyHa "®apmaueBTnyHa marepianis: 3MiHU | TUMY - 3MiHK
KMLLKOBOPO3UMHHI, N0 5 Mr dipma "AapHuua” ipma "AapHuua" LoAo 6e3snekn/edeKTMBHOCTI Ta
no 10 TabneTtok y thapmakoHarniagy (iHwi 3miHu) -
KOHTYPHili YapyHKOBIi BHECEHHS 3MiH 0 po3ainy
yMakoBLii; N0 3 KOHTYPHI “MapkyBaHHA" MKA N13.
YapyHKOBi YMaKOBKN B 3anponoHoBaHo: MAPKYBAHHA
nauui BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
yNakoBKM MikapCbKoro 3acoby
LLIOAO 3a3HAYEHHS MDKHAPOAHUX
no3HaveHb OAVHNWLbB
BUMIpIOBaHHA. TepMiH BBE,eHHSA
3MiH: NPOTArom 6 -T1 MicAUiB nicns
3aTBEPKEHHS 3MiH
34. BO3YyNi® TabneTku, BKpUTI MPAN3EP EWNY.CLML. CWA Ekcenna N'v6X & Ko. HimeyuunHa BHECEHHS 3MiH 10 peecTpaLiinHmx 3a peyenmom UA/17245/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NAiBKOBOK 060J1I0HKOLO, MO KOPMOPEWNLLUH Kr, HimewunHa marepianis: 3miHu |l TURYy - 3MiHK
100 wr, no 14 TabneTok y (BUpOGHMLTBO, BHECEHO [0 iHCTPYKUiT ANns
6nicTepi; 2 6nictepun y KOHTPO/Ib SIKOCTI); Me[UYHOro 3acToCyBaHHs
KapTOHHI Kopobui; no 120 Mdpaiizep nikapcbKoro 3acoby Ao po3giny
Tabnetok y dhnakoHi, 1 MeHtohekyypuHr "3acTocyBaHHS B nepiog,
(h/1aKOH Y KapTOHHIlA Loiunena Mrméx, BariTHOCTi Ta roAyBaHHs rpyaar”.
Kopo6ui; no 14 TabneTok y HimeuyunHa BBefeHHs1 3MiH NpoTArom 3-x
6nicTepi 3 MapkyBaHHAM (nakyBaHHs, MicALiB nicna 3aTBepAKeHHs
iHO3eMHO MOBOIO; 2 KOHTPOb SKOCTi Ta
6nicTepun y KapTOHHIl BWMYCK Cepil)
Kopoo6Li
35. BO3Yyni® TabneTku, BKPUTI MPANIEP ENY.CL.IMI. CUWA Ekcenna Nm6X & Ko. Himeuunna BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/17245/01/02
NAiBKOBOK 060/10HKOLO, MO KOPMOPENLLH Kr, HimewunHa marepianis: 3miHu |l TURY - 3MiHK
500 mr no 14 tabneTok y (BMPOGHULTBO, BHECEHO [0 iHCTPYKLUiT ANns
6nictepi, 2 6nictepn y KOHTPO/Tb SIKOCTI); Me[UYHOro 3aCToCyBaHHS
KapTOHHI kopobui; no 30 Mdpaiizep nikapcbKoro 3acoby Ao po3giny
Tabnetok y gonakoHi, 1 MeHtodhekUypuHr "3acTocyBaHHs B nepios,
hNakoH Y KapTOHHIN [oiiuneng Mv6X, BariTHOCTi Ta roAyBaHHs rpyaar”.
Kopo6ui; no 14 TabneTok y HimeuyunHa BBefeHHs 3MiH NpoTArom 3-x
6nicTepi 3 MapkyBaHHAM (nakyBaHHs, MiCALiB Nicnsa 3aTBepAKeHHs
iHO3eMHO MOBOIO; 2 KOHTPO/b SKOCTi Ta
6nicTepun y KapTOHHIl BWMYCK cepil)
Kopobui
36. BPOHXIANBbHW | po3uvH Ans nepopasibHOro €spo Navidkep /T4 Benuka Benn CaHs & Benuka BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/6177/01/01
N BANIb3AM 3acTocyBaHHA no 100 mn BpuTtaHis Komnai (OparricTc) BpuTaHis mMartepianis: 3MiHU | TUNy - 3MiHN
BENN'C a60 no 200 mMA B NAALLL; NimiTen wofo 6esnekn/edpekTMBHOCTI Ta
no 1 nAsLwui B KAPTOHHIN hapmakoHarnsgy - BHECEHHS 3MiH
Kopoo6Ui [0 po3ainy «MapkyBaHHA» MKA
na:
3anponoHoBaHo: MapKyBaHHs.
3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHs1. OHOB/MIEHHS TEKCTY
MapKyBaHHs YNakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSIM iHchopMmalyii
LLI0A0 3a3HAYEHHST OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALiB nicnsa 3aTBepAKeHHs
37. BPY®EH® cupon, 100 mr/5 M no A660TT Jlabopatopi3 HimeuunHa A66BI C.p./. ITanis BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/13154/01/01
100 mn 'y dpnakoHi; no 1 M6X marepianis: 3MiHu | TUMY - 3MiHK

donakoHy 3 MipHUM
LINPULOM Y KapTOHHIlA
Kopoo6Li

oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3araslbHEHUX AaHMX NPo

cuctemy thapmakoHarnagy

(BBEAEHHS y3arasIbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa YNOBHOB&aXeHOI 0cobu,
BifNoBiAa/IbHOI 3a 34jiACHEHHSI

71




HasBa

dopma sunycky

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

38.

BPY®EH®

rpaHyu wwnyyi no 600

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a hapmakoHarnsg

mr, 30 calle B KApTOHHI
Kopobui

A660TT Jlabopatopi3
meX

HimeyunHa

A668i C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBiAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaii, DVM, PhD. 3miHa

KOHTaKTHUX A@HNX YNOBHOBaXKEHOT

3a peyernmom

UA/13154/02/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a hapmakoHarnsg
39. BYMPEHOP®IH | po3uvH gns iH'ekuii, 0,3 ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6573/01/01
y Mr/ms; o 1 mn B amnyni; 0bMexeHot 0bMexeHot marepianis: 3MiHu | TURY -
rigPOXNOPUA | no 5 amnyny 6nictepi; no BigNoBigasIbHICTIO BiANOBIAANBLHICTIO OHOBJIEHHSA cepTudikaty
1 abo 2, abo 20 bnictepis "XapkiBcbke "XapkiBCcbke BIANOBIAHOCTI EBPONENChbkili
y KOpo6Lji 3 KapTOHY thapmaueBTUYHe hapmaueBTUyHe thapmakonei Ne R1-CEP 2002-
nigNpPUEMCTBO nignpueMcTBO 168-Rev 07 ons Aito4oi peyoBrHU
"3p0poB'sa Hapoay" "3p0p0oB's Hapoay" 6ynpeHopcpiHy rigpoxnopuay Big,
BXe 3aTBepA)KeHOro BUpPobHMKa
(Macfarlan Smith Limited, Benvka
BpuTaHis), y 38’3ky 3
[0JaBaHHAM Ai/TbHUL
BUPOGHMLTBA MPOMDKHUX
NPOAYKTiB
40. BYCTPUKC™ cycneHsis ans iH'ekuid 0,5 nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benbria BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/14955/01/01
KOMBIHOBAH mMn/pgo3y, no 1 nosiy Ekcnopt NimiTeq BpuTtaHis Bionopxikans C.A. MaTepianis: 3miHu 1l TUny - 3MiHK
A BAKUMHA nonepeAHL0 HaNoBHEHOMY 3 aKkocTi. A®I. MpoekTHWiA npocTip
ansa Lnpuui; no 1 nonepegHLo Ta nicnApeecTpawiiiH1ii NPOTOKON
NMPO®ITAKTUK | HanoBHeHOMY LUNpuly y ynpaB/iiHHA 3MiHaMW. BHeceHHs
N BUDTEPII, KOMMN/IEKTi 3 ABOMA 3MiH y MmicasipeecTpaviiHuii
NPABLA, ronkamv B NnacTnkoBomy NPOTOKO/ YNpaB/iHHA 3MiHAMU
KALLUJTHOKY KOHTeliHepi; no 1 ons A®l - BnpoBaaxeHHs 3MiH B
(ALEENONAPH KOHTEHepy y KapTOHHIl NPOTOKON YNpaBAiHHA 3MiHaMK
nin Kopoo6Li [N HOBOro Po6040ro NOCIBHOTO
KOMMOHEHT) maTtepiany (WSL), wo 6yae
(AACOPBOBA BUKOPUCTOBYBaTUCA A/1A
HA, 3I BMPOBGHULITBA MPOMIXXHOTO
3MEHLUEHUM NPOAYKTY aHTUreHy npasLEeBoOro
BMICTOM aHaTokcuHy (Tetanus toxoid bulk
AHTUIEHIB) antigen)
41. BYCTPUKC™ cycneHsist gns iH'ekuid 0,5 nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaviintHmx 3a peyenmom UA/14955/01/01
KOMBIHOBAH mn/pgosy, no 1 oosiy Ekcnopt flimiTeq BputaHis Bionogpxkikans C.A. marepianis: 3MiHK | TUny - 3MiHa y
A BAKUMHA nornepeaHL0 HanoBHEHOMY MeToAax BUNPOGyBaHHS
ansa Lwnpuui; no 1 nonepegHsL0 cneuundivyHOI akTUBHOCTI in Vivo
MPO®PITAKTUK | HanoBHEHOMy LUNpULY Y (Potency) andotepiiiHoro (D) Ta
N BUDTEPII, KOMMNEKTi 3 ABOMa npasLesoro (T) KOMMOHEHTIB, a
NMPABLA, ronkamv B nnacTukoBomy came BUKOPUCTaHHA OHOro
KALUTIOKY KOHTeliHepi; no 1 pO3BeAEHHSA Npenapary 3amicTb
(ALENONAPH KOHTEHepY Y KapTOHHIl TPbOX po3BefeHb, Ha eTani Final
nn Kopoo6Li bulk Ta npu BUNPoBYBaHHAX
KOMMOHEHT) CTabifIbHOCTi FOTOBOr0 NPOAYKTY.
(AOCOPBOBA PepakuiiiHi npaBkn 0o po3ainis
HA, 3I 3.2.P5.1,3.2.P52, 3.2P.5.6.
3MEHLLEHUM
BMICTOM
AHTUIEHIB)
42. BYCTPUKC™ CycneHsisi Ans iH'eKujiii no "nakcoCmiTKnsiiH Benvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peeCTpaLiiHNX 3a peyenmom UA/15071/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nonio 1 posi (0,5 mn/go3y), no 1 Ekcnopt flimiteq BpuTaHis Bionomxikans C.A. marepianis: 3miHu | Tuny - 3miHa y
KOMBIHOBAH [03i y nonepegHb0 MeToAax BUNpobyBaHHS
A BAKUMHA HanoBHEHOMY LUNPULL; NO cneuundivyHOI aKkTUBHOCTI in Vivo
anda 1 nonepefHbO (Potency) andptepiiiHoro (D) Ta
NMPO®DITAKTUK | HanoBHeHOMY LUNpuLy y npasLesoro (T) KOMMOHEHTIB, a
N BUDTEPII, KOMMN/IEeKTi 3 ABOMA came BUKOPUCTaHHS OAHOr0
NPABLA, ronkamv B Nn1acTnkoBomy po3BefeHHs npenapaTy 3amiCTb
KALLUTIOKY KOHTeliHepi; no 1 TPbOX po3BefeHb, Ha eTani Final
(ALENONAPH KOHTeHepy Y KapTOHHIl bulk Ta npu BUNPoByBaHHAX
nn Kopoo6ui cTabiNbHOCTi FOTOBOrO NPOAYKTY.
KOMMOHEHT) PepakuiiiHi npaBkn oo po3ainis
TA 3.2P5.1,32P5.2, 32P56.
nonioMmienity
(IHAKTUBOBA
HA)
(AACOPBOBA
HA, 3I
SMEHLLEHUM
BMICTOM
AHTUIEHIB)
43, BANEPIAHA TabneTkn, BKpUTI AT "ly6Hndhapm" YkpaiHa AT "Nly6Hnhbapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/8994/01/01
EKCTPAKT 060/10HKOI0, N0 20 Mr No marepianis: 3miHu | Tvny - 3miHu 3

10 Tabnetok y 6nictepax;
no 50 TabneTok y
6nictepax; no 50
TabneTokK y KoHTeliHepax;
no 10 TabneTtok y
6nictepi, no 5 6nictepis B
nauui

siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro
3ac006y (36ibLIEeHHS TEPMIHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - 36i/bLIeHHS
TepMiHy NpuaaTHOCTI FOTOBOro
nikapcbkoro 3acoby Ans
nakyBaHHs no 10 TabneTok y
6nictepi; no 10 TabneTok y
6nicTepi, no 5 6nicTepis B nauui
Ha OCHOBI MO3UTUBHUX
pe3ynbTaTiB J0BrOCTPOKOBUX
[ochiopKeHb CTabiNbHOCTI Y
peanbHOMY yaci: 3aTBepAXeHo:
TepMiH NpuAAaTHOCTI 2 POKK
3anponoHoBaHo: TepMiH
npugatHocTi Ans 10 TabneTok y
6nictepi; no 10 TabneTok y
6nicTepi, no 5 6nicTepis B nayi -
3 pokun ansa 50 TabneTok y
6nictepi; no 50 TabneTok y
KOHTeliHepi — 2 poku. BeeAeHHsA
3MiH NpoTArom 6-TM MicsaLiB nicns
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Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEepKEHHS

BAJIEPIAHN
HACTOUMKA

HacTolika ans
nepopasibHOro
3acTocyBaHHs; o 25 mny
dhnakoHax; no 25 mny
chnakoHi; no 1 conakoHy B
nauyj; mo 50 mny
donakoHax; no 1 donakoHy
y nauui

TOB "OKM
"PapmaueBTnyHa
thabpuka"

YKpaiHa

TOB "OKM
"PapmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roToOBOro Nikapcbkoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTtof030B0ro
niKkapcbkoro 3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
0[IHOA030BOr0, YacTKOBOrO
BMKOPUCTaHHS)) - BBEAEHHS
[04aTKoBOT ynakoBku no 50 My
hnakoHax 3 ckna mapkm OC ($B-
50-18-01-OC), ykynopeHmx
npo6kamu-kpanenbHuUaMY (2.2.E)
Ta Kpuwikamm (1.4 K) y nayuj, 3
BIANOBIAHUMY 3MiHamMK [0 p.
«YnakoBka», «Cknag», Ta
cneundikavii/meTofax KOHTPOHO
AKocTi N. «O6’em BMICTY
dhnakoHa». 3MiHV BHECEHI Y
po3gainu "Cknag" Ta "Ynakoska" B
IHCTPYKLil0 ANs MeauyHoro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
y 3B"A3KY 3 BBEleHHAM
[04AaTKOBOrO PO3Mipy YNakoBKM, SK
HacnifokK - 3aTBEPAKEHHSA TEKCTY
MapKyBaHHS 40[ATKOBOT yNakoBKM
nikapcbKoro 3acoby (BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS)

6e3 peyenma

UA/3505/01/01

45,

FTEMO®EPOH

PO34MH opasibHWiA; no 200
My ¢priakoHi; no 1
donakoHy 3 MipHUM
CTakaHunkoMm Ta/abo
[03YH0UMM LLINPULOM Y
nauui 3 KapToHy

CninbHe yKpaiHCbKO-

icnaHcbke
nigNPUEMCTBO

"CMEPKO YKPAIHA"

Ykpaina

CninbHe yKpaiHCbKO-

icnaHcbke
nignpueMcTBo

"CMEPKO

YKPAIHA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUNy - 3MiHa
Ha3BW BUPOGHMKa Ta 3amiHa
IOPUANYHOI agpecn BUPO6GHUKa
A®I| 3aniza amoHiiHoro yutpar
«Dr. Paul Lohmann GmbH & Co.
KGaA», HimeuunHa Ha agpecy
BMPOGHMYOro MainaaHumka, 6e3
3MiHW MicLA BUPOBHMLTBA;
3anpornoHoBaHo: HEAD OFFICE
Dr. Paul Lohmann GmbH & Co.
KGaA P.O. Box 1220, D-31857
Emmerthal, Germany [p. MNayn
JlormaHH TM6X KlraA Moctdax

6e3 peyenma

UA/7567/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1220, [-31857 EmmepTan,
HimeuunHa MANUFACTURE Dr.
Paul Lohmann GmbH & Co. KGaA
Hauptstrasse 2, 31860 Emmerthal,
Germany
[Op. Mayn JlormaHH M'M6X KMaA
Xaynrtwrpacce 2, 31860
EmmepTan, HimeuunHa
46. FENAPWUH- po3unH A4 iH'ekuidi, 5000 MpAT "o YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/8275/01/01
IHOAP MO/mn, no 5 mn (25000 BMPOGHMLTBY BMPOOHMLTBY marepianis: 3MiHu | TUMY - 3MiHK
MO) y cpnakoHi; no 1 a6o iHcyniHiB"IHOAP" iHcyniHiB "IHOAP" ofo 6e3nekn/edekTMBHOCTI Ta
no 5, aéo no 100 thapmakoHarnsgy - OHOB/IEHHS
ch1akoHiB y navui TEeKCTYy MapKyBaHHS ynakoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
SI
47. FEPLENTUH® pO3unH ANs iH ek, 600 ®.XothpmanH-/15 Pow | Lseliyapis ®.XodhcpmarH-/15 LLiBefuapis BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/14303/01/01
Mr/5 mn; 1 donakoH 3 nrp Pow Ntg, mMartepianis: 3MiHu Il Tuny - 3miHn
PO3YMHOM Y KapPTOHHIlA Lseiiapis BHECEHO 10 po34inis "3aaTHICTb
Kopoo6ui (BnpobyBaHHs BM/IMBATU Ha LWIBWAKICTb peakLil
KOHTPOJTIO AKOCTI); npv KepyBaHHi aBTOTPaHCNOPTOM
®.XodhhmaHH-/15 abo iHWKMK MexaHisMamn®,
Pow fltg, "Mo6iuHi peakyii” iIHCTPYKUIT Ans
Lseiiuapis MeJNYHOr0 3aCTOCYBaHHS
(BUPOBHMLTBO nikapcbKoro 3acoby BiAnNoBiAHO A0
Hepo3cacoBaHoi 6e3nekn 3acTocyBaHHs fAjtoyoi
NPOAYKLUiT, peyoBUHW. BBeEHHSA 3MiH
nakyBaHHs, NpOTAroM 6-Tu MicAliB nicas
BMNPOGYBaHHSA 3aTBEPLKEHHS; 3MiHM Il Tuny -
KOHTPOJHO SIKOCTI, 3MiHM BHECEHO A0 po3Ainis
BUNYyCK cepii) "Mo6iYHI peakyii" iIHCTPYKUIT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO A0
marepianis peecTpaujiitHoro
[ocbe. BBeeHHs 3MiH NpoTsArom
6-TW MicALiB NicnA 3aTBEpAKEHHS
48. rigPOKOPTU3 Ma3sb 04Ha, 5 mr/r,no 3ry TOB "bayL Xenc" YkpaiHa dapmzaBopg Enbda Monbua BHECEHHS 3MiH 0 peecTpaLiintHmx 3a peyenmom UA/4619/01/01

OH

Ty6i; no 1 Ty6i B KAPTOHHIN
Kopoo6Li

AT.

marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa

ynakosKa)

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

49,

riaAPOKOPTU3
OH 10 MI'

Tabnetkun no 10 mr no 10
Tabnetok y 6nictepi, no 6
abo no 18 6nictepiB y

mi6e MTmM6X
ApuHaiimiTTens

HimeyunHa

Mibe TM6X

HimeuunHa

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsg,. NponoHosaHa
pefakuis: bapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHvx ynoBHOBaXeHOI 0cobw,
BiANOBIA&/IbHOT 32
thapmakoHarnsag. 3miHa Homepa
mMacTep-caiina cuctemun
chapmakoHarnsgy

ECI]

ApuHaiimitTTens
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BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHI [0 iHCTPYKUIT Ans
MeAUYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"Mikapcbka hopma” (pefaryBaHHs
LLIOA0 OCHOBHUX (Di3NKO-XIMIYHUX
BnactusocTeld), "MokasaHHA"
(peparyBaHHs),
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKM NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco61BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "3aaTtHicTb BNAMBaTK Ha
LWBMAKICTb peakLii Npu KepyBaHHI
aBTOTpPaHCMOpPTOM abo iHWKMK
MexaHizmamu', "Cnoci6
3acToCyBaHHA Ta f03n"
(peparyBanHs), "Oitn"
(peparyBaHHs), "MNepeno3yBaHHs",

3a peyenmom

"Mo6iyHi peakuii" BigNOBIgHO A0

UA/18052/01/01




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

marepianis peecTpaiHoro JOCbE.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB 3 AaTN 3aTBEPKEHHS;
3MiHY | TRy - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
AIK pe3ynbTar OLiHKN 3BiTY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MiaHy
negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3rof>KeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OPraHoM) - 3MiHU
BHECeHi [0 IHCTPYKUii ons
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3nekn
Aito4oi pevoBuHY (BBedeHHsA 3MiH
npoTArom 6-Tm MicALiB 3 gatu
3aTBEPAKEHHS)

50.

FNEHIA

Kancynu teepai no 0,5 mr
no 7 kancyny 6nictepi; no
1 6nicTepy B KapTOHHiIl
Kopobui; no 14 kancyny
6nictepi no 2 6nictepn B
KapTOHHIA KOopooLi

HosaprTic ®apma Al

LLiBeiiuapis

BUPOBHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHS:
HosapTic ®apma
LWrenH Al

LLiBeiiuapis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
3aABHUKOM OHOBJ/IEHO MNaH
ynpaB/iiHHA pu3nkKamu, Bepcisa 17.0
Y 3B’'A3KY 3 3MiHOO KiHL,EBUX
TEepPMiHiB BUKOHAHHS JOCAiAKEHb
«PASSAGE programme»
(kateropia 1 Ta 3) 3 «rpyaHa
2020» Ha «KBiTE€Hb 2021%». 3MiHN
BHeCeHi A0 YacTuH Ill «MnaH 3
thapmakoHarnagy» 1a VIl
«[logatkm»

3a peyenmom

UA/11704/01/01

51.

MNHKro
BINNOBA -
ACTPA®APM

kancynu no 40 mr, no 10
Kancyn y 6nictepi; no 3
abo 6 6nicTepiB y kopobui
3 KapTOHY

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHa B
ymoBax 36epiraHHA roToBOro
niKkapcbKoro 3acooby;
3anponoHoBaHo: 36epiratv B

6e3 peyenma

UA/6359/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
opuriHabHil ynakosLi npu
Temneparypi He BuLe 25?C.
36epirati B HeJOCTyNHOMY A5
aiteli micui
52. FHKro kancynu no 80 mr, no 10 TOB "AcTpadapm” Ykpaina TOB "AcTpadapm" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/6359/01/02
BINTOBA - Kancyny 6nictepi; no 3 marepianis: 3miHu | Tuny - 3miHa B
ACTPA®APM abo 6 6nicTepiB y kopobu,i ymMoBax 36epiraHHsi roTOBOro
3 KapTOHY niKkapcbKoro 3acooby;
3anponoHoBaHo: 36epiratv B
opuriHabHil ynakosLi npu
Temneparypi He Bule 25?C.
36epirati B He4OCTyNHOMY A5
niteli micui
53. MNHKro Kancynn no 40 wmr, in bulk: TOB "AcTpachapm" YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx - UA/14762/01/01
BINNOBA - no 2000 kancyn y marepianis: 3miHu | Tuny - 3miHa B
ACTPADAPM KOHTeliHepi ymMoBax 36epiraHHsi roTOBOro
niKkapcbKoro 3acooby;
3anponoHoBaHo: 36epiratv B
opuriHanbHil ynakosLi npu
Temneparypi He BuLe 25?C.
36epiratv B HefOCTYNMHOMY A5
niteli micui
54. MNHKro kancynm no 80 wmr, in bulk: TOB "AcTpachapm" YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx - UA/14762/01/02
BINTIOBA - no 2000 kancyn y mMaTtepianis: 3MiHu | Tuny - 3miHa B
ACTPA®APM KOHTeliHepi yMoBax 36epiraHHsi roTOBOro
nikapcbKkoro 3acoby;
3anponoHoBaHo: 36epiratv B
opuriHanbHil ynakosLi npu
Temneparypi He sule 25?C.
36epiratv B HeAOCTYNHOMY ANs
aiteid micui
55. TPAHY®IHK® Kancynu Teepai; no 10 TOB "MEPPITO Ykpaina Owmera dapma HimeyunHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/16191/01/01
MPOCTA Kancyn y 6nictepi; no 2 YKPAIHA" MeHbtochekyepiHr marepianis: 3MiHu | TUMY - 3MiHK
POPTE a6o 4, abo 8, abo 14 v6X i Ko. KI Lwoao 6e3nekn/edeKTBHOCTI Ta

6nicTepiB y KAPTOHHIiA
ynakoBLi; no 20 kancyny
6nicTepi 3 niHieto
nepdpopadii; no 2 a6o 4,
abo 7 6nicTtepiB y
KapTOHHIA ynakoBLi

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBiAAbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 3AiCHEHHS
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOI 32
thapmakoHarnsag.
MponoHoBaHa pepakuis:
dapuHelb OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6U,
BiANOBIAA/IbHOT 32
chapmakoHarnag,

56. rPUNAYT Tabnetku no 4 Tabnetkn y €BPO NAVIOKEP IHAaiA MapkcaHc ®apma IHAis BHECEHHS 3MiH 0 peecTpaLinHmx Ne 4, Ne 10 - UA/9253/01/01
cTpuni abo 6nictepi; no 1 MPABIT NIMITEL, Nra., IHais; ©4C marepianis: 3MiHu | TUMY - 3MiHK 6e3 peyenma;
cTpuny abo 6nictepy y Nimitep, 1HAiA ofo 6e3nekun/edekTMBHOCTI Ta Ne 100, Ne 200
KapTOHHIN ynakosLi Ne 4 hapMakoHarnsay - BHECEHHS 3MiH —3a
(4x1); no 4 Tabnetkn y 00 po3ainy «MapkyBaHHs» MKA peyenmom
cTpuni abo 6nictepi; no 1 N3 TekcT MapKMpoBKM:
cTpuny abo 6nictepy y Mpunaraetcs. 3anponoHOBaHO:

KapTOHHI kopobui, no 50 MAPKYBAHHSA 3rigHo
KapTOHHKX KOPOGOK Y 3aTBEPLKEHOr0 TEKCTY
KapTOHHI# Kopo6ui Ne 200 MapKyBaHHA. OHOB/IEHHS TEKCTY
(4x1x50); no 4 Tabnetkn y MapKyBaHHS1 yNakoBKW J1ikapCbKOro
cTpuni abo 6nictepi; no 50 3acoby 3 BHeCEHHsIM iHdhopMaLii
cTpuniB abo bnicTepis y LLIOA0 3a3HaYEeHHS OAMHULIb
KapTOHHI ynakosLi Ne 200 BMMIipIOBaHHSA y cuctemi Sl.
(4x50); no 10 TabneTok y BBeneHHs1 3MiH NpoTAroM 6-Tu
cTpuni abo 6nictepi; no 1 MicSLiB NicNsA 3aTBEPAYKEHHS
cTpuny abo 6nictepy y

KapTOHHI ynakosLi Ne 10

(10x1); no 10 TabneTok y

cTpuni abo 6nictepi; no 1

cTpuny abo 6nictepy y

KapTOHHI Kopobui, no 10

KapTOHHVX KOPOBOK Yy

KapTOHHI kopo6ui Ne 100

(10x1x10); no 10

Tabnetok y cTpuni abo

6nictepi; no 10 cTpunis

abo 6icTepiB y KAPTOHHIN

ynakoBui Ne 100 (10x10)

57. OANTMAKCIH cynosuTopii no 0,2, no 5 MpuBaTHe akuioHepHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/7595/01/01
cynosuTopiiB y 6nicTepi, TOBapuUCTBO "J1eKXiM- akuioHepHe marepianis: 3MiHK | TURy - 3MiHK

no 1 a6o 2 6nictepn y

Xapkis"

TOBapUCTBO "JIekXim

L1010 6e3nekn/edpekTMBHOCTI Ta
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauuj 3 KapToHy

- XapkiB"

hapmakoHarnsgy - 3amiHa
po3giny «IpadivuHe ohopmNeHHs
yNakoBKM» Ha po3fin
«MapkyBaHHA» MKA N13;
BHECEHHS [0 TEKCTY MapKyBaHHS
13; 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs oAnHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB Nicns 3aTBEPAKEHHS

58.

AANMAKCIH

cynosutopii no 0,2 rin
bulk: no 5 cynosuTopiis y
6nictepi, no 180 6nicTepis
Yy SALMKY 3 rotppOKapToHy

MpriBaTHe akujioHepHe

TOBapucTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBatHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- XapkiB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - 3amiHa
po3giny «IpadivuHe odhopmNeHHs
yNakoBKM» Ha po3fin
«MapkyBaHHA» MKA N13;
BHECEHHS [0 TEKCTY MapKyBaHHS
N3 in bulk: Ne 1000 (no 5
cynosuTopiiB y 6nictepi; no 180
6nicTepiB y ALWMNKY 3
ropokapToHy) NO3HaAYEHb
OfMHULIb BUMIPIOBaHHS, 3
BUKOPVCTaHHAM fliTep
NaTUHCLKOro and)asiTy, TOLLO):
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXeHOro
TEKCTy MapKyBaHHs. [ns
nikapcbKoro 3acoby y chopmi in
bulk: MAPKYBAHHSA BignosigHo
[0 3aTBEPAXKEHOro TEKCTY
MapKyBaHHS, WO A0AAETHCS.
3MiHW BHECEHI B TEKCT

MapKyBaHHS1 YNakoBKW J1iKapCbKOro

3aco0y W00 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEHHS 3MiH NPOTArom 3-x

MicAILiB nicna 3aTBepAKEHHs!

UA/7596/01/01

59.

OE3O®EMIH

30

TabneTtku, BKPUTI
NAiBKOBOK 060/I0HKOLO, MO
0,03 mr/0,15 wr; no 21
Tabnetui y 6nictepi, no 1,
abo no 3, abo no 6
6nicTepiB Yy KAPTOHHIN

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e FmM6X
ApuHarimiTTens

HimeyunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
MaTtepianis: 3mMiHa 3asBHUKa
(BnacHvka peecTpaduiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bi 23.07.2015 Ne 460). 3MmiHu |
TMny - 3MiHK Woa0

3a peyenmom

UA/17211/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopoo6ui

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
hapmakoHarnsg. Jivoya pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuisi: Hevali Mapis MNaeniBHa.
3MiHa KOHTaKTHWX AaHuX
YMNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxXOMKeHHs macTep-
dpaiina Ta ioro Homepa.

60.

AEKAMEBIT®

TabneTtku, BKPUTI
NNiBKOBOK 060/1I0HKOH), MO
10 Tabnetok y 6nictepi;
no 2 6nictepu B navLi

AT “KI/I'I'BCbKI‘/‘II/I
BITAMIHHUN
3ABOL"

Ykpaina

AT "KI/ITBCbKI\/J n
BITAMIHHNA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
noJaHHsa HOBOro cepTudpikara
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2013-
010-Rev 00 gna Aitoyoi pevoBUHU
Riboflavin Big BXe 3aTBEpAXEHOrO
BMpo6HMka HUBEI GUANGJI
PHARMACEUTICAL CO., LTD.,
China. B pamkax 3asiBfieHOi 3MiHU
Bigbynacb 3miHa B p. «Cknag»
MKSA 113 B Ha3Bi BUPO6GHUKa APl —
NpUBELEHO Y BiAMNOBIAHICTb A0
CEP (3aTBepmxeHo: Hubei
Guangji Pharmaceutical Co., Ltd,
China; 3anponoHoBaHo: Hubei
Guangji Pharmaceutical Co., Ltd.,

6e3 peyenma

UA/4850/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

China)

61.

JEKCAMETA3
OH-JAPHULA

Tabnetku no 0,5 mr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 5
KOHTYPHUX YapyHKOBUX
yMakoBOK y navui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT

"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu Il Trny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(nopaBaHHS HOBOTO
TepaneBTUYHOro nokasaHHa abo
3MiHa y 3aTBepKeHOMY
nokasaHHi) - 3MiHM BHeCeHi Ao
IHCTPYKUiT ANa MeguyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby
Y PO34iN NoKasaHHs - A0AaHHSA
nokasaHHs "nikyBaHHs
KOpOHaBipyCcHOi xBopobu 2019
(COVID-19) y gopocnux Ta
nauieHTiB NigNiTKoBOro Biky (BIkOM
Bif 12 pokiB 3 Macoto Tina He
MeHLue 40 kr), k1M noTpibHa
[ofaTtkoBa KicHeBa Tepanis”; Ta
po3ainu "dapmMakonoriyHi
BnacTtusocTi", "OcobnnBocTi
3acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta fo3n" -
BiANOBIAHO A0 pileHHS
EMA/483739/2020 Big 18.09.2020
Ha nigcTasi NO3UTUBHMX
pe3ynbTaTiB, MigTBEPAKEHNX
pocnipkeHHsm RECOVERY.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSILLiB 3 ATV 3aTBEPAKEHHS.

3a peyenmom

UA/0992/03/01

62.

LOEKCMNPO

PO34uH ANs iH exyii, 50
Mr/2 M1, N0 2 MA B amny/ii;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi

MpAT

"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT

"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEeKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. TepMiH BBEEHHS 3MiH -
npoTsirom 6 micsuiB nicns
3aTBEPIKEHHS

3a peyenmom

UA/17373/01/01

63.

LEHI3N],

NOPOLLOK 47151 PO3UNHY
ansiHekuiino1r, 1
chnakoH 3 NOPOLLKOM Yy
KOpOG6Lj 3 KAPTOHY

BITA CAH T/,

Benukobput
aHis

Csicc NepeHTepasic

nra.

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHa abo

3a peyenmom

UA/15338/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsag;
MponoHoBaHa pegakuis: MyLukap
Hagis B'auecnaBiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa Homepa
Ta MicLie3HaxoKeHHs1 MacTep-
thaiina cuctemu
thapmakoHarnsgy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dpapmakoHarnsay

64.

JDEHILE®

MOPOLLOK A/ PO3UUHY
ANs iH'eKUid abo iHgy3il
no 2r, 1 chnakoH 3
MOPOLLKOM Yy KOpo6Li 3
KapTOHY

BITA CAH NTA

Benukobput
aHis

Csicc NepeHTepanc
nra.

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo

BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI

ocobw, BignoBiAa/IbHOI 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)

Ta/ab0 3MiHW Y PO3MILLEHHi

3a peyernmom

UA/15264/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsag;
MponoHoBaHa pegakuis: MyLukap
Hagis B'auecnaBiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa Homepa
Ta MicLLe3HaxoKeHHs1 MacTep-
thaiina cuctemu
thapmakoHarnsagy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy

65.

JDEHILE®

MOPOLLOK A/ PO3UNHY
ansiHekuinno1r, 1
h1akoH 3 NOPOLLUKOM B
KOpOO6Lii 3 KapTOHY

BITA CAH NTA

Benukobput
aHis

Csicc MNapeHTepasc
nra.

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BiANOBIA&/ILHOT 32
hapmakoHarnsag:

MponoHoBaHa pepakuisi: MyLukap

Hagis B'ayecnasiBHa. 3miHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapMakoHarnsag. 3miHa Homepa

Ta MicLe3HaxoMKeHHs MmacTep-

thaiina cuctemu
thapmakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AifNIbHOCTI 3

3a peyernmom

UA/15264/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy

66.

AEHTO/ 10,0%

renb ans siced, 100 mr/r,
no 15 ry 1y6i, no 1 1y6i y
KapTOHHIA KopooLi

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
0o po3giny MKA: padmueckoe
ohopMIEHVE YNaKOBKU.
MponoHoBaHa peaakuis:
MapkupoBka. B cooTBeTCTBUM C
YTBEPXEHHbIM TEKCTOM
MapkupoBK/. OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHST OANHNLb
BMMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTArom 6-Tu
MicALiB nicnsa 3aTBepAKeHHs

6e3 peyenma

UA/6287/01/01

67.

JDEHTON 7,5%

renb ans sice, 75 mr/r, no
15ry T1y6i, no 1 Ty6i y
KapTOHHI KopooLi

dapmacainHc IHk.

KaHaga

dapmacaiHc IHk.

KaHaga

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/eekTMBHOCTI Ta

hapMakoHarnsay - BHECEHHS 3MiH
0o po3ainy MKA: padmyeckoe

othopMIEHNE YNaKOBKK.

MponoHoBaHa pegakuis:
Mapkuposka. B cooTBeTCcTBUM C

YTBEPXEHHbIM TEKCTOM

MapKMpoBKU. OHOB/IEHHS TEKCTY

MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3acoby 3 BHECEHHSM iHdhopMaLii

LLI0A0 3a3HaYeHHS OANHULb
BMMIpIOBaHHA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS

6e3 peyenma

UA/6287/01/02

68.

LAMELPON-
JAPHULA

pO34uH ON18 iH'eKUiA, 10
Mr/Mn; no 1 mn B amnyni;
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
yNaKkoBKM B naui

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apmMaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Yy3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0CcO6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHol
0Cco6u 3 hapmakoHarnsgy

3a peyenmom

UA/4851/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy

69.

OVNTUNIH-
JAPHULIA

PO34nH AN4 iH'eKUin, 20
Mr/Ma no 5 mn B amnysni;
no 10 amnyn y kopo6Lii; no
5 mn B amnyni; no 5 amnyn
Y KOHTYpHIili YapyHKOBIli
ynakosLi; no 1 a6o 2
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEeKCTY MapKyBaHHS. TepMiH
BBE/leHHS 3MiH NpoTArom 6
MiCALiB Nicna 3aTBepAKeHHs

3a peyernmom

UA/2995/01/01

70.

LIAKOPAVIH®
120 PETAP],

TabneTky NPOSIOHrOBaHOI
4ii no 120 mr Ne30 (10x3):
no 10 TabneTtok y
6nictepi; no 3 6nictepn y
KapTOHHIA KopoobLi

TOB "CaHodi-ABeHTIC
Ykpaiva"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
[ofaBaHHA aflbTEPHATUBHOIO
MeToay aHaniTUYHOro
BMNPO6OBYBaHHA [0 YXe
iCHyt04Oro metogay, sikuii onucaHo
y MoHorpadii €sponelicbKol
thapmakonei, LWIsaXom ra3oBoi
xpomatorpadii 3a MeTO4NKO
BMPOGHMKA AN17 BU3HAYEHHS
rinpomenosu;
3MiHW | TUNY - BUAAUIEHHSA
aHa/TiITUYHOT METOAVKN 00
BU3HAYEHHA BaXKKUX METasTiB A/1A
[LOMOMDKHOT peYOBUHU
rinpomenosn 2208/15000 Ta
rinpomenosun 2208/100000,
BifNOBIAHO 1O OHOBJ/IEHOT

3a peyernmom

UA/5731/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MoHorpadii EBponeiicbkili
chapmakonei

71. AIAHIN NA4 3 po3unH Ans Bakctep Xenckea C.A. Ipnangis Bakctep Xenckea IpnaHgjs BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/12425/01/03
BMICTOM nepuTOHeanbHOro gianisy; C.A. marepianis: 3MiHu | TURY -
rTIOKO3n no 2000 mM/1 PO3UUHY Y JoAaBaHHA a/ibTepHATUBHOIO
1,36% NAacTMKOBOMY MiLLIKY MeTOoAy BU3HAYEHHS AOMILLKM
M/OB/13,6 “Biadhnekc” PL 146-3, a/IIOMiHIl0 B JOMOMDKHI peYOBUHi
MriMmn O MHapHOMY, Bopga ons iH'ekuiid. 3miHa He

061agHaHOMY iH'EKLiHUM
nopTOM Ta 3'efiHyBayem,
ab6o y Milky “TBiH ber”,
061agHaHOMY iH'EKLiHUM
NopTOM, 3 IHTErpoBaHUM
3a J0NOMOroto ABOX
marictpanei Ta Y-
3'eiHyBava NOPOXHiIm
NAacTUKOBUM MILLKOM A4S
ApeHaxy, BKNageHnx y
Npo30puiA NNacTUKOBWIA
nakeT; No 5 KOMNEKTIB y
KapTOHHI Kopo6Lij; no
2500 M1 pO3YMHY y
NAacTUKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfIMHaPHOMY,
061aaHaHOMY iH'EKLiAHUM
nopTom Ta 3'e4HyBayem,
abo y miwwky “TBiH Ber”,
061a4HaHOMY iH'EKLiHUM
NopTOM, 3 iIHTErpOBaHUM
3a I0NOMOroto ABOX
marictpanei Ta Y-
3'eAHyBava NOPOXHIM
NAacTUKOBUM MILLKOM 7S
ApeHaxy, BKNafeHnx y
Npo30puii NNacTUKOBUIA
nakeT; no 4 KOMNIEKTN y
KapTOHHI Kopobuj; no
3000 M1 pO3UnHY Y
NAacTUKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfiVHapHOMY,
061aaHaHOMY iH'EKLiAHUM
nopToM Ta 3'efiHyBayeM,
ab0 y milky “TBiH Ber”,
061aaHaHOMY iH'EKLiAHUM
nopTOM, 3 iHTErpoBaHUM
3a [0MOMOroK ABOX

YMHUTb HECNPUAT/IMBOTO BMN/INBY
Ha AKiCTb, 6e3neyHicTb Ta
epeKTUBHICTb FOTOBOro
nikapcbKoro 3acoby; 3MiHu | Tuny -
noAaHHa HOBOro cepTudikaTa
BiAANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2004-
315-Rev 02 gns Ad| HaTpito
xaopug Bif HOBOrO BUPOBHMKA
Salinen Austria AG, Austria
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

marictpanen Ta Y-
3'eHyBava NoOPOXHiIm
NAacTUKOBUM MILLKOM A71S
[ApeHaxy, BKIafeHnX y
npo30puii NNacTUKOBWiA
nakeT; No 3 KOMMNIEKTN y
KapTOHHI Kopo6Lj; Mo
5000 M1 pO3UNHY Y
NAacTMKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OMHapPHOMY,
o0b6nafHaHOMY iH'eKLiAiHMM
nopToM Ta 3'efiHyBavem,
BK/1afleHOMY Y Npo30pwii
nnacTuKoBuiA NakeT; no 2
KOMM/IEKTW Y KApPTOHHIl
KopooLi

72.

DIAHIN N4 3
BMICTOM
r/IFOKO3U
2,27%
MIOB/22,7
MM

po3unH Ans
nepuTOHeanbHOro gianisy;
no 2000 mM/1 PO3UUHY Y
NAacTMKOBOMY MiLLKy
“Biadhnekc” PL 146-3,
OfIMHapPHOMY,
061agHaHOMY iH'EKLiHUM
nopTOM Ta 3'efiHyBayem,
abo y Milky “TBiH ber”,
061agHaHOMY iH'EKLiHUM
NopTOM, 3 IHTErpoBaHUM
3a J0NOMOroto ABOX
marictpanei Ta Y-
3'eiHyBava NOPOXHim
NAacTUKOBUM MILLKOM A4S
ApeHaxy, BKNageHnx y
Npo30puiA NNacTUKOBWIA
nakeT; No 5 KOMNEKTIB y
KapTOHHI Kopo6Lij; no
2500 M1 pO3YMHY Yy
NAacTUKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapPHOMY,
061aaHaHOMY iH'EKLiHUM
nopTom Ta 3'e4HyBayem,
abo y miwwky “TBiH Ber”,
061aaHaHOMY iH'EKLiAHUM
NopTOM, 3 iIHTErpOBaHUM
3a I0NOMOrot0 ABOX
marictpanei Ta Y-
3'eAHyBa4a NOPOXHIM
NJ1acTUKOBUM MILLKOM ANS1

Bakctep Xenckea C.A.

Ipnangis

Bakctep Xenckea
C.A.

IpnaHgjs

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
[ofaBaHHA anbTepHaTUBHOIO
MeToAy BU3HAYEHHS [OMILLIKN
a/IIOMiHIl0 B JOMOMIDKHI peYOBUHiI
Bopga ons iH'ekuiid. 3miHa He
YMHUTb HECNPUAT/IMBOTO BMN/INBY
Ha AKiCTb, 6e3neyHicTb Ta
epeKTUBHICTb rOTOBOro
nikapcbKoro 3acoby; 3MiHu | Tuny -
noAaHHa HOBOro cepTudikaTa
BiZANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2004-
315-Rev 02 gns Ad| HaTpito
xaopug Bif HOBOro BUPOBHMKA
Salinen Austria AG, Austria

3a peyernmom

UA/12425/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[ApeHaxy, BKIafeHnx y
npo30puii NNacTUKOBWiA
nakeT; No 4 KOMMNIEKTN y
KapTOHHI Kopo6Lj; Mo
3000 M1 pO3UnHY Y
NAacTMKOBOMY MiLLKY
“Biadhnekc” PL 146-3,
OfMHapPHOMY,
obnafHaHOMY iH'eKLiiHMM
nopToOM Ta 3'efiHyBavem,
abo y milky “TBiH Ber”,
o0b6nafHaHOMY iH'eKLiAiHMM
nopTOM, 3 IHTErpoBaHUM
3a J0NOMOroto ABOX
marictpaneii Ta Y-
3'eiHyBava NOPOXHim
NAacTUKOBUM MILLKOM A4S
[ApeHaxy, BKIafeHnX y
Npo30puiA N1acTVKOBWIA
nakeT; No 3 KOMNIEKTN y
KapTOHHiiA Kopobuj; no
5000 M1 PO3YMHY Y
NAacTUKOBOMY MiLLIKY
“Biadpnekc” PL 146-3,
OfIMHapPHOMY,
061aaHaHOMY iH'EKLiAHUM
nopTom Ta 3'eAHyBayem,
BK/1afleHOMY Y NPO30pwii
nAacTUKoBuiA NakeT; nNo 2
KOMMNIEKTW Y KapTOHHii
Kopobui

73.

LIAHIN A4 3
BMICTOM
r/IHOKO3U
3,86%
MIOB/38,6
MM

PO34MH ANAa
NepuUTOHEeasTbHOTO Aianiy;
no 2000 M po3uunHy y
NAacTUKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfIMHapPHOMY,
061a4HaHOMY iH'EKLiHUM
nopTom Ta 3'e4HyBayem,
abo y miwwky “TBiH Ber”,
061aaHaHOMY iH'EKLiHUM
NopTOM, 3 iIHTErpOBaHUM
3a I0NOMOrot0 ABOX
marictpanei Ta Y-
3'eAHyBava NOPOXHIM
NAacTUKOBUM MILLKOM 7S
[ApeHaxy, BKNafeHnx y
Npo30puii NNacTUKOBUIA
nakeT; No 5 KOMNIEKTIB y

Bakctep Xenckea C.A.

IpnaHgis

Bakctep Xenckea
C.A.

IpnaHgis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
JofaBaHHA albTePHATUBHOIO
MeTOAy BU3HAYEHHS [OMILLIKN
/IOMIHII0 B [JOMOMKHI pEYOBUHI
Boga ans iH'ekuii. 3miHa He
YUHWUTb HECNPUATNBOTO BMNNBY
Ha fKiCTb, 6e3neyHicTb Ta
eheKTVBHICTb rOTOBOrO
NiKapcbkoro 3acoby; 3miHu | Tuny -
noJaHHs HoBOro cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2004-
315-Rev 02 gns Ad| HaTtpito
XJ10pWA, Bif, HOBOTO BUPOBHUKA
Salinen Austria AG, Austria

3a peyenmom

UA/12425/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI Kopo6Lj; Mo
2500 M1 pO3UmnHY Y
NAacTMKOBOMY MiLLIKY
“Biadhnekc” PL 146-3,
OfMHapPHOMY,
o0bnafHaHOMY iH'eKLiAiHMM
nopToOM Ta 3'efiHyBavem,
abo y milky “TBiH Ber”,
obnafHaHOMY iH'eKLiiHMM
nopTOM, 3 IHTErpoBaHUM
3a J0NOMOroto ABOX
marictpaneii Ta Y-
3'eiHyBava NOPOXHim
NAacTUKOBUM MILLKOM AnS
[ApeHaxy, BKI1afeHnX y
Npo30puiA N1acTVKOBWIA
nakeT; No 4 KOMNIEKTN y
KapTOHHii Kopobuj; no
3000 M/ pO3YMHY Y
NAacTUKOBOMY MiLLIKy
“Biadpnekc” PL 146-3,
OfIMHapPHOMY,
061aaHaHOMY iH'EKLiHUM
nopTom Ta 3'€AHyBayem,
abo y miwwky “TBiH Ber”,
061aaHaHOMY iH'EKLiAHUM
NopToM, 3 iHTErpoBaHUM
3a 10NOMOrot0 ABOX
marictpanei Ta Y-
3'eAHyBaya NOPOXHIM
NAacTUKOBUM MILLKOM A71S
ApeHaxy, BKNafeHnx y
Npo30puii N1acTUKOBWIA
nakeT; No 3 KOMMNIEKTN y
KapTOHHI Kopo6ui; no
5000 M1 pO3UUNHY Y
NAacTUKOBOMY MiLLIKY
“Biachnekc” PL 146-3,
OfIMHapPHOMY,
061agHaHOMY iH'EKLiAHUM
nopToM Ta 3'efiHyBayeMm,
BK/1aiEHOMY Y NPOo30puii
NAacTUKoBUiA NakeT; no 2
KOMMNEKTW Y KapTOHHii
Kopobui

74.

JIOKCU30Nb®
-OAPHULA

po3uuH no 50 r abo no 100
Iy conakoHax abo 6aHkax,
no 1 donakoHy abo 6aHuj y
nauui

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

chapmakoHarnisgy. BeegeHHs abo

3a peyernmom

UA/8021/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy

75.

AOKCA30O3UH
Y MESUNAT

nopoLUokK (cybeTaHuis) y
noABINHNX
nonieTUIeHoBUX NakeTax
ans hapmaueBTUYHOTO
3aCTOCyBaHHS

Ekcenna 'v6X eHp,
Ko. KI

HimeyunHa

Ekcenna 'm6X eHp,
Ko. KI

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | TMny - 3MiHN 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynopoBabHui
3aci6. 3miHa hopmynioBaHHA
po3giny «Ynakoska» B MKS.
3anponoHoBaHo: [1BoiiHble
NoNN3TUIEHOBBIE NaKeThbl,
B/IOKEHHbIE B KAPTOHHbIE
6apabaHbl, KOTOpblE cogepxar
[ABa ocywmTens

UA/16860/01/01

76.

JNOKCULIIKNIH
-TEBA

Tabnetku no 100 mr, no 10
Tabnetok y 6nictepi; no 1
6nictepy B KOpoO6LIi

TOB "TeBa YkpaiHa"

YKpaiHa

Mepkne 'm6X,
HimeuyunHa
(BMPOGHMLTBO
Hepo3dacoBaHO|
npoaykuii Ta 4038BiN
Ha BUMYyCK cepii);
Mepkne 'm6X,
HimeuyunHa
(nepBuHHa Ta
BTOPUHHA YMaKoBKa,
KOHTPOb cepil)

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
BUYYEHHS AiNbHUL ANA
BMpo6HMLUTBa AD| Kaifeng

Pharmaceutical (Group) Co., Ltd.,

(China). NponoHoBaHa peakuis:

Hovione Pharmascience Limited

(China) Hovione FarmacCiencia
S.A. (Portugal) Yancheng Suhai
Pharmaceutical Co., Ltd (China)

3a peyenmom

UA/3033/02/01

77.

JOMMNEPVAOH
-CTOMA

Tabnetku no 10 wmr, no 10
TabneTtok y 6ictepi, no 3

AT "Ctoma"

YkpaiHa

AT "Ctoma"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | TUny - 3MiHK

6e3 peyenma

UA/1990/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepm y nauui 3
KapTOHY

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsagy - BHECEHHS 3MiH
00 po3giny «MapkysaHHs» MKA
n3

3anponoHoBaHo: Po3gin
MAPKYBAHHSA. BignosigHo go
3aTBEPPKEHOr0 TEKCTY
MapKyBaHHSA. OHOBJIEHHS TEKCTY
MapKyBaHHsA NepPBUHHOT Ta
BTOPWHHOT yNakoBKM /TiKapCbKOro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHY | TRy - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - BBeeHHs
[04aTKOBOTO TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBKK
nikapcbKoro 3acooby i3
3a3Ha4YeHHsAM TOProBoi Mapku Ta
norotvna aucTpu6"toTopa.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS

78.

AOHOPMIN

TabneTtku, BKPUTI
060/10HKO0, M0 15 Mmr; no
10 a6o no 30 TabneTok y
Ty6i; No 1 Ty6i B KAPTOHHIlA
Kopoo6ui

YINCA CAC

dpaHuin

YICA CAC

PpaHuin

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiAANOBIA&/IbHOI 3a 3AiICHEHHS

Ne 10 — 6e3
peyenma; Ne
30 -3a
peuyenmom

UA/7213/02/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsgy: MponoHosaHa
pepaxuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHWUX AaHnX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsay
79. APOTABEPWH- | po3uuH ons iH'ekui, 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/7468/02/01
OAPHULUA Mr/mMn; no 2 Ma B amnyni; "GapmMaueBTUYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
no 5 a6o no 10 amnyn y ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi thapmakoHarnsgy - OHOBJ/IEHHS
ynakoBLii; N0 1 KOHTYPHIiA TEKCTY MapKyBaHHS ynakoBKm
YapyHKOBIli ynakoBL,i y NiKapcbKoro 3acoby 3 BHECEHHAM
naui iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH:
noTsArom 6-Tu MicsiliB 3 gatm
3aTBEpKEHHS 3MiH
80. APOTABEPUH- | Tabnetkn 40 mr no 10 MpAT YkpaiHa MpAT " YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/7468/01/01
OAPHULUA Tab/1eToK y KOHTYPHii "GapmMaueBTNYHa $apmaueBTUYHA marepianis: 3MiHU | TUMY - 3MiHK
YapyHKOBIli ynakoBsLi, no 2 ipma "OapHuus" ipma "JapHuus” wofo 6esnekn/edpekTMBHOCTI Ta
a60 3 KOHTYpHI YapyHKOBI thapmakoHarnsgy - OHOBfIEHHS
yNakoBKM y nauli TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3aco6by 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepMiH BBEAEHHS 3MiH:
npotsArom 6 micauis 3 gatn
3aTBEPAKEHHS
81. AYOOAPT Kancynu Teepai no 0,5 FnakcoCmiTKnaiiH Benvka KataneHT xepMeHi HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiintHmx 3a peyenmom UA/13330/01/01
mr/0,4 mr; no 30 a6o no 90 Ekcnopt flimiTeq BputaHis LopHaopd Mm6X marepianis: 3MiHK | TRy - 3MiHa
Kancyn y dpnakoHi; no 1 Ha3BMW BUPOOHWMKA fjitoYoi
chnakoHy B KapTOHHiiA peyoBuHW gyTactepug, Ta
Kopobui YTOUYHEHHS agpecu, 6e3 3MiHn
chaKkTU4HOro po3TallyBaHHs
AinbHuui. MponoHoBaHa pefakLis:
Thermo Fisher Scientific Cork
Limited Currabinny Carrigaline
County Cork, P43 AY66 Ireland
82. ENIFAPQ, 22,5 MOPOLLIOK ANs Actennac ®apma Higepnangu Actennac ®apma HigepnaHgn BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/5758/01/02
mr NPUroTYBaHHSA PO3UnHY tOpon B.B. Opon B.B., / CWLA mMartepianis: 3miHu | TUny -
ONS NiGLUKIPHUX iH'eKUili no HigepnaHgm BBE/IEHHS HOBOI ro/iku 6e3neku

22,5 Mr; KOMM/IeKT MiCTUTb
2 NOTKW: 1 NOTOK MICTUTb
nonepeaHbLO HaroBHEHUI
wnpuy, A 3 PO3YNHHUKOM
(noni(DL-nakTna-Ko-

(BignoBiganbHWii 3a
BTOPVHHY yNakoBKy
Ta BuUnyck cepii);
KaHmxuH 6iodapma
NNC., CWA

Terumo (safety needle 20 gauge
5/8-inch (gna ENIFAPLA 7,5 wmr,
ENIFAPA 22,5 wr) Ta safety
needle 18-gauge 5/8-inch (ans
ENICAP/A 45 wmr)), sika BBaXAETbCA
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rnikonig) nonimep, N- (BignoBiganbHWii 3a 6iNbLL AOCKOHAON 040 6e3nekn
MeTW/-2-NiponifoH) no BUPOGHMLTBO HXX NoToYHa ronka Magellan.
457 mr, nopLueHs wnpuya wnpuua B); Tonmap 3MiHN BHECEHO [0 IHCTPYKUIT Ans
B Ta nakeTtuk 3 IHk., CLLA Me[NYHOro 3acTocyBaHHA
BOJIOrOMNOr/IMHAYUM (BignoBifanbHwWii 3a nikapcbKoro 3acoby o posgainy
areHToM; 2 NO0TOK MICTUTb BUPOBHMLTBO "Cnocib 3acTocyBaHHA Ta fo3un"
nornepeaHbL0 HaNoOBHEHWIA wnpuua A); Tonmap 00 Npunagy 3 HOBOK FOJIKOIO;
wnpuy, b 3 nopoLlkom, IHK., CLLA 3MiHu | TUNY - 3MiHW BHECEHO [0
CTepwW/ibHY rofky Ta (BignoBiganbHuii 3a IHCTPYKLi 415 MeguyHOro
nakeTuK 3 BMPOOHNLTBO 3aCTOCYyBaHHS /iKapcbKoro 3acoby
BOJIOrOMNOr/IMHAYUM wnpuua A, wnpuua 00 po3gainy "rMo6iyHi peakuyji”
areHToM, KOMIMJ/IEKT y B, KiHLEeBY ynakoBky BiZJNOBIAHO [0 pekoMeHAaLii
KapTOHHI Kopoo6Li Ta KOHTPO/Ib SIKOCTI) PRAC
83. ENIFAPA 45 MIC | nopoLuok Ans AcTtennac ®apma HigepnaHan Actennac ®apma HigepnaHnamn BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/5758/01/03
NPUIOTYBAHHSA PO3UUHY tOpon B.B. tOpon B.B., / CLLA marepianis: 3MiHu | TURY -
ONA NiALWKIPHYX iH'eKLiA no HigepnaHgm BBEAEHHSI HOBOI rOMKM 6e3neku
45 Mr; KOMM/IEKT MIiCTUTb 2 (BignoBifanbHuWii 3a Terumo (safety needle 20 gauge
notkn: 1 N0TOK MICTUTb BTOPVHHY YNaKoBKYy 5/8-inch (gnsa ENIFAPL 7,5 wr,
nonepeAHbLO HanoBHEHUI Ta BUnyck cepii); ENIFAPA 22,5 wr) Ta safety
wnpuy, A 3 pO3YNHHUKOM KaHmxuH 6iodPapma needle 18-gauge 5/8-inch (gns
(noni(DL-nakTna-ko- nnc., CWA ENIFTAP/L 45 mr)), sika BBaXaeTbCs
rnikonig) nonimep, N- (BignoBiganbHWiA 3a 6iNbLL AOCKOHAO 040 6e3neku
MeTW/-2-NiponifoH) nNo BUPOGHMLTBO HXX NOTOYHa ronka Magellan.
434 wmr, nopLuUeHb Wwnpuya wnpuua B); Tonmap 3MiHN BHECEHO [0 IHCTPYKUIiT Ans
B Ta nakeTtuk 3 IHK., CLLA Me[NYHOro 3acTocyBaHHsA
BOJIOrONOr/IMHAYUM (BignoBifanbHuWii 3a nikapcbKoro 3acoby Ao posgainy
areHToMm; 2 N0TOK MiCTUTb BUPOBHMLTBO "Cnoci6 3acTocyBaHHA Ta go3un"
nonepeaHbL0 HaNoOBHEHWIA wnpuua A); Tonmap 00 Npunagy 3 HOBOH FOJIKOIO;
wnpuy, b 3 nopoLlkom, IHK., CLLA 3MiHK | TUNY - 3MiHW BHECEHO [0
CTepW/ibHY TofKy Ta (BignoBiganbHuii 3a IHCTPYKLi 415 MegnyHoro
nakeTuk 3 BMPOOHNLTBO 3aCTOCYyBaHHSA NiKapcbKoro 3acoby
BOJIOrOMNOI/IMHAYUM wnpuua A, wnpuua 00 po3ainy "Mo6iyHi peakuyii”
areHToM, KOMIJ/IEKT y B, KiHLEBY ynakoBky BiANOBIAHO [0 pekomeHaauii
KapTOHHIA KopooLi Ta KOHTPO/Ib SIKOCTI) PRAC
84. ENIFAPA 7,5 NOpoLUOK AN Actennac ®apma HigepnaHan Actennac ®apma HigepnaHnamn BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/5758/01/01
Mmr NPUIOTYBaHHSA PO3UUHY tOpon B.B. Opon B.B., / CLLA marepianis: 3MiHu | TURY -
ONA NiALWKIPHYX iH'eKLA no HigepnaHamn BBEEHHSI HOBOI r0OMKM 6e3neku

7,5 Mr, KOMNAEKT MICTUTb
2 noTku: 1 NOTOK MiCTUTb
nonepegHbLO HanoBHEHUI
wnpuvy, A 3 pO3YNHHUKOM
(noni(DL-nakTna-ko-
rnikonig) nonimep, N-
MeTW-2-NipoNifoH) No
343 ™r, nopLueHs Wwnpuua
B Ta nakeTuk 3
BOJ/IOTONON/IMHAKYUM

(BignoBifanbHuii 3a
BTOPVHHY YNakoBKy
Ta BUNycK cepii);
KaHmkuH 6iodPapma
nnc., CWA
(BignoBiganbHWiA 3a
BUPOGHMLTBO
wnpuua B); Tonmap
IHk., CLLHA
(BignoBifanbHWiA 3a

Terumo (safety needle 20 gauge
5/8-inch (gns ENIFAPA 7,5 wr,
ENIFCAPA 22,5 mr) Ta safety
needle 18-gauge 5/8-inch (gns
ENIFTAP/L 45 mr)), sika BBaXaeTbcs
6iNbLL AOCKOHAO 040 Ge3nekn
HiXX NoTOYHa ronka Magellan.
3MiHN BHECEHO [0 IHCTPYKUIiT Ans
MeJNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginy
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
areHToMm; 2 10ToK MiCTUTb BMPOGHMLTBO "Cnoci6 3acTocyBaHHs Ta fo3mn"
nonepeaHbL0 HaNOBHEHWIA wnpuua A); Tonmap 00 NpUnagy 3 HOBOHO FOJIKOIO;
wnpuy, b 3 nopoLukom, IHk., CLLA 3MiHW | TUMY - 3MiHWM BHECEHO [0
CTEPWUIIbHY TONKYy Ta (BignoBiganbHWii 3a IHCTPYKLi 415 MegnyHOro
nakeTuk 3 BMPOBHNLTBO 3aCTOCYyBaHHSA MikapcbKoro 3acoby
BOJIOrOMNOr/IMHAYUM wnpuua A, wnpuua [0 posainy "Mob6iyHi peakwyii”
areHToM, KOMM/IEKT y B, KiHLEBY ynakoBKy BiANOBIAHO O pekoMeHAaL,ii
KapTOHHIA KOopoo6Li Ta KOHTPO/1b AKOCTI) PRAC
85. EH3UKC® AYO | Tabnetkn no 10 mr ta "Xemodchapm" AL Cepbis "XEMO®APM" ALl Cepbis BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/4162/01/01
TabneTku, BKpUTI marepianis: 3MiHu | TUMY - 3MiHK
NNiBKOBOK 060/10HKOID, MO ofo 6e3nekn/edekTMBHOCTI Ta
2,5 mr; Kombi-ynakoska: no thapmakoHarnsgy - OHOB/IEHHS
10 TabneTok (6inbLIOro TEeKCTYy MapKyBaHHS ynakoBK/
po3mipy) no 10 mr ta 5 NiKapcbKoro 3acoby 3 BHECEHHAM
TabneTok, BKpUTHX iHchopmawii LWoao 3a3HaveHHs
NMiBKOBOK 060/IOHKOIO, OfMHULIb BUMIPIOBAHHS Yy CMCTEMI
(MeHLuoro posmipy) no 2,5 Sl. BHeceHHs 3MiH 0 po3ainy
Mry 6nictepi; no 3 «MapkyBaHHs» MKA N13;
6nicTepun y KapTOHHIl 3anponoHoBaHo: MapKyBaHHs.
Kopobui 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAXKEHHS
86. EH3UKC® AYO | Tabnetkn no 20 Mr Ta "Xemodchapm" AL Cepbis "XEMO®APM" ALl Cepbis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/4162/01/02
POPTE TabneTku, BKpUTI marepianis: 3MiHU | TUMY - 3MiHK
NNiBKOBOK 060/10HKOID, MO ofo 6e3snekn/edpekTMBHOCTI Ta
2,5 mr; Kombi-ynakoska: no thapmakoHarnsgy - OHOBfIEHHS
10 TabneTok (6inbLIOro TEKCTY MapKyBaHHS YNakoBKu
po3mipy) 20 mr Ta 5 NiKapcbKoro 3acoby 3 BHECEHHAM
TabneTok, BKpUTUX iHchopmawii Lwoao 3a3HaveHHs
NMiBKOBOK 06G0/OHKOIO, OfIMHULIb BUMIPIOBAHHS y CMCTEMI
(mMeHLuoro posmipy) no 2,5 Sl. BHeceHHs 3MiH 0 po3ainy
Mry 6nictepi; no 3 «MapkyBaHHs» MKA N13;
6nicTepy y KapTOHHii 3anponoHoBaHo: MapKyBaHHS.
Kopo6Li 3rigHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHs1. BBeeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS
87. EMINENTAN® Tabnetkn no 50 wmr, no 10 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6296/01/02

TabneTtok y 6nictepi; no 3
6nicTepun y nauui 3
KapTOHY

martepianis: 3miHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
3asBHUKa (BNacHuka
peecTpavLiiHoro NocBigYEHHS) -
3MiHa HallMeHyBaHHs Ta agpecu
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Bupo6HuK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

Ne Hassa
n/n JliKapcbK020
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

3asiBHUKa (BI'IaCHVIKa

nocsio4YeHHs

AT "dapmak"

YkpaiHa

peecTpauiiiHoro NocBigYeHHS)
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJIIO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK cepilf) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHW BHECEHI B
IHCTPYKLilO 415 MeanyHOro
3acTocyBaHHs /13 y p. "BUPO6HUMK",
"MicLe3HaxomkeHHs BUPOGHMKa
Ta lioro agpeca micus
NpoBaKEHHS AiNIbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHS. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS. OHOB/MIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHthopmawii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-tu
MicALiB Nicsa 3aTBepAKeHHs
BHECEHHS 3MiH 40 peecTpalinHmx

3a peyernmom

UA/6296/01/03

88. ENINENTAN®

Tabnetku no 100 mr, no 10
Tabnetok y 6nictepi; no 3
6nictepun y nayui 3
KapToHy

AT "dapmak”

Ykpaina

marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu

3asiBHUKa (Bl'IaCHVIKa
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3asiBHUK

KpaiHa
3asiBHUKa

KpaiHa

Bupo6HuK
BUPOGHUKa

PeecmpayjiliHa npoyedypa Ymosu
Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

peecTpaLiiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHs Ta afpecu

3asBHMKa (BNacHvka

AT "®dapmak”

YKpaiHa

AT "®apmak”

peecTpauiiiHoro NocBig4YeHHs)
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAKOUM
BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BMpOOHULTBA. 3MiHW BHECEHI B
IHCTPYKLi0 ANa MeguyHoro
3actocyBaHHs /13 y p. "BUpo6HuK",
"Micue3HaxokeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBoK. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHeceHHs 3MiH f0 po3giny
«MapkyBaHHsA» MKA /13
3arsepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS. 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
00 3a3HaYEHHS OAVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsAILiB Nic/a 3aTBepAKEHHSs
BHECEHHS 3MiH j0 peecTpaLiinHmx

YkpaiHa
marepianis: 3MiHu | TURY -

AAMiHICTpaTVBHI 3MiHW. 3MiHa

3a peyenmom

UA/6296/01/01

89.

Tabnetkn no 25 mr, no 10

ENINENTAN®
Tabnetok y 6nictepi; no 3

6nicTepun y nayui 3
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3asiBHUK

KpaiHa
3asiBHUKa

KpaiHa

Bupo6HuK
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu

Bionycky peecmpayiliHo2o
nocsio4yeHHs

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

HalilMeHyBaHHs Ta/abo agpecu

peecTpavLiiHoro NocBigYeHHs) -

3asBHUKa (B}'IaCHI/IKa

KapToHy

AnsoreH ®apma

Pemegika /it

Bonrapis

99

3MiHa HalilMeHyBaHHS Ta agpecu

3anBHUKA (B1acHMKa
peecTpavuiiiHoro NocBigYeHHs!)
BBegeHHs 3MiH npoTsarom 6-Tv
MiCAILiB NicNs 3aTBEPKEHHS;
3MiHW | TNy - AAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHSA AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOoBeAEHHS KOHTPOJO AKOCTI.
(aisnbHICTb, 3a SAKy Bignosifae
BMPOGHUK/IMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM micusa
BMPO6HMLTBA. 3MiHM BHECEHI B
IHCTPYKLi0 ANA MeguyHoro
3actocyBaHHs /13 'y p. "BUpOOHMK",
"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micugs
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY

OO 3a3HAYEHHST OAVHNLb
BVIMIipIOBaHHSA y cuctemi Sl.

MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NiKapCbKoro
3aco0by 3 BHeCeHHsM iHdhopMaii

BBeneHHs 3MiH NpoTAroM 6-Tu

Kinp

MicsiLiB Nicns 3aTBEPAYKEHHS
BHECEHHS 3MiH [0 peeCTpaLiiHNX 3a peyenmom

UA/18180/01/02

TabneTkn, BKPUTI

90. EPIOTUHIB



n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ANBOIrEH

NAiBKOBOK 060J1I0HKOLO, MO
150 wr; no 10 TabneTok y
6nicTepi, no 3 6nictepn y
KapTOHHIM navi

TpeliguHr FOpon
OTOB

marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpasuTu
TEXHiYHY NOMWJIKY B po3aini 1.
HA3BA JTIIKAPCbKOIO 3ACOBY
TEKCTY MapKyBaHHS 30BHILLIHbOI
YMakoBKM NiKapCbKoro 3acoby;
3anponoHoBaHo: "EpPNOTUHIO
AnBoreH epnoTuHi6 150 mr 150
mg". 3a3HayeHe BUMNpPaB/IEHHA
Bignosigae marepianam
peecTpaviiiHoro Aocke

91.

EBPOLIE®TA3

MOPOLLIOK A8 iH'eKUii; 1
(h/1aKoH 3 NOPOLLKOM B
KOpo6Li 3 KApTOHY

€BPO NANPKEP
MPAMBIT NIMITEL

IHais

Csicc MapeHTepan3
nra.

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH
00 po3ainy «MapkyBaHHA» MKA
n3
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBku
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyernmom

UA/12595/01/01

92,

SUTUTA®

TabneTku no 250 mr; no
120 TabneTok y hakoHi;
no 1 donakoHy B KapTOHHIi
Kopoo6Ui

TOB "[>XOHCOH i
JPKOHCOH YKpaiHa"

YKpaiHa

Brpo6HMUTBO
Hepo3acosaHoro
npoaykTy, NepBrHHa
ynakoBka: NareoH
IHK., KaHaga;
BTopuHHa ynakoBska,
BUNYCK cepil:
AHccen-Cinar
C.n.A,, ITanis

KaHapa/
ITanis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3miHu | Tuny -
BW/TYYEHHS 3 peecTpavLinHnx
marepianax gocbe (A®l-yactuHu
[ocbe) iHdhopmauii Wwoao
BMPOGHNYOI AiNIbHNL aKTUBHOI
cybcTaHuii AbipaTepoHy aueTary
— Alcami Wisconsin Corporation,
W130 N10497, Washington Drive,
Germantown, WI 53022, USA,;
Alcami Wisconsin Corporation,
W132 N10550, Grant Drive,
Germantown, WI 53022, USA,;
Micron Technologies, Inc., 333
Phoenixville Pike, Malvern, PA
19355, USA Geneva Laboratories,
Inc., 1001 Proctor Dr., Elkhorn, WI
53121-0140, USA (3annwmBcs
3aTBEpMAKEHUIA BUPOGHMK Janssen
Pharmaceutica NV, Belgium);
3MiHM | TUNY - BHECEHHS 3MiH A0

3a peyenmom

UA/14061/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peecTpauiiHux MaTepiasiax JOCbeE,
a came JofaBaHHSA
PYHKLiOHaIbHOT BTOPUHHOT
YMakoBKU 7151 aKTUBHOI Cy6CcTaHUil
— aJIlOMIHIEBUIA NakeT, sIK HaCNifoK
OHOB/EHHA p. 3.2.S.6, 3.2.S5.2.4,
3.2.S.7 3 BK/IIOYEHHAM iHdhopMmauii
npo Ut PYHKLiOHa/IbHY BTOPUHHY
yNakoBKy; 3MiHU | TUMY - 3MiHK
TecTy B NpoLieci BUPO6HMLTBA, WO
3aCTOCOBYETHLCS NPV BUrOTOB/IEHHI
aKTMBHOI pevyoBMHN ABipaTepoHy
auerary, a came A0AaBaHHSA
enoKcuaiB B AKOCTI KPUTUHHUX
[OOMILLIOK, SIK HAC/iOK OHOB/EHHSA
p. 3.2.S.2.4. KOHTPO/Ib KPUTUYHUX
Ta NpoMiXHUX cTagid Ta 3.2.5.4.4.
AHanisu cepiit; 3miHm | Tuny -
3MiHa YMOB 36€epiraHHs akTUBHOT
cybcTaHuil AGipaTepoHy auerarty,
a came fofasaHHs iHdopmadii
«TpyMayiTe MILLIOK LLi/TbHO
3aKpUTUM Y KapTOHHOMY BapabaHi
(ansa 3axucTy Bif KUCHIO Ta
CBiT/1a)» Ta NO3HAYEHHS YMOBH
36epiraHHs «He 36epiratu npu
Temneparypi suwe 30 0C»

93.

30BIPAKC
iNge}

KpeMm; no 2 r kpemy y Ty6i;
no 1 Ty6i y KapTOHHIiA
Kopoo6ui

nakcoCmiTKnsiiH
KoHcblomep Xernckep
(FOK) Tpewnginr
Nimiteq

Benuka
BputaHis

nakco OnepeliHe
HOK NimiTep,

Benuka
BpuTaHis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

6e3 peyenma

UA/14784/01/01
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Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu
BUPOGHUKa Bionycky

3asiBHUK
3asiBHUKa

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

Hassa
JliKapcbKo20
3acoby

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsag:
MponoHoBaHa pepakuis — Ap.
Vienc-Ynbpix LUTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANoBiAa/IbHOT 3a
thapmakoHarnag. 3miHa Homepy
Ta MiCLie3HaxoKeHHs1 MacTep-
dpaiina
BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro
3ac006y (36inbLIEeHHS TEPMiIHY
NpVUAATHOCTI FOTOBOTO NiKaPCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - 36i/bLIeHHS
TepMiHy NpuaaTHOCTI FOTOBOro
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabinbHOCTI y peaslbHOMY Yaci:
3arBepakeHo: TepMiH
NpUAATHOCTI 2 POKK
3anponoHoBaHo: TepMiH
npuaaTHocTi 3 pokn BeeaeHHA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
BHECEHHS 3MiH 0 peecTpavinHmx

n/n

Ykpaina AT "Nly6Hncpapm" YkpaiHa 3a peyenmom UA/6301/01/01

Tabnetku no 7,5 mr no 10 AT "ly6Hncpapm"

TabneTtok y 6nictepi; no
1,2 a6o 3 6nicTepu y naywi

94. 30MNIKNOoH

6e3 peyenma UA/11677/01/02

Ykpaina

YKpaiHa

BCi cTagii

martepianis: 3miHu | Tuny -

95.

IBYNMPO®EH-
3400POB’A

Kancynu no 400 mr, no 10
Kancyn y 6nictepi; no 1
abo 2 6nictepn B KOPOOLI

ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®apmavueBTnyHa
KoMnaHis "3g0pos'a”

BUPOOHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHo

KOMMaHis
"3p0poB'a”,

YKpaiHa;

BCi cTagii
BMPOGHMLITBA,

ToBapucTso 3

Bif4NoBiAaNbHICTIO
"®apmaueBTnyHa

KOHTPO/1b SAKOCTI:

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AinbHULI BUNycKy cepii abo micue
NpoBefEeHHSA KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMNOpTEp, He
BK/IO4AI0UM BUMYCK Cepiid) -
YTOUYHEHHS afpecyt BUPOBHMKa
'N3 ToBapucTBO 3 06MEXEHOID
BignosiganbHicTio "®PAPMEKC

FPYIM", YkpaiHa, 6e3 3MiH1 Micus

06MEXEHO
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BiANOBIAA/IbHICTIO BMPOGHULITBA
"®APMEKC I'PYM",
YKpaiHa
96. IBYMPO®EH- kancynv no 200 mr no 10 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/11677/01/01
3400POB’A Kancyn y 6nictepi; no 1 06MeXeHo BUPOOHMLTBA, mMartepianis: 3miHu | Tuny -
ab6o 2 6nicTepn B KOPOOLL BigNOBiga/IbHICTIO KOHTPO/b SIKOCTI, AAMIHICTpaTMBHI 3MiHN. 3MiHa
"®apmaveBTUyHa BWMNYCK Cepil: HalilMeHyBaHHs Ta/abo agpecu
KoMnaHisa "3go0pos'a” ToBapucTBO 3 MicUs NPOBaMKEHHS AiSNIbHOCTI
06MeXeHo BMPOGHMKa/iMnopTepa rotoBoro
BiANOBIAA/LHICTIO nikapcbKoro 3acoby, BKIOYAK4N
"PapMaueBTNYHA AinbHULI BUNYycKy cepii abo micue
KOMMNaHis NpoBefEeHHSA KOHTPOJIHO SKOCTI.
"3popos's”, (misnbHicTb, 3a AKy Bignosigae
YKpaiHa; BUPOGHMK/IMNOpTEp, He
BCi cTagii BK/IO4AI0UM BUMYCK CEpild) -
BUPOGHMLITBA, YTOUYHEHHS afpecyt BUPOBHMKa
KOHTPO/b AKOCTI: 'N3 ToBapucTBO 3 06MEXEHOID
ToBapucTso 3 BignosiganbHicTio "®PAPMEKC
0bMexeHot FPYM", YkpaiHa, 6e3 3MiHn Micus
BiANOBIAANILHICTIO BMpPOOHULTBA
"®APMEKC rPym",
YKpaiHa
97. IMYHO-TOH® cupon no 100 mn y 6aHL; MAT "Tanuucpapm” Ykpaina MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2179/01/01
no 1 6aHui y nayui; no 100 mMarepianis: 3mMiHu | TMny - 3MiHN 3
M abo 200 MmNy ¢hriakoHi; AkocTi. APl Cuctema
no 1 cpnakoHy y nauwi KOHTeliHep/3aKynoptoBasbHWi
3aci6. 3miHa y 6e3nocepegHiii
ynakoBLi A®| - BHECEHHS 3MiH 10
marepianis peecTpauiiiHoro Aocke
'N3 IMyHO-TOH®, cupon, a came
YTOYHEHHSA onucy ynakosku A®I
3Bipo6oto HacTolika (cybcTaHList),
6e3 3a3HayYeHHs KOHKPETHOT
KiNIbKOCTi cy6CTaHLii y 60ukax
noniMmepHux. 3anponoHoBaHo: B
60ukax noniMepHux. Ha 6ouky
HakNerTb eTUKETKY
98. IMYHO-TOH® cupon in bulk: no 100 mn'y MAT "Fanuudpapm" YkpaiHa MAT "Tannuchapm” YkpaiHa BHECEHHS 3MiH 1O peecTpaviiHnx - UA/9511/01/01

6aHLi; no 48 6aHOK y
KOpO6i KapTOHHOMY; in
bulk: no 200 mn y
conakoHi; no 30 chriakoHiB
Y KOpo6i KapTOHHOMY

MaTepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. A®l. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa y 6e3nocepegHii
ynakoBLi A®| - BHECEHHS 3MiH 0
marepianis peecTpauiiiHoro AockLE
N3 IMyHO-TOH®, cupon, a came
YTOYHEHHSA onucy ynakosku A®I
3Bipo60t0 HacTolika (CybcTaHLuis),
6€e3 3a3Ha4YeHHs1 KOHKPETHOI
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KiNIbKOCTi cy6CTaHLii y 604kax
nonimepHux. 3anponoHoBaHo: B
604kax nonimepHux. Ha 6ouky
HakNeTb ETUKETKY
99. NOAOMAPUH® | TabneTku no 100 MKr no BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI AT, HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/0156/01/01

100

50 a6o no 100 TabneTok y
chnakoHi; no 1 conakoHy B
KapTOHHIA KOopoo6Li

HimeuunHa
(BMpPOGHMLTBO “in
bulk”, KOHTpONb
cepiii); BEP/IH-
XEMI AT,
HimeuyunHa
(KOHTpO/b Ta BUMYCK
cepiid); MeHapiHi-
®oH XeipgeH Mv6X,
HimeuunHa
(BupobHUUTBO “in
bulk”, nakyBaHHA Ta
KOHTPO/Ib Cepiid)

marepianis: 3MiHu | TUny - 3MiHN 3
sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
3MiHV Y BUPOOHULTBI — BBEAEHHSA
[,04aTKOBOro po3mipy cepii 450,8
Kr [0 3aTBEPKEHOr0 PO3MIpy —
322 Kr, Ana BUPOOGHWNYOI AiNbHUL
Berlin-Chemie, BignosiganbHoi 3a
BMPO6HMLTBO “in bulk"; 3MiHn |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOOHULITBI — HE3HAYHI 3MiHW Y
npoueci BUpoGHULITBA, a came y
po3gini 3.2.P.3.2. Cknag, Ha cepito
3a3HavaETbCa cknag 4BOX
nigcepiii rpaHynATy, Wo
NpY3BOAUTL [0 OHOBJIEHHS
po3ginis 3.2.P.3.3. Ta 3.2.P.3.5.
JoaatkoBo BHOCATLCS
peaakTopeChbKi 3MiHW y po3ain
3.2.P.3.5; 3miHu | Tuny: 3miHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby- He3HayHa 3MiHa y
3aTBepAXeHOMY MeTofi
BunNpobysaHHA 13 3a
nokasHukom «OAHOPIAHICTb
[1030BaHNX OAMHNLb» 30Kpema y
npo6oniaroToBsLi BUNPo6yBaHOro
pO34KHy BBeAeHHSA 3MiH NpOTArom
6-TN MicALIB NicNA 3aTBEPKEHHS;
3MiHn | TURNY: 3MiHK 3 AKOCTi —
He3HauHa 3MiHa y 3aTBepKeHoOMy
mMeToAi BunpobysaHHs /13 3a
NMOKa3HWKOM «PO3UYMHEHHSA» ON1A
BMNPO6YyBaHHA Ha CTabiNbHICTb
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHu | TUNY: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3aco6y — BUyYEHHS 3 po3giny
3.2.P.5.2. AHaniTu4Hi MeToamku,
meTtog ACC ans igeHTudikawii
AdIl, ans ineHTndikauii A®I B M3
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3acTocoByeTbCA MeTod BEPX

BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TURY: 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/moHorpadii -
nogaHHsa oHosneHoro CEP Ne R1-
CEP 2007-337-Rev 01 ans A®|
Kanito ioanay Big, xe
3aTBEPKEHOro BUPO6HMKa Merck
KGaA (3atBepgxeHo: Ne R1-CEP
2007-337-Rev 00); 3miHn | Tny:
3MiHM 3 AKOCTi — NOAAHHSA
oHossieHoro CEP Ne R1-CEP
2007-337-Rev 02 ana A®l kanito
noomay Bif xe 3aTBEPAKEHOrO
BMpo6HMKa Merck KGaA
(3arBepoxeHo: Ne R1-CEP 2007-
337-Rev 01); 3miHu | Trny: 3miHn
3 akocTi. CepTudpikar
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/moHorpadii —
nogaHHsa oHosneHoro CEP Ne R1-
CEP 2003-172 Rev 02 gns
XenaTuHy Bif 3aTBep)KeHoro
BMpobHuka Gelita Group,
Germany
(3atBeppxeHo: CEP Ne R1-CEP
2003-172 Rev 01); 3minu Il Tuny:
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbknii 3aci6 - po3LIMPEHHS
Mexi y cneumdikauii M3 Ha
BWMYCK Ta HA TEPMBH NPUAATHOMTI
3a NoKasHMKoM «CTilikicTb A0
po3faBsoBaHHs» 3aTBEPKEHO:
Big 30 oo 90 H.
3anponoHosaHo: Big 30 go 110 H.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS.
3miHu |l TMRYy: 3MiHK 3 AKOCTi.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3aco0y - PO3LUMPEHHS MeXi y
crneundikavii 13 Ha BUNYCK Ta Ha
TEepMiH NpMAAaTHOCTI 3a
NOKa3HUKOM «Yac po3nafgaHHsa».
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHoBaHO: He GiflbLue HiXX
15 xB. BBefieHHs 3MiH NpOTArom 6-
TN MicsiLiB nicns 3aTBeppKEHHS

100.

MNOAOMAPNH®
200

TabneTku no 200 MKr, No
10 Tabnetok y 6nicTepi 3
namiHoBaHOT asltoMiHIEBOT
oIy Ta XOpCTKOT
/1IOMIHIEBOI pOsbrn; no 5
6nicTepiB y KapTOHHIi
Kopo6Li; no 25 TabneTok y
6nicTepi 3 XXOPCTKOI
NONIBIHIIXTOPUAHOI NAIBKM
Ta XOPCTKOT atoMiHIEBOT
donbru, no 2 6nictepn B
KapTOHHI/ Kopoo6Li

BEPNIH-XEMI Al

HimeuunHa

BEPNIH-XEMI AT,
HimeuyunHa
(BUpOGHMLTBO "in
bulk", koHTposb
cepiii); BEP/IH-
XEMI AT,
Himeuunna
(nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid); MeHapiHi-
®oH XeipgeH Mv6X,
HimeuunHa
(BpOGHMLTBO "in
bulk", nakyBaHHsA Ta
KOHTPO/Ib Cepiid)

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
BBE/EHHSA AOAATKOBOrO PO3Mipy
cepii 450,8 kr 4o 3aTBEPAKEHOIO
po3mipy — 322 kr, 4151 BUPOOHUYOT
AinbHuui Berlin-Chemie,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
"in bulk"; 3miHW | TUNY - HE3HAYHI
3MiHM y npoueci BUpobHMLTBa, a
came y po3gini 3.2.P.3.2. Cknap,
Ha cepilo 3a3Ha4YaEeTbCAa cknas
[ABOX NiAcepii rpaHynATy, LWo
NpV3BOANTL [0 OHOBJ/IEHHSA
po3ainis 3.2.P.3.3. Ta 3.2.P.3.5;;
3MiHM | TUNY - He3Ha4Ha 3MiHa y
3aTBepAKeHoOMy MeTogi
BUNpobyBaHHs 13 3a
NnokasHUKom «OAHOPIAHICTb
[1030BaHNX OAVHNLIb» 30Kpema y
npo6oniAroToBLi BUNPobyBaHOro
PO34MHY; 3MiHU | TUMY - HE3HAYHA
3MiHa y 3aTBEpAKEHOMY MeTog|
BUNpo6yBaHHs 13 3a
NMOKa3HWKOM «PO3UYMHEHHSA» O11A
BMNPOGYBaHHSA Ha CTaBINbHICTb;
3MiHK | TUMY - BUNYyYEHHS 3
po3giny 3.2.P.5.2. AHaniTnuHi
MeToguku, metog ACC ans
iaeHTudikauii A®l, ana
ineHTudikauii A®l B 'N3
3acTocoByeTbcA MmeTo BEPX;
3MiHM | TUNY - NoAaHHs
oHosneHoro CEP Ne R1-CEP
2007-337-Rev 01 ana Adl kanito
noamay Bif xe 3aTBEPAKEHOrO
BMpo6Huka Merck KGaA; 3minm |
My - NogaHHA oHossieHoro CEP
Ne R1-CEP 2007-337-Rev 02 ans
A®I kanito noanay Bif xe
3aTBepXeHoro BupobHunka Merck
KGaA,; 3miHu | Tvny - nogaHHsa
oHosneHoro CEP Ne R1-CEP
2003-172 Rev 02 gnsa xenatuHy
Bif, 3aTBEPAXEHOr0 BUPOGHMKA
Gelita Group, Germany

bes peyenma

UA/0156/01/02

101.

KANEHAYNAN

HacToiika no 20 mn a6o no

MpAT

YKpaiHa

MpAT

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHNX

6e3 peyenma

UA/7242/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HACTOWKA 25 mn, a6o no 40 mn, abo dapmaveBTnyHa dapmaneBTMYHA marepianis: 3miHu | TNy - 3miHn

no 50 mn y dhnakoHax
YKYNopeHux npobkammn Ta
Kpuwkamu abo npobkamm-
KpanenbHULAMN Ta
Kpuwkamm; no 20 mn abo
no 25 mn y cpnakoHi,
YKynopeHoMy npo6Koto-
KpanenbHULE Ta
KpyLLKamm, y nadui; no 40
M1 abo no 50 mny
hakoHi, yKynopeHomy
NPO6KOI-KpanenbHULE
Ta KpULLKOK abo NpobKoto
i KpULLIKOIO, y nayui

thabpuka "Biona"

thabpuka "Biona"

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
3MiHV BHECEHI B TEKCT
MapKyBaHHS YNakoBOK NikapCbKoro
3aco6y (n.17) Woa0 HaHeCeHHs
TOProBoi Mapku. BBegeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHSA. 3MiHM | Tvny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6. 3miHa dhopMu abo po3mipy
KOHTeliHepa un
3aKynopHBa/IbHOIO 3acoby
(NepBWHHOI ynakoBKu)
(HecTepunbHi Nikapcbki 3acobu)
- BBEJEHHS 0AATKOBUX YNaKoBOK
no 20 mn, no 25 mn, no 40 mn Ta
no 50 Mn y dpnakoHax 3 cksiomacu
mapkm OC (®B-30-18; ®B-50-18),
YKynopeHux npobkamu-
KpanenbHuuamy 3 LDPE (2.2.E) Ta
kpywkamu (1.4 K) y nayui Ta 6e3
nayku, 3 BignoBigHMMM 3MiHaMKn [0
p. «YnakoBka». 3MiHM SIKICHOro Ta
KiNbKICHOTO ckagy nakyBaslbHOro
mMarepiany He Big6ynocb. 3miHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHNX
MeToAax BUNPobyBaHHS) -
BHECEHHS 3MiHM Ao MeTopis
KOHTPOJII0 SIKOCTi JliKapCbKOro
3acoby n. «06’em BMICTY
ynakoBku» (419 dpnakoHis no 40
M Ta no 50 M1 IPONOHYETLCA
3MEHLLUEHHS KiJIbKOCTi 3paskiB,
06’em AKMX BU3Ha4aeTbCs, A0 1
chnakoHy). 3MiHN BHECEHI B pO3fin
"Ynakoska" (BBeLEHHS
[0[AaTKOBUX YNakoBOK) B
IHCTPYKLil0 415 MeanyHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby, SK HacnigokK -
3aTBEPMAKEHHS TEKCTY
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MapKyBaHHS 40AATKOBMX YNaKoBOK
niKapcbKoro 3acoby.
102. | KANNIbUUKEP cycneHsisi opasnibHa no 120 €BPO NAVNDKEP IHais IHooko Pemegic IHais BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/2515/01/01
My dhnakoHi; no 1 MPABIT NIMITEL, Niviten marepianis: 3MiHu | TUMY - 3MiHK
donakoHy pa3om 3 MipHO Lofo 6e3nekun/edekTMBHOCTI Ta
TIOXKOH Y KaPTOHHIM thapmakoHarnsgy - OHOB/IEHHS
ynakoBLi TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS
103. | KBETUPOH 100 | TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/8372/01/02
NNiBKOBOK 060/I0HKOO MO YKPAIHA" mMartepianis: 3miHu | TUny - 3MiHn

100 wmr; no 10 TabneTok y
6nictepi; no 1, 3 abo 6
6nicTepiB B KAPTOHHiIl
QECI]

LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKiil xapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLIi A51A
MeZIMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMx/6ionoai6HN
X nikapcbknx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedoepeHTHUIA npenapar (3MiHa He
noTpebye HafaHHs XXOAHUX HOBUX
[04aTKOBUX AaHWX) 3MiHN BHECEHI
[0 IHCTPYKUIT A48 Mean4Horo
3aCTOCYyBaHHS MiKapcbKoro 3acoby
y po3ainu "®apmakonorivHi
BnactmsocTi”, "Moka3aHHsA"
(yTouHeHHs iHchopMmauii),
"B3aemopis 3 iHLIMMKN NiKapCbKUMu
3acobamu Ta iHWi BUan
B3aemogiin”, "OcobnmBocCTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaaro”, "3aaTtHicTb BNAMBATU Ha
LUBUAKICTb peakLii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMKN
mexaHizmamu”, "Cnoci6
3acToCyBaHHA Ta f03un"
(yTOouHEHHs iHchbopmawii),
"Mepepo3yBaHHs", "Mo6IYHI
peaxuii” 3rigHo 3 iHchopmauieto
{00 MEAMYHOrO 3aCTOCYBaHHS
pedyepeHTHOro /ikapcbKoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YKpaiHi He 3apeecTpoBaHuif).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

104.

KBETUPOH 200

TabneTku, BKpUTI
NMiBKOBOK 060M0HKOI NO
200 wmr; no 10 TabneTok y
6nictepi; no 1, 3 a6o 6
6nicTepiB B KAPTOHHiIl
ECIT]

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeANYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHux/6ionoaioHM
X niKapcbknx 3aco6iB nicns
BHECEHHA TiEl caMoi 3MiHM Ha
pethepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XOAHUX HOBUX
[04aTKOBUX AaHuX) 3MiHU BHECEHI
[0 IHCTPYKUIT A48 Mean4Horo
3aCTOCYyBaHHS NiKapcbKoro 3acoby
y po3ainu "®apmakonorivHi
BnactmsocTi”, "MokazaHHsA"
(yTO4YHEHHs iHchopmawii),
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3acobamu Ta iHWi BUAn
B3aemogiin", "OcobamBoCTi
3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyaaro”, "3aatHicTb BIIMBATU HA
LIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMKN
mexaHizmamu”, "Cnoci6
3aCToCyBaHHA Ta fo3n"
(yTOouHEeHHs iHchopmawii),
"Mepepo3yBaHHs", "Mo6IYHI
peaxuii” 3rigHo 3 iHchopmauieto
{00 MELMYHOrO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YKpaiHi He 3apeecTpoBaHuif).

3a peyernmom

UA/8372/01/03

105.

KBETUPOH 25

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOI0 MO
25 mr; no 30 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIM nayui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi AN
MeAMNYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpuaHVx/6ionoai6HN
X NiKkapcbkux 3acobis nics
BHECEHHS TiEl caMoi 3MiHM Ha
pediepeHTHUIA npenapar (3miHa He

3a peyenmom

UA/8372/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noTpebye HafaHHs XOAHNX HOBUX
[04aTKOBUX AaHuX) 3MiHU BHECEHI
[0 IHCTPYKUIT A4N18 Mean4Horo
3aCTOCYyBaHHS iKapcbKoro 3acoby
y po3ainu "®apmakonorivHi
BnactmsocTi”, "MokasaHHsA"
(yTO4HEHHs iHchopmawii),
"B3aemogis 3 iHWMMKW NiKapCbKUMu
3acobamu Ta iHWi BUan
B3aemogiin", "OcobnmBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rofyBaHHsA
rpyaaro”, "3aartHicTb BIIMBATU HA
LIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMKN
mexaHizmamu”, "Cnoci6
3aCcToCyBaHHA Ta f03un"
(yTOouHEeHHs iHchopmauii),
"Mepepo3yBaHHs", "Mo6IYHI
peaxuii” 3rigHo 3 iHchopmauieto
{00 MELMYHOrO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro
3acoby (Seroquel film-coated
tablets 25 mg, 100 mg, 200 mg, B
YKpaiHi He 3apeecTpoBaHuif).

106.

KETUNENT®

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
25 mr no 30 a6o 60
TabneTtok y donakoHi; no 1
h1aKkoHy Y KapTOHHI
ynakosLi; no 10 TabneTok
y 6nicTepi, no 3 abo 6
6nicTepiB y KapTOHHIi
ynakoBLi

3AT dapmaLeBTUYHWIA
3asog ElIC

YropumHa

3AT
dapmaueBTUYHN
3aBog ErC

YropLmHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO [0 iHCTPYKLi AN
MEJMNYHOr0 3aCTOCYBaHHS Yy
po3ginu y po3ginun: "OcobmBocTi
3actocyBaHHsa", "lNepeno3yBaHHA"
(yTouHeHHs iHdopMmadii), "MobiyHi
peakuii" 3rigHo 3 iHdhopmaujiero
00 MEAMYHOIO 3aCTOCyBaHHS
pedrepeHTHOro iKkapcbKoro
3acoby (Seroquel, film-coated
tablets, He 3apeecTpoBaHwuii B
YKpaiHi). BBeeHHs 3MiH NpoTArom
6-T MiCALIB MiCNA 3aTBEPMAKEHHS

3a peyenmom

UA/8157/01/01

107.

KETUNENT®

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
100 mr no 30 a6o 60
Tabnetok y ¢pnakoHi; no 1
(h/1aKOHY Y KapTOHHilA
ynakoBLi; no 10 TabneTok
y 6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHIi
ynakoBLi

3AT dapmaueBTUUHNI
3aBof EliC

YropumHa

3AT
dapmaLleBTUYHNI
3aBog ElIC

YropumHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURy - 3MiHK
BHECEHO [0 IHCTPYKLi AN
MeAMYHOr0 3aCTOCYBaHHSA y
po3ainu y po3ainu: "OcobmBocTi
3acTocyBaHHsA", "MNepeno3yBaHHA"
(yTouHeHHs iHchopmalii), "Mo6iyHi
peakuii 3rigHo 3 iHchopmauieto
010 MESMYHOIO 3aCTOCYBaHHSA

3a peyernmom

UA/8157/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

pedhepeHTHOro nikapcbkoro
3acoby (Seroquel, film-coated
tablets, He 3apeecTpoBaHuii B
YkpaiHi). BBegeHHs 3MiH MpoTArom
6-TW MicALiB Nicna 3aTBEPAKEHHS

108.

KETUNENT®

TabneTtku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
200 mr no 30 a6o 60
TabneTtok y gonakoHi; no 1
h1aKkoHy Y KapTOHHIiA
ynakoBLi; no 10 TabneTok
y 6nicTepi, no 3 abo 6
6nicTepiB y KAPTOHHIi
ynakoBLii

3AT dapmaueBTUUHUI
3aBof EliC

YroplmHa

3AT
dapmauleBTUYHNI
3aBog ElC

YropumHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO [0 iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHS Y
po3ginu y posginu: "OcobnmnBocCTi
3actocyBaHHs", "lMepeno3yBaHHA"
(yTouHeHHs indpopmalii), "MobiyHi
peakuii" 3rigHo 3 iHhopmaljieto
00 MEAMYHOIO 3aCTOCYyBaHHS
pedepeHTHOr 0 /likapCbKoro
3acoby (Seroquel, film-coated
tablets, He 3apeecTpoBaHuii B
YkpaiHi). BBegeHHA 3MiH MpoTArom
6-T MicALIB MiC/1A 3aTBEPMAXKEHHS

3a peyenmom

UA/8157/01/03

109.

KETO3OPA/I®-
JOAPHULA

LwamnyHb, 20 mr/r no 60 r
a60 no 100 r y dhnakoHi;
no 1 cpnakoHy y navwi

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy - 3amiHa
po3giny «IpaciuHe odhopmaIeHHS
ynakoBkn» Ha «MapKyBaHHA» B
3arBepaxeHnx MKA N13.
3anponoHoBaHo: MAPKYBAHHA.
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS.
OHOB/EHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao
3a3Ha4YeHHs 0AnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH: MPOTArOM
6-T MicALIB MiCNA 3aTBEPMAXKEHHS
3MiH

6e3 peyenma

UA/8226/02/01

110.

KNOBENT®

Kpem, 0,5 mr/r,no 25ry
Ty6i; no 1 Ty6i B KAPTOHHIN
Kopoo6Li

TOB "bayw Xenc"

YkpaiHa

dapmzaBopg Enbda
AT.

Monblya

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXKEHOT 0CO6MU,

3a peyenmom

UA/3512/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
MponoHoBaHa pepakuis: BapmiHa
[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapMakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemu
dhapmakoHarnsgy

111.

KO®EIH-
BEH30AT
HATPIIO-
OAPHNLA

pO34uH AN iH'ekuiid, 100
mr/mn, no 1 ma B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi
(kaceTi); No 2 KOHTYpHI
YapyHKOBI YNakoBKu
(kaceTu) B nauuj

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"®apmMaueBTNYHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -

3amiHa po3sginy «IpadiuHe
0hOPMNEHHS YNaKOBKV» Ha

«MapKyBaHHs» B 3aTBEPIXEHNX

MK$A 13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo ao
3aTBEPLKEHOr0 TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/7534/01/01

112.

KPOMO®APM®

Kpanni o4Hi 2 %, no 10 mn
y thnakoHi, no 1 donakoHy
y nayui 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa
peecTpavuiiiHoro noceig4yeHHs)
3MiHa Ha3BW Ta afpecu 3asBHUKA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MICALIB MiCNA 3aTBEPKEHHS. *
3MiHK | TMny - AgMiHICTpaTuBHI

3a peyernmom

UA/0885/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BKKOYAKOUM
BWMYCK Cepii) 3MiHa Ha3BMU |
aapecy BupobHuka Ma3.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPIPKEHHS.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
3amiHa po3giny "MapkyBaHHs.
Bignosigae HagaHoMy TEKCTY
MapKyBaHHA" Ha po3gin
"MapkyBaHHs. 3rigHO
3aTBEPKEHOr0 TEKCTY
MapKyBaHHA". BBefjeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHSA

113.

KCENOJA®

TabneTkn, BKpUTI
NMiBKOBOK 060M0OHKOI0, MO
150 wmr, no 10 TabneTok y
6nictepi, no 6 6nicTepis y
KapTOHHI ynakoBL,i

®.XodhpmarH-/15 PoLu
nTg,

LLisefuapis

Brpo6HMLUTBO
Hepo3dacoBaHoi
npoAayKLUii, NepBnHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/HO AKOCTI:
Ekcenna 'm6X eHp,
Ko. KT, HimeuuunHa;
MNepBuHHE Ta

Himeuunna/
LLiBefiuapis

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro
3acoby (3miHa B ymoBax
36epiraHHsA roTOBOro NikapcbKoro
3acoby abo nicns
PO3YMHEHHSA/BIAHOBNEHHS) -
BHECEHHS 3MiH [0 p. «YMOBU

BTOPWHHE 36epiraHHs»; 3anponoHoOBaHo:
nakyBaHHs, 36epirati npu TemnepaTypi He
BMNPOGYBaHHSA BuLle 30°C B opuriHa/bHii
KOHTPOJIO SIKOCTI, ynakoBLi 3 METOK 3axuCTy Bif
BWMNYCK Cepil: BOJIOTU
®.XodhcpmaHH-/15
Pow NTpA,
LLseiuapis;
BunpobyBaHHs

3a peyernmom

UA/5142/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPOJIO AKOCTI:
Pow dapma AT,
HimeuunHa
114. | KCENNOOQA® TabneTku, BKpUTI ®.XohcpmaHH-/15 Pow |  LBeliyapis Brpo6HMLUTBO Kuraid/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/5142/01/02
NNiBKOBOK 060/10HKOID, MO Nt Hepo3dgacoBaHOl HimeuuunHa/ MaTepianis: 3MiHU | TUNY - 3MiHK 3
500 wmr, no 10 TabneTok y npoaykuii: LLliaHxai LLiseiuapis AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
6nictepi, no 12 6nictepis Pow CrabinbHicTb. 3MiHa y TepMiHax
Y KapTOHHIil ynakoBLi dapmacbioTikans npuaatHocTi abo ymoBax
Nta., Kntai; 36epiraHHs roTOBOTO J1iKapCbKOro
Brpo6HMLUTBO 3acoby (3miHa B ymoBax
Hepo3dgacoBaHOl 36epiraHHsa roToBOro J1iKapCbKOro
NpoAyKLuii, NnepBuUHHe 3acoby abo nicns
nakyBaHHs, PO3YMHEHHS/BIAHOBNEHHS) -
BTOPWHHE BHECEHHS 3MiH [10 p. «YMOBMU
nakyBaHHs, 36epiraHHs»; 3anpPonoHOBaHO:
BMNPOGYBaHHSA 36epirati npu Temnepatypi He
KOHTPOJIO SIKOCTI: Buwe 30°C B opuriHasibHiiA
Ekcenna 'm6X eHg, yMakoBLji 3 METOI0 3aXUCTY Bif
Ko. KT, HimeuuunHa; BOJIOTU
MNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNPO6YBaHHsA
KOHTPOSHO SIKOCTI,
BWMNYCK Cepil:
®.XodhhmaHH-/1a
Pow NTp,
LLiBeiuapis;
BunpobyBaHHs
KOHTPOJHO SIKOCTI:
Pow ®apma AT,
HimeyunHa
115. | KCENOAA® TabneTkn, BKpUTI ®.XodhcpmarH-/15 PoLu LLisefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLinHmx - UA/5143/01/01
NAiBKOBOK 060/10HKOD, MO nrp Hepo3dhacoBaHO| LLiBefiuapis MaTepianis: 3MiHU | TUNY - 3MiHW 3
150 wr, in bulk: no 10 NpoAyKLUii, NepBNUHHE siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Tabnetok y 6nictepax nakyBaHHs, CrabinbHicTb. 3MiHa y TepMiHax
BTOPWHHE npuaaTHoOCTIi abo ymoBax
nakyBaHHs, 36epiraHHsa roToBOro JliKapCbKOro
BMNPOOYBaHHSA 3aco6by (3miHa B ymoBax

KOHTPOJIO AKOCTI:
Ekcenna 'm6X eHp,
Ko. KT, HimeuunHa,;

MNepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/H0 SKOCTI,
BWMNYCK Cepil:
®.XopdpmaHH-/1a

36epiraHHA roTOBOrO /liKapCbKOro
3acoby abo nicns

PO3YMHEHHSA/BIAHOBNEHHS) -
BHECEHHS 3MiH [0 P. «YMOBMU
36epiraHHs»; 3anpornoHOBaHO:

36epirati npu TemnepaTypi He

BuLLe 30°C B opuriHanbHiii
yNakoBLi 3 METOK 3axuCTy Bif
BOJIOTN
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Pow 1A,
LLiBeiiuapis;
BunpobysaHHs
KOHTPOJIO AKOCTI:
Pow dapma AT,
HimeuunHa
116. | KCENNOOA® TabneTku, BKpUTI ®.XohcpmaHH-/15 Pow |  LBeliyapis Brpo6HMLUTBO Kuraid/ BHECEHHS 3MiH 0 peecTpavlinHmx - UA/5143/01/02
NNiBKOBOK 060/10HKOID, MO Nt Hepo3dhacoBaHOl HimeuuunHa/ MaTepianis: 3MiHU | TUNY - 3MiHK 3
500 wr, in bulk: no 10 npoaykuii: LLliaHxai LLiseiuapis AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
Tabnetok y 6nictepax Pow CrabinbHicTb. 3MiHa y TepMiHax
dapmacbioTikans npuaatHocTi abo ymoBax
Nta., Kntai; 36epiraHHs roTOBOrO JliKapCbKOro
Brpo6HMUTBO 3acoby (3miHa B ymoBax
Hepo3dgacoBaHOl 36epiraHHsa roToBOro J1iKapCbKOro
NpoAyKLuii, NnepBuUHHe 3acoby abo nicns
nakyBaHHs, PO3YMHEHHS/BIAHOBNEHHS) -
BTOPWHHE BHECEHHS 3MiH [10 p. «YMOBMU
nakyBaHHs, 36epiraHHs»; 3anpPonoHOBaHO:
BMNPOGYBaHHSA 36epirati npu TemnepaTypi He
KOHTPOJIO SIKOCTI: Buwe 30°C B opuriHasibHiiA
Ekcenna 'm6X eHg, yMakoBLji 3 METOI 3aXUCTY Bif
Ko. KT, HimeuuunHa; BOJIOTU
lNepBuHHe Ta
BTOPUHHE
nakyBaHHS,
BMNPO6YBaHHsA
KOHTPO/HO SIKOCTI,
BWMNYCK Cepil:
®.XodhhmaHH-/1a
Pow NTp,
LLiBeiuapis;
BunpobyBaHHs
KOHTPO/HO SIKOCTI:
Pow dapma AT,
HimeyunHa
117. | KCENOAA® TabneTkn, BKpUTI ®.XodhpmarH-/15 PoLu LLisefuapis Brpo6HMLUTBO Kuraii/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/5142/01/02
NAiBKOBOK 060/10HKOD, MO nrp Hepo3dacoBaHO| HimewunHa/ marepianis: 3MiHU | TUMY - 3MiHK
500 mr, no 10 TabneTok y npoaykuii: LLiaHxai LLiBeiiuapis wofo 6esnekn/edekTMBHOCTI Ta
6nictepi, no 12 6nictepis Pow thapmakoHarnsgy. 3miHa 'y
Y KapTOHHIi1 ynakoBLi PapmacbioTikan3 KOPOTKIil XapakTepucTuui
Nra., Kntai; NiKapcbKoro 3acoby, TekcTi
Brpo6HMLUTBO MapKyBaHHS Ta IHCTpYKLU|i Ans
Hepo3dacoBaHoi MeAMYHOr0o 3aCTOCYBaHHS Ha
NpoAyKLUii, NepBNUHHE nigcTasi perynspHo
nakyBaHHs, OHOB/IHOBAHOrO 3BITY 3 6e3neku
BTOpPUHHE nikapcbkoro 3acoby, abo
nakyBaHHs, pocnipkeHb 3 6e3neku
BMNPOOYBaHHSA 3acToCyBaHHSA NikapcbKoro 3acoby
KOHTPOJIH SIKOCTi: B nicnsipeecTpauiiHmnii nepioa, abo
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abo no 5, a6o no 10
6nicTepiB y KapTOHHIi
Kopoo6Ui

marepianis: 3MiHU | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsgy - 3amiHa
po3giny «IpadivuHe odhopmneHHs
yNaKkoBKW» Ha po34in
«MapkyBaHHA» MKA N13;

3anponoHoBaHo: MapKyBaHHsI.

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ekcenna 'm6X eHp, AK pe3ynbTaT OLiHK/ 3BITYy 3
Ko. KI', HimeuunHa; nocnimkeHb, NpoBeaeHnX
MepBuHHE Ta BIANOBIAHO A0 NnaHy
BTOPUHHE negiatpnyHux gocnigpkeHs (PIP)
nakyBaHHs, (iHWi 3MiHW) - 3MiHWM BHECEHO [0
BMNPOGYBaHHSA IHCTPYKLi 415 MeguyHOro
KOHTPO/IO AKOCTI, 3aCTOCYyBaHHS /iKapcbKoro 3acoby
BUNYCK cepil: 00 po3ainis "MNpoTunokasaHHsA" Ta
®.XodhhmaHH-/15 "Oco6nmBOCTI 3acTOCyBaHHA"
Pouw NiTg, BiANOBIAHO O pekoMeHAaL,ii
LLiBeiiuapis; PRAC. BBefieHHS 3MiH NpOTAroMm 6
BunpobysaHHs MicSLiB NicNsA 3aTBEPAYKEHHS
KOHTPOJIO AKOCTI:
Pow dapma AT,
HimeyunHa
118. | KCENTOOQA® TabneTku, BKpUTI ®.XohdpmaHH-/15 Pow | LBeliyapis Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/5142/01/01
NNiBKOBOK 060/10HKOID, MO Nt Hepo3dhacoBaHOl LLiBeiiuapis marepianis: 3MiHu | TUNY - 3MiHK
150 mr, no 10 TabneTok y NpoAyKLUii, NepBNUHHE ofo 6e3nekn/edekTMBHOCTI Ta
6nictepi, no 6 6nicTepiB y nakyBaHHs, thapmakoHarnsgy. 3miHa 'y
KapTOHHI ynakoBLi BTOPVIHHE KOPOTKIil XapakTepucTuLi
nakyBaHHs1, NiKapcbKoro 3acoby, TekcTi
BMNPOGYBaHHSA MapKyBaHHS Ta IHCTpyKLUii Ans
KOHTPOJIO AKOCTI: MEAMYHOr0o 3aCTOCYBaHHS Ha
Ekcenna 'm6X eHp, nigcTasi perynspHo
Ko. KI', HimeuunHa; OHOBJ/IHOBAHOrO 3BITY 3 6e3neku
MepBuHHE Ta nikapcbkoro 3acoby, abo
BTOPVIHHE pocnigpkeHb 3 6e3neku
nakyBaHHS, 3aCTOCYyBaHHS MiKapcbKoro 3acoby
BMNPO6YBaHHsA B nicnsipeecTpadiiiuii nepiog, abo
KOHTPOSHO SIKOCTI, SIK pe3y/ibTar OLiHKN 3BiTY 3
BUMYyCK cepii: JocnimKeHb, NpoBeAeHUX
®.XodhhmaHH-/1a BIANOBIAHO [0 NNaHy
Pow fltg, negiatpuyHux gocnigpkers (PIP)
LLiBeiuapis; (iHLWi 3MiHW) - 3MiHW BHECEHO A0
BunpobyBaHHs IHCTPYKUiT ANa MeguyHoro
KOHTPOJHO SIKOCTI: 3acToCyBaHHSA NikapcbKoro 3acoby
Pow ®apma AT, [0 po3ginis "MMpoTunokasaHHa" Ta
HimeuuunHa "Oco6nmBOCTI 3acTOCyBaHHA"
BiANOBIAHO [0 pekomeHaauii
PRAC. BBefeHHs1 3MiH NpoTarom 6
MicALiB Nicasa 3aTBepAKeHHs
119. | KCUNOrAMA® | Ta6netku no 10 wmr, no 10 BbopBar ®apma M'veX HimeuunHa ApTesaH dapma HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6557/01/01
TabneTtok y 6nictepi; no 3 i Ko. KI' v6X i Ko. KI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3rifiHO 3aTBEPLKEHOTO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKW
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicsa 3aTBepAKeHHs

120.

KCUMNOIrAMA®

Tabnetku no 20 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 5, abo no 10
6nicTepiB y KapTOHHIi
Kopoo6Ui

Bbopsar ®apma 'm6X
i Ko. KI

HimeyunHa

ApTe3aH ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy - 3amiHa
po3gainy «IpachiuHe odhopmIeHHS
yNaKkoBKU» Ha po34in
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBku
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/6557/01/02

121.

KCUNOrAMA®

Tabnetku no 40 mr no 10
Tabnetok y 6nictepi; no 3
abo no 5, a6o no 10
6nicTepiB y KAPTOHHIi
Kopo6Li

Bbopaar ®apma 'm6X
i Ko. Kl

HimevunHa

ApTe3aH dapma
M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - 3amiHa
po3giny «IpadivuHe ohopmneHHs
yNakoBKM» Ha po3fin
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKM
nikapcbkoro 3acoby Lwoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicsUIB Nicns 3aTBEpPAKEHHS

3a peyernmom

UA/6557/01/03

122.

KCIrAyo
NPOMOHT

TabneTku, BKPUTI
NIBKOBOK 060I0HKOLO,
NPOMOHIoBaHOT Aji No
5/1000 mr, no 7 TabneTok

AcTpa3eHeka Ab

Lsewis

BMPOOBHULITBO in-
bulk, KoHTpONb
AKOCTi, NEPBUHHE Ta

CLIA

BHECEHHS 3MiH 1O peecTpaviiHnx
martepianis: 3miHu | Tuny - 3MiHn
Loao 6e3nekn/edeKTBHOCTI Ta

BTOPVHHE thapmakoHarnagy (iHwi 3MiHu)
y 6nicTepi; no 4 6nictepu nakyBaHHs, BUMYCK 3MiHV BHECEHO A0 iHCTPYKUIT Ans
Y KapTOHHili kopobui cepii: MeJMNYHOro 3aCTOCYBaHHs
AcTpa3eHeka nikapcbKoro 3acoby ao posgainy
dapmacboTUKac "Oco61MBOCTI 3aCTOCYyBaHHA"
1N, CWA; (BHECEHHS AaHMX w040 PO3BUTKY

3a peyenmom

UA/15984/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOBHULITBO in- AiabeTnyHoro ketoayuaosy).
bulk: BBeneHHs1 3MiH NpoTAroM 6-Tu
BpicTon-Maiiepc MiCALIB MIiCNA 3aTBEPLYKEHHS.
CkBi66
MaHydakTypiHr

Komnai, CLLUA
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3MiHn | TURY - 3MiHK Wopao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
3MiHU BHECEHO [0 IHCTPYKUIT Ans
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Oco61MBOCTI 3aCTOCYBaHHA" Ta
"Mo6ivHi peakuii™ (BHECEHHS
[aHuvX Wwoao rarpeHn ®ypHe).
BBegeHHs1 3MiH npoTAarom 6-Tu
MiCAILiB Nicnsa 3aTBepPKEHHS.
3Minn Il TURy - 3MiHK LWoAao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKill XxapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLii Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta A@aHUMK 3
thapmakoHarnsgy. 3MiHM BHECEHO
[0 IHCTPYKUT A8 MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby
[0 po3giniB "Oco6mBocTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaaro”, "MobiuHi peaxuii”
(BHeceHHs pe3ysnbTartis
pocnigpkeHHsa DERIVE) Ta
YTOYHEHHS TEKCTY po3zinis
"®apmakonorivyHi BnacTmeocTi”,
"MpoTunokasaHHA", Bdaemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Mepeno3yBaHHA", a Takox
BHECEHO pejakLiiiHi npaBku go
po3giny "[iTn". BBeAeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y

TepaneBTUYHNX NoKa3aHHAX




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(nopaBaHHS HOBOTO
TepaneBTUYHOro NokasaHHA abo
3MiHa y 3aTBepKeHoMy
nokasaHHi) 3mMiHM BHECeHO A0
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3gainis "lMNoka3zaHHA",
"Oco611BOCTI 3aCTOCyBaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"MobiuHi peakuii" (BHECEHHSA
pesynbTaTiB AOCNiHKEHHS
DECLARE). BBeieHHS 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBepKeHHs. 3MiHu Il Tvny -
3MiHM Wwoao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKill XxapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLii Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta A@aHUMK 3
thapmakoHarnsgy. 3MiHM BHECEHO
[0 IHCTPYKUT A8 MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby
00 po3gainy "Mo6iuHi peakuyii”
(BHECEHHS: LLIKIpHWIA BUCUIT).
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

123.

KCIrayo
MPONIOHI

TabneTtku, BKPUTI
N/iBKOBOK 060/10HKOI0,
NPOJIOHroBaHoI Aji No
10/500 mr, no 7 TabneTok
y 6nicTepi; no 4 6nictepu
Y KapTOHHIil kopobui

AcTpa3eHeka Ab

Lseuis

BMPOGHULITBO in-
bulk, KoHTponb
AKOCTi, NEepPBUHHE Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
AcTpa3eHeka
PapmMacboTUKaIC
NN, CWA,
BMPOGHULITBO in-
bulk:
BpicTton-Maiiepc
CkBi66
MaHyhakTypiHr
KomnaHi, CLLUA

CWA

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posgainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
(BHECEHHA JaHUX LLOA0 PO3BUTKY
niabeTnyHOro ketoaunaosy).
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis

3a peyenmom

UA/15985/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

"Oco61MBOCTI 3aCTOCYBaHHA" Ta
"Mo6ivHi peakuii™ (BHECEHHS
[aHuvX Wwoao rarpeHn ®ypHe).
BBegeHHs 3MiH npoTsarom 6-Tv
MiCAILiB Nicns 3aTBepPKEHHS.
3Minn Il TURy - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKill XapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLi Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHVMK Ta faHumm 3
thapmakoHarnsgy. 3MiHM BHECEHO
[0 IHCTPYKUIT A8 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 posginiB "OcobmBocTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaaro”, "MobiuHi peaxuii”
(BHeceHHs pe3ysnbTartis
pocnigpkeHHsa DERIVE) Ta
YTOYHEHHS TEKCTY po3zinis
"®apmakonorivyHi BnacTmeocTi”,
"MpoTunokasaHHA", Bdaemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Mepeno3yBaHHA", a Takox
BHECEHO pejakLiiiHi npaBku go
po3giny "[iTn". BBeAeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHNX NOKa3aHHAX
(nonaBaHHs HOBOTO
TepaneBTUYHOrO NokasaHHs abo
3MiHa y 3aTBEpKEHOMY
nokasaHHi) 3MiHM BHeECEHO A0
IHCTPYKLi 415 MeuyHOro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
00 po3ginis "lMokasaHHs",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6b 3acTocyBaHHsA Ta gosun",
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"MobiuHi peakuyii" (BHECEHHSA
pesynbTaTiB AOCNIHKEHHS
DECLARE). BBefieHHS 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBepMKeHHs. 3MiHu Il Tvny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKill XapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLi Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta A@aHUMK 3
thapmakoHarnsgy. 3MiHM BHECEHO
[0 IHCTPYKUIT A8 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
00 posgainy "Mo6iyHi peakuyii”
(BHECEHHS: LLKIpHWIA BUCUIT).
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

124.

KCIrayo
MPONIOHI

TabneTtku, BKPUTI
N/iBKOBOK 060/10HKOI0,
NPOJIOHroBaHoI Aji No

10/1000 mr; no 7 TabneTok
y 6nicTepi; no 4 6nictepu

Y KapTOHHIil kopobui

AcTpa3eHeka Ab

Lseuis

BMPOGHULITBO in-
bulk, KoHTponb
AKOCTi, NEePBUHHE Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
AcTpa3eHeka
PapmMacboTUKaIC
NN, CWA,
BMPOGHULITBO in-
bulk:
BpicTton-Maiiepc
CkBi66
MaHyhakTypiHr
Komnari, CLLA

CWA

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posgainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
(BHECEHHA JaHUX LLOA0 PO3BUTKY
niabeTnyHOro ketoaunaosy).
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHun)
3MiHV BHECEHO [0 IHCTPYKUIT Ans
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco6/MBOCTI 3aCTOCYBaHHA" Ta
"MobiuHi peakuii" (BHECEHHA
[aHVX Woao rarpeHn OypHe).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3Mminu Il TUny - 3MiHM WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y
KOPOTKii XapakTepucTui

3a peyenmom

UA/15983/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHMK Ta faHumm 3
thapmakoHarnsgy. 3MiHM BHECEHO
[0 IHCTPYKUT A8 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3giniB "OcobmBocTi
3acTocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta fo3n",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHs
rpyaaro”, "Mob6iuHi peaxuii”
(BHeceHHs pe3ysnbTartis
pocnipkeHHsa DERIVE) Ta
YTOYHEHHS TEKCTY po3zinis
"®apmakonorivyHi BnacTmeocTi”,
"MpoTunokasaHHA", Bdaemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Mepeno3yBaHHA", a Takox
BHECEHO pejakLiiiHi npaBku go
po3giny "[iTn". BBeAeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
TepaneBTUYHNX NOKa3aHHAX
(nonaBaHHs HOBOTO
TepaneBTUYHOrO NokasaHHs abo
3MiHa y 3aTBEpKEHOMY
nokasaHHi) 3MiHM BHeECEHO A0
IHCTPYKLi 415 MeguyHOro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
00 po3ginis "lMokasaHHs",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6ivHi peakuii™ (BHECEHHS
pe3ynbTaTiB AOCNIAKEHHS
DECLARE). BBegeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIi XapakTepucTuui
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHMK Ta faHumm 3
thapmakoHarnsgy. 3MiHM BHECEHO
[0 IHCTPYKUT A8 MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
00 po3gainy "Mo6iuHi peakuyii”
(BHECEHHS: LLIKIpHWIA BUCUIT).
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBepPAKEHHS.
125. | KCTAHAI Kancynu no 40 mr no 28 AcTtennac ®apma HigepnaHan BMpo6HULTBO bulk: cuaA/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14503/01/01
Kancyny 6nictepi; no 1 tOpon B.B. KaraneHTt ®apma HigepnaHgm marepianis: 3miHu | Tuny -
6nictepy B KapTOHHOMY ContowHc, JUIC, AZMIHICTPaTUBHI 3MiHN.
doyTNApi; N0 4 KAPTOHHUX CLA; BunyyeHHs BUPOOGHMYOT AiNTbHULL
hyTNAPN Y KapPTOHHIN nepBuHHE (Brrovatoun ainbHuui ansa Adl,
nauui nakyBaHHs: MPOMIKHOro NpoAyKTy abo
AHfepcoHBpekoH roToBOrO NiKapcbKOro 3acoby,
IHK., CLUA, OiNbHWL 418 NPOBEeAEHHS
BTOPUHHE nakyBaHHs1, BUPOOHMKa,
nakyBaHHs1, BUNYCK BiZJNOBIAALHOTO 3a BUMYCK Cepild,
cepii: MicLie NPOBEAEHHS KOHTPO/IHO
Actennac ®apma cepii) abo nocTavanbHVKa
HOpon B.B., BMXIZHOrO MaTepiany, peareHTy
HigepnaHgmn a60 AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y f0CbE) BunyyeHHs
BMpO6HUKA BIAMNOBIAA/ILHOIO 3a
nepBUHHY YNakoBKy npenapary:
MekemxunH KoopauHeiitopc, 11C,
CLA (Packaging Coordinators,
LLC, USA).
126. | KYTIBEUT™ Masb 0,005 %; no 15ry nakcoCmiTKnsiiH Benuvka nakcoCmiTKnsiiH Monbuwa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/2677/01/01
Ty6i; no 1 Ty6i y KapTOHHiIl Ekcnopt NimiTeq BpuTtaHis dapmacboTukans MaTepianis: 3MiHU | TUNY - 3MiHK 3
ynakoBLii C.A. AKocTi. A®l. KoHTponb AdI. 3miHa

y MeTogax BunpobysaHHa Adl abo
BUXIAHOIO MaTepiany/npoMixKHOro
npoAaykTy/peareHTy, o
BUKOPVCTOBYETLCA Y NPOLIECI
BUPO6HMLUTBA AD| (HE3HAYHI 3MiHK
y 3aTBEPMXEHUX MeTogax
BMNPOOYBaHHS) -

Y meTogax BunpobysaHHa Ad|
hI0TMKA30HY NpomnioHaTy y TecTi
«lpeHTudpikauis» (Metogom
abcopbuiitHoi cnekTpodoToMeTpil
B iH(ppayepBoHii 06nacTi), Ak
a/lbTepHaTUBA AWCKY 3 HATPiEM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

xnopugy f0fAETCA ANCK 3 KasieM
6pomigy

127.

KYTIBEAT™

Kpem 0,05 %; no 15ry
Ty6i; Mo 1 Ty6i y KapTOHHIl
ynakoBLii

nakcoCmiTKnaiiH
Ekcnopt flimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH
PapmacboTrKan3
C.A.

Monbwa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3mMiHu | TUNYy - 3iHK 3
AKocTi. A®l. KoHTposnb A®I. 3miHa
y MeTogax sunpobysaHHa APl abo
BMXifHOro Martepiany/npoMixXHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCS Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBeppKeHNX MeTodax
BMNPOOYBaHHS) -

Y metogax BunpobysaHHA Ad|
hNO0TUKA30HY NponioHaTy B TecTi
«lgeHTudikayis» (Metogom
abcopbuiiHoi cnekTpodoToMeTpil
B iH(hpauepBoHiit 06nacTi) sk
anbTepHaTuBa ANCKY 3 HaTpiem
xnopugy (NaCl) nogaetbcs guck 3
Kaniem 6pomiay (KBr)

3a peyenmom

UA/2677/02/01

128.

NEBOMEKO/1b

Masb no 40 ry Ty6i; no 1
Ty6i B NayLj 3 KapToOHY

MAT "Ximdhapm3sasog

"UepBoHa 3ipka"

Ykpaina

NAT
"Ximthapm3sasop
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHu Il Tuny -
BBE/IEHHS ,0aTKOBOrO
BMpo6HUKa A®I meTuaypauun
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.», Kutaii Ta,
K HAcNifokK 3MiHa y napameTpax
cneumdikauii gnsa BXigHoOro
KOHTposito A®P| meTunypaunn 3a
noKasHUKOM «Baxki MeTanu», a
came: «Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.», Kutaii — He
6inbLue 0,001% (10 ppm). ditova
pegakuis: [itoua peyoBuHa:
MeTunypaunn Bupo6Huk:
«Pharmazell (India) Private
Limited» Micue BnpoBapKeHHs:
Plot No. B5/B6, A1/A2, MEPZ,
Tambaram Chennai 600 045
Kpaina: IHgis JogaTtkosuii
BMpOGHUK: «High Hope Int'l Group
Jiangsu Medicines&Health
Products Import&Export Corp
LTD» Micue BrnpoBamkeHHs: ADD
12-13/F, High Hope Building, No.
91 Baixia Road, Baixia District,
Nanjing City KpaiHa: Kutaii

6e3 peyenma

UA/8436/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

lMponoHoBaHa pepakuis: ditoua
peuoBuHa: MeTunypauwn
Bupo6Hukn: «Pharmazell (India)
Private Limited» Micue
BrnpoBamxeHHs: Plot No. B5/B6,
A1/A2, MEPZ, Tambaram Chennai
600 045
KpaiHa: IHgis «High Hope Int'l
Group Jiangsu Medicines&Health
Products Import&Export Corp
LTD» Micue BnpoBamkeHHs: ADD
12-13/F, High Hope Building, No.
91 Baixia Road, Baixia District,
Nanjing City KpaiHa: Kutaii
[opaTtkoBuii BUPOGHMK:
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.» Micue
BnpoBamkeHHs: South-Baishe Bio-
Industrial Park, Zhao County
KpaiHa: Kutait CynyTHs 3miHa -
3miHu 3 axkocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y creumdikayisx
Ha A®I, abo BYXigHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BMPOOHULTBa AP (3BY)XXEHHS
[OMYCTUMUX MEX, BUSHAYEHUX Y

crneungikauii)

129.

NEBOMEKO/1b

Ma3b no 25ry
KOHTeliHepax; no 30 r, abo
no40ry Tybax; no 30T,
ab6o no 40 r y Ty6i; no 1
Ty6i y KapTOHHIl nayuj; no
20 ry Ty6ax;

no 20 ry Ty6i 3
MapKyBaHHSAM
YKpaiHCbKO0 MOBOO; Mo 1
Ty6i Y KApTOHHIlA nayui

MpAT
PapmaLeBTUyHa
thabpuka "Biona"

YKpaiHa

MpAT
PapmaueBTUYHaA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -

3MiHV BHECEHI B TEKCT MapKyBaHHS

yMakoBOK NikapCbKoro 3acoby

(n.17) wono HaHeceHHs Toprosoil

Mapkm

6e3 peyenma

UA/0867/01/01

130.

NEBO®/IOKCA
LUVH-AAPHULSA

po3unH ANns iHdysii, 5
mr/mn no 100 mny
donakoHi; no 1 dpnakoHy B
QECI]

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapMakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA
N13. B coOTBETCTBUM C
YTBEPXAEHHbIM TEKCTOM
MapKMpOBKW, KOTopas

3a peyernmom

UA/15919/01/01

125




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npunaraeTcs. 3anponoHoOBaHo:
MAPKYBAHHSA. BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HaYEHHS OOVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
TepMiH BBELEHHS 3MiH: MPOTAroM
6-TK MicALIB Nic/ia 3aTBEPMKEHHS

131.

NEBOLEN

pO34uH aNs iHQysil, 5
mr/mn; no 100 MA y nakeTi;
no 1 nakety y 6nictepi

NMPO®APMA
IHTepHewwHn TpelgnHr
Nimiteq

ManbTa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMNpPaBIEHHS TEXHIYHOT NOMUIIKM
y TekcTi MapKyBaHHs yrnakoBku /13
CTOCOBHO 3a3Ha4YeHWX AaHnx
peecTpavuiiiHOro NocBig4YeHHs.
3AMPOMNOHOBAHO: Tekct
MapkyBaHHA [0 peecTpaLiiiHoro
nocsigyeHHa Ne UA/13346/01/01
Big 05.12.2018 poky. 3miHu
BHeceHOo. Haka3 MO3 YkpaiHun Ne
2143 Big «21» __ 09 _ 2020 poky.
MpoekT MapKyBaHHS yrnakoBK/
Bignosigae Bumoram fogatka 22
Mopsaky NpoBeAeHHS ekcnepTnan
mMarepianis Ha nikapcbki 3acobwm,
LLI0 NOAAI0THLCA Ha AEPXKaBHY
peecTpavuito (nepepeecTtpadis), a
TakoX ekcnepTvsv marepianis npo
BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis npoTarom il
peecTpauiiHoro NocBigYeHHs,
3aTeBepaxeHoro Hakasom MO3
Ykpainu Big, 26.08.2005 Ne 426 (y
pepakuii Hakazy MO3 YkpaiHu Big
23 nunHa 2015 Ne 460 3i
3MiHamu). 3a3HaveHe
BMNpaB/IEHHS BiANOBifae
apxiBHUM marepiasnam
peecTpauiiiHoro 4ocbe

3a peyenmom

UA/13346/01/01

132.

NE®PNOK

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
250 mr, no 5 TabneTok y
KOHTYPHili YapyHKOBIi
yNaKkoBLi; N0 1 KOHTYpHIi
YapyHKOBIl ynakoBLi y
nadui; no 10 TabneTok y

MpAT
"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3aralbHEHVX AaHUX

3a peyenmom

UA/4427/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTYPHIli YapyHKOBIi
ynakoBLi, Mo 10 KOHTYPHUX
4apyHKOBUX YNakoBOK Y
naui

npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHa Bif, yNOBHOBaXeHOT|
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsag;
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

133.

NE®NOK

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
500 mr no 5 TabneTtok y
KOHTYPHili YapyHKOBIi
yMakoBLii; N0 1 KOHTYpHIi
YapyHKOBIll ynakoBLi y
nadui, no 10 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakoBLii; N0 10 KOHTYpHUX
4apyHKOBUX YNakoBOK Y
ECI]

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag;:
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/4427/01/02

134.

NIBA30

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOO, NO
1 mr, no 7 Tabnetok y
6nicTepi; no 1 6nictepy B

Pekopgati AineHg 114

IpnaHgis

BMPOBHUK
Hepo3ghacoBaHOro
npoaykry: M'ep
dabpe MeaikamaH

PpaHuia/
ITanisa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
BHECEHO [0 iIHCTPYKLi ANs
MeMYHOr0 3aCTOCYBaHHS

3a peyenmom

UA/11963/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI Kopobui; no 14 MpOAIOKCOH, nikapcbKoro 3acoby Ao po3giny
TabneTtok y 6nictepi; no 2 $paHuif; BUPOBHKK, "Mo6ivHi peakui™ BigNoBigHO A0
6nicTepy B KAPTOHHIl AKWIA 3MjiACHI0E pekomeHaaLin PRAC. BBefieHHs
Kopo6ui; no 15 TabneTok y nepBUHHE Ta 3MiH NpoTArom 6-Tu MicauiB nicns
6nictepi; no 2 6nictepn B BTOPVHHE 3aTBEPKEHHS
KapTOHHI KopooLi nakyBaHHs,
BignoBsigae 3a
KOHTPO/Ib SIKOCTi Ta
BUNYCK cepil:
Pekopgarti IngacTpia
Ximika e
dapmacesTika
C.n.A,, Itanis
135. | NIBA3O TabneTtku, BKPUTI Pekoppaati AineHg 14 IpnaHgis BUPOBHUK PpaHuia/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/11963/01/02
NAiBKOBOK 060JI0HKOLO, MO Hepo3acosaHoro ITanisa marepianis: 3MiHu | TURY - 3MiHK
2 Mmr; no 7 TabneTtok y npoaykry: MN'ep BHECEHO [0 iHCTPYKLi AN
6nictepi; no 1 6nictepy B $abpe MegikamaH Me[UYHOro 3acToCyBaHHS
KapTOHHI kopobuj; no 14 MpoAOKCOH, nikapcbKoro 3acoby o posginy
TabneTtok y 6nictepi; no 2 ®paHLis; BUPOGHWK, "MobiuHi peakuyii" BigNoBigHO A0
6nicTepn B KAPTOHHIlA KNI 3jACHI0E pekomeHpauili PRAC. BBefeHHs
Kopobui; no 15 TabneTok y nepBuHHE Ta 3MiH NPOTArom 6-Tn MicauiB nicns
6nictepi; no 2 6nictepn B BTOpPUHHE 3aTBEPIKEHHS
KapTOHHIA kopo6ui; no 20 nakyBaHHs,
TabneTtok y 6nictepi; no 5 BignoBigae 3a
6nicTepiB y KAPTOHHIi KOHTPO/b AKOCTi Ta
Kopobui BUNYCK cepil:
Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A., lTania
136. | NIBA3O TabneTku, BKpUTI Pekopgaarti AineHg 114 IpnaHgis BMPOGHUK PpaHuia/ BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/11963/01/03
NNiBKOBOK 060/10HKOID, MO Hepo3hacoBaHOro ITanis marepianis: 3MiHu | TURY - 3MiHK
4 mr, No 7 TabneTok y npoaykry: M'ep BHECEHO [0 IHCTPYKLi AN
6nictepi; no 1 6nictepy B dabpe MegikamaH Me[MYHOro 3acTocyBaHHS
KapTOHHI kopobui; no 14 MpOoAOKCOH, nikapcbKoro 3acoby o posgainy
Tabnetok y 6nictepi; no 2 ®paHLis; BUPOBHWK, "Mo6iuHi peakuii" BigNoBigHO A0
6nicTepn B KAPTOHHI SKWIA 3AiCHI0E pekomeHpauili PRAC. BBeeHHS
Kopobui; no 15 TabneTok y nepBuHHE Ta 3MiH NPOTAroMm 6-Tn MicAuiB nicns
6nictepi; no 2 6nictepu B BTOPWHHE 3aTBEPIKEHHS
KapTOHHIA Kopoo6Li nakyBaHHs,
Bignosigae 3a
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
Pekopparti IHgacTpia
Ximika e
dapmacesTika
C.n.A., ltania
137. | NIAOKCAH NboASHUKK, 5 Mr/1 mr; no TOB "CaHgos3 YkpaiHa JlabopaTopia Benbrisi/ BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/16168/01/01
JTIMMOH 12 nboAsHVKIB Y GricTepi; YkpaiHa" Keanicdhap HB CnoseHis marepiasis: 3MiHuM | TUNy - 3MiHK 3
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 2 6nicTepy y KapTOHHIl (KBanicpap HB), akocTi. CepTtudikat
KopooLi Benbris BignosigHocTI/TE-cepTudpikar
(BMPOGHMLTBO 3a BiZiNOBIAHOCTI €BPONENCHKIit
MOBHUM LMK/IOM); thapmakonei/moHorpadii.
Nek MopaHHA HoBOro abo OHOB/IEHOTO
PapmaueBTUYHaA cepTudpikaTa BignosigHocTi abo
KoMMaHia 4.4., BW/TyYEHHS cepTudikata
CnoBeHis (BuNycK BiANOBIAHOCTI EBpONechbkili
cepii) chapmakonei: ana A®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaTt BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
HoBwii cepTudpikat Big Bxe
3aTBEPKEHOr0 BUPOOHUKA-
noAaHHA HOBOTO cepTudikaTty
BiANOBIAHOCTI EBpONENnCchKMii
thapmakonei Ne RO-CEP 2018-
081-Rev 00 gn1s Aitoyoi pevoBUHN
Chlorhexidine dihydrochloride Big,
BXe 3aTBEep)KeHOro BUpo6HMKa
Medichem, S.A., Spain
138. | NIAOKCAH cnpeii 4ns poToBoi TOB "CaHpo3 Ykpaina Bunyck cepiii: Nlek Benbrisi/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/16228/01/01
MEHTON NOPOXHUHK, 2 Mr/0,5 Mr Ha YkpaiHa" PapmaueBTUYHA CnoBeHis marepianis: 3MiHu | TURY -
CMPEN 1 mn; o 30 My donakoHi, KomMaHia 4.4., noAaHHs OHOBJIEHOTO cepTudikaTty
no 1 cpnakoHy B KOpo6L,i CnoBeHis;

BMPOGHULITBO 3a
MOBHUM LVIK/TOM:
NabopaTopia
Ksanichap HB
(KBanicpap HB),
Benbris

BiANOBIAHOCTI E€BpONEeicbKoi
thapmakonei gna Adl
xnoprekecuauHy aurntokornary CEP
No. R1-CEP 2001-343-Rev 04
(nonepegHs Bepcis CEP No. R1-
CEP 2001-343-Rev 03) Big Bxe
3aTBEpXEeHOro BUpo6HuKa Evonik
Technochemie GmbH, Germany.
CEP 0HOBNEHO BHACAIA0K 3MiHN
Ha3BuW Ta agpecu 3asiBHMKa Ta
Ha3BMW BUPOOHWMKA fjto4oi
peyoBuHM Ha Evonik Nutrition &
Care GmbH; 3anponoHoBaHo: R1-
CEP 2001-343-Rev 04 Name of
holder Evonik Nutrition & Care
GmbH, Germany
Rellinghauser Strasse 1-11 45128
Essen, Germany Site(s) of
production Evonik Nutrition & Care

GmbH, Germany Rodenbacher

Chaussee 4 63457 Hanau,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Germany

139.

NIHKOMILH-
JOAPHULA

pO34uH ANs iH'ekuiid, 300
mr/mn no 1 mn abo no 2
mMA B amnyni; no 5 amnyn y
KOHTYPHili YapyHKOBIi
YMaKkoBLi; N0 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/4582/01/01

140.

NIHKOMILIMHY
rAPOX/IOPUA,

Kancynu no 250 mr; no 10
Kancyn y énictepi, no 2
6nicTepn y nayui

My6niyHe akuioHepHe

TOBapuCTBO "HaykoBo-

BMPOGHUUUIA LLEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLleBTUYHNI
3asofg”

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA

LeHTp"bopLyariBcbk
WA Ximiko-
hapmaueBTUYHNIA
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13.
3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo fo
3aTBEPXEHOr0 TEKCTY
MapKyBaHHS! yMakoBKU.

TepMiH BBEAEHHS 3MiH - MPOTAITOM
6 MicALiB nicna 3aTBepAKEHHSA

3a peyernmom

UA/1562/01/01

141.

NINOIKA

TabneTkn, BKPUTI
N/iBKOBOK 0GO/MOHKOM0, MO
300 wmr; no 10 TabneTok y
KOHTYPHIli YapyHKOBIl

MpAT
"®apmavueBTnyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
dhapmakoHariagy (iHwi 3miHK) -

3a peyenmom

UA/17024/02/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ynakoBLii, N0 3 KOHTYpHiI OHOBJIEHHA TEKCTY MapKyBaHHs
YapyHKOBI YNakoBKW B yNakoBKMN NikapCbKoro 3acoby 3
nauvj BHECEHHAM iHthopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
TepmiH BBEAEHHS 3MiH - NPOTArom
6 MicALiB nic/a 3aTBepAKEHHS
142. | NINOIKA TabneTtku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17024/02/02
NAiBKOBOK 060JI0HKOLO, MO "®apmaveBTuyHa "®apmavneBTuyHa marepianis: 3MiHu | TUMY - 3MiHK
600 wmr; no 10 TabneTok y thipma "AapHuusa” hipma "AapHuus” Loao 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHili YapyHKOBIi thapmakoHarnagy (iHwi 3miHu) -
yMakoBLi, N0 3 KOHTYPHI OHOBJ/IEHHS TEKCTY MapKyBaHHS
YapyHKOBI YNakoBK/ B yNaKkoBKM MikapCbKoro 3acoby 3
nauui BHECEHHSM iHdhopMaui Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micsuiB nicns 3aTBepAkeHHs
143. | NINOIKA KOHUEHTpAaT A1 PO34nHYy MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17024/01/01
Ans iHdoy3iii, 300 mr/10 mn "hapMaueBTNYHa "®apmMaueBTUYHA marepianis: 3MiHu | TURY - 3MiHK
no 10 mn B amnyni, no 5 thipma "apHuus” ipma "AapHuus" LoAo 6e3nekn/edeKTMBHOCTI Ta
ammnys y KOHTYpPHIi thapmakoHarnagy (iHwi 3MiHu) -
YapyHKOBI ynakoBLi, no 1 OHOBJIEHHA TEKCTY MapKyBaHHS
KOHTYPHIli YapyHKOBIi yMakoBKM NikapcbKoro 3acoby 3
ynakoBLi y nayui BHECEeHHAM iHdhopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 MicALiB nicna 3aTBepAKEHHSA
144. | NINOIKA KOHLUEHTpAT 4151 PO34nHy MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17024/01/02
Ans iHdoysiii, 600 mr/20 "papmMaueBTUYHa "papmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK
M1, no 20 M1 B amnynax, dipma "fapHuua” ipma "AapHuua" oo 6e3snekn/edeKTMBHOCTI Ta
no 5 amnys y KOHTYpHil hapMakoHarnisgy - OHOB/IEHHSI
YapyHKOBI ynakosLi, no 1 TEKCTY MapKyBaHHS ynakoBKu
KOHTYPHili YapyHKOBIi NiKapcbKoro 3acoby 3 BHECEHHAM
ynakoBLi y navui iHchopmauii WwoA0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepMiH BBEA,EHHSA 3MiH -
npoTsirom 6 micsuiB micns
3aTBEPAKEHHS
145. | NTOMYCTUH kancynu no 40 mr, no 20 Megak lesenbliadT HimeuyunHa [aynT ®apma HimeyunHa BHECEHHS 3MiH 0 peecTpaujiinHmx 3a peyenmom UA/6988/01/01
MELAK Kancysn y KoHTeliHepi; no 1 dotop KniHiwe Awmaper 'm6X, marepianis: 3MiHu | TUMY - 3MiHK

KOHTeliHepy B naulj

Lneuianbnpenapate
M6X

HimeyunHa
(BMPOGHUIK, LLIO
BignoBsigae 3a

Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo

BUPOGHULTBO cucTemy chapmakoHarnsgy
nikapcbKoro 3acoby, (BBEAEHHSA y3araslbHEHUX AaHWX
nepBuHHe npo cuctemy hapmakoHarisgy,
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs, 3MiHa YNOBHOB&aXXEHOT 0CO6M,
KOHTPO/b/BUNPOGYB BiANOBIAA/IbHOI 3a 3AiiCHEHHS
aHHsa cepii); Megak hapMakoHarnaay; KOHTaKTHOI
le3enbladT drop ocobu 3 hapmakoHarnagy
KniHiwe 3asBHUKA AN 34iACHEHHS
Lnevuiansnpenapat hapmakoHarniagy B YKpaiHi, kLo
e M6X, HimeuunHa BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
(BUPOBHVIK, WO ocobu, BiANoBiAa/IbHOT 3a
Bignosigae 3a 3pjiicCHeHHs chapmakoHarnagy
MapKyBaHHs (BK/IHOYAKOYUM KOHTAKTHI AaHi)
nepBUHHOT Ta/abo 3MiHW Y PO3MILLEHHI
yNaKkoBKMW, BTOPUHHE macTep-chaiina cuctemm
nakyBaHHs, thapmakoHarnsgy) - 3miHa
KOHTPO/b/BUNPOGYB KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
aHHsA cepii Ta 3a 0cobu 3asBHWKa, BiANOBIAALHOI
BWMYCK Cepil) 3a thapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHpiBHa
146. | NOPUHAEH® A | ma3sb no 151 B Ty6i; no 1 TOB "bayw Xenc" YkpaiHa dapmsaBog Enba MonbLa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/1717/01/01

Ty6i B KOPO6L

AT.

marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: BapmiHa
[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
hapMakoHarnsag. 3miHa Homepa
MacTep-aiaa cuctemm
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
dhapmakoHarnsgy
147. | NOTAP® TabneTtku, BKPUTI ANKANOIL AL, Cxon'e Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/11210/01/01
NAiBKOBOK 060JI0HKOLO, MO MiBHiuHA Ckon'e MiBHiuHa marepianis: 3MiHu | TURY -
50 mr; no 10 TabneTtok y MakefoHis MakefoHis AAMiHICTpaTUBHI 3MiHW. 3MiHa

6nicTepi; no 3 6nictepu y
KapTOHHI/ Kopoo6Li

HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavL,iiHOro NocBigYeHHs) -
3MiHa Ha3BM KpaiHu 3asBHuka M3
Ankanoig A, Ckon'e/ Alkaloid AD
Skopje; 3MiHu | TUNy -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYyCKy cepii abo micue
npoBeAeHHS KOHTPOIO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/iMNOpPTEp, BK/IKOYAKOUM
BWMNYCK Cepiii) - 3MiHa Ha3BM
KpaiHv Bupo6Huka MN3 Ankanoig,
AJ, Ckon’'e/ Alkaloid AD Skopje,
6e3 3MiHN MicLsA BUPO6HMLTBA.
BHeceHi B iHCTpyKUjito ons
MeAMYHOro 3acTtocyBaHHs 13y p.
"Bupo6HuK", "MicLe3HaxomKeHHS
BMPOGHMKA Ta agpeca Micus oro
NPOBaPKEHHS AiS/IbHOCTI" 3
BiANOBIAHMMU 3MiHAMU B TEKCTI
MapKyBaHHS1 YNakoBOK; 3MiHW |
Tuny - 3miHn 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiZANOBIAHOCTI EBpONechbkili
thapmakonei: gna Adl; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikat Big, HOBOro
BMPO6HMKA (3amMiHa abo

133




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTugikaTa BignNoBIigHOCTI
€sponeiicbkili hbapmakonei Ne R1-
CEP 2009-190-Rev 02 gns gitouoi
peyoBuHM Losartan potassium Big,
HOBOro BMpo6Huka IPCA
Laboratories Limited (3amiHa
3aTBEpXXEeHOro BUpo6HuKa AdI
AUROBINDO PHARMA LIMITED
CEP 2009-334); 3miHu | Tvny -
3MiHu 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaTt BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2010-
139-Rev 01 (3aTBEpXeHO: R1-
CEP 2010-139-Rev 00) ans
Aito4oi peyoBrHK Losartan
potassium Bif BXe 3aTBEP)KEHOIO
BMpo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.;
3MiHK | TUNy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHeceHHA 3MiH Jo p.
«MapkyBaHHa» MKA 13
(3aTBEpMKEHO: «MapkupoBka
yMakoBKW» NpunaraeTcs»;
3anpornoHoBaHo: «MapKnpoBska
ynakosku. CornacHo
YTBEPXKAEHHOMY TEKCTY
MapK1poBKW». OHOB/IEHHS TEKCTY

MapKyBaHHS yNaKoBKM JiKapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby BifgnoBigHO 40 BUMOT
Haka3y MO3 YkpaiHu Big,
23.07.2015 p. Ne 460 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl; 3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-
190-Rev 03 ansa gito4oi peyoBuHU
Losartan potassium BUpoGHUKa
IPCA Laboratories Limited

148.

NOTAP®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
100 wmr; no 15 TabneTok y
6nictepi; no 2 6nictepn y
KapTOHHIA KOopoo6Li

AJTKANOI ALl Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

AJTKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa Ha3BW KpaiHu 3asBHUKa /13
Ankanoig A, Ckon’e/ Alkaloid AD
Skopje; 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM
BUMYCK Cepili) - 3MiHa Ha3Bu

3a peyenmom

UA/11210/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

KpaiHy BMpo6HuKa MN13 Ankanoig,
ALl Ckon’e/ Alkaloid AD Skopje,
6e3 3MiHn Micua BUPOGHMLTBA.

BHeceHi B iHCTpyKLjto Ans

Me[nYHOro 3actocysaHHa /13 'y p.

"Bupo6HuMK", "MicLe3HaxoMKeHHS

BMPOGHMKa Ta agpeca MicLs 1oro

NpoBaKEHHS AiNIbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK; 3MiHu |

TMny - 3MiHK 3 AkocTi. CepTudikar

BignosigHocTi/l E-cepTudikar

BiANOBIAHOCTI EBpONechbkili

thapmakonei/MoHorpadii.

MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo

BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans

BUXiAHOTO
martepiany/peareHTy/npoMiKHOro

MPOAYKTY, WO BUKOPUCTOBYIOTHCA

y BUpOGHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaTt BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOTO
cepTtudpikaTa BignNoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-

CEP 2009-190-Rev 02 ans gitoyoi

peuyoBuHuM Losartan potassium Big,

HOBOro BMpo6HuKa IPCA
Laboratories Limited (3amiHa

3aTBEPAKEHOro BUPOGHMKa AdI

AUROBINDO PHARMA LIMITED
CEP 2009-334); 3MiHu | Tuny -

3MiHn 3 akocTi. CepTudpikar

BignosigHocTi/l E-cepTudikat

BiANOBIAHOCTI EBpONechbkili

thapmakonei/mMoHorpadii.

MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo

BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
thapmakonei: gna A®l; ans

BWXifHOrO
mMartepiany/peareHTy/npomMiKHOro
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2010-
139-Rev 01 (3aTBEpXeHO: R1-
CEP 2010-139-Rev 00) ans
Aito4oi peyoBrHK Losartan
potassium Bif BXe 3aTBEP)KEHOrO
BMpo6Huka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD.;
3MiHK | TNy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHeceHHA 3MiH Jo p.
«MapkyBaHHa» MKA 13
(3aTBEpMKEHO: «MapkupoBka
yMakoBKW» NpunaraeTcs»;
3anpornoHoBaHo: «MapKnpoBska
ynakosku. CornacHo
YTBEPXKAEHHOMY TEKCTY
MapKupoBKW». OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3aco6by BiANOBIAHO [0 BUMOT
Haka3y MO3 YkpaiHu Bif,
23.07.2015 p. Ne 460 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
SI; 3MiHM | TURY - 3MiHK 3 AKOCTI.
CepTudpikart BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikat BignoBiAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-
190-Rev 03 ansa fitovoi peyoBuHU
Losartan potassium BUpoGHUKa
IPCA Laboratories Limited

149.

MAAJTOKC®

cycneHsis opasibHa Ne 1:
no 250 Mn y dpnakoHi; no 1
onakoHy B KAPTOHHI
Kopoo6Ui

TOB "CaHodi-ABEHTIC

YkpaiHa"

YKpaiHa

Eii. HatTepmaHH
eHg, Caiii. TM6X,
HimeuunHa; CaHodi
C.n.A, Itanis

HimeuunHa/
ITanisa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBfeHo
TEXHIYHY NOMWJIKY B TEKCTI
MapKyBaHHs ynakosku J13.
3AMPOMNOHOBAHO: 11.
HANMEHYBAHHSA |
MICUE3HAXOIKEHHSA
B/IPOBHUKA TA/ABO
3AABHUKA Bupo6bHuk: Eii.
HatTtepmaHH eHg Caiti. Tm6X,
HimeuunHa HattepmaHHanes 1,
KenbH, HopapeiiH-BecTdhaneH,
50829, HimeuunHa. 3a3HauyeHe
BMNpaB/IEHHS BiANOBifae
apxiBHUM marepiasniam
peecTpavuiiiHoro gocbe

6e3 peyenma

UA/9220/01/01

150.

MATHIIO
CYNb®AT -
JOAPHULA

pO34uH A4 iH'eKUiA, 250
mr/mn, no 5 mn B amnyni,
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi, no 2
KOHTYPHi YapyHKOBI
ynakoBku y nadi; no 10
MA B amnyni, no 5 amnyn y
KOHTYPHili YapyHKOBIi
yMakoBLii, N0 2 KOHTYPHI
YapyHKOBI YNakoBKW y
naui

MpAT
"®apmaueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT "
PapmaueBTMYHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiAa/bHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

3a peyernmom

UA/6095/01/02

138




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsag:
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'avyecnasoBuy

151. | MAUCENT Kancynm Teepgi no 250 wr; Manaues bioTek IHAaiA Maraues bioTek IHAis BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/16782/01/01

no 10 kancyn TeBepanx y
6nictepi; no 3 a6o no 10
6nicTepiB B KAPTOHHIl
naui

®apwma /114,

®apma /114,

mMarepianis: 3miHa 3asBHMKa
(BnacHwvka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): BBeaeHHs
3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHSA. 3MiHM | TRy -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) 3miHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. diroya pegakuis:
Dr. Manoj Sharma / p. MaHox
LLlapma. MponoHoBaHa pefakuis:
Sumit Bhushan / CymiT ByLuaH.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
hapmakoHarnisg. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3as1BHUKa, BIANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
[itoua pepakuis: KocteHko
Apkagii MrkonalioBuuy.
MponoHoBaHa pepakuis: Bosk
AHApin BoprcoBuny.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa KOHTaKTHWX AaHuX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg B Ykpaii.
3MiHa Micus 34iACHEHHS OCHOBHOI
OiSNBHOCTI 3 dhapmakoHarnagy.
3MiHa MiCL,e3HaxX0MKEHHS MacTep-
dhaiina.

152.

MAKCULEKC®

Kpanni oyHi, 1 mr/mn, no 5
My h/1aKoHi-
KpanenbHuui "Apon-
TeliHep®"; no 1 dpnakoHy-
KpanesbHULi B KOpo6Li 3
KapToHy

HoBapTic ®apma Al

LLsefuapis

AnkoH-KyBspbop

Benbris

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH g0 p. 3.2.P.7.
Cuctema koHTenHep/
3aKyrnoproBasibHWiA 3acib, a came
[ofaBaHHA anbTepHaTUBHOIO
nocTavyasibHMKa KOMMNOHEHTIB
NepPBUHHOI YNakoBKK
(Polypropylene (PP) 15 mm
Closure) - Gerresheimer; 3miHu |
TUNY - BHECEHHSA 3MiH A0 p.
3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHuWiA 3acib, a came
[ofaBaHHA noctavasibHUKa
KOMMOHEHTIB NePBUHHOI YNakoBKu
(Polypropylene (PP) 15 mm
Closure) - Moll Industries; 3miHu |
TUNY - BHECEHHSA 3MiH 40 p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBanbHWii
3acib, a came foaaBaHHsA
nocTavasibHvKa KOMMNOHEHTIB
nepBuHHOI ynakoBku (LDPE Bottle)
- Nolato Jaycare; 3miHu | Tuny -
BHECEHHS 3MiH Ao p. 3.2.P.7.
CucTtema KoHTelHep/
3aKynoproBasibHWiA 3acib, a came
3MiHa Ha3BW nocTavyanbHMKa
KOMMOHEHTIB NMEePBUHHOI YNakoBKu
(Polypropylene (PP) 15 mm
Closure Ta LDPE Bottle) 3 Rexam
Healthcare Ha BPRex Healthcare;
3MiHM | TUNY - BHECEHHS 3MiH 40 p.
3.2.P.7. Cucrema
KOHTeliHep/3aKynopoBanbHWi
3acib, a came 3miHa Ha3Bu
nocTavyasibHvKa KOMMNOHEHTIB
NepBUHHOI YNakoBKK
(Polypropylene (PP) 15 mm
Closure Ta LDPE 15 mm Plug 3
Rexam Healthcare Ha Nemera;

3a peyernmom

UA/10812/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHM | TUMY - BHECEHHS 3MiH [0 p.
3.2.P.7. Cucrtema
KOHTelHep/3akynoptoBasibHWiA
3aci6, a came 3MmiHa Ha3Bu
noctavasibH1Ka nakyBasibHUX
mMartepianis KOMMOHEHTIB
nepBuHHOT ynakosku LDPE Bottle
Ta LDPE 15 mm Plug;
3anponoHosaHo: LyondellBasell
Purell PE 1840H LDPE
153. | MA/NIbTO®EP® | Tabnetku xyBasibHi no 100 Bidhop (IHTepHeLuHn) LLiBeiiuapis Bidhop (IHTepHeLuHN) LLiBeiiuapis BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/5869/02/01
Mr no 10 TabneTok y IHK. IHK., LWBeiuapis marepianis: 3MiHu | TURY - 3MiHK
6nictepi; no 3 6nictepn y (KOHTpONb SKOCTI, Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOopoo6Li [03BiN Ha BUMNYCK hapmMakoHarnagy - OHOB/IEHHS
cepii); Bichop C.A., TEKCTY MapKyBaHHS YNakoBKu
LBeiiuapis NiKapCbKOro 3acoby 3 BHECEHHAM
(BUPOBHMLTBO iHbopmauii Wwoao 3a3HaYeHHs
Hepo3chacoBaHoi OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
NpOoAYKL,ii, KOHTPO/Tb Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu
AKOCTI, NepBMHHA Ta MiCALiB Nicnsa 3aTBepAKeHHs
BTOPUHHA YNaKoBKa)
154. | MANIbTO®EP® | kpanni opanbHi, 50 mr/mn Bidhop (IHTepHeLuHn) LLiBeiuapis BMPOGHMLTBO LLiBefuapis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/5869/03/01
no 10 mn a6o 30 mny IHK. Hepo3dgacoBaHOl marepianis: 3MiHU | TURy - 3MiHK
chnakoHi abo KoHTeliHepi nNpoAyKLii, KOHTPO/Tb LoAo 6e3nekn/edeKTMBHOCTI Ta
(Ty6i) 3 KpanenbHULE; N0 AKOCTI, NepBUHHA Ta hapmakoHarnagy - OHOBJIEHHS
1 dhnakoHy abo BTOPWHHA ynakoBKa: TEKCTY MapKyBaHHS ynakoBKm
KOHTeliHepy (Ty6i) B Bichop C.A,, NiKapCbKOro 3acoby 3 BHECEHHAM
KapTOHHIA KopoobLi LLiBeiiuapis; iHbopmauii WwoAo 3a3HavYeHHs
KOHTPO/b SKOCTI, OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
[03BiN Ha BUMYCK Sl. BBeAeHHS 3MiH NpoTArom 6-Tu
cepii: Bidhop MicALiB Nicna 3aTBepKeHHs
(IHTepHewHn) IHK.,
Lseiiuapis
155. | MANIbTO®EP® | cupon, 10 mr/mn, no 75 mn Bidhop (IHTepHeLuHn) LLiBefiuapis Bidhop (IHTepHeLwuHN) LLiBefiuapis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/5869/04/01
ab6o no 150 mn y donakoHi; IHK. IHK., LLIBeiiLapis marepianis: 3MiHu | TUMY - 3MiHK
no 1 cpsiakoHy 3 MipHUM (KOHTPO/Ib SIKOCTI, Lof0 6e3nekn/edekTMBHOCTI Ta
KOBMAYKOM Y KapTOHHii [03BiN Ha BUMNYCK chapmakoHarnsgy - OHOBNEHHS
Kopoo6Li cepii); Bichop C.A., TEKCTY MapKyBaHHS yNakoBKu
LLBeliyapis NiKapCcbKoro 3acoby 3 BHECEHHSM
(BMPOGHMLTBO iHbopmauii Wwoao 3a3HavYeHHs
Hepo3chacosaHol OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
NPOAYKLT, KOHTPOIb Sl. BBeieHHs1 3MiH NpPOTArom 6-Tn
AKOCTI, NepBUHHA Ta MiCALiB Nicna 3aTBepAKeHHs
BTOPUHHA YNaKoBKa)
156. | MA/IbTO®EP® | Tabnetku xysasibHi, 100 Bichop (IHTepHeLuHn) LBeliuapis BMPOGHMLTBO LBeliuapis BHECEHHS 3MiH 10 peecTpaLiiiHix | 3a peyenmom UA/5870/01/01
Pon mr/0,35 wr; no 10 IHK. Hepo3acoBaHoi marepianis: 3MiHu | TUMY - 3MiHK

TabneTtok y 6nictepi; no 3
6nicTepn y KapTOHHiIl
Kopobui

NPOAYKLT, KOHTPO/b
AKOCTI, NepBNHHA Ta
BTOPUHHA YMaKoBKa:

Loao 6e3nekn/edeKTBHOCTI Ta
hapmMakoHarnagy - OHOB/IEHHS
TEKCTY MapKyBaHHs yNakoBKM
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Bicbop C.A,, NiKapCbKOro 3acoby 3 BHECEHHAM
LLiBeiiuapis; iH(bopmauii Wwoao 3a3HaYeHHs
KOHTPO/b AKOCTI, OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
[l03BiNT HA BUMYCK Sl. BBeieHHs1 3MiH NpOTArom 6-Tn
cepii: Bidhop MicALiB Nicna 3aTBepKeHHs
(IHTepHewHn) IHK.,
LLBeliyapis
157. | MEOAKCA NOPOLLIOK NiogoinizoBaHmit Mepak Nesenbluadt HimeuyunHa BUPOGHMK, L0 HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/4884/01/01
ON151 NPUrOTyBaHHA dorop KNiHiwe Bignosigae 3a marepianis: 3MiHu | TURY -
po3uunHy Ans iHgysiii (5 LLineujansnpenapare BWMNYCK Cepil, noAaHHs OHOBJIEHOTO cepTudikaTty
mr/mn) no 50 wmr, 1 M6X BTOPVIHHE BiANOBIAHOCTI E€BpONEeicbKoi
CKSAHWI doNakoH 3 nakyBaHHs, hapmakonei gna Adl
MOPOLLKOM Y KapTOHHIl MapKyBaHHs1, okcaninnatuHy CEP No. R1-CEP
Kopobui KOHTPO/1b/BUNPOGYB 2003-278-Rev 05 (nonepeHs
aHHs cepiii: Megak Bepcis CEP No. R1-CEP 2003-
Ie3enbliadT drop 278-Rev 04) Bif BxXe
KniHiwe 3aTBEPKEHOIO BUPOGHMKA
Lneujansnpenapar HERAEUS DEUTSCHLAND
e M6X, HimeuunHa; GMBH & CO. KG
BUPOGHMK, L0
Bignosigae 3a
BMnNyck chopmu in
bulk, nepBuHHe
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHHA cepili: OHKOTek
Papma NpogakLuH
'm6X, HimeyunHa
158. | MEOAKCA NOPOLLIOK NiogpinizoBaHmit Mepak lesenbluadt HimeuyunHa BUPOGHMK, L0 HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/4884/01/02

AN NPUroTyBaHHSA
po3uunHy Ans iHgysili (5
mr/mn) no 100 mr, 1
CKSAHWIA doNakoH 3
MOPOLLKOM Y KapTOHHiiA
Kopo6Li

dorop KNiHiwe
LWneuianbnpenapate
M6X

Bignosigae 3a
BUNYCK cepil,
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BUNPOGYB
aHHs cepiii: Megak
lesenbwadt drop
KAiHiLe
Lneuianbnpenapat
e M6X, HimeuunHa;
BUPOGHMK, L0
Bignosigae 3a
BUNycK hoopmMm in
bulk, nepsuHHe
nakyBaHHs,
KOHTPO/b/BUNPOOYB
aHHA cepili: OHKoTek
Papma NpogakLuH
m6X, HimeyunHa

marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI E€BpONeicbKoi
cthapmakonei gna Adl
okcaninnatuHy CEP No. R1-CEP
2003-278-Rev 05 (nonepegHs
Bepcis CEP No. R1-CEP 2003-
278-Rev 04) Big Bxe
3aTBEPXXEHOT0 BUPOGHMKA
HERAEUS DEUTSCHLAND
GMBH & CO. KG
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
159. | MEAAKCA NOpOLLIOK NiodinizoBaHwni Mepak esenbwadT HimeuunHa BMPOGHVK, LLO HimeuunHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/4884/01/03
015 NPUroTyBaHHsA dorop KNiHiwwe Bignosigae 3a martepianis: 3miHu | TUny -
po3unHy ANs iHdysil (5 Lneujansnpenapare BUNYCK cepil, NoAaHHsA OHOB/IEHOTO cepTudikaTty
mr/m) no 150 wr, 1 M6X BTOPUHHE BiANOBIAHOCTI EBPONERCLKOI
CKNSIHWI (oNakoH 3 nakyBaHHs, thapmakonei ana Adl
NMOPOLLKOM Y KapTOHHiiA MapKyBaHHS, okcaninnatuHy CEP No. R1-CEP
Kopoo6ui KOHTPO/1b/BMNPOGYB 2003-278-Rev 05 (monepeaHs
aHHs cepiii: Mepak Bepcisa CEP No. R1-CEP 2003-
lesenswadt drop 278-Rev 04) Big Bxe
K/iHiLwe 3aTBEPKEHOr0 BUPOOHMKA
Lneuiansnpenapat HERAEUS DEUTSCHLAND
e M6X, HimeuuunHa; GMBH & CO. KG
BMPOGHVK, LLO
Bignosigae 3a
BMNyck coopmu in
bulk, nepBuHHe
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHH# cepiii: OHKOTeK
dapma lNpogakLuH
'M6X, HimeyunHa
160. | MEANXPOHAN | rpaHynu, nakeT Ne 1 Ta MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/6504/01/01
®-4APHNUA naket Ne 2 y nauuj; 7 "®apMaueBTNYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
naketis Ne 1 Ta 7 nakeTis ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
Ne 2 y nauui; 21 nakeT Ne hapmakoHarnsgy. BeegeHHs abo
1 1a 21 naket Ne 2 y nayu,i 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsag:
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy
161. | MEAOK/NAB MOPOLLIOK A1 OpasibHOI Mepokemi T/, Kinp Megokemi 1T Kinp BHECEHHS 3MiH [0 peecTpaLliiiHux | 3a peyenmom UA/18207/01/01

cycnensii, 400 mr/57 mr B

(3aBog B)

MaTepianis: 3MiHK | TUMNY - 3MiHK
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
5 mn; 1 conakoH 3 LoAo 6e3nekn/edeKTMBHOCTI Ta
MOPOLLKOM ANsi chapmakoHarnsgy - OHOBNEHHS
NpUroTyBaHHs 70 Mn TEKCTY MapKyBaHHS yNakoBKM
cycneHsii abo 1 doiakoH 3 NiKapCbKOro 3acoby 3 BHECEHHAM
NOpPOLLKOM A5 iHbopmauii Wwoao 3a3HaYeHHs
npurotysaHHsa 140 mn OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
cycneHsii 'y KOMMIekTi 3 Sl. BBeEeHHS 3MiH NpOTArom 3-x
[03YH4UM LUNPULEM Y MicALiB nicna 3aTBepAKeHHs
KapTOHHiiA KOpo6Li
162. | ME3OAEPM kpem 0,1 %, no 30 ry Ty6i; | MybniyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/5022/01/01
no 1 Ty6i B mauui ToBapucTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
BMPOGHUUUIA LLEHTP TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
"BopuuariBCcbkuii "HaykoBo- hapmakoHarnsgy - BHECEHHS 3MiH
Ximiko- BMPOGHUYNIA LEHTP [0 po3gainy “MapkyBaHHs" MKA
hapmaLeBTUYHNI "BopLyariBcbKuii n3.
3asopg" XimiKO- 3anponoHoBaHo: MapKyBaHHS.
thapmaueBTUYHWI BignosigHo Ao 3aTBEpPAXEHOrO
3asofa” TekcTy mapkyBaHHA. OHOB/IEHHA
TEKCTY MapKyBaHHS yNakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmaLii Woa0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. TepmiH BBEA,EHHS 3MiH -
npoTsirom 6 micsuis nicns
3aTBEPKEHHS
163. | MEHOBAJEH Kancynu, no 10 kancyn y My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/5279/01/01
6nicTepi, no 2 6nictepn y TOBapuCTBO "HaykoBo- akuioHepHe martepianis: 3MiHuK | TUNY — 3MiHa Y
nauuj 3 KapToHy BMPOGHUUUIA LLEHTP TOBapuCTBO cKnagj AONOMDKHMUX PeYOBUH, a
"BopLuariBcbKuii "HaykoBo- came 3MiHa Koprycy karncynu. | sx

XiMiKo-
hapmaLeBTUYHNI
3asofg”

BUPOGHNUNIA LIEHTP
"BopLyariscbkuii
Ximiko-
hapmaueBTUYHNIA
3asofa”

Hacnigok BiAbyBalOTbCH 3MiHU B
cneundikauii 418 KOHTPO/O
[LOMOMDKHUX PEYOBUH (kancynu
XenaTuHoBi), B cneuudikauii ans
KOHTPOJTI0 NPOMDKHUX MPOAYKTIB
Ta B cneuudikauii g1 KOHTPOO
['/13; 3anponoHoBaHo: cknapg,
MpenapaT po3dacoByoTh Y
TBEpAi xenatnHosi kancynm Ne 1 3
KPYILLEYKOKO 3€M1EHOTO i KOPMYCOM
6inoro konbopy. Cneundikauis
ons KoHTponto 13 Onuc Teeppaj
XenaTuHOBI kancynun
LuniHgpuyHoi coopmu, 3
HaniscepuyHUMm KiHLAMHY, 3
KPYILLEYKOK 3€M1EHOTO i KOPMYCOM
6inoro konbopy. BmicT kancyn —
maca 3e/ieHyBaTo-6yporo Kobopy
y BUIAsi4i NOPOLLKY abo
rpaHybOBaHOro NOPOLUKY, i3
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Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

cnabkum cneundivyHMM 3anaxom
3MiHV BHeceHi B po3ainun "Ckniag”
(monomixkHi peyoBuHUN) Ta
"OCHOBHI (Di3VKO-XiMiYHi
BNaCTUBOCTI® B IHCTPYKLUitO AN
MEJMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMXKEHHS; CYMyTHS 3MiHa: -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW BUNPOOYyBaHb
abo JonyCTUMUX MEX,
BCTaHOB/IEHUX Y cnevmdikayisx,
nif, yac BUPOBGHULITBA rOTOBOrO
nikapcbKoro 3acoby - 3miHu 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTPO/b LONOMIKHUX PEHOBUH.
3miHa napameTpiB cneuudikauii
Ta/abo [onyCTUMUX MEX ANS
[0NOMDKHOT peYOBUHN (BUTYYEHHS
3i cneyndpikauii He3Ha4yHOro
nokasHuka (Hanpvknag
3acTapinioro NokasHvka)) - 3mMiHu 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO /likapCbKoro 3acoby;
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy - 3miHu fo
po3giny «MapkyBaHHsS».
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHhopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsAILiB Nic/a 3aTBepAKEHHSs

UA/3572/02/01

164.

METAMAKC

pO34uH AN iH'ekuiid, 100
Mr/mMn no 5 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs a6o

3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaXKEHOT 0Cc0o6H,

3a peyenmom
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsaga:
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

165.

METAMAKC

Kancynu no 250 mr no 10
Kancys y KOHTYpHif
YapyHKOBIli ynakosLi; no 4
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
chapmakoHarnsag;
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/3572/01/01

166.

METUNYPALN

ns

MIPAMICTUHO

M

Ma3b; o 15ra6o 30ry
Ty6i; no 1 Ty6i B nayu,i

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMakoHarnsgy

6e3 peyenma

UA/1750/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsag:
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'a4yecnasoBuy

167.

METOK/IOMNPA
MIA-0APHULIS

Tabnetku no 10 mr, no 10
TabeToK y KOHTYPHii
YapyHKOBIli ynakoBsLi; no 5
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/7726/02/01

168.

METPOHIAA30
Nn-pAPHNLUA

pO34uH aNs iHQysil, 5
mr/mn no 100 mny
h1akoHi

MpAT
"PapmaueBTnyHa
thipma "dapHuun”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
L1010 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/4079/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

noninponineHosomy; no 1
dhnakoHy B nauuj; no 100
MY dhrakoHax

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOoBHOB&XeHOi 0cobu,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'a4yecnasoBuy

169.

ME®EHAMIHK
A®

TabneTtku, BKPUTI
060/10HKO0, M0 500 Mr no
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakosLi; no 1
ab0 no 2 KOHTYpHiI
YapyHKOBI YNakoBKW B
ECI]

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3mMiHu | TMNy - MiHKW
ofo 6e3nekn/edekTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,

3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBiAA/IbHOT 32
chapmakoHarnsag;
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

6e3 peyenma

UA/14487/01/01

148




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

170.

ME®EHAMIHO
BA KNC/OTA-
OAPHULA

TabneTku no 500 mr, no 10
Tab/1eToOK Y KOHTYPHiii
YapyHKOBI ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBKM B naui

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT

"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsag:
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

6e3 peyenma

UA/7015/01/01

171.

MOKCUBAP

TabneTtku, BKPUTI
NAiBKOBOK 060J10HKOLO, MO
400 wmr; no 5 Tabnetok y
6nicTepi; no 1 abo 2
6nicTepn B KAPTOHHIA
Kopobui

Aypob6iHgo dapma /114

IHais

AypobiHgo ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECeHi 10 IHCTPYKUii ans
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco611BOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn
[ito40i pevoBUHW. BBeeHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

3a peyernmom

UA/14296/01/01

172.

MOKCU®TOKC
ALUVH
CAHA03®

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
400 mr; no 5 TabneTok y
6nicTepi; no 2 6nictepu B
KapTOHHI KopobLi; no 7
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHiii
Kopoo6ui

CaHpo3s

dapmacbloTikans g.4.

CnoBeHis

C.K. CaHgos C.P.J1.

PyMmyHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) -

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA 3.
3anponoHosaHo: MAPKYBAHHA
3rigHo 3 3aTBEPAKEHUM TEKCTOM

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHSIM iHchopMmauii

3a peyenmom

UA/16489/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
LLOA0 3a3HAaYEHHS OOVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
TepMmiH BBELlEHHS 3MiH: MPOTAroM
6 -TV MicsLiB Nicns 3aTBEPAKEHHS
3MiH
173. | MOKCOHIANH TabneTtku, BKPUTI "KcaHTic Papma Kinp AT "CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/17580/01/01
KCAHTIC NiBKOBOK 060J10HKOLO, MO Nimiteg" dapmacbtoTikans" Pecny6nika marepianis: 3MiHu | TUMY - 3MiHK
0,2 mr no 10 TabneTok y ofo 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 3 6nictepu B thapmakoHarnsgy - OHOB/IEHHS
KapTOHHI navi TEeKCTYy MapKyBaHHS ynaKkoBK/
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
174. | MOKCOHIANH TabneTku, BKpUTI "KcaHTtic ®apma Kinp AT "CaHeka CnoBaubka BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17580/01/02
KCAHTIC NNiBKOBOK 060/10HKOID, MO NimiTen" dapmacbloTikans" Pecny6nika marepianis: 3MiHu | TURY - 3MiHK
0,3 mr no 10 TabneTok y Lofo 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 3 6nictepn B hapmakoHarnagy - OHOBJ/IEHHS
KapTOHHiI nauui TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSAM
iHbopmauii WwoAo 3a3HavYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeAeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepKeHHs
175. | MOKCOHIANH TabneTtku, BKPUTI "KcaHTic Papma Kinp AT "CaHeka CnoBavbka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17580/01/03
KCAHTIC NNiBKOBOK 060J1I0HKOH), MO NimiTeg" dapmacbloTikanis" Pecny6nika marepianis: 3MiHK | TUMy - 3MiHK
0,4 mr, no 10 TabneTok y Loao 6e3nekn/edeKTBHOCTI Ta
6nicTepi; no 3 6nictepu B hapMakoHarnagy - OHOB/IEHHS
KapTOHHIM nauuj TEKCTY MapKyBaHHS1 YNaKkoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpPOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
176. | MOMEAEPM® masb, 1 mr/r; mo 15ry TOB "bayw Xenc" YkpaiHa dapmszaBog Enbha Monbwa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/10968/01/01
Ty6i; No 1 Ty6i B KAPTOHHIlA AT. marepianis: 3mMiHu | TUNY - 3MiHa

Kopoo6ui

YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsg,. NponoHoBaHa
pepakuis: bapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHux yrnoBHOBaXeHOT 0cobu,
BiANOBiAabHOT 3a
hapMakoHarnsg. 3miHa Homepa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MacTep-caiina cuctemun
chapmakoHarnagy

177.

MOTUNITAC

Kancynm m siki no 120 wmr;
no 10 kancyn y 6nictepi;
no 2 abo no 4 6nictepu B
KapTOHHI ynakosL,i

MakHin Mpoaaktc
Nimiteq

AHrnis

KataneHt [bxepmai
LLlopHaopd M6X,
HimeuyunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs);
KaTtaneHTt ®paHce
Benaiim CA,
PpaHuis
(B1pOGHMLTBO,
KOHTPO/1b FOTOBOIO
NPOAYKTY, BUMYCK
cepii )

Himeyunna/
®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2009-
197-Rev 02 gns Aio4oi peyoBrHU
Simeticone Big, Bxe
3aTBepMAKeHOro BupobHuka DOW
CORNING EUROPE S.A,, sk
Hacnifgok 3MiHa Ha3BuW BNacHyKa
CEP (3anponoHoBaHo: DOW
SILICONES BELGIUM S.P.R.L);
3MiHM | TUNY - NoAaHHA
OHOBJ/IEHOTO cepTudiikata
BiAANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-
197-Rev 03 ansa fito4oi peyoBuHU
Simeticone Big BXe
3aTBEPAKEHOr0 BUPOGHNMKA, 5K
HacnigoK 3MiHa Ha3Bu Ta
MiCLIe3HaxX0opKeHHS BNacHuka
CEP T1a Ha3Bv BMpO6GHMKa Aitlo4oTi
peyoBuHu DDP SPECIALTY
ELECTRONIC MATERIALS US9
LLC
3MiHN | TUNY - NoAaHHsA
oHoBneHoro E- cepTudpikata
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2003-
172-Rev 02 gnsa AONOMiKHOT
peyoBuHM Gelatin Big BXe
3aTBEPAKEHOr0 BUPOGHUKA
GELITA DO BRASIL LTDA

6e3 peyenma

UA/16873/01/01

178.

HATPIIO
AAEHO3NHTP
NDOCHAT-
JOAPHULA

pO34nH A4N11 iH'ekui, 10
Mmr/mn; no 1 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBsLi; no 2
KOHTYPHIi YapyHKOBI
yNnakoBKM B NauLi

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3nekn/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy

3a peyernmom

UA/2998/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy)- 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

179.

HATPIIO
X/TOPUA-
JAPHULA

PO34nH A8 iH'EKLiR, 9
Mmr/ms, no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBku B nayui; no 10
M B amnysi; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
yNakoBLii; MO 2 KOHTYPHI
YapyHKOBI YMakoOBKN B
naui

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy

3a peyernmom

UA/7493/01/01

180.

HEBINET®MN/N
HOC 5/12,5

TabneTtku, BKPUTI
NiBKOBOK 060/0HKOI0; MO
14 Tabnetok y 6nicTepi;
no 1 a6o 2 6nictepn y

MeHapiHi
IHTepHeLwoHan
OnepeiioHc
Nokcembypr C.A.

IMokcembBypr

BEPNIH-XEMI AT,
HimeuunHa
(BUpPOGHMLTBO "in
bulk", KOHTpoNb

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiinHmx

marepianis: 3MiHu | TUMY - 3MiHK

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y

KapTOHHI Kopoo6Li cepii); BEP/IH- KOPOTKiil xapakTepucTunui
XEMI A, nikapcbKoro 3acoby, TeKCTi

HimeuuunHa (kiHueBe MapKyBaHHS Ta IHCTPYKLii Ans

nakyBaHHs, Me[MYHOro 3acTOoCyBaHHs Ha

3a peyenmom

UA/15245/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/b Ta BUMYCK
cepil); MeHapiHi-®oH
XeligeH TM6X,
HimeuyunHa
(BMPOGHMLTBO "in
bulk", nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepir)

nigcrasi perynspHo
OHOBJ/IKOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MikapcbKoro 3acoby
B nicnspeecTpaviiinii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHNxX
BIANOBIAHO A0 NnaHy
negjiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofXeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OPraHoM) - 3MiHu
BHECEHO [0 iHCTPYKLi AN
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakui™ BigNoBigHO A0
6e3nekun Ailo4nx pevoBuH
He6iBoM0y Ta rigpoxaopoTiazugy
3riiHO 3 pekoMeHpauismm PRAC.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!

181.

HEWPO-HOPM

kancynu no 10 kancyny
KOHTYPHIli YapyHKOBIi
ynakoBLij; no 2 abo 6
KOHTYPHUX YapyHKOBUX
yMakoBOK y navui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"®apmMaueBTNYHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKM

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy

“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEZEHHS 3MiH NPoOTSIrom 6
MicAILiB nic/a 3aTBepAKEHHs!

3a peyenmom

UA/3685/01/01

182.

HEWPO-HOPM

kancynu no 10 kancyny
KOHTYPHIli YapyHKOBIi
ynakoBLij; no 2 a6o 6
KOHTYPHUX YapyHKOBUX
ynakoBOK y nauui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy

3a peyenmom

UA/3685/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

183.

HEOMIAAHTAH

Kancynu no 100 mr, no 10
Kancyn y 6nictepi, no 5
6nicTepiB y navui

AT "OnaitHdpapm"

Narsis

AT "OnaiiHchapm"

Nartis

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3as1BHMKA, BiAMNOBiAa/IbHOT
3a (papmakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: Mpuckoka
AHgpiii Onerosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0C06M YyNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
dhapmMakoHarniag B YkpaiHi

3a peyernmom

UA/6205/01/01

184.

HIMEAAP

rpaHynun gnsa opasibHol
cycneHsii, 100 mr/2 r no 2
I rpaHy/n B 04HOA030BOMY
naketi; no 9 a6o no 15,
a60 no 30 nakeTiB y

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTtepianis: 3MiHW | TUMY - 3MHU
wofo 6esnekn/edekTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [10 y3araJlbHEHNX AaHWX Npo

3a peyernmom

UA/15433/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopoo6ui

cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAabHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasosuy.

185.

HONINPEN®
APrHIH
DOPTE

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO; MO
14 TabneToK y KOHTENHepi;
no 1 koHTeliHepy y
KopobLi 3 KapToHy; no 30
TabneTok y KoHTeliHepi; no
1 a60o 3 KoHTeliHepU y
KopobLi 3 KapTOHY

NE NABOPATYAP
CEPB'€

®paHLis

Na6opaTtopii Ceps'e
IHoacTpi, PpaHuis
a6o Ceps'e
(Ipnangis) IHgacTpic
Nta, Ipnangis

PpaHuis/
IpnaHgis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

3MiHN BHECEHO B TEKCT
MapKyBaHHs YNakoBK/ NiKapCbKoro
3acoby. TepmiH BBEA,EHHS 3MiH -
npoTsirom 9 micsuis nicns
3aTBEPAKEHHS.

3a peyenmom

UA/5650/01/02

186.

HOO®EH®

Tabnetku no 250 mr; no 10
Tabnetok y 6nictepi; no 2
6nicTepn y nauui
KapTOHHIi

AT «OnaiiHdapm»

Natsis

AT «OnaiiHdapm»

Nartsia

BHECEHHS 3MiH 40 peecTpaviinHmx
mMaTepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Kogy ATX - 3MiHV BHeceHo A0
IHCTPYKLUIT ANA MeanyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
[0 po3sginy
"GapmakoTepanesTuyHa rpyna.
Kog ATX.". [lo 3aTBepaKeHHs
pekoMeHAYETbCA IHCTPYKLiSA AN
MeIMYHOro 3aCTOCyBaHHS
niKkapcbKoro 3acooby i3 kogom ATX,
SIKWIA BiAMOBIgA€E MiXXHAapOAHOMY
Knacugikatopy BOO3
(https://www.whocc.no/atc_ddd_in
dex/?code=N06BX22)
3areBepaxeHo: NO6BX;
3anponoHoBaHo: NO6BX22.
3MiHK Il TMny - 3MiHK Woa[o

3a peyernmom

UA/3773/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

6e3nekn/edeKTUBHOCTI Ta

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnagy. 3miHn y
KOPOTKill XapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLi Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMU Ta AaHUMK 3
hapmakoHarnsgy - 3miHM BHECEHO
[0 IHCTPYKUT ANA MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakosoriyHi
BractmsocTi”, "rMokasaHHsA"
(yTOouHEeHHs iHchbopmauii),
"MpoTunokasaHHs", "OcobamBoCTi
3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rofyBaHHs
rpyaao”, "Cnocib 3actocyBaHHS
Ta fo3un" (YTOYHeHHs iHchopmadii),
"Mepeno3yBaHHs", "MoGIYHI
peakuii”. 3miHun Il Tuny - 3miHK
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
npaBOBOMY CTaTyCi NiKapCbKOro
3acoby (yci iHWi 3MiHM NpaBoBOro
cTatycy) 3MiHM NpaBOBOro cTaTycy
nikapcbKoro 3acoby, a came
BHECEHHS 3MiH [0 IHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"Kateropis Bignycky"
(3aTBEpAXEHO: Bes peuenTa;
3anponoHoBaHo: 3a peLenToMm).

6e3 peyenma

UA/3611/02/01

187.

HO-X-LWA®

Tabnetku no 0,04 r no 10

Tabnetok y 6nictepi; no 1
abo no 3 6nictepu y nauui
3 KapTOHY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
Xapkis"

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTYy MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHS BXe
3aTBEPLKEHOr0 TEKCTY

MapKyBaHHS! Ta BHECEHHS 3MiH A0

po3giny MKA «FPA®IYHE
OPOPMNEHHA YINAKOBK»
lMponoHoBaHa pepakuis:

MAPKYBAHHSA BignosigHo Ao
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPKEHOTO TEKCTY

MapkyBaHHS. TepMiH BBELEHHS

3MiH NpoTAaroM 3 Micauis nicns
3aTBEPAKEHHS

188.

HO-X-LWA®

Tabnetku no 0,04 rin bulk:
no 5000 TabneTok y
KOHTElHepi N1acTMKOBOMY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-
XapkiB"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKm

NiKapCbKoro 3acoby 3 BHECEHHAM

iHbopmauii Wwoa0 3a3HaYeHHs

OAVHMLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHS BXe
3aTBEPLKEHOr0 TEKCTY
MapkyBaHHs in bulk: no 5000
TabneTok y KOHTeliHepi
NNacTVKOBOMY (BHECEHHSI
No3HaYeHb OAMHNLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbLKOro angasiTy) Ta
BHECEHHS 3MiH 40 po3giny MKA
«PA®IYHE ODPOPM/IEHHA
YMNAKOBKW>». MNMponoHoBaHa
pegakuis: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTy MapkyBaHHs. ns
nikapcbKoro 3acoby y chopmi in
bulk: BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, WO AOAAETHCS.
TepMmiH BBeZlEHHS 3MiH NPOTSArom 3
MicALiB nicna 3aTBepAKeHHs

UA/0353/01/01

189.

HO-X-LUA®
POPTE

Tabnetkn no 0,08 r, no 10
Tabnetok y 6nictepi, no 3
6nicTepmn y nayui 3
KapToHy

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapuCTBO "JleKxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapMakoHarnisay - OHOB/IEHHS

TEKCTy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. OHOB/IEHHSA BXe
3aTBEPLKEHOr0 TEKCTY

MapKyBaHHS Ta BHECEHHS 3MiH [0

po3gainy MKA «FPA®IYHE
OPOPMNEHHA YMNAKOBKW».
MponoHoBaHa pegakLis:
MAPKYBAHHA
BignosigHo A0 3aTBEpPAKEHOrO

6e3 peyenma

UA/3611/02/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHSA 3MiH - NpoTArom 3
MicsiLiB Nicns 3aTBEPAYKEHHS
190. | HO-X-LWLA® Tabnetku no 0,08 1, in MprBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx - UA/0354/01/01
DOPTE bulk: no 5000 Ta6neTok y TOBapucTBO "J1eKxiM- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK
KOHTeliHepax Xapkis" TOBapuCTBO "J1eKXiM ofo 6e3nekn/edhekTMBHOCTI Ta
- XapkiB" chapmakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHSAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. OHOB/EHHSA BXe
3aTBEPKEHOr0 TEKCTY
MapkyBaHHs in bulk: no 5000
TabneTok y KOHTeliHepax
(BHECEHHSA NO3HaYeHb OAMHULL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCbKOro andgasity) Ta
BHECEHHS 3MiH 40 po3giny MKA
«PA®IYHE OPOPM/IEHHA
YMAKOBKW». MponoHoBaHa
pepakuis: MAPKYBAHHSA.
BignosigHo fo 3aTBEpAXEHOro
TEKCTy MapKyBaHHs. BignosigHo
[0 3aTBEPAKEHOIO TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
TepmiH BBEA,EHHS 3MiH - MPOTArOM
3 micauiB nicns 3aTBepmKeHHS
191. | OKCANINNATU | nioghinisat Ana po3unHy MpuBaTHe akuioHepHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiiux | 3a peyernmom UA/15925/01/01
H Ans iHdoysii no 50 mr, 1 TOBapUCTBO "flekxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHW
hNakoH 3 NMOPOLLUKOM Y Xapkis" TOBapuCTBO Lwoao 6e3nekn/edeKTBHOCTI Ta
nauui 3 KapToHy "Jlekxim-Xapkis" hapmakoHarnsgy - BHECEHHS 3MiH
YkpaiHa o posginy MKA: MAPKYBAHHA
(BMPOGHMLTBO 3 MponoHoBaHa pegakuis
npoaykuii in bulk MAPKYBAHHSA BignosigHo fo
ipMn-BUPOGHMKA 3aTBEP)KEHOro TeKCTY
Ksiny MapKyBaHHs. 3MiHN BHECEHI B
PapmaveyTikan TEKCT MapKyBaHHS ynakoBKu
(XaitHaHb) Ko., NiT4., nikapcbKkoro 3acoby Lwoao
KvTai) 3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 3-x
MicSLIB Nicnsa 3aTBEPAKEHHS
192. | OKCANINNATW | niocpiniszat gns po3unHy MpuBaTHe akuioHepHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/15925/01/02
H 08 iHdysii no 100 mr 1 TOBapuCTBO "J1eKXiM- akuioHepHe marepianis: 3MiHK | TUMy - 3MiHK
hNakoH 3 NOPOLLUKOM Y Xapkis" TOBapuCTBO Loao 6e3nekn/edeKTBHOCTI Ta
nauuj 3 KapToHy "lekxim-Xapkis", hapmakoHarnsgy - BHECEHHS 3MiH
YKpaiHa 0o posginy MKA: MAPKYBAHHA
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(BMpPOGHMLTBO 3 MponoHoBaHa pepakuis
npoaykuii in bulk MAPKYBAHHSA BignosigHo fo
ipMun-BUPOGHYMKa 3aTBep)KEHOro TeKCTy
KBiny MapKyBaHHs1. 3MiHN BHECEHI B
dapmaveyTikan TEKCT MapKyBaHHS ynakoBKu
(XaiiHaHb) Ko., 114, nikapcbKoro 3acoby Lwoao
Kutai) 3a3HaYeHHs OANHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 3-x
MicAILiB Nic/a 3aTBepAKEHHSs!
193. | ONIME/Ib N4E emynbcis ans iHdysii; no Bakctep C.A. Benbris BXigHWIA KOHTPOSb, Benbris BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/17379/01/01
1000 mn y TprkamepHomy KOHTPO/b marepianis: 3miHu | Tuny -
nnacTMKOBOMY NakeTi B NPOMiXXHOTIO [ONOBHEHHSA cnevudikauii ans
3axuCHili 060M10HLUi, L0 nNpoayKTY, 4itoyoi pevoBuHY Kanito xnopug,
MICTUTb MOrNIMHAY Ta BMPOGHMLTBO, LLie OHVM MOKa3HWKOM YMCTOTH, a
iHAMKaTOP KWUCHIO; No 6 nakyBaHHS, came BU3HAYEHHSAM Ki/IbKOCTi
NakeTiB y KAPTOHHiIl KOHTPO/b SKOCTi Ta [LOMILLKM CBUHUO, AN1A
Kopo6ui; no 1500 mny BWMNYCK Cepil: 3aTBEPMAKEHUX BUPOOHWKIB K+S
TpyKaMmepHoMy Bakctep C.A. KALI GMBH, HimeuuuHa, Klinge
NnnacTMKOBOMY NakeTi B Chemicals Ltd, BenukobputaHis
3aXUCHIi 060/10HLUi, WO Ta Merck KGaA, HimeuunHa; 3miHn
MICTUTb MOFNIMHaY Ta | TMNY - OHOBNEHHA pPO3giny
iHAMKaTop KMCHIO; No 4 «CucTtema
nakeTu y KapTOHHIl KOHTeliHep/3aKynopoBasbHuWi
Kopo6ui; no 2000 mn 'y 3aci6», y BigNoBiAHOCTI 4O BUMOT
TpuKamepHoMy [i04oro BMAaHHA €Bponeicbkol
nnacTMKOBOMY NakeTi B thapmakonei (3aranbHa cTaTTs
3aXUCHIi 060/10HUi, WO 0115 NNacTUKOBKX MaTepianis);
MICTUTb MOFNIMHaY Ta 3MiHU | TUNY - OHOBMIEHHA PO3AiNny
iHAVKaTOP KUCHIO; No 4 «¥YnakoBKa», a camMme BUAaIEHHSA
nakeTu y KapTOHHIl iHhopMauii LWoA0 HasABHOCTI
Kopobui iHAMKaTOopa KUCHI0. 3MiHW BHECEHO
B IHCTPYKL,O 4519 MeAnYHOro
nikapcbKoro 3acoby y p.
"Ynakoska". BBeeHHs1 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
194. | ONIME/Ib N9E emynbCis Ans iHdysiin no Bakctep C.A. Benbris Bakctep C.A., Benbris BHECEHHS 3MiH 0 peecTpauiiiiux | 3a peyernmom UA/17381/01/01

1000 mn y TpukamepHomy
NAacTKoBOMY MakeTi B
3axuCHili 060M10HLUi, L0
MICTUTb MOF/IMHaY Ta
iHAMKaTOP KMUCHIO; No 6
NakeTiB y KAPTOHHiIl
Kopo6ui; no 1500 mny
TprKamepHoOMy
nAacTKoOBOMY MakeTi B
3aXUCHI 060/10HUi, WO

Benbria (BXigHwi1
KOHTPO/1b, KOHTPO/b
NPOMIXXHOro
NpOAYyKTY,
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b AKOCTi Ta
BUNYCK cepii)

mMarepianis: 3mMiHu | TMny - 3MiHN 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikayiii
Ta/abo fonyCcTUMUX MEX,
BM3HAYeHUX y cneumdikauisx Ha
A®DI, ab0 BMXigHWIA/NPOMIKHWIA
npoaykT/peareHT, Lwo
BUKOPVCTOBYIOTbCS Y NPOLECI
BUpo6HUUTBa AP (iHLLI 3MiHK) -
[OMNOBHEHHA cneumdikauii ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MICTUTb MOrNIMHaY Ta
iHAMKaTop KMCHIO; Nno 4
nakeTy y KapTOHHIl
Kopo6ui; no 2000 mn 'y
TprKamepHoMy
nnacTMKOBOMY NakeTi B
3aXUCHIi 060/10HUi, WO
MICTUTb MOFNIMHaY Ta
iHAVKaTOP KUCHIO; NOo 4
nakeTn y KapTOHHIl
KopooLi

Aitoyoi pevoBrHK Kanito xnopug,
LLie OAHVM MOKa3HWKOM YUCTOTH, a
came BU3HAYEHHAM KiNlbKOCTI
[OOMILLKM CBUHLO, AN
3aTBEpPKEHNX BUPOOHUKIB K+S
KALI GMBH, HimeuuunHa, Klinge
Chemicals Ltd, BenukobpuTaHis
Ta Merck KGaA, HimeuuunHa; 3miHu
| TUNYy - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/lE-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapmMakonei
aepxasu €C (iHWi 3MiHN) -
OHOBJIEHHSA po3giny «Cuctema
KOHTelHep/3akynoptoBasibHWiA
3aci6», y BignoBiAHOCTI 4O BUMOT
[ilo4oro BMAaHHA €Bponencbkol
thapmakonei (3aranbHa cTaTTa
[ON15 NNacTUKOBKX MaTepianis);
3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
po3giny «YnakoBka», a came
BUAAUIEHHSA iHthopmaii Lwoao
HasiBHOCTI iHAMKaTOpPa KUCHIO.
3MiHV BHECEHO B IHCTPYKLi0 ANs
MEJMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y p.
"YnakoBka".
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHSs!

195.

OJIPEH® -75

PO34uH A8 iH'eKUilA, no 2

M/ B amnyni; no 5 amnyny

Kopoo6Ui

TOB «TeBa YkpaiHa»

YKpaiHa

Mepknie M'meX
(BMPOGHWK, AKNI
BignoBigae 3a
BUPOGHMLTBO
npoaykty in bulk,
nepBuHHE
nakyBaHHS,
BTOPWHHE
nakyBaHHS1, BUNYCK
cepit;
BMPOBHUK, KW
Bignosigae 3a

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
MaTtepianis: 3mMiHa 3asBHUKA
(BnacHwvka peecTpadujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460): 3miHa
3anBHUKa (BlacHMKa
peecTpaviiHOro NOCBigYEHHST).
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMakoHarnsgy

3a peyenmom

UA/5122/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTpPO/b cepii)

(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
hapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. fivoya pegakuis:
Orit Stern-Maman. MponoHoBaHa
pegfakuis: Buctpoa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHyX YNOBHOB&XEHOI 0co6u
3asBHVKa, BignoBigabHOI 3a
hapmakoHarniag.

196.

ON®EH®-50
NAKTAB

Tabnetku
KMLLIKOBOPO34MHHI no 50
mr; no 10 TabneTok y
6nictepi; no 2 6nictepn B
Kopobui

TOB «TeBa YkpaiHa»

YKpaiHa

BMPOGHULITBO 3a
MOBHUM LIMIK/TOM:
AuvHo ®apma AT,
LLiBeiuapis;
noaatkosa
na6oparopis, Lo
npuimae yyactb B
KOHTpONI cepii:
YHTEP3YXYHICIHCTUT
yT Xennenep M'm6X,
HimeuumnHa,;
BMPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY, KOHTPO/Ib
AKOCTI, f,03BIN HA
BWMNYCK Cepil:
AupHo dapma AT,
LLseiuapis;
nepBuHHA Ta
BTOPWHHA ynakKoBKa:
AuvHo dapma AT,
LBeiiuapis

LLiseiiuapis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis: 3mMiHa 3asBHUKa
(BnacHvika peecTpadujiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). 3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHU [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
dhapmMakoHarnsgy) 3miHa

3a peyenmom

UA/5123/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. [ivoya pefakuis:
Orit Stern-Maman. MponoHoBaHa
pegfakuis: buctpoa OkcaHa
BitaniiBHa. 3mMiHa KOHTaKTHUX
[aHyX YNOBHOB&XEHOI 0co6u
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnag.
197. | OMAKOP Kancysm m'siki no 1000 wr, AGGOTT Jlabopatopi3 HimeuunHa | A660TT Nlabopatopiz | HimeuunHa/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/10147/01/01
no 20, 28, 100 kancyn y 6X 'M6X, HimeyunHa Hopseris/ marepianis: 3MiHu | TUNY - 3MiHK
chnakoHi, no 1 conakoHy B (BignoBifanbHuii 3a [Oanis/ LoAo 6e3nekn/edeKTMBHOCTI Ta
Kopoo6Ui Bunyck cepii); BAC® | HigepnaHgu | dapmakoHarnsagy. BeegeHHs abo
AC, Hopseria 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
(BignoBifanbHuii 3a cuctemy chapmakoHarnsgy
KOHTpOnb cepii); TM (BBEAEHHSA y3araslbHEHUX AaHWX
Mek AnC, JaHis npo cuctemMy papmMakoHarnsagy,
(BignoBiganbHuii 3a 3MiHa yNOBHOB&XeHOi 0cobu,
nepBuHHE Ta BiANoBiAa/IbHOI 3a 34jACHEHHSI
BTOPWHHE chapmakoHarnsgy; KOHTakTHoI
nakyBaHHs); MNaTeoH 0cobu 3 hapmakoHarnsgy
Codptoxenc b.B., 3asiBHMKA AN 34iCHEeHHS
HigepnaHnan thapmakoHarnagy B YKpaiHi, kLo
(BignoBifanbHuii 3a BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
BMPOGHMLTBO ocobw, BignoBiAa/IbHOT 3a
Hepo3dhacoBaHOl 3[jiCHEeHHS1 hapMakoHarnagy
npoaykuii Ta (BKNHOYAKOYUN KOHTaKTHI AaHi)
KOHTpO/b cepii) Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BiANOBIA&/ILHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (papmakoHarnsg,
198. | OMHAOPEH®2 | po3uuH oniliHnii Ans TOB "bayw Xenc" Ykpaina dapm3asog Enbha Monbuwa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/5204/01/01

50

iH'ekujil, no 1 mny amnyni,
no 5 amnyn y KapToHHii
Kopoo6Ui

AT.

marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/bHOI 3a 3MjiACHEHHSI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsagy) - 3miHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: bapmiHa
aHHa OnekcaHpapiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3miHa Homepa
macTep-chaiina cuctemm
dpapmakoHarnsay

199.

OMHOIMOH-3H

PO34uH A4 iH'eKUil; mo 1
M B amnyni; no 5 amnyn y
6nictepi; no 1 abo 2, abo
20 6nicTepiB y kopobui

TOB "XapkiBCbke
hapmaueBTUyHe
nignpveMCTBO
"3p0poB'a Hapoay"

YKpaiHa

TOB "XapkiBCbke
hapmaLeBTUyHE
nigNpPMEMCTBO
"3p0poB's Hapoay"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
nogaHHs HoBoro CepTudikarty
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2007-
104-Rev 02 ans fito4oi peyoBuHU
MopdiHy rigpoxnopuay Big HOBOro
BupobHuka F.1.S. Alkaliber, S.A.U.,
IcnaHis 4o BXe 3aTBEepAKEHOro
Macfarlan Smith Limited, Benvika
BpuTaHis

3a peyenmom

UA/5179/01/01

200.

OPYHIrAN®

PO34MH opanbHuiA, 10
mr/mn; no 150 mny
donakoHi; no 1 dpnakoHy 3
[,03aTOPOM B KapTOHHiIl
Kopoo6Ui

TOB "[KOHCOH i
JPKOHCOH YKpaiHa"

Ykpaina

AHCcceH
dapmauesTuka HB

Benbris

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
hapMakoHarnisay - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

SI

3a peyernmom

UA/2415/01/01

201.

OTPUBIH

Kpanni HasasbHi 0,1 %; no
10 Mn y donakoHi 3
KPULLIKOIO-NINeTKoto; no 1
hNakoHy B KAPTOHHIl
nauui

"CK KoHcbtomep
Xenckep C.A.

LLIBeliyapis

'CK KoHcblomep
Xenckep C.A.

LLIBeliyapis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta

thapmakoHarnisgy. BeegeHHs abo

3MiHM [0 y3ara/iHEHUX AaHuX Npo

cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy chapmakoHarnsay,

6e3 peyenma

UA/5206/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
MponoHoBaHa pepfakuis: Ap.
VieHc- Ynbpix LLITermanH / Dr.
Jens- Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg,. 3miHa
MicLie3HaXOMKeHHs1 MacTep-
dhaiina cuctemu chapmakoHarnsagy
Ta ioro Homepa

202.

OTPUBIH

Kpanni HazasbHi 0,05 %,;
no 10 mn y donakoHi 3
KPYLLIKOO-NINeTKoto; no 1
(h/1aKOHY B KapTOHHii
ECI]

'CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
dhapMakoHarnsg.

6e3 peyenma

UA/5206/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[MponoHoBaHa pepgakuis: Ap.
MeHc- Ynbpix LTermanH / Dr.
Jens- Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0ocobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnsg,. 3MiHa
MiCLie3HaxXOMKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta iioro Homepa
203. | OTPUBIH cnpeii Ha3asTbHUIA, 'CK KoHcblomep LLiBefiuapis "CK KoHcblomep LLiBefiuapis BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/13560/01/01
EKCTPA [030BaHuit; no 10 mny Xenckep C.A. Xenckep C.A.
dhnakoHi 3 f03yUnM

NpUCTPOEM; No 1 hnakoHy
B KapTOHHII nayui

MaTepianis: 3miHu | TUny - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
3MiHN Yy BUPOGHMLTBI -
3anponoHoBaHO BHECTU AesiKi
He3HauHi 3MiHW Y BUPOOHNYOMY
npoueci. Yci BUpo6Huyi onepauvii
Ta cTagii 3anvwaroTbes
HEe3MiHHMMW, TaKoX He Bigbyocs
XKOAHWX 3MiH y Npodisii JOMILLIOK,
Pi3nNKO-XiMIYHNX BNACTUBOCTSX,
cneumdikaLisix roToBoro NpoAyKTy
abo NpoMiXHMX NPOAyYKTIB. 3MiHa
Ma€e Ha MeTi rapMoHi3auito
LOKYMEHTIB 3 AKOCTi B KOMMaHil.
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
3anponoHoBaHo 36iNbLUNTY Yac
36epiraHHsa HaniBnpoaykTy (Bulk
Holding Time) nepes, nakyBaHHAM
35 gHiB o 8 gHiB nig vac
BMPOGHMYOro npouecy. BignosigHi
pocnimkeHHa 6ynn nposeaeHi
BMPOOGHUKOM NiKapCbKOro 3acoby.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
3anpornoHoBaHo He3HayHe
OHOB/IEHHS y BUPOBHNYOMY
KOHTPONI NiKapCbKOro 3acoby
(06’eM HanoBHeHHS). [aHuii
KOHTPO/Ib BUKOHYETBLCSA Mif vac
onepawii ynakosku nikapcbkoro
3aco6y 3a BHYTPILIHIM METOA0M
KoMnaHii. BignosigHo meTtoa
KOHTpoto 3a ®apmakoneeto CLUA
(USP) 3anponoHoBaHO 3aMiHUTK
BHYTPILLUHIM METOZ0M KOMNaHii,
LLIO Ma€ BiNbLU XXOPCTKI BUMOTY 0
06’EMY HAMOBHEHHS, HiXX BUMOTY

USP
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

204.

OTPMBIH 3
MEHTOJ/IOM
TA
EBKANINTOM

cnpeii Ha3asTbHUIA,
[o3oBaHuii 0,1 %; no 10
M1y NoniMepHoMy
chnakoHi 3 po3nusoBayem;
no 1 donakoHy B KapTOHHIlA
Kopoo6ui

"CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
thapmakoHarnag.
[MponoHoBaHa pepgakuis: Ap.
MeHc- Ynbpix LTermanH / Dr.
Jens- Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnsg,. 3MiHa
MiCLie3HaxXOMKeHHs macTep-
thaiina cuctemu chapmakoHarnsgy
Ta iioro Homepa

6e3 peyenma

UA/5416/01/01

205.

ODTAMIPUH

Kpanni ouHi/ByLUHI/
HasasibHi, po3umH 0,1
Mr/mn no 5 mn y doakoHi,
no 1 donakoHy B nauui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
3amiHa po3giny “I'padyivHe

ohopmneHHs” Ha “MapkKyBaHHA" B

MK$A 13. 3anponoHoBaHo:
MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS.

TepMiH BBEAEHHSI 3MiH MPOTAroM 6

3a peyernmom

UA/12521/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MicsAILiB Nic/a 3aTBepAKEHHSs

206.

NMAKCUI™

TabneTtku, BKPUTI
060/10HKOI0, M0 20 Mr; no
14 Tabnetok y 6nicTepi;
no 2 6nicTepu y KapTOHHIl
Kopoo6ui

nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benvka
BpuTanis

nakcoCmiTKnsiiH
PapmacboTrKan3
C.A.

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
aAMiHiCTpaTuBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/OUaKouH, 3a
Heo6XiAHOCTI, MicLie NpoBeAEHHS
KOHTPO/IO AKOCTI), a60 BracHuka
MacTep-caiina Ha Adl, abo
nocravanbHuka A®I/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigcyTHOCTI cepTudikata
BiAANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HayvyeHo y [0CbE) - 3MiHa Ha3BU
BMpOGHMKa AP MNapokceTuHy 3
SmithKline Beecham (Cork)
Limited, Ipnangis Ha Thermo
Fisher Scientific Cork Limited,
IpnaHgis, 6e3 3MiHn micua
BMPOGHMLTBA (BHECEHHS
iHchopmawuii Lwoao BMpOGHMKa
Thermo Fisher Scientific Cork
Limited, IpnaHgis go p. Cknag
MKSA N3)

3a peyenmom

UA/8573/01/01

207.

nAMIAON

PO34UH O1s1 iH'EKLA NO
370 mr/mn no 50 mn abo
no 100 mMn1 po3ynHy y
donakoHi; no 1 dpnakoHy y
KapTOHHI KopoobLi

"FOHiK
PapmacboTuKan
Na6opaTtopiz"
(BioaineHHs dipmu
"Ix. B. Kemikans eHg
dapmacboTuKan3
nra.")

IHais

tOHiK
PapmacboTuKan
Na6opaTopi3
(BipLineHHs chipmmn
x. B. Kemikans eHg
dapmacboTrKan3
Ntn)

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby 3

BHECEHHSM iHdhopMaLii LWwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpP)KEHOTO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS
3MiH - NPOTArom 3-X MicALiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/15509/01/02

208.

NAHALON

TabneTkn, BKPUTI
060/10HKOH, No 500 mr; no

nakcoCmiTKnsiiH
KoHcblomep Xesickep

Benvka
BpuTtaHis

nakcoCwmitKnaiiH
[aHrapsaH Jliviteg,

Ipnangis/
IcnaHis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK

6e3 peyenma

UA/2562/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
12 Tabnetok y 6nictepi; (FOK) TpewngiHr IpnaHgjs LoAo 6e3nekn/edeKTMBHOCTI Ta
no 1 6nicTepy B KAPTOHHiIl NimiTen (BUPOBHMLTBO thapmakoHarnagy. BeegeHHs a6o
Kopo6Li; no 8 Tabnetok y nikapcbKoro 3acoby, 3MiHW [0 y3arasibHEHUX AaHuX npo
6nictepi; no 8 abo 12 nepBUHHE Ta cuctemy chapmakoHarnsgy
6nicTepiB y KAPTOHHIi BTOPVHHE (BBELEHHSA y3araslbHEHNX AaHnX
Kopoo6ui nakyBaHHs, npo cuctemy thapmakoHarnsgy,
KOHTPO/b SKOCTI, 3MiHa yNOBHOB&XeHOI 0cobu,
BUNyCK cepir); BiANOBIAA/IbHOI 3a 3AiICHEHHS
CMITKnsliH Biuem hapMakoHarnaay; KOHTaKTHOI
C.A., IcnaHis ocobu 3 hapmakoHarnagy
(nepBuHHe Ta 3aABHUKa 419 34iACHEHHS
BTOPVHHE hapmakoHarnsagy B YkpaiHi, Ko
nakyBaHHs, BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
KOHTPO/b AKOCTI, ocobw, BiANoBiAa/IbHOT 3a
BUMNYCK Cepil) 3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
dhapmakoHarnsg;
[MponoHoBaHa pepakuis — Ap.
VeHc-Ynbpix LUTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa Homepy
Ta MicLLe3HaxoKeHHs1 MacTep-
haiina
209. | NAHAZON TabneTku, BKpUTI nakcoCmiTKnsiiH Benuka nakcoCmiTKnaiiH IpnaHgjs BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/12531/01/01
EOBAHC NNiBKOBOK 060/10HKOID, MO KoHcblomep Xenckep BputaHis [anrapsaH fimites mMaTtepianis: 3mMiHu | Tuny:

500 mr; no 12 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA KOopoo6Li

(FOK) Tpewnginr
Nimiteq

AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BU NikapcbKoro 3acoby — 3MiHa
Ha3Bu /13, a came BUyYeHHs
cumBony ® 3ATBEPOXKEHO:
NAHALON® EJBAHC
(PANADOL® ADVANCE)
3AIMPOMNOHOBAHO: MAHALON
EABAHC (PANADOL ADVANCE).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3miHa abo foaaBaHHsA
LTammniB, NOTOBLLEHb ab0 iHLWNX
MapKyBaHb, YK/THoHaloumn 3aMiHy
abo gopasaHHs thapb ans
MapKyBaHHs! JlikapCbKoro 3acoby
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

(3miHa wramniB, NOTOBLLEHb a60
HLLIMX MapKyBaHb) - 3MiHa
TUCHEHb, AKi HAHOCATLCS Ha
TabneTky ANs HOBOI peuenTypw,
AKa He MICTUTb KOHCEPBAHTIB.
3MiHN BHECEHO B IHCTPYKLiO 418
MeJMNYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
«Cknagy» (AONOMDKHI pe4oBUHM),
«OCHOBHI (Di3VKO-XIMiYHi
B1acTMBOCTI» Ta «Oco6/IMBOCTI
3aCTOCYBaHHA» 3 BiANOBIAHNUMYN
3MiHaMU y TEKCTi MapKyBaHHs
yNakoBKM iKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPIPKEHHS.
3MiHW | TUNY: 3MiHK 3 AKOCTI.
loToBWiA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagj
(JONOMIKHMX peyoBUHaX) roTOBOro
nikapcbKoro 3acoby (iHLwi 3MiHN) —
BU/YYEHHS 3i CKNagy AOMOMIKHMX
PEYOBUH KOHCEPBaHTY (CyMiLll
napabeHiB HaTpito (HaTpito
eTunnaparigpokcubeHsoar (E
215), HaTpilo
nponinnaparigpokcnbeHsoart (E
217), HaTpito
mMeTunnaparigpokcubeHsoar (E
219)). | K HacnifoK He3HayHa
3MiHa 3arasibHOi Macu TabneTku
Ha 0,2% (3aTBepaxeHo: 675,707
MTr; 3anponoHoBaHo: 674,360 mr)
Ta po3Mipy cepii TabneTok 6e3
nokpuTTA (3aTBEpAxeHo: 3000 kr;
3anponoHoBaHo: 2994 Kr); 3MiHK
BHECEHO B IHCTPYKL,il0 4115
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby y posainu:
«Cknagy» (4ONOMDKHI pe4OBUHM),
«OCHOBHI (Pi3NKO-XiMiUHI
BacTMBOCTI» Ta «Ocob6/MBOCTI
3aCTOCYBaHHSA» 3 BiAMNOBIAHNMYN
3MiHaMW y TeKCTi MapKyBaHHS
yMakoBKM NiKaPCbKOro 3acoby.
BBegeHHs1 3MiH npoTAarom 6-Tu
MiCAILiB Nicns 3aTBepPKEHHS.
3MiHn | TUNY: 3MiHK 3 AKOCTI.
[OTOBWIA NiKAPCbKMIA 3aCi6. 3MiHK
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3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

Yy BUPOBHULTBI. 3MiHW y npoueci
BMPOGHMLTBA FTOTOBOTO

NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHW) - 3MiHa gjana3oHy
Temneparyp BignpalboBaHoro
NoBITPS Ha eTani HaHeCEeHHs
NOKPUTTSA Ta 4,0 ONWCy npoLecy
BMPOGHULTBA BHECEHI pefaKLiiHi
npasku (3aTBepgkeHo: 40 °C — 50
°C; 3anponoHosaHo: 35 °C — 55
°C); 3MiHuM | TUNY: 3MiHW 3 SKOCTI.
[OTOBWIA NikapCbKMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy
cepii (BkItoYaoun gianasoH
po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (iHwi 3MiHN) —
3MiHa po3Mmipy cepili TabneTok 6e3
noKpuTTS (3aTBEpAXEHO: 600 Kr Ta
3000 «kr; 3anponoHoBaHo: 2994 «r),
a TakoX 3MiHa po3Mipy niacepii
Tabnetok 6e3 NokpuTTA, AN
HaHeCeHHS MNiBKOBOro MOKPUTTS
(3aTBepmxeHo: 480 kr, 570 kr, 800
Kr, 1040 kr; 3anponoHosaHo: 800
kr Ta 1040 kr). BBegeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny:
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BMNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAXEHNX
MeToAax BUNPOBYyBaHHS) — 3MiHU
METOAMKN BU3HAYEHHS AOMILLKN 4-
amiHogpeHony (ymoBu
XpomaTorpadyBaHHs,
3apeecTpoBaHo KosnHka Thermo
Hypersil-Keystone Biobasic SCX
100 MM X 4,6 MM i.d., 5 MKMm;
3anpornoHoBaHO KO/IOHKa
Phenomenex Luna SCX 50 mm X
4,6 mm i.d., 5 MKkm). BBeeHHS 3Mmi
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny:

H

3MiHM 3 sIKOCTi. [oTOBMNA
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

210.

NMAHTEBEHO/

nikapcbkuii 3aci6. KoHTposb
roToBOrO NiKapcbKoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobyBaHb
(BKtovatoun 3amivy abo
[OMOBHEHHS)) — AOAAHO
anbTepHaTUBHWIA MeTog YEPX
(UPLC) ans BM3HaYeHHs
nokasHUKiB «laeHTudikayis»,
«KinbKicHe BU3HAYEHHS»,
«CynyTHI AOMILLKN» Ta
«Po3unHeHHs1». BBeaeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHSA. 3MiHKM | Tuny:
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM y MeTogax BunpobysaHb
(BKTrovatoum 3amiHy abo
[ONOBHEHHS)) — BBEZleHHS
aNbTepHaTUBHOT METOANKN AN
BU3HAYEHHS NMOKa3HUKa
«P034nHeHHs» meTogom BEPX.;
3MiHuM | Tuny: 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn) —
3MiHM A0 po3giny «MapkyBaHHS»
MKSA. OHOBMIEHHA TEKCTY
MapKyBaHHS yNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
00 3a3HaYEHHS OAVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

renb no 40 ry Ty6i; no 1
Ty6i y nayui 3 kKapToHy

My6niuHe akuioHepHe

TOBapucTBO "HaykoBo-

BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaLleBTUUHNI
3asopg"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbkuii
Ximiko-
thapmaLeBTUYHWI
3asop"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKm
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13.
3anponoHoBaHo: MapKyBaHHS.

BignosigHo A0 3aTBEpAXeHOro

6e3 peyenma

UA/1282/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TekcTy mapKyBaHHs. TepMmiH
BBE/IEHHS 3MiH NPOTArom 6
MicsiLiB Nicns 3aTBEPAYKEHHS

211.

NAMNABEPUH-
OAPHULA

PO34uH A1 iH'eKUi, 20
MrI/M1 10 2 M1 B aMnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli yrnakoBLi; no 2
KOHTYPHIi YapyHKOBI
yMakoBKM B mauLi

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHs1 hapMakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CObM 3as1BHMKA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/3112/01/01

212.

NAPALETAMO
N-AAPHULSA

Tabnetku no 500 mr, no 10
Tab/1eToK y KOHTYPHii
YapyHKoBIli ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
ynakosui y nayui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX yrnakoBKax

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 34iICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cpaiina cuctemm

6e3 peyenma

UA/A369/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy
213. | NA®IA Kancynu, no 75 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/16054/01/01
Kancys y KOHTYpHii "GapmMaueBTUYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
YapyHKOBIli ynakoBLii; no ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
2,104 abono 8 hapmakoHarnsgy. BeegeHHs abo
KOHTYPHUX YapyHKOBUX 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
yNakKoBOK y mauyu,i cuctemy thapmakoHarnagy
(nakyBaHHs i3 chopmu in (BBEAEHHSA y3araslbHEHUX AaHNX
bulk chipmu-BrpobHMKa npo cuctemMy papmMakoHarnsagy,
BAJTKAHOAPMA- 3MiHa YNOBHOBaXKEHOT 0CO6H,
OYNHWUA AT, Bonrapist) BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CobM 3as1BHMKA,
BiANOBIA&/ILHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy
214. | NA®PIA kancynu, no 150 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/16054/01/02
Kancys y KOHTYpHii "GapmMaueBTNYHa "hapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK

YapyHKOBIli ynakoBLj; no
2,n04 abono 8
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli
(nakyBaHHs i3 chopmu in
bulk chipmu-BMpo6HUKa
BAJIKAH®APMA-
AYNHWUA AT, Bonrapis)

ipma "OapHuus"

ipma "JapHuus”

ofo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 Y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3fiicHeHHs1 chapmakoHarnsagy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

215.

NEKTONBAH®
L

cupon no 100 mny
donakoHi; no 1 dpnakoHy
pa3oMm 3 JIOXKKO0
[03yBasIbHOKO Y maYi 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | TUNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
3MiHM B TEKCTi MapKyBaHHs
yNaKoBKM NiKapcbKoro 3acoby y
p.9. "YMoBU 36epiraHHsa" Tay p. 17
"IHWE". TepMiH BBEAEHHS 3MiH -
npotarom 3 micsAuiB nicns
3aTBEPAKEHHS.

6e3 peyenma

UA/10675/01/01

216.

NEHTOKCU®IN
IH-AAPHULA

PO34UH A5 iH'eKLA, 20
Mr/mMa no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKoBIli ynakosLi; no 1
a60 2 KOHTYpPHI YapyHKOBI
ynakoBKM B naui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaX€EHOI 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBIAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOBA&XEHOT 0CO6U 3asIBHYMIKA,
BiANOBigaNbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/4041/02/01

217.

NEPLIO
CTPYUKOBOT
O HACTOWKA

HacToiika no 20 mn abo no
25 mn abo no 50 mny
conakoHax; no 50 mny
chnakoHi no 1 pnakoHy B

MpAT
PapmaLeBTUYHa
habpuka "Biona"

YKpaiHa

MpAT
PapmaneBTUYHaA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3miHn
Lof0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsaay (iHwi 3miHm)

6e3 peyenma

UA/7959/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nauuj 3 KapToHy; no 20 mn 3MiHM BHECEHI B TEKCT
y dhnakoHax, yKynopeHux MapKyBaHHS YNakoBOK NikapCbKoro
npobkamu- 3aco6y (N.17) Wwoa0 HaHeCeHHs
KpanenbHUuAMK; No 20 mn TOProBoi Mapkv. BBeAeHHs 3MiH
y thnakoHi, ykynopeHomy NPOTAroM 6-Tu MicAuiB nicns
NPOOBKOK-KpanensHNULEto, 3aTBepMKEHHS. 3MiHK | TNy -
no 1 donakoHy B nauwj; no 3MmiHu 3 sKocTi. FoToBMiA
25 mn y donakoHax, nikapcbkuii 3aci6. Cuctema
YKYNopeHux npobkamu- KOHTelHep/3akynoptoBasibHUiA
KpanesbHUUAMY; Mo 25 M 3aci6. 3miHa dhopmu abo po3mipy
y dhnakoHi, ykynopeHomy KOHTelHepa un
NPOOBKOK-KpanenbHNULEto, 3aKyrnoproBasibHOro 3acoby
no 1 donakoHy B nauwj; no (NepBWHHOI yNnakoBKu)
50 mn y donakoHax, (HecTepunbHi Nikapcbki 3acobu)
YKyNopeHux npobkamm- - BBEJEHHS 04aTKOBUX YNaKoBOK
KpanenbHuusamMu; no 50 mn no 20 mn, no 25 mn tano 50 mny
y thnakoHi, ykynopeHomy dhnakoHax 3 cksiomacu Mmapkm OC
NPO6KO0-KpanesibHULELD, (9B-30-18; ®B-50-18),
no 1 donakoHy B nauui YKyNOpeHux npobkamu-
KpanenbHuuamy 3 LDPE (2.2.E) Ta
kpywkamu (1.4 K) y nayui Ta 6e3
nayku, 3 BignoBigHMMM 3MiHaMKn [0
p. «YnakoBka». 3MiHM AKICHOro Ta
KiNbKICHOTO ckagy nakyBaslbHOro
marepiany He Bigbynocb. 3MiHn
BHECeHi B po3Ais Ynakoska"
(BBEAEHHA [08ATKOBMX YNaKOBOK)
B IHCTPYKL,O 4519 MeAn4YHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby, SK HacnifgokK -
3aTBEPMAKEHHS TEKCTY
MapKyBaHHS 40AATKOBMX YNakoBOK
nikapcbkoro 3aco6y. 3Minu | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX
MeToAax BUNpPoGyBaHHS) -
BHECEHHS 3MiHM 00 MeTopais
KOHTPOJIO SIKOCTI /liKapCbKOro
3acoby n. «<06’em BMICTY
YNaKoBKW» (3MEHLLEHHS Ki/IbKOCTi
3paskiB, 06'eM AKX BU3HAYAETLCS,
00 1 chriakoHy)
218. | NIPALEETAM- pO34uH A8 iH'ekuiid, 200 MpAT Ykpaina MpAT " YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/3225/02/01
AAPHUUA mr/mn, no 5 mn B amnyni; "®apmMavueBTnyHa PapmaueBTUYHaA marepianis: 3MiHu | TUMY - 3MiHK

no 5 amny/s y KOHTYpPHil

oipma "JapHuus”

cdipma "JapHuus”

o0 6e3nekn/edpekTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

YapyHKOBI ynakosLli; no 2
KOHTYpPHi YapyHKOBI
YNakoBKW B nauLli

hapmakoHarnsgy - 3amiHa
po3giny “I'paciyHe ochopmIeHHs"
Ha “MapkyBaHHa" B MKA /13.
3anponoHoBaHo:
MAPKYBAHHSA..BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKV NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HaYEHHS OOVHNLL
BUMIPIOBaHHSA Y cuctemi Sl.
TepmiH BBEL,EHHS 3MiH - NPOTAroM
6 MicALiB nic/a 3aTBepAKEHHS

219.

nosnaviH

Cyno3uTopii BariHabHi No
0,3r,inbulk: no 5
cynosuTopiiB y 6nictepi;
no 200 6nicTepiB y ALWNKY

MpuBaTHe akuioHepHe
TOBapuCTBO "J1eKXiM-

Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/EHHS
BXE 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS A5 ynakosku in bulk:
no 5 cynosutopiis y 6nictepi; no
200 6nicTepiB y AWMKY (BHECEHHSA
no3HaYeHb OAMHNLbB
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCbKOro andgasity) Ta
BHECEHHAM 3MiH An1s /13 'y chopmi
in bulk o po3giny MKSA:
MAPKYBAHHA
MponoHoBaHa pegakuis:
MAPKYBAHHSA. BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETHCS.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEPAKEHHS

UA/13852/01/01

220.

NMPEAHI3ONOH
Y HATPIO
DOCDHAT

KpUCTaniuHUiAi MOPOLLIOK
(cy6ceTaHuis) y noagiliHmMx
noNieTUNEHOBKX MiLLIKax
ans hapmaueBTUYHOTO
3acTocyBaHHS

TOB "TK "ABpopa”

YKpaiHa

XeHbaHb Jlixya
dapmacbioTikan Ko.,
nrg.

Kutaii

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUNY -3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
yMOB 36epiraHHs Ad|
MpeaHi30noHy HaTpito hocaTy
noB'si3aHa 3 HEOOXIAHICTIO
npvBeAeHHA peecTpauiiHoro
[0Cbe Y BIANOBIAHICTb A0

marepianis, HafaHNX BUPOGHNKOM.

MaTepian ynakosku Ad|
NINLIAETBCSA HE3MIHHUM:
3anponoHoBaHo: YM0OBU
36epiraHHA. 36epiraloTb B
opvriHanbHii ynakosLi npu
Temneparypi He Buwe +30 °C

UA/14467/01/01

221.

NMPEAYKTAN®

Kancyan nposoHroBaHoi

1€ IABOPATYAP

dpaHuis

3AT

YropumHa

BHECEHHS 3MiH 10 peecTpaLiiHNX

3a peyenmom

UA/17645/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
oA 40 MIr aii TBepai no 40 wr, no 10 CEPB'E dapmaleBTUYHNI marepianis: 3MiHu | TUAY - 3MiHK
TBEpAUX Kancyny 3asof ETIC, Loao 6e3nekn/edeKTBHOCTI Ta
6nictepi; no 3 abo 9 YropuwyHa thapmakoHarnagy - 3MiH1M BHECEHO
6nicTepiB y kopobui 3 (BMpOGHMLTBO Ta B IHCTPYKL,O 4519 MeAn4YHOro
KapToHy KOHTPO/Ib SKOCTI); 3acToCcyBaHHSA NikapcbKoro 3acoby
3AT LLLOZI0 HaliMeHyBaHHA Ta
dapmMaueBTUYHUI MiCLIe3HaxXOpKeHHsS NpeAcTaBHMKa
3asof ETIC, 3asBHVKa. BBeeHHA 3MiH
YroplmHa npoTarom 12-tv micsauiB nicns
(nakyBaHHA Ta 3aTBEPAKEHHS
BUNYyCK cepii)
222. | NPEAYKTAN® Kancynu nposIoHroBaHoi Nne NABOPATYAP dpaHuin 3AT YropwumHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/17645/01/02
of4 80 MIr aii TBepai no 80 wr, no 10 CEPB'E€ dapmaueBTUYHNI marepianis: 3MiHu | TUMY - 3MiHW
TBEpAMX Kancyn y 3aBog ETIC, Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 3 a6o 9 YropwumHa hapmakoHarnsgy - 3MiH1 BHeCeHO
6nicTtepis y kopobui 3 (BMpOGHMLTBO Ta B IHCTPYKL,O 4518 MeAnYHOro
KapToHYy KOHTPO/Ib SIKOCTI); 3aCTOCyBaHHS NiKapcbKoro 3acoby
3AT 040 HallMeHyBaHHS Ta
dapmaueBTUYHNI MiCLie3HaXOMKEHHS NpeacTaBHMKa
3aBog ErIC, 3as1BHMKa. BBegeHHs 3MiH
YropwuHa npoTsrom 12-tu micauis nicns
(nakyBaHHs Ta 3aTBEPMKEHHS
BWMYCK cepil)
223. | MPEHECA® Tabnetku no 2 mr, no 10 KPKA, g.4., HoBo CnoseHisa KPKA, a.4., Hoso CrnoseHis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/5145/01/01

Tabnetok y 6nictepi; no 3
abo no 6, abo no 9
6nicTepiB B KAPTOHHIl
Kopo6Li

MecCTo

mecTo, CroBeHis
(BUpPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
Bunyck cepii); KPKA,
L.40., HoBo mecTo,
CnoBeHisa (KOHTpONb
cepii)

MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
3MiHU Y BUPOGHULTBI. 3MiHU Y
npoueci BUpo6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKOUaum
NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHCS NPU BUPOOHULTBI
roTOBOro NikapCcbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOBHULTBA) - 3MiHa Y NPOLECi
BMPOGHMLITBA, @ came eTanis
3MiLlLYBaHHSA CyXOro rpaHynsTy -
[oAaBaHHA Lentonosu,
MiKpOKpMCTaniyHoi B ABa eTanv.
3arasibHa KifbKiCTb YCiX
IHrpefieHTiB 3aMLaeTbeA
HE3MiHHOHO; 3MiHM | TNy - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHN
BMNpoGyBaHb abo A0MYyCTUMUX
MeX, BCTAHOB/EHVX Y
cneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOrO
nikapcbKoro 3acoby (iHLi 3MiHK) -
3MiHa 4YacTOTU BHYTPILUHLOIO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/I0 TabneTok 3a
NoKasHUKaMu KOHTPO/b Baru,
TBEPAOCTI Ta AiameTpa LWoA0

KOHTpOst0 y nabopaTopii. AkicTb
NPOAYKUIT 3a/1LWAaETbCA
He3MiHHO. BBefeHH:A 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHSA

224.

NMPEHECA®

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 6, abo no 9
6nicTepiB B KAPTOHHIN
Kopoo6Ui

KPKA, a.4., HoBo
MeCTO

CnoBeHisa

KPKA, a.4., Hoso
MecTo, CnoBeHis
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb cepii Ta
Bunyck cepii); KPKA,
4.4., HoBo mecTo,
CnoBeHis (KOHTPO/b
cepii)

CnoBeHis

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y
npoteci BUpo6HMLITBA TOTOBOTO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA NMPU BUPOGHULTBI
roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - 3MiHA y MpoLeci
BMpO6OHULTBA, a came eTanis
3MiLLYBaHHS CyXOro rpaHynsTy -
[oAaBaHHA Lenonosu,
MiKpOKpUCTaivyHOI B ABa eTanu.
3arasnibHa KifbKiCTb yCix
iHrpeaieHTiB 3a/IMLIaeTbeA
HE3MiHHOIO; 3MiHM | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb abo A0NYyCTUMUX
MEX, BCTAHOB/EHNX Y
cneuudikauisix, nig yac
BMPOBHWLTBA FOTOBOrO
nNiKapcbKoro 3acoby (iHLi 3MiHK) -
3MiHa 4acTOTW BHYTPILLUHBOIO
KOHTPONIO TabneTok 3a
NoKasHUKaMW KOHTPO/b Baru,
TBEpAOCTi Ta AiameTpa LoA0
KOHTpONI0 y nabopartopii. AkicTb
NpoAyKUii 3a/mwaeTbes
He3MiHHO. BBeaeHHS 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAKEHHS

3a peyernmom

UA/5145/01/02

225,

NMPEHECA®

Tabnetku no 4 mr, no 10
Tabnetok y 6nictepi; no 3
abo no 6, abo no 9
6nicTepiB B KAPTOHHIl
Kopo6Li

KPKA, g.4., Hoeo
MecTo

CnoseHisa

KPKA, a.4a., Hoso
mMecTo, CnoBeHis
(BUpPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b cepii Ta

CrnoseHis

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbknii 3acib.

3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoueci BUpo6HULITBA FOTOBOrO
NiKapcbKoro 3acoby, BKOUaum
NPOMIKHUIA MPOAYKT, WO

3a peyenmom

UA/5145/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMMycK cepii); KPKA,
4.4., HoBo mecTo,
CnoBeHis (KOHTPOb
cepii)

3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - 3MiHA y Mpoueci
BMpOOHULTBA, a came eTanis
3MiLLyBaHHS CyXOro rpaHynsTy -
[0AaBaHHA Lenonosu,
MIKpOKpUCTasTi4HOI B ABa eTanu.
3arasibHa KifbKiCTb yCix
IHrpeaieHTiB 3a/IMLIaeTbCA
HE3MiHHOIO; 3MiHU | TNy - 3MiHY 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHK
BUNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/EHUX Y
cneuudikauisix, nig yac
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3MiHa 4acTOTW BHYTPILLHBOIO
KOHTPONO TabNeTok 3a
NoKasHUKaMW KOHTPO/Tb Barm,
TBEpAOCTi Ta AiameTpa LoA0
KOHTpO/t0 y na6opatopii. AkicTb
NPOAyKLii 3a/MLIaeTbes
He3MiHHO. BBeaeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

226.

NMPOMENPUN®

TabneTku no 4 mr no 10
Tabnetok y 6nictepi; no 3,
no 6 abo no 10 6nicTepis y
KapTOHHIA KopooLi

MPO.ME/.LIC lMNpara
a.c.

Yecbka
Pecny6nika

MPO.MEA.LC
MNpara a.c., Yecbka
Pecny6nika (BCi
cTagii BUpo6HMLTBA,
KOHTPO/b SKOCTi Ta
BMMYyCK cepii); XBM
®dapma c.p.o.,
Cnosaubka
Pecny6nika
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI)

Yecbka
Pecny6nika/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiAANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ans
[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeicbkin hapmakonei) -
OHoBReHwWi cepTudikar Big, yxe
3aTBEPAXKEHOr0 BUPOGHMKA -
nofaHHs OHOBJ/IEHOrO cepTudiikara
Bi4NoBiAHOCTI €Bponeicbkil

3a peyenmom

UA/13895/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakonei Ne R1-CEP 2008-
009-Rev 03 (R1-CEP 2008-009-
Rev 00) ans aito4oi peyoBmHU
Perindopril tert-butylamine Big Bxe
3aTBEPAXEHOr0 BUPOGHUKA
AUROBINDO PHARMA LIMITED.
227. | NIPOMENPUN® | Tabnetku no 8 mr no 10 MPO.ME[.LC lMNpara Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/13895/01/02
Tabnetok y 6nictepi; no 3, a.c. Pecny6nika Mpara a.c., Yecbka Pecny6nika/ | martepianis: 3miHu | TUNY - 3MiHK 3
no 6 a6o no 10 6nicTepis y Pecny6nika (BCi CnoBaubka akocTi. CepTtudikat
KapTOHHIA KOopooLi cTagii BUpobHuuTBa, | Pecnybnika BignosigHocTi/l E-cepTudikat
KOHTPO/b AKOCTi Ta BiZANOBIAHOCTI EBpONechbkili
BMNYCK cepii); XBM thapmaxkonei/moHorpadii.
dapwma c.p.o., MogaHHA HOBOro abo OHOB/IEHOTO
CnoBaubka cepTugikaTa BignoBigHOCTI a6o
Pecny6bnika BWYYEHHS cepTudikata
(BUpOGHMLTBO, BiANOBIAHOCTI EBpONechbkili
nepBuHHe Ta thapmakonei: gna A®l; ans
BTOPVHHE BWXifHOro
nakyBaHHs, marepiany/peareHTy/npomikHOro
KOHTPO/1b SKOCTI) NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[L,0MOMIXHOT peYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeicbkin hapmakonei) -
OHoBReHwWit cepTudikar Big, yxe
3aTBEPAXEHOr0 BUPOGHMKA -
nofaHHs OHOBJ/IEHOrO cepTudiikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2008-
009-Rev 03 (R1-CEP 2008-009-
Rev 00) ans Aito4oi peyoBmHU
Perindopril tert-butylamine Big, Bxe
3aTBEPLKEHOIO BUPOGHMKA
AUROBINDO PHARMA LIMITED.
228. | MPOMOLE®® NOPOLUOK A/1 PO3UYUHY MpuBaTHe akuioHepHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/15379/01/01
anaiHekuinno1,0r, 1 TOBapUCTBO "flekxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
abo 5 donakoHiB 3 Xapkis" TOBapuCTBO Lwoao 6e3nekn/edeKTMBHOCTI Ta
NOPOLLKOM Y naui "Nekxim- Xapkis", hapmakoHarnsgy - BHECEHHS 3MiH
YkpaiHa o posginy MKA: MAPKYBAHHA
(BMpPOGHMLTBO i3 MponoHoBaHa pepgakuis
dopmum in bulk MAPKYBAHHSA BignosigHo fo
ipMU-BUPOBHMKA 3aTBEPKEHOr0 TekcTa
Ksiny MapKyBaHHS. OHOB/IEHHS TEKCTY
dapmaveyTikan Ko., MapKyBaHHS YNakoBK/ NikapCbKoro
Nta., Kntaii) 3ac00y 3 BHECEHHAM iHthopmaii

LLOA0 3a3HaYEHHS OAVHNLb
BUMIpIOBaHHS y cuctemi Sl.
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BeeieHHst 3MiH npoTarom 3-x
MicALiB Nicia 3aTBepAKeHHs
229. | NPOTAMIHY PO34MH ANs iH'ekuin, 1000 MpAT "Mo Ykpaina MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/9616/01/01
CYNb®AT MO/mnno 5mny BMPOGHULITBY iHCYNIHIB BMPOOHMLTBY marepianis: 3MiHu | TUMY - 3MiHK
donakoHi; no 5 donakoHis B "IHOAP" iHcyniHiB "IHOAP" Lofo 6e3nekun/edekTMBHOCTI Ta
nauuj 3 KapToHy; no 10 mn thapmakoHarnsgy - OHOB/IEHHS
y donakoHi; no 1 donakoHy TEeKCTYy MapKyBaHHS ynakoBK/
B NauLi 3 KapTOHY NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
SI.
230. | NPOTE®NA3IA | cynosuTopii, no 5 TOB "HBK "Ekochapm” Ykpaina TOB "HBK YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/4220/02/01
® Cyno3uTopiiB No 3ry "Ekodpapm”, marepianis: 3MiHu | TUMY - 3MiHK
6nictepi, no 1, abo 2, abo YkpaiHa; TOB wofo 6e3snekn/epekTMBHOCTI Ta
3 6nicTepun y nauui 3 "dapmekc Mpyn" hapMakoHarnisgy - OHOB/IEHHS
KapToHy TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHs 3MiH NpPOTArom 6-Tu
MicsILiB Nicns 3aTBepAKEHHS
231. | NPOTE®NA3IA | kpanni; no 30 mn abo no TOB "HBK "Ekochbapm” Ykpaina TOB "HBK YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/4220/01/01
® 50 MmNy ckisHomy "Ekochapm", YKpaiHa marepianis: 3MiHu | TUMY - 3MiHK
dhnakoHi 3 NPobKoto (BMPOGHMLTBO 3a Lof0 6e3nekn/edekTMBHOCTI Ta
KpanenbHuLeto; no 1 MOBHUM LMIK/TOM; chapmakoHarnsgy - OHOBNEHHS
chnakoHy B KapTOHHiiA BUMNYCK cepil) TEKCTY MapKyBaHHS ynakoBKu
naui NiKapCbKoro 3acoby 3 BHECEHHSM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBefieHHs1 3MiH NpPOTArom 6-Tn
MicSLIB Nicns 3aTBEPAKEHHS
232. | PUBOKCUH- PO34UH A5t iH'eKLA, 20 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaujiinHmx 3a peyenmom UA/6209/01/01
AOAPHMUA mr/mn, no 5 mn B amnyni; "®apmaueBTuyHa "®apmaueBTuyHa marepianis: 3MiHu | TUMY - 3MiHK
no 5 amnyn y KOHTYpHiiA ipma "OapHuus” hipma "JapHuus” Lwoao 6e3nekn/edeKTBHOCTI Ta
YapyHKOBI ynakoBLij; no 2 hapmakoHarnagy (iHwi 3MiHn) -
KOHTYPHi YapyHKOBI OHOBJIEHHA TEKCTY MapKyBaHHs
ynakoBku y nauui; no 10 yNakoBKMN NikapCbKoro 3acoby 3
M/ B amnyni; no 5 amnyny BHECEHHSM iHdhopMaLii Woao
KOHTYPHIli YapyHKOBIi 3a3Ha4YeHHs 0AVHWLb
YyNakoBLii; MO 2 KOHTYPHI BUMIpPIOBaHHSA y cuctemi Sl.
YapyHKOBi YNakoBKu Yy BHeceHHs 3MiH fo po3giny
nauu, “MapkyBaHHA" MKA N3.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpAKEHOro
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHSA 3MiH - NpOTArom 6
MicsiLiB Nicns 3aTBEPAYKEHHS
233. | CANIUNMIOBA PO34YUH OIS 30BHILLHBOTO MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/6683/02/01
KUC/NOTA 3aCTOCYBaHHs, CMUPTOBUIA PapmaLeBTuyHa PapmaueBTMyHa mMarepianis: 3MiHu | TUny - 3MiHK
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1% no 40 mn y donakoHax; thabpuka "Biona" thabpuka "Biona" LoAo 6e3nekn/edeKTMBHOCTI Ta
no 40 mn y donakoHi; no 1 thapmakoHarnagy (iHwi 3MiHu) -
donakoHy B nauui 3 3MiHN BHECEHI B TEKCT MapKyBaHHs
KapToHy yNakoBKM NiKapCbKoro 3acoby
(n.17) wono HaHeceHHs Toprosoil
Mapku
234. | CANTO®ANDbK rpaHym [p. danbk dapma HimeuyunHa BignosiganbHuii 3a HimeuunHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/3745/01/03
racTpopesnCTeHTHI 6X BUMNYCK Cepiit MaTepianis: 3MiHK | TUNy: 3MiHK 3
NPOJIOHroBaHoI Aji o 3 T; KIHLLEBOro NPoAYyKTY, AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
no 5,58 r rpaHyn y nakeri anbTepHaTuUBHe CrabinbHicTb. 3MiHa y TepMiHax
«["paHy-CTtukc»; no 50 BTOPUHHE npugaTHocTi abo ymosax
nakeTis y kopobu, 3 nakyBaHHs: 36epiraHHsA roToBOro NikapcbKoro
KapToHYy [Op. danbk dapma 3ac00y (36ibLUEeHHS TEPMIHY
M6X, HimeuunHa,; NPUAATHOCTI FOTOBOTO J1iKaPCbKOro
Brpo6HMK 3acoby) - [11s ToproBoi ynakosku
[030BaHoi chopmu, (nigTBEPAXKYETLCA AaHUMU
nepBuHHE, BTOPUHHE peasibHOro Yacy) - 36iNbLUeHHs
nakyBaHHA Ta TepMiHy NpVAATHOCTI FOTOBOTO
KOHTPO/b AKOCTI: nikapcbKoro 3acoby Ha OCHOBI
NosaH ®apma M'v6X NO3UTUBHUX pe3y/bTaTiB
(HoeHnbypr caiiT), [,0BrOCTPOKOBUX AOCAIAXKEHD
HimeuumnHa; CTabiNIbHOCTI y peasibHOMY Yaci:
$ap6in dapma 3aTBepmkeHo: TepMiH
v6X, HimeuunHa,; npuaaTHoOCTI
Bnpo6HuK, 3 pokn 3anponoHoBaHo: TepMiH
BiANoBigabHUIA 3a NpUAATHOCTI 4 POKU. 3MiHU
nepBuHHE, BTOPVHHE BHECEHO B IHCTPYKL,il0 AN1A
nakyBaHHSA Ta MeANYHOro 3aCTOCYBaHHS
KOHTPO/b AKOCTI: nikapcbKoro 3acoby y p. "TepMiH
NoszaH ®apma MNm6X npugaTtHocTi"
(Ewbax car),
HimeyunHa
235. | CEBE/IAMEPY MOPOLLIOK (Cy6CcTaHuis) B TOB "APTEPIYM Ykpaina AMI IHAis BHECEHHS 3MiH 40 peecTpaLinHmx - UA/17155/01/01
rAPOXNIOPUA, | nonieTUneHoBMX NakeTax nTta" NANOGCANEHCE3 MaTepianis: 3miHu | TUny - 3MiHK 3
4ns apmaleBTUYHOro MBT. NTA. AKoCTi. A®I. CTabinbHiCTb. 3MiHa

3aCToCyBaHHs

nepiofy NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEpPAKEHOMY
[oCbe cepTudikaTa BignoBigHOCTI
€Bponelicbkiin hapmakonei, Lo
BK/IHOYA€E Nepios MOBTOPHOr0
BMNpOGYBaHHS) (nepiog,
NOBTOPHOro BUNpoByBaHHs/nepios,
36epiraHHs) - 36iNbLUEHHsT 260
BBE/leHHs nepiofy NOBTOPHOrO
BMNpPOB6YBaHHsA/Nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB
[0CAiMKEHb Y peaslbHOMY Yaci -
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
36i/bLUEHHS TEPMiHY
nepekoHTposto A®l 34 1o 5 pokis.

3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y
napameTpax cneuucpikaii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha Adl, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/peareHT, LWo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BMPOOHULTBa AP (3BY)XXEHHS
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii)
3BY)XEHHSA [OMYyCTUMUX MEX
BM3Ha4YeHuX B cneuudikauii A®I
3an. "Btpata B maci npu
BUCYLLYBaHHI" 3 "He binbLlue 10,0
% [0 He Ginble 8,0 %". 3MiHn |
TUny - 3MiHK 3 sKkocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHLCS Y NPOLECI
BMPOGHMLTBA AD| (3BYXKEHHSA
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneumnaikaLii) 3ByXeHHs
LOMYyCTUMMX MEX BU3HAYEHVX B
cneuudikauii A®I 3a n.
"BOOPO3YMHHI peqyoBuHK" 3 "He
6inbLwe 0,50 %" fo "He GinbLue
0,05 %". 3miHu | TMny - 3MiHW 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax crneuudikavii
Ta/abo fonycTMMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®|, 260 BUXigHWIA/NPOMIDKHNIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Yy NPOLEC
BMPO6HUMLTBA AP (iHLLI 3MiHN)
3MiHU MO MOKA3HWKY
"laeHTudikauis”, a came
YTOUHEHHS LWoA0 iaeHTudikauit
A®| meTogom 1Y cnektpomeTpil

IHchbpayepBoOHWiA cnekTp

(3aTBEpPMXEHO: |aeHTUikauis A.

NOr/IMHAHHA Mae BignoeigaTu
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

crnektpy PC3 CeBenamepy
rigpoxnopua, 3anponoHoBaHo:
laeHTndpikauis A. IHbpayepBoHWiA
CNeKTP NOrINHAHHA Mae
BiAnoBiAaTn Makcumymy
nornnHaHHA PC3 CeBenamepy
rigpoxnopua Npu JAOBXWHI XBUAI
671M3bKO (817 cm™ £4 cm™). 3MiHK |
TMny - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPKEHNX MeTodax
BUNPOBYBaAHHS) HE3HaYHI 3MiHN
METOANKM MO NOKA3HUKY
"BOA0OPO34MHHI pe4oBUHK" -
YTOYHEHHS Woao Tuny ginbTpa
npu NPUroTyBaHHi
BUNPOOOBYBAHOTO Ta
L0CNioKYBaNIbHOrO PO3UYMHIB.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BUNPOBYBaHHS) HE3HaYHI 3MiHN
METOANKM MO NOKA3HUKY
"Xnopungn" - yTOYHEHHS, LLIO TOUKY
eKBiBa/IEHTHOCTI NPU TUTPYBaHHI
BCTaHOB/IIOIOTb
NOTEHLOMETPUYHO.

236.

CUTrHILE®D

Kpanni o4Hi 0,5 % no 5 mn
y dh1akoHi - kpanenbHuLj,
no 1 donakoHy B nayuj 3
KapToHy

CEHTICC ®APMA
MpaiseT JimiTeq,

IHais

CEHTICC ®APMA
MBT. NTA.

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3minu |l Tuny -
BBEJeHHA J0AaTKOBOro
BUpobHuKa A®I - «Neuland
Laboratories Limited», IHgis go
yXXe 3aTBeppKeHOro B1UpobHuKa
A®| «Zhejiang Province Sanmen
East-Asia Pharmaceutical Co.
Ltd.», Kutaii. NponoHoBaHa
pefakuis. Cknag 1 Mmn MiCTUTb:
[itoya pevoBunHa:
JleBodonoOKCaUMHy remMirigpar B

3a peyenmom

UA/12551/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nepepaxyBaHHi Ha
nesocpriokcauuH — 5,0mr
Bupo6Huku: 3xeltiaHr MposiHce
CanmeH EacTt-Acia
dapmaceyTikan Ko. /lta., Kutaii/
Zhejiang Province Sanmen East-
Asia Pharmaceutical Co. Ltd.,
China; Hbtonenpg /labopeTopi3
Nimiten, IHais/ Neuland
Laboratories Limited, India.
[lonomikHi pe4yoBuHK:
BeH3askoHito xnopua,
rinpomenosa, HaTpilo XJ10pua,
HaTpito rigpokcua, kucnota
X/I0PUCTOBOAHEBA*, BOAA AN
iH'eKwjin * - kucnoTa
X/TOPUCTOBOAHEBA pO3BefeHa
237. | CUH®NIOPUKC | cycneHsis Ans iH'ekuin no nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15363/01/01
™ BAKLUMHA 1 posi (0,5 mn) cycneHsii Ekcnopt flimiteq BpuTaHis Bionomxikans C.A. Marepianis: 3miHu | TMny - 3amiHa
ansa Ans iH'eKuili y nonepefHb0 PiAKOro eTanoHHOro cTaHaapTy
NMPO®DITAKTUK | HanoBHEHOMY CKISAHOMY PS9V-PD HoBuM fiodhinizoBaHum
n LUNPULL Y KOMIJIEKTI 3 eTa/IOHHUM CTaHJapToM PS9V-
MHEBMOKOKO | opgHieto ronkoto abo 3 PD, W0 3aCTOCOBYETLCA A/1A
BOI IHOEKLJI [BOMa rofikamu Ta 6e3 BU3HAYEHHSI NOBHOTM aacop6uii
(MONICAXAPU ronok; 1 nonepeAHL0 Aitoyoi peyoBrHY cepoTtuny 9V ao
OHWIA HanoBHeHWIA WNpuL, 3 ap'toBaHTy (Completeness of
AHTUTCEH) TA rofikoto abo Asoma adsoption to adjuvant by ELISA)
HETUMOBAHOI | ronkamu, a6o 6e3 rofok y Ha eTani PS9V-PD Adsorbed
FEMO®INIbHOI | iHausigyansHomy Conjugated Bulk. 3anponoHoBaHo:
IHDOEKLJ, repMeTuyHO Homep cepii ctaHgapTy
KOH’FOFOBAH 3anakoBaHoMmy SSG1352A01
A, nNacTUKoOBOMY
AACOPBOBAH | KoHTeliHepi; no 1
A NNacTUKoOBOMY

KOHTEHepY Yy KapTOHHil
Kopo6ui; no 1 gosi (0,5
MJ1) CycneH3ii ANns iH ekuiii
y nonepesHL0
HanoBHEHOMY CK/ISIHOMY
wnpuui; no 10 wnpwuyis 3
10 ronkamu a6o 6e3 rosok
y IHAMBIAYaTbHUX
repMeTUYHO 3anakoBaHux
NNacTUKOBUX KOHTeNHepax
Y KapTOHHIin kopobuyj; no 1
f£o3i (0,5 mn) cycnensii
ONs iH' e y
MOHO/030BOMY CK/ISTHOMY
donakoHi; no 1, 10 a6o 100
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(h/1aKOHIB Y KapTOHHIi
Kopoo6Li; no 2 gosu (1 mn)
cycneHsii ans iH'exkuin y
My/bT,030BOMY
donakoHi; no 100 donakoHiB
Y KapTOHHii kopobui

238.

CONNAAEIH

TabneTky po3ymHHi; No 2
Tabnetku y cTpuni; no 6
CTPUNIB Yy KAPTOHHIN
Kopoo6Ui

nakcoCmiTKnsiiH
KoHcbromep Xernckep
(FOK) Tpewnginr
Nimiteq

Benuka
BputaHis

nakcoCmiTKnaiiH
[anrapsaH fimites

IpnaHgjs

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXEHOT 0CobM 3as1BHMKA,

BiANOBIA&/ILHOT 32
hapmakoHarnsag:
MponoHoBaHa pepakuis — Ap.
Vienc-Ynbpix LUTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX AaHNX YNOBHOBaXKEHOT

ocobw, BiANoBiAa/IbHOT 3a
thapmakoHarnsg. 3miHa Homepy
Ta MiCLie3HaxoKeHHs1 MacTep-
daiina

3a peyenmom

UA/4740/01/01

239.

CONMNAJLEIH

TabneTku, no 12 TabneTok
y 6nicTepi; no 1 6nictepy
B KapTOHHIi KopobLyi

nakcoCmiTKnsiiH
KoHcblomep Xesickep
(FOK) TpeirgiHr
Nimiten

Benuvka
BpuTtaHis

nakcoCmitTKnaiiH
[anrapsaH flimiteq

IpnaHgjs

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 34iICHEHHS
hapmakoHarnsay; KOHTakTHol

3a peyernmom

UA/4740/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnagy)- 3miHa
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag;
[MponoHoBaHa pepakuis — Ap.
VeHc-Ynbpix LUTermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa Homepy
Ta MiCLLe3HaxoKeHHs1 MacTep-
dhaina cuctemu chapmakoHarnsgy

240.

COTANon
CAHAO3®

TabneTku no 160 mr; no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y KapTOHHIi
Kopoo6Li

CaHpos
dapmacbioTikans g.4.

CnoseHis

Nek C.A. , MNonbwa
(nepBuHHe i
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii); Cantotac
dapma N'vbX,
Himeyunna
(BMPOGHMLTBO 3a
MOBHWM LMK/IOM)

Monbuwa/
HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBfeHo
TEeXHi4YHy noMunky B n. 12 HOMEP
PEECTPALIVIHOIO
MOCBIAYEHHSA TekcTy
MapKyBaHHS 30BHiLUHbOI YMaKoBKW
nikapcbkoro 3acoby —
3anpornoHosaHo: "P. . Ne
UA/4449/01/03".
3a3HayeHe BUMNpaBs/IeHHSA
BiANoOBigae marepianam
peecTpaLiiiHoro Aockbe

3a peyenmom

UA/4449/01/03

241.

CTEPUNNIYM®

PO34MH HaLLKipHWiA; no 100
mn, abo no 500 mn, abo
no 1000 mny
NAacTMKOBMX o1akoHax;
no 5 1y nNacTmkoBmx
KaHicTpax

TOB "HBIM "Binan"

Ykpaina

TOB "HBIM "BINAH",
YKkpaiHa (nakyBaHHs
i3 "in bulk" cpipmmn
BOJE Xemi T'mM6X,
HimeyunHa)

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHU | TUNY - 3MiHKN 3
akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo
€BponeiiceKoi hapmakonei, abo
iHLLOT HaujoHanbHOT thapmakonei
nepxasu €C (iHWi 3MiHW) -
nocuIaHHsA Ha MeToAMKY
BMNPOGYBaHHS B crneundikaLii Ha

6e3 peyenma

UA/5846/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

['N13 3a noka3Hukammn «'ycTuHa
npu Temnepatypi 20 °C» Ta
«IHaeke pecbpakuii 20/D» 6yno
OHOBJIEHO [/15 BifO6GPaKEeHHS
BiAMNOBIAHOCTI BUMOraM NoTOYHOI
pepakuii EP*, y meTogax
KOHTPOJTIO 3aUTULLIMHO nLLE
nocunaHHA Ha MeTof;
HOPMyBaHHS Ta MeToAvKa He
3MIHWINCS; - NOCUIaHHA Ha
MeTOAMKY BUMPOBYBaHHSA Ta
crneundikavito 3a NOKa3HUKOM
«MikpobionoriyHa uncrora» 6yno
OHOBJIEHO A/151 BiOOpaKeHHs
BIANOBIAHOCTI BUMOram noTOYHOT
pegpakuii EP*, ctarTi 2.6.12 Ta
2.6.13 3arBepaxeHo: EP n. 5.1.4
(HawwkipHe BUKOpUCTaHHS) 2.6.12
Ta 2.6.13 EP 3anponoHoBaHo:
2.6.12 Ta 2.6.13 EP* Sum TAMC
and TYMC [CFU/100 ml] < 10
Staphylococcus aureus [/1 ml]:
Absent Pseudomonas aeruginosa
[/1 ml]: Absent; 3miHu | TUNY -
3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BMNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX
MeToAax BUNpPoGyBaHHS) -
BHECEHHS HE3HaYHUX 3MiH A0
aHaniTMyHoi metoankn GCO06
«KinbKicHe BU3HaueHHs. 1-
nNponaHos. 2-nNponaHos»; 3MiHu |
TUMY - 3MiHKU 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneumdikadii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
nNiKapcbkoro 3acoby (iHLi 3MiHu) -
BUyYeHHs 3i cneymdikayii M3
nokasHukiB: 3anax lgeHTudikauis
6apBHuKa E131 |geHTrdikais
apomatusatopy OpaHis PH
laeHTudikauis 85 % rniyepuHy
KinbkicHuin aHanis Bmicty 1-
TeTpagekaHony KinbkicHuii BMicT
Boan Abcop6uis (Amakc 632HM)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

242,

CTPEMTOLWA-
JAPHULIA

Tabnetku no 300 mr; no 10
Tab/1eToOK Y KOHTYPHiii
YapyHKOBI ynakoBLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBui y naydi; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX YNakoBKax

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOT 3a
thapmakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

3a peyernmom

UA/5949/01/01

243.

CTPO®AHTVH-
JAPHULIA

po3unH A4Ns iH'ekuii, 0,25
Mr/mMa no 1 mn B amnysi;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBku B nauli; no 1 mn
B amnyni; no 10 amnyn 'y
KOHTYPHIli YapyHKOBIi
yNaKoBLi; N0 1 KOHTYpHIi
YapyHKOBIl ynakosLi B
naui

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiNOBiAA/IbHOI 32

3a peyernmom

UA/2352/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnag.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy
244. | CYNb®PAOUME | Tabnetku no 500 mr; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/2999/01/01
TOKCWUH- Tab1eToK Y KOHTYPHiii "®apmMaueBTNYHa "GapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
AAPHUUA YapyHKOBIli ynakosLi; no 1 ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi hapmakoHarnsgy - BHECEHHS 3MiH
ynakoBLi y naydi; no 10 00 po3gainy “MapkyBaHHs" MKA
TabneTokK y KOHTYPHMX n3.
YapyHKOBMX ynakoBKax 3anponoHoBaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHS
YyNaKoBKM NiKapcbKoro 3acoby
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
245. | TAMOKCU®EH | mopowlok KpucTaniyHui Ekcenna M'm6X eHg HimeuyunHa Ekcenna 'm6X eHp, HimeyunHa BHECEHHS 3MiH 40 peecTpaviinHmx - UA/16595/01/01
Y UATPAT (cy6cTaHuis) y noagiliHmMx Ko. KI Ko. KI MaTepianis: 3MiHU | TUNY - 3MiHK 3
nonieTuIeHoBMX nakeTax akocTi. A®l. Cuctema
ans hapmaueBTUYHOTO KOHTelHep/3aKynoploBasibHUi
3acTOCyBaHHA 3aci6 - 3miHa hopMy/ItoBaHHsA
po3giny «Ynakoska» B MK4A.
3anponoHoBaHo: [lBoiiHble
NOSIM3TU/IEHOBbIE NaKeTbI,
KOTOpble NOMELLATCA B
KapTOHHbIA 6apabaH
246. | TAHTYM pO34uH BariHasbHWiA 0,1 AsieHge Kimike PiyHiTe ITanis AsieHge Kimike ITania BHECEHHS 3MiH 0 peecTpaLiintHmx 6e3 peyenma UA/4012/02/01
PO3A® %; no 140 mn y chnakoHi AHXeniHi DpaHyecko - PiyHiTe AHXeniHi marepianis: 3MiHK | TUMy - 3MiHK

OCHaLLeHOMY KaHIoMeH 3
KPULLIEYKOKO A/151 3aKpUTTS;
no 5 cprakoHiB y
KapTOHHIA Kopoo6Li

AKP.A®. -C.nA.

dpaHyecko
AK.P.A®. C.nA.

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cucTemy dhapmakoHarnsgy,

3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBiAANLHOT 3a 34iiCHEHHS
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3LiACHEHHS
hapmakoHarnsgy B YKpaiHi, SKLL0
BOHa BiZIMiHHa Bif, yNOBHOBaXXeHO|
ocobw, BiANOBIAaIbHOI 3a
34iicHeHHs chapmakoHarnagy
(BKNHOYAKYM KOHTAKTHI AaHi)
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Ne Hassa
n/n JliKapcbK020
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asssHUK KpaiHa

3asiBHUKa

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa Ymosu

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0ocobu 3asiBHUKa, BiANOBIA&/IbHOT
3a 34ilicCHEeHHA thapMakoHarnsay.
3MiHa MicLsa 34iliCHEHHA OCHOBHOI
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLA 3HaXOMKEHHS
MacTep-caiina cuctemun
dhapmakoHarnsgy

247. | TAHTYM
PO3A®

rpaHy/v Ans BariHa/ibHOro
po3ymHy no 500 mr; no 10

AsieHge Kimike PiyHiTe
AHXxeniHi PpaHyecko -
AKP.A®. -C.nA

ITanisa AsieHge Kimike ITanisa

BHECEHHS 3MiH 0 peecTpaLinHmx
PiyHiTe AnxeniHi

marepianis: 3MiHu | TUMY - 3MiHK

6e3 peyenma UA/4012/02/01

callle B KapTOHHIil kopobui

dpaHyecko

AK.P.A®. C.nA.

ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a 3[jiicHeHHs hapMakoHarnsgay.
3MiHa MicuA 34iICHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLs 3HAXOMKEHHS
mMacTep-haiina cuctemm
dhapmakoHarnsgy

248.

TAY®OH-
JOAPHMLA

Kpanni oO4Hi, po3ynH, 40
mr/mn no 5 mn aéo 10 mn
y thnakoHi; no 1 dpnakoHy
B nauui

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHun | Tvny - 3iHn
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0Co6MU,

3a peyenmom

UA/1894/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3iHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

249,

TEMO3O/IOMI
il

MOPOLLIOK (Cy6CcTaHuis) y
NoABINHMX
nonieTMNeHoBUX NakeTax
ansa dapmaleBTUYHOro
3acToCcyBaHHSA

Ekcenna 'v6X eHp,
Ko. KI

HimeyunHa

Ekcenna 'm6X eHg,
Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
aKkocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasbHuWi
3aci6 (iHWi 3MiHW) - 3MiHa
hopMy/ItOBaHHSA po3ainy
«¥YnakoBka» B MKA.
3anponoHoBaHo: [lBoiiHble
NoIN3TUIEHOBbIE NaKeTbI
B/IOKEHHbIE B KAPTOHHbIE
6apabaHbl

UA/16756/01/01

250.

TEPA®/IO BIf,
reuny TA
3ACTYAM 3
CMAKOM
NIMMOHA

MOPOLLIOK AJ151 OPasIbHOro
po3uunHy; 1 naket 3
nopowukom; 10 nakeTis 3
MOPOLLKOM Y KapTOHHiiA
Kopoo6ui

"CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

OENb®APM
OPJIEAH

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBIAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-chaiina cuctemm
thapmakoHarnsay) - 3miHa

6e3 peyenma

UA/5529/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOT 3a
thapmakoHarnag:
MponoHoBaHa pepakuis — Ap.
Vienc-Ynbpix LUTermaHH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANoBiAa/IbHOT 3a
thapmakoHarnsg. 3miHa Homepy
Ta MiCLie3HaxoKeHHs1 MacTep-
chaiina cuctemu chapmakoHarnsgy
251. | TETPAKCUM®I | cycneHsist Ans iH'ekuin, no CaHodpi Nactep dpaHuis CaHodpi MNactep, DdpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/13069/01/01
TETRAXIM 1 nonepefHbO ®paHuia (MoBHWI YropwuHa Marepianis: 3mMiHu | TMNy - 3MiHN 3
BAKUVHA ANA | 3anoBHeHOMYy LINpuLy no LMK BUPOBHULTBA, AKocTi. A®l. BUpo6HULTBO. 3MiHN
MPO®DINAKTUK | 0,5 mn (1 gosa) 3 KOHTPO/b AKOCTI, B npoueci Bupo6HuuTea AdI
N BUDTEPII, MPUKPIN/IEHOID TO/KOO BTOpPUHHE (He3HauHa 3miHa y mpoueci
NPABLA, (abo 2-ma okpemumu nakyBaHHs, BUMYCK BUpo6HMUTBa ADI) -
KALLJTFIOKY roniKkamu), Lo mMicTuTb cepii); CaHodi- MpvBeaeHHs y BiANOBIAHICTb
(ALENMONAPH CycneHsito 4ns iH'ekujin, B ABeHTic MpaiisiT Ko. (3BY)XXEHHSI AONYCTMMUX MEX) A0
nin KapTOHHI Kopo6ui; no 1 Nta., Nnatdopma OHOB/EHOT BUPOBHNYOT
KOMMOHEHT) nonepeAHL0 3anoBHeHOMY NOTicTVKN Ta [OKyMeHTaLji BOX napameTpis:
TA wnpudy no 0,5 mn (1 AncTpubyuii y m. - 3MiHa TpMBaNoCTi iHKyb6aLi
NONIOMIENITY | fo3a) 3 NPUKPINIEHO Bypanewr, nepLUoT NpekybLTYpU nig yac
AACOPBOBAH | ronkot (abo 2-ma YropwumHa KynbTUByBaHHs Bordetella
A, OKpeEMUMU rosikamu), Lo (BTOPUHHE pertussis (Stage 1) y npoueci
IHAKTUBOBAH | MicTuTb cycneHsito ans nakyBaHHs1, BUMYCK BMPOBHULTBA OYULLEHOrO TOKCOIAY
A, PIOKA iH'EKL B KAPTOHHIN cepii) kawntoka (PTxd): 3anponoHoBaHo:

KOpo6Li, B AiKili MICTUTbCS
CTaHfapTHO-eKCnopTHa
ynakoBKa Ta iHCTPYyKL,is
AN MegnvyHoro
3acTocyBaHHs

Big 63 fo 68 roguH. - 3miHa
TpuBanocTi iHKy6auii Ha eTani
AeTokerkawii
3anponoHoBaHo: Big 120 go 130
XBUNWH. TepMiH BBEEHHS 3MiH —
civeHb 2023 p; 3miHu | TNy -
3MiHM 3 akocTi. A®I. KoHTposb
A®|. 3miHa y napameTpax
crneundikauii Ta/abo gonycTMmx
MeX, BU3Ha4YeHnX y creumdikayisx
Ha A®I, abo BYXigHWA/NPOMIKHWIA
npoaykT/peareHT, LWwo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BUpo6HUUTBa AP (iHLLI 3MiHK) -
[lopasaHHsa cneyudikauin Ha
KiHeLlb TepMiHy NpuAaTHOCTI AN
Native Purified Pertussis Toxin Ta
Native Purified FHA, ski €
MPOMDKHUMM NPOAYKTamu npu
BUPOGHMLTBI Ail0UMX PEYOBUH, a
TaKoX 151 Ail0UMX PEHOBUH
Adsorbed Purified PTxd Ta
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Adsorbed Purified FHA. TepmiH
BBEJEHHS 3MiH — civyeHb 2023 p.
3MiHW | TUMY - 3MiHX 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCSA
y BUpOGHMLTBI ADI; ana
[0MoMKHOT peyoBuHu (ME-
cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei gns
Adl/BnxigHoro
martepiany/peareHTy/npoMiKHOro
npoaykTy abo AONOMiXHOT
PeyoBUHM) - BunyyeHHs
cepTtudikaTis (y BUNnagky
HasiBHOCTI My/IbTUMIETHOIO
cepTugpikata Ha martepian) -
BU/TyYEHHS cepTudikaTis
BiANOBIAHOCTI EBpONechbkili
thapmakonei ansa detanbHol
6uyayoi cuposaTku (Foetal Bovine
Serum) R1-CEP 2000-384-Rev 00
Ta R1-CEP 2000-155-Rev 04 y
3B’A3KY 3 NPUNUHEHHAM Ti
BUKOPWUCTaHHS /151 BUTOTOB/IEHHS
heTyiHy Ha BNacHUX BUPOBHUUNX
ainsaHkax CaHodpi Mactep. TepmiH
BBE/EHHS 3MiH — CideHb 2023 p;
3MiHM | TUNY - 3MiHK 3 SKOCTi. AdI.
Brpo6HMLTBO. 3MiHM
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI y cneuudikavisx
(3BY)XEHHS AONYCTUMUX MEX) -
3BY)XEHHS AONYCTUMUX MeX 3a
nokasHukom Optical density test
(OD), sikuiA BUKOHYETbLCA A71A
KOHTPO/O pOCTy 6akTepianbHOi
KynbTypu Ha Stages 2 -4y
npoueci Ky/nbTByBaHHsA Bordetella
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HasBa

®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

pertussis. 3anponoHoBaHo: Stage
2: 2nd pre-culture OD650: 0,55 —
0,9. Stage 3: 3nd pre-culture
0OD650: 0,5 —1,0. Stage 4: 4nd
pre-culture OD650: 0,5 — 1,0.
TepMmiH BBELlEHHS 3MiH — CiYeHb
2023 p.; 3miHu | TMNYy - 3MiHK 3
AKOCTi. A®l. BUpo6HULTBO. 3MiHN
BMNpo6yBaHb abo A0MyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI Y cneumaikaLisx
(BUYYEHHS HECYTTEBOIO
BMNPOGYBaHHS) - BUTyYEHHS TECTY
(papbyBaHHsa 3a pamom Ha eTani
nepLuioi NpekynbTypu nig, vac
KynbTuByBaHHS Bordetella
pertussis y npoueci BUpo6HuLTBa
aacopboBaHOro OUULLEHOTO
Tokcoigy Kawntoka (PTxd).
TepMiH BBEEHHS 3MiH — CiYeHb
2023 p.; 3miHu | TMNY - 3MiHK 3
aKkocTi. A®l. Bupo6HMLTBO (iHLWi
3MiHK) - OHoB/eHHA CTD po3ginis
[0CbE AN AiH0Y0l PevyoBUHN 2-
Component Acellular Pertussis: -
peopraHisauis iHdopmauii
BignosigHo fo copmary CTD;

- pefakuiiiHi 3MiHV A5 Kpavoro
PO3YMiHHSA Ta y3rofKeHHS 3
BMPOGHNYOI0 JOKYMEHTaLieo 6e3
3MiH Yy BUPOGHWYIl NpakTuLy;

- BUMPaBEHHS NOMUIOK a6bo
iCTOPUYHUX PO36GIXKHOCTENA; -
BUAa/IeHHs abo AofaBaHHA
iHpopmadii BignosigHo fo Notice
to Applicants (Volume 2B on CTD-
Module 3). ogaBaHHs iHopmawi
LLO0A0 3aBepLUEHHS NPOBeAEHHS
BMBYEHHS faHuX cTabinbHOCTI Ana
nepiogy 48 micsLiB. Y3romkeHHs
iHcbopmauii y posginax 3.2.S,
3.2.A.2, 3.2.R, a Takox
BiANOBIAHMX po3Ainax moayns 2.
TepMiH BBEEHHS 3MiH — CiYeHb
2023 p; 3MiHuW | TNy - 3MiHK 3
akocTi. A®l. KoHTponb Adl. 3miHa
y napameTtpax cneuudikawiii
Ta/abo fonycTUMUX MEX,
BM3HAYEHUX Yy cneumdpikauisix Ha
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

A®l, ab0 BUXIQHMA/NPOMDKHUIA
npoAayKT/peareHT, wWwo
BMKOPUCTOBYIOTLCSA Y MpoLeci
BMPO6HULTBA AD| (BUNYYEHHS
napameTpa cneuudikauii, Akuii
MOXe MaTh CyTTEBUIA BNINB Ha
AKicTb A®| Ta/abo rotoBoro
nikapcbKoro 3acoby) -
BunyyeHHs Histamine-Sensitizing
Activity tests, siki BUKOHYyOTbCS in-
Vivo Ha MuLwax (TecT Ha
3a/IMLLIKOBUIA TOKCUH KaLLHOKY npur
+ 5 ° C Ta TecT Ha BiACyTHICTb
peBepcii TOKCOiAy Kalusoky npu +
37 ° C) 3i cneumdikauii Ha po3yvH
Purified Pertussis Toxoid, sikuit €
NPOMDKHUM NPOAYKTOM npun
BMPOGHULTBI afcopboBaHoro
OYULLIEHOTO TOKCOTAY Kalusitoka
(PTxd). TepMiH BBEAEHHS 3MiH —
civyeHb 2023 p

252,

TnMornoeyni

H®

nioghinizoBaHMin NOPOLLIOK
AN NPUroTyBaHHS
KOHL,eHTpaTy A48 po3ynHy
Ans iHdoy3ii mo 25 mr Ne 1:
no 1 donakoHy B KapTOHHIl
Kopoo6ui

[xeHzaiim tOpon B.B.

HigepnaHngu

BMPOGHMLTBO
Hepo3gacoBaHOro
npoaykTy, A03BIN Ha
BWMNYCK Cepil:
[xeHzalim
Moniknoranc CAC,
dpaHLis;
nepBuHHA Ta
BTOPWHHA ynakoBKa,
[03BiN Ha BUMYCK
cepi:
[bxeHsainm lpnaHg
NimiTen, lpnaHgis;
BTOPWHHA ynakKoBKa:
[bxensaiim Jlimites,
Benuka BpuTaHis

PpaHuis/
Ipnangis/
Benvka
BpuTaHis

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3miHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IO SKOCTI
rOTOBOrO JliKapCcbkoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKAa, LU0 BiANoOBiAaE 3a
BBE3EHHS Ta/abo BMMNYCK cepii) -
He BK/tovatoumn
KOHTPO/b/BUNPOBYBaHHA cepii -
[lofaBaHHsA AiNbHUL Ha SKil
3[iICHI0ETLCS BUMYCK cepiil
[xeHsaim Ipnang Nimvites,
IpnaHgis. 3MiHM BHECEHO B
IHCTPYKLi0 AN MeguyHoro
3acToCyBaHHSA W00
HaliMeHyBaHHs Ta
MiCLLe3HaxX0MKEeHHS1 BUpOOHMKa 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby.
BBefeHHs 3MiH npoTarom 6
MicsILiB Micnsi 3aTBePAKEHHS.

3a peyenmom

UA/15575/01/01

253.

TIAPA YO

TabneTtku, BKPUTI
NNiBKOBOK 060/1I0HKOH), MO
160 mr/25 wmr; no 14

MpAT
"PapmaueBTnyHa
thipma "dapHuun”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
BHECEHI A0 IHCTPYKUIT Ans

3a peyenmom

UA/16280/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1
a60 no 2 KOHTYpHiI
YapyHKOBI YNakoBK/ B
nauui

MeJMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmMakonoriyHi BnactneocTi”,
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMuK 3acobamu Ta
iHWi BUAW B3aeMOgin",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaaro”, "3aatHicTb BIIMBATU HA
LWIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMKN
mexaHizmamu”, "Cnoci6
3aCcToCyBaHHA Ta 403n",
"Mepeno3yBaHHs", "TMo6IYHI
peakuii" BiANOBIAHO A0 iHopmaLi
pedyepeHTHOro /ikapcbKoro
3acoby KO-IIOBAH®. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHV BHECEHI [0 IHCTPYKUIT Ans
MeJMNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactneocTi”,
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui” BigNoBigHO A0
OHOB/IEHUX faHMX 3 6e3nekn
[ito4oi peyoBrHN. BBeeHHSs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
3MiHV BHECEHI [10 IHCTPYKUIiT Ans
MeAUYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ainv
"Oco61MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui” BigNoBigHO A0
OHOB/IEHUX faHMX 3 6e3nekn
[il40i peyoBrHY BBeaeHHS 3MiH
NpOTArom 6-Tv MicALiB 3 faTu
3aTBEPAKEHHS

254,

TIAPA OYO

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
160 mr/12,5 mr, no 14
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1
a60 no 2 KOHTYpHiI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu
"®apmakonoriyHi BnactneocTi”,
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHWWi BMAW B3aemogin",

3a peyernmom

UA/16280/01/02
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs

rpyaaro”, "3aatHicTb BIIMBATU HA
LIBUAKICTb peakuii npy kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHWMMKN
MexaHismamu", "Cnoci6
3acToCyBaHHA Ta f03n",
"Mepeno3yBaHHs", "TMo6IYHI
peakujii" BiANOBIAHO A0 iHhopmaLi
pedrepeHTHOro /ikapcbKoro
3acoby KO-1IOBAH®. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHV BHECEHI [0 IHCTPYKUIT Ans
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu

"®apmMakonoriyHi BnactneocTi”,

"Oco6MBOCTI 3acTOCyBaHHS",

"Mo6ivHi peakui™ BigNoBigHO A0

OHOB/IEHUX faHMX 3 6e3nekn
[ito4oi peyoBrHN. BBeAeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHV BHECEHI [10 IHCTPYKUIiT Ans
MeANYHOr0 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ainv
"Oco61MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui™ BigNoBigHO A0
OHOB/IEHUX faHMX 3 6e3nekn
[ilo40i peyoBrHY BBeaeHHS 3MiH
NpOTArom 6-Tu MicALiB 3 faTu
3aTBEPAKEHHS

UA/16280/01/03

255.

TIAPA OYO

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
80 mr/12,5 wr, no 14
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1
a60 no 2 KOHTYpHiI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainv
"®apMakonoriyHi BnactneocTi”,
"MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaao”, "3aatHicTb BIIMBATU HA
LIBUAKICTb peakuii npu kepyBaHHi

aBTOTPaAHCMOPTOM ab0 iHWMMK

3a peyernmom

198




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MexaHismamu', "Cnoci6
3acToCyBaHHA Ta 403n",
"Mepeno3yBaHHs", "MoGIYHI
peakuii" BiANOBIAHO A0 iHopmaLi
pedyepeHTHOro /ikapcbKoro
3acoby KO-1IOBAH®. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHV BHECEHI [0 IHCTPYKUIT Ans
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"®apmakonoriyHi BnactneocTi”,
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iyHi peakui™ BigNoBigHO A0
OHOB/IEHUX faHMX 3 6e3nekn
[ito4oi peyoBrHN. BBeeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHV BHECEHI [0 IHCTPYKUIiT Ans
MeAUYHOro 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ainv
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui™ BigNoBigHO A0
OHOB/IEHUX faHMX 3 6e3nekn
[ilo40i peyoBrHY BBeaeHHS 3MiH
NpOTArom 6-Tu MicALiB 3 faTu
3aTBEPAXKEHHS

256.

TIAPA OYO

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
160 mr/25 wmr; no 14
TabeToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1
a60 no 2 KOHTYpHiI
YapyHKOBI YNakoBK/ B
nauui

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs" MKA

13; 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBku
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs 0AnHWLb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/16280/01/01

257.

TIAPA OYO

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
160 mr/12,5 mr, no 14
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1

MpAT
"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHs” MKA

3a peyenmom

UA/16280/01/02

199




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ab0 no 2 KOHTYpHI N3; 3anponoHoBaHo:
YapyHKOBI YrakoBKu B MAPKYBAHHSA BignosigHo fo
nauvj 3aTBep)KEHOro TeKCTy
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEpPAKEHHS
258. | TIAPA AYO TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/16280/01/03
NAiBKOBOK 060JI0HKOLO, MO "®apmaveBTuyHa "®apmavneBTuyHa marepianis: 3MiHu | TUMY - 3MiHW
80 mr/12,5 wr, no 14 thipma "AapHuusa” thipma "AapHuus" Loao 6e3nekn/edeKTMBHOCTI Ta
Tab1eToK Y KOHTYPHiii hapmakoHarnsgy - BHECEHHS 3MiH
YapyHKOBIli ynakosLi; no 1 [0 posginy “MapkysaHHs" MKA
ab0 no 2 KOHTYpHI N3; 3anponoHoBaHo:
YapyHKOBI YrakoBKu B MAPKYBAHHSA BignosigHo fo
nauu 3aTBEpP)KEHOro TeKCTy
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSLIB Nicns 3aTBEpAKEHHS
259. | TIAPA AYO TabneTtku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/16280/01/01
NAiBKOBOK 060JI0HKOLO, MO "®apmaveBTuyHa "®apmavLeBTUyYHa marepianis: 3MiHu | TUMY - 3MiHK

160 mr/25 wr; no 14
Tab/1eTOK Y KOHTYPHiii
YapyHKOBIli ynakosLi; no 1
a60 Mno 2 KOHTYpHiI
YapyHKOBI yNakoBKW B
QECI]

hipma "OapHuus”

chipma "OapHuus”

Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHV [0 y3arasibHEHUX AaHuX Mpo

cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBIAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
hapmakoHarnsgy) - nponoHoBaHa
pefakuis: Typok B'ayecnas

200




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B'ayecnasoBuy

260.

TIAPA YO

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
160 mr/12,5 wr, no 14
Tab1eToK Y KOHTYPHiii
YapyHKOBIli ynakosLi; no 1
ab0 Mo 2 KOHTYpHiI
YapyHKOBI YNakoBKW B
ECI]

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjicHeHHs chapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsay) - NponoHoBaHa
pefakuis: Typok B'auecnas
B'ayecnaBosuy

3a peyenmom

UA/16280/01/02

261.

TIAPA AYO

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO, MO
80 mr/12,5 wr, no 14
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakosLi; no 1
a60 Mo 2 KOHTYpHiI
YapyHKOBI YNakoBKW B
naui

MpAT
"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiCHEHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiAa/bHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapMakoHarnsgy) - nponoHoBaHa
pepakuis: Typok B'ayecnas
B'ayecnaBoBuy

3a peyernmom

UA/16280/01/03

262.

TIAPA TPIO®

TabneTkn, BKPUTI
N/1iBKOBOK 06GOMOHKOM, MO

MpAT
"PapmaueBTnyHa

YkpaiHa

MpAT
"PapmauyeBTuyHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK

3a peyenmom

UA/15069/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 mr/12,5 mr/160 wmr, no
14 TabNeToK y KOHTYpHIli
YapyHKOBI ynakoBLi, no 1
ab60 no 2 KOHTYpHiI
YapyHKOBI yNakoBK/ B
ECIT]

thipma "AapHuusa”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHa" MKA N13;
3anpornoHoBaHo: MAPKYBAHHSA.
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTY MapKyBaHHs. TepMiH
BBE/EHHS 3MiH: NPOTArom 6
MiICALIB 3 AATV 3aTBEPKEHHS

263.

TIBOMAKC® A

pO34uH opasibHUiA, 200
mr/mn no 100 mn a6o no
200 mn y donakoHi; no 1
onakoHy 3 MipHOK
JIOXKKO 260 MipHUM
CTakaH4MKOM y nauui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"®apmMaueBTNYHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAasIbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

6e3 peyenma

UA/16994/01/01

264.

TIOKTOOAP

PO34uH ON1 iH'eKUI 3 %,
no 10 mn y donakoHi; no 5
onakoHiB y 6nicTepHiin
YapyHKOBIli ynakoBLi; no 1
abo no 2 6nicTepHi
YapyHKOBi YNakoOBKN B
navui

MpAT "Mo

BUPOBHULTBY iHCY/iHIB

"IHOAP"

YKpaiHa

MpAT "Mo
BMPOOHULTBY
iHcyniHiB "IHOAP"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMai Wwoao
3a3HaYEeHHS OAUHULL
BMMiptOBaHHS y cuctemi Sl

3a peyernmom

UA/3005/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

265.

TPUMETA3UA
WH-AAPHULIA

TabneTku, BKpUTI
060M10HKOt0, M0 20 Mr, No
10 TabneToK Y KOHTYPHIiA
YapyHKOBIli yrnakoBLi; no 6
KOHTYPHUX YapyHKOBUX
ynakoBOK y navui

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAa/IbHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

3a peyernmom

UA/2256/01/01

266.

YNbTPAKATH®
[-C ®OPTE

PO34nH A4N4 iH'eEKUin, Ans
BMpo6HMKa CaHodi-
ABeHTic [oiunaHg M6X,
HimeuuunHa, amnynu:
Ne100 (10x10): no 2 mn B
amnyni; no 10 amnyn y
KapTOHHI YapyHKOBIli
ynakoBLj; No 1 kapTOHHii
YapyHKOBIll ynakoBLi B
KapTOHHI Kopo6ui; no 10
KapTOHHWX KOPOOOK,
06TArHEHNX NIBKOO
LnhIEHOBOIO; KapTPUAXi:
Ne 100 (10x10): no 1,7 mn
y kapTpuaxi; no 10
KapTpUAKIB Y KAPTOHHIN
YapyHKOBIli ynakoBLij; Mo
10 KapTOHHUX YapyHKOBUX
YMakoBOK Y KapPTOHHIi
KOpo6Li; A58 BUPOGHMKa
OENbPAPM ADKOH,
®paHuia, amnynn: Ne100

TOB "CaHodi-ABEHTIC

YkpaiHa"

Ykpaina

CaHodi-ABeHTIC
[Loiiunang r'moéX,
HimeuunHa;
LETb®APM

ADKOH, ®paHuisa

Himeyunna/
®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: BUNpaB/IeHHS
TEXHIYHOT NOMUJIKN B OHOB/IEHUX
MKS$, ki 3aTBEpMAXEHi Hakazamm
MO3 Ykpainn Ne 1925 Big
23.10.2018 Ta Ne 231 Big
30.01.2019 npu npoBeaeHHi
npoueayp BHECEHHS 3MiH.
Momwunka gonylieHa B
Cneuudikauii MKA B posgini
"KosmyecTseHHoe cofepxaHune
anMHedprHa (agpeHasimHa)
rugpoxnopuga” (Mpv Bbinycke v B
KOHLIe CpoKa rofHOCTH)

3a peyernmom

UA/3406/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(5x2x10): mo 2 mn B
amnyni; no 5 amnyn y
nonicTMPONOBIlA ynakosLyj;
no 2 NonicTMposoBi
YyNaKkoBKN B KQPTOHHIi
Kopo6Li; no 10 KapTOHHMX
KOPO60K, 06TArHEHNX
nNiBKOK UNhIEHOBOOD
267. | YPOHE®POH® | Tabnetku, BKpUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/14570/01/01
NiBKOBOK 060I0HKOK MO marepianis: 3MiHu | TURY -
10 Tabnetok B 6nicTepi; BBEJIEeHHSA [0AAaTKOBOro po3mipy
no 3 abo 6 6nictepis y cepii roToBOro NMikapcbKoro
nauuj 3 KapToHy 3acoby. 3anponoHoBaHo: 189,00
Kr (180,000 Tuc. Tabn.); 400,00 kr
(846,577 Tnc. Tabn.)
268. | yPconiB Kancynu no 250 mr; no 10 Mera NaiidpcaiieHci3 TainaHg Mera JflaiidpcaiieHcis TainaHg BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/12805/01/01
Kancyn y 6nictepi; no 5 Mab6nik KomnaHi Mab6nik KomnaHi MaTepianis: 3mMiHu Il TMny - 3MiHK 3
ab6o no 10 6nictepiB y Nimiteq Nimiteq AKOCTI. [O0TOBWMIA Nikapcbkunii 3aci6.
KapTOHHIA KopoobLi Cuctema
KOHTelHep/3aKynoptoBasbHui
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - BBEA,EHHSA 404aTKOBOT
ynakoBku Ne100 (10x10), 6e3
3MiHU NePBMHHOTO NakKyBasIbHOTO
maTepiany, 3 BignoBigHUMK
3MiHaMK y p. «YnakoBKa»
(BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB Mic/a 3aTBepAKEHHS)
269. | YPCOniB kancynu no 250 mr; no 10 Mera JlaiicbcaiieHcia TainaHg Mera NaidcaiieHcis TainaHg BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/12805/01/01
Kancyn y 6nictepi; no 5 Ma6nik Komnani Ma6bnik KomnaHi marepianis: 3MiHU | TUMY - 3MiHK
abo no 10 6nictepis y Nimiten Nimiten oo 6e3snekn/edeKTMBHOCTI Ta
KapTOHHI KOpooL hapMakoHarnisgy - OHOB/IEHHSI
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii WwoA0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. 3amiHa po3giny «IpadiuHe
0hOPMNEHHS YNaKOBK/» Ha
po3ain «MapkysaHHs» B MKA /13:
3anponoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH: NpoTArom 6 micAuis 3 gatu
3aTBEPAKEHHSA
270. | ®A3NOAEKC pO34uH A8 iH'ekuiid, 250 AcTtpa3eHeka HOK Benvka Bupo6Huk HimeuunHa/ BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/5440/01/01
Mr/5 M7, N0 5 M PO3YnHY Nimiten BpuTanis nikapcbkoro 3acoby Benvka marepianis: 3miHu Il Tvny - 3miHn
B nonepeaHbLo "in bulk", nepBrHHa BpuTaHis o0 6e3nekn/edekTMBHOCTI Ta
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3arnoBHEHOMY CK/ITHOMY ynakoBka, chapmakoHarnagy. 3miuu y
LUNPUL 3 KOHTPONEM Bi3yasibHuiA TepaneBTUYHUX NOKa3aHHSX
nepLuoro BiAKPUTTS; No 2 KOHTPO/b, KOHTPOJb (nopaBaHHsA HOBOrO
nonepeaHbLO 3anoBHEHi AKOCTI 3a TepaneBTUYHOrO nokasaHHs abo

LUMPWLW B KOHTYPHIiA
YapyHKOBI ynakoBLi 3
fABoma 6e3neyHnmmn
ronkamu «BD
SafetyGlide™»; no 1
KOHTYPHIli YapyHKOBIi
yMaKoBLi B KAPTOHHIl
Kopoo6ui

nokasHukamu: onuc,
ineHTudikauis,
KiflbKicHe
BU3HAYEHHS
dynBeCcTpaHTy,
npoAyKTn
ferpagaduii, 06°em
iH eKuii B
KOHTeliHepax,
MeXaHiuHi
BK/TOYEHHS
(HeBMAUMI YacTkm),
CTepPUNbHICTb,
€HA0TOKCUHM,
oyHKLiOHaNbHe
BUNPo6yBaHHsA PFS,
BMICT eTaHony,
BMICT CMpTY
6€eH3110BOro, BMIiCT
6eH3nnbeHsoara:
BetTtep ®apma-
depTuryH Nmé6X ta
Ko. KI', HimeuunHa;
Brpo6HuK,
BiANOBigabHUIA 3a
BTOPWHHY YNaKoBKY,
KOHTPO/b SIKOCTI,
BUNYCK cepi:
AcTpa3eHeka FOK
NimiTen, Benvka
BpuTaHis;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
Bi3yasibHUIA aHani3:
Bettep ®apma-
depTuryH M'mbX ta
Ko. KI, HimeuunHa;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
TecTyBaHHSA
CTepW/IbLHOCTI:
BetTtep dapma-
depTuryH Nmé6X ta
Ko. KI', HimeuuunHa;
BUPOGHMK,

3MiHa Y 3aTBepAKEHOMY
nokasaHHi) 3mMiHn BHeceHo [0
IHCTpYKUIiT AN MeanyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3ginis "lMokasaHHs",
"®apmakonorivyHi BnacTmeocTi”,
"Oco611BOCTI 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3un",
"Mo6iuHi peakuii”. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHS. 3miHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeAMYHOI0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHNMU 3
SAKOCTIi, AOKNIHIYHUMU, KAIHIYHUMMW
JaHnMK Ta laHumm 3
thapmakoHarnagy - 3MiHM BHECEHO
00 IHCTPYKUiT A4N8 MeanyHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
[0 po3ainy "3actocyBaHHs y
nepiog, BaritTHOCTi abo rofyBaHHs
rpyaato”. BBegeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MeAMYHOr0o 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTIi, AOKNIHIYHUMU, KAIHIYHUMMW
JaHnMK Ta laHuMK 3
thapmakoHarnagy - 3MiHM BHECEHO
00 IHCTPYKUiT A4N8 MeanyHoro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
[0 po3ginis "®apmakonorivHi
BnacTusocTi", "Mo6iyHi peakuii”.
BBefieHHs1 3MiH npoTsarom 6-Tv
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBiAA/IbHWIA 32
KOHTPO/Ib AKOCTI (3a
nokasHukamu
CTEPUIbHICTD,
MeXaHiuHi
BK/TOYEHHS,
€HI,0TOKCUHMN):
BetTep ®apma-
PepTuryH M'méX ta
Ko. KI', HimeyunHa

MiCALIB MIiCNA 3aTBEPIKEHHS.

271.

DAPMALON®

Tabnetku, no 10 TabneTok
y 6nictepax; no 10
Tabnetok y 6nictepi; no 1
abo 3, abo 5 6nicTepis y
nauuj 3 KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa Ha3BM i agpecu 3asiBHNKa
N3 (BBefeHHs1 3MiH NpoTArom 6-
TV MicSILiB Nicns 3aTBEpKEHHS);
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJTHO AKOCTI.
(misnbHiCcTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BWMYCK CEPiii) - 3MiHA Ha3BMU i
aapecy BMupo6Huka M3
(BBefeHHsA 3MiH NpOTArom 6-Tu
MICALIB MiCNSA 3aTBEPLKEHHS);
3MiHY | TRy - 3MiHK WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn);
3amMiHa po3giny "MapKyBaHHS.
Bignosigae HagaHoMy TeKCTy
MapKyBaHHA" Ha po3gin
«MapkyBaHHs. 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1» B 3aTBEPKEHNX
MKSA N3. 3MiHW BHECEHI B TEKCT
MapKyBaHHS yNakoBK/ NikapCbKoro
3aco6by LWo40 3a3HaYEHHS
MDKHapPOAHUX NO3HAYEHb OANHULb
BMMIipIOBaHHA. BBeeHHS 3MiH
NpPOTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHS; 3MiHM | TUny -

6e3 peyenma

UA/8183/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiHKM 3 sIKOCTi. FoTOBWIA

nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO NlikapcbKoro 3acoby (ans
npyBELEHHS Y BiANOBIAHICTb 3
[®Y abo €BponelicbKoro
chapmakoneeto Ta BUNyYEeHHS
NocWNaHHS Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPObyBaHHS i
ioro HomMep) - BHECEHHS 3MiH A0
Cneuucpikanii/MeTogais
BMNpobyBaHHA 13 3a
napameTtpom "MikpobionoriyHa
yucToTa", 30Kpema: BUTyYEHHs
MOBHOrO ONMUCY NPOBEAEHHS
METOAVKM; [ONOBHEHHS
BiANOBIAHWM MOCUIAHHAM Ha
aitody pegakuito dY; 3miHn | Tuny
- 3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3mMiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX FOTOBOrO
niKapcbkoro 3acoby (iHLwi 3MiHW) -
3MiHa NepioANYHOCTI KOHTPOIO
N3 3a nokasHWKoM
"MikpobionoriyHa uncrora”.
3aTtBepakeHo: MikpobionorivHuia
KOHTPO/b NPOBOANTY BMGIPKOBO:
nepLuy Ta KOXHy M'ATy HacTynHa
cepil.
3anponoHoBaHo:
Mikpo6ionoriYHMiA KOHTPO/Tb
NpoBOAUTY BUBIPKOBO: NepLuy Ta
KOXHY TPUALATY HacTynHy cepii,
ane He pigwe 1 pasy B pik; 3MiHu |
TMNy - 3MiHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa A®l abo BMXigHOTO
marepiany/npomiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEpKeHNX MeTodax
BMMNPOBYBaHHS) - BHECEHHS 3MiH
0o Cneuunddikavnii/MeTogis
BunpobysaHHA A®I MapaueTtamon

3a MoKa3HMKOM "laeHTundikauis”,
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
30Kpema: BUTyYeHHs TecTy

nnas/fieHHs Bi4NOBIAHO BUMOT
MoHorpadii EP (Mepwa
iaeHTudikauis); 3miHu | Tuny -
3MiHn 3 akocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonei
Aepxasun €C (3miHa 'y
cneumdikauisix, NoB'A3aHa 3i
3MiHamu B A®Y, abo
€Bponeiicbkiii hapmakonei, abo
iHLLIA HawioHanbHiv hapmakonei
nepxasun €C) - BHECEHHS 3MiH A0
Creuudpikanii A®| MNapavetamon
3a nokasHvkom "CynpoBifHi
LOMILLKM", 30Kpema: NpuBeAeHHs
KpUTEPIiB NPUAHATHOCTI Y
BigMNOBIAHICTb 40 BUMOT
MoHorpadii EP; 3MmiHu | Tuny -
3MiHn 3 aKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOI thapMakonei
fepxasn €C (iHWi 3MiHN) -
BHECEHHS 3MiH 4o MeToay
BunNpobyBaHHa A®I Mapauetamon
3a NokasHWKoMm "CynpoBifHi
AOMiLLKM", 30Kpema: 3MiHU B
npo6oniAroToBLi PO34MHIB, 3MiHV B
ymoBax xpomartorpadysaHHs,
3MiHM ck1ady PO3YMHHMKA; 3MiHU |
My - 3MiHK 3 AKocTi. API.
KoHTposnb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudpikalisx Ha A®l, abo

BUXIAHWA/MPOMIDKHWIA

ineHTudikauji 3a TemnepaTypoto
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NpoAyKT/peareHT, wWwo
BUKOPVCTOBYIOTHLCS Yy NPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHN) -
BBE/JEHHS NepioguYHOCTI
KOHTponto AdPI Auetuncaniunnosa
KMcnoTa 3a nokasHukamm
"Mpo3opicTb po3UnHY",
"KonbopoBIiCTb PO3U4UHY",
"CynbaTHa 30na" — «[Mpuiimatu
pe3ynbTaTn KOHTPOSIIO BUPOBOHNMKA.
KOHTpO/1b NPOBOANTY AN KOXHOI
n'ATOl cepii, ane He pigLwe ofHiel
cepil B pik»; 3MiHK | TURY - 3MiHN 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl a6o
BMXifHOro Martepiany/npoMixXHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BUNPOBYBaHHS) - BHECEHHS 3MiH
[0 MeTogis BUNpoGyBaHHS A5
A®| KocpeiH Big BUPOGHMKa
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA , 30Kkpema: 3a NoKasHUKOM
"laeHTudpikauis” Tect "BrpaTta B
Maci Npu BUCYLUYBaHHI" HE3HAYHI
3MiHW B NPUIOTYBaHHI PO34uHyY S;
3MiHM | TUny - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l'E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLEeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapMakonei
aepxasu €C (iHWi 3MiHN) -
BHECEHHS 3MiH Ao MeToay
sunpobysaHHa APl KocbeiH 3a
nokasHukom "CynposigHi
LOMILLKM", 30Kpema: 3a3HavyeHHs
cKnagy Hepyxomoi asu; 3MiHv B
p. MpugaTHicTb XxpomarorpadivHoi
CUCTEMMU; YTOUHEHHS HOPMYBaHHS
CYMU AOMILLOK; 3MiHW | TUny -

3MiHuM 3 sikocTi. CepTudikart
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOBHMKA -
nofiaHHs OHOB/IEHOTO
CepTtudcpikata R1-CEP 2012-148-
Rev 00 A®I| NapaueTtamon Bif Bxe
3aTBEpAXEeHOro Bupo6Hrka HEBEI
JINENG (GROUP)
PHARMACEUTICAL CO., LTD.,
CHINA. 3arBepgxeHo: RO-CEP
2012-148-Rev 00
3anponoHosaHo: R1-CEP 2012-
148-Rev 00; 3miHuM | TUNY - 3MiHKW 3
akocTi. CepTtudpikat
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/moHorpadii.
MopaHHA HOoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ana
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
CepTuchikata R1-CEP 2012-148-
Rev 01 A®I MapaueTtamon Big BXxe

3aTBEpKEHOro BMpo6Hmka HEBEI
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HasBa

®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

JINENG (GROUP)
PHARMACEUTICAL CO., LTD.,
CHINA. Ak Hacnifok BUy4YeHHs
KOHTPOJTIO AKOCTi 3& NMOKa3HUKOM

"Baxkki MeTasin"; 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; Ana
L,0MOMIXHOT pEYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO
CepTtudpikata R1-CEP 2001-210-
Rev 04 ansa A®I
AueTuncaniumniosa KucoTa Big,
BXe 3aTBEePA)KEHOro BUpPo6HMKa
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA. 3arBepgxeHo: R1-CEP
2001-210-Rev 03
3anponoHosaHo: R1-CEP 2001-
210-Rev 04; 3MiHn | Tuny - 3miHK 3
akocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikat BignoBiAHOCTI
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HasBa

®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
Ceptucpbikata R1-CEP 2001-210-
Rev 05 ana Adl
AueTunncaniunioBa KucoTa Big,
BXe 3aTBepA)KeHOro BUpobHuKa
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA. fK Hacnigok BUTyYeHHS
KOHTPOJIH0 SIKOCTI 38 MOKA3HUKOM
"Baxxki meTanu"; 3miHu | Tuny -
3MiHu 3 aKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOrO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT pEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkili hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs OHOBIEHOTO
Ceptudcpikata R1-CEP 2003-027-
Rev 03 ana Ad®l KodoeiH Big Bxe
3aTBEPAXEHOr0 BUPOGHUKA
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA. fK Hacnigok BUTyYeHHS
KOHTPOJIH0 SKOCTI 38 MOKA3HUKOM
"Baxki MeTanu". 3aTBepaKeHo:
R1-CEP 2003-027-Rev 02
3anponoHosaHo: R1-CEP 2003-
027-Rev 03; 3MiHn | TUNY - 3MiHK 3
AKoCTi. A®l. KoHTposb A®I (iHLi
3MiHW) - BUTYYEHHS KOHTPOJIIO
akocTi 3i Cneyudikauii / MeTopis
BunNpobyBaHHa A®I Mapauetamon
3a NOKa3HMKOM "PO3UMHHICTB" Bif,
Bnpo6bHmka HEBEI JINENG
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

(GROUP) PHARMACEUTICAL
CO., LTD., CHINA.; 3miHun | Tuny -
3MiHu 3 sikocTi. A®l. KoHTponb
A®| (iHWi 3MiHW) - BUMYYEHHS
KOHTPO/O SKOCTI 3i Cneumdikayii /
MeTopis BunpobysaHHsA Ad|
MapaueTamon 3a NokasHMKOM
"PO34YMHHICTL" Bifi BUPOGHMKA
ANQUIL LU'AN
PHARMACEUTICAL CO., LTD.,
CHINA, 06yMOBNEHO TVM, LU0
noKasHuK He 060B'A3KOBUM Ta Ma€e
iHchbopmaTunBHWI xapakTep; 3MiHu |
TMNy - 3MiHK 3 AkocTi. API.
KoHTposnb A®I (iHLWi 3MiHK) -
BW/TyYEHHSI KOHTPOJIO SIKOCTI 3i
Cneuundpikauii / MeTogis
BUNpo6yBaHHSA Ad|
AueTuncaniumnosa KicnoTa 3a
NOKa3HWKOM "PO3UMHHICTL" Bif
Bnpo6HMka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA 06ymMOBNEHO TUM, LLO
noKasHuK He 060B'A3KOBUM Ta Ma€e
iHchbopMaTuBHWI XxapakTep.; 3MiHN
| TMny - 3MiHK 3 AkocTi. API.
KoHTposnb A®I (iHLWi 3MiHK) -
BW/TyYEHHS] KOHTPOJIO SIKOCTI 3i
Cneuudpikauii / MeTogis
sunpobysaHHa APl KocbeiH 3a
NMOKa3HMKOM "PO3UMHHICTL" Bif
BupobHuka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
CHINA 06ymoBnieHO TUM, LLIO
nokasHWK He 060B'A3KOBUM Ta Mae
iHcbopmaTuBHMIA XapakTep; 3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BUNPOBYBaHHS) - BHECEHHS 3MiH
[0 MeTogiB BUNpoGyBaHHSA /15
A®| KodpeiH Big BUpo6HMKa JILIN
SHULAN SYTHETIC PHARM.
CO., LTD, CHINA, 30kpema: 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nokasHukom "laeHTudikauis" Tect
"BTpaTa B Maci npy BUCYLLYBaHHI"
He3HauHi 3MiH1 B NPUrOTyBaHHI
PO34unHy S; 3MiHM | TURY - 3MiHK 3
akocTi. CepTudikat
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
MofaHHA OHOBEHOrO
Ceptudcpikata R1-CEP 2000-124-
Rev 08 ans A®l MapaueTtamon
ANQUIL LU'AN
PHARMACEUTICAL CO., LTD.,
CHINA. Ak HacnifoK BUIyYeHHS 3i
cneuudikaLii KOHTpoNto 3a
nokasHukoM "Baxkki metanmn".
3arBepaxeHo: R1-CEP 2000-124-
Rev 07. 3anponoHosaHo: R1-CEP
2000-124-Rev 08

272.

D-TENb®

renb, 25 mr/r; no 30 ry
Ty6i; no 1 Ty6i B nauyui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy - 3amiHa
po3giny «IpadivuHe ohopmneHHs
ynakoBkn» Ha «MapKyBaHHS» B
3aTBepixeHnx MKA 3.
3anponoHoBaHo: MAPKYBAHHA
BignosigHo fo 3aTBepAXeHOro
TEKCTY MapKyBaHHS.
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NpoTsarom 6-Tu

3a peyernmom

UA/8589/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MiCALIB NicNs 3aTBEPAKEHHS

273.

DE3AM®

Kancynu teepai no 10
Kancyn y 6nictepi, no 2
abo 6 6nicTepiB y
KapTOHHIA KOpoo6Li

TOB «TeBa YkpaiHa»

YKpaiHa

BankaHdapma-
AynHnusa AT

Bonrapis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOOGHMYOT AiNTbHULL
(Brrovatoun ainbHuui ansa Adl,
MPOMIKHOro NpoAyKTy abo
roTOBOrO JIiKapCbKOro 3acoby,
AiNbHWL 418 NPOBEeAEHHS
nakyBaHHS1, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHyKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMIXXHOT PeyoBUHU (SKLLO
3a3HayeHo y f0CbE) BunyyeHHs
BMPOGHMKA rOTOBOTO NiKapCbKOro
3acoby AT «dapmaueBTuyHa i
XimiyHa IHaycTpis, 3apaBne»,
Cepbis. BBeieHHs 3MiH NPOTArom
6-TV1 MicALLIB NiC/1A 3aTBEPKEHHS.

3a peyenmom

UA/3371/01/01

274.

®EPBEKC ANAA
JITEN

MOPOLLOK AJ151 OPa/ILHOrO
po3umnHy, 8 cawe y
KapTOHHI Kopoo6Li

YMNCA CAC

PpaHuin

YMNCA CAC

®paHuin

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3arasibHEHUX AaHuX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBigabHOI 3a 3MjiACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiaa/ibHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy: NponoHoBaHa
pepaxuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHnX
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,

6e3 peyenma

UA/7600/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
chapmakoHarnsgy

275.

®EPBEKC ANsA
JOPOCNNX

MOPOLLOK A4/151 OpasIbHOTO
po3unHy; 8 calle y
KapTOHHIA KOpoo6Li

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pegaxuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsgy

6e3 peyenma

UA/7741/01/01

276.

®EPBEKC A/1A
JNOPOCNNX
BE3 LYKPY

NMOPOLLIOK AJ151 OpasIbHOro
pO3umnHy, no 8 cawle 3
MOPOLLKOM Y KapTOHHIl
Kopo6Li

YINCA CAC

dpaHuis

YICA CAC

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBiAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKNHOYAKYM KOHTaKTHI AiaHi)

6e3 peyenma

UA/5441/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy: NponoHosaHa
pepaxuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
dhapmakoHarnsgy

2717.

®EPBEKC ANs
JIOPOC/UX 3
MA/MHOBUM
CMAKOM

MOPOLLOK A4/151 OpasIbHOTO
po3uuHy, 8 cawe y
KapTOHHIA KOopoo6Li

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnsgy)- smiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pegaxuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHWUX JaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsgy

6e3 peyenma

UA/3128/01/01

278.

DEPOKCU

pO34uH ANs iH'ekuiid, no 20
mr/mn, no 5 ma B amnyni;
no 5 amnyn B nauui 3
KapToHy

M.BioTek NlimiTeq

Benvka
BpuTanis

XENM C.A.

Ipeuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -

BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKHA N13.
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHSA. OHOB/IEHHS TEKCTY

3a peyenmom

UA/15804/01/01
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

MapKyBaHHs1 YNakoBKM NiKapCbKoro

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

TOB TeBa

Monbwa

3acoby 3 BHeCeHHsM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS
BHECEHHS 3MiH 0 peecTpavlinHmx

3a peyenmom

UA/6800/01/01

279.

®IHNENCNH®

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi, no 5
6nictepis y kopobuij

TeBa ®apmaueBTikan
IHpacTpi3 NTa,.

13painb

OnepeiiwH3 MonaHg,

Monba

mMartepianis: 3miHu | TUNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. - 3miHu
BHECEHO B IHCTPYKLitO A/1A
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"B3aemopis 3 iHWMMKN NiKapCbKUMu
3acobamu Ta iHWi BUan
B3aemogiin", "OcobmBoCTi
acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta f03n"
(monoBHeHo iHchopmauieto 3
6e3neku), "OiTn" (3MiHEHO BIiK
AiTell, 3 AKOro 3acTOCOBYETLCSA
nikapcbkuii 3aci6, a came:
3aTBEpAXEHO: 3 5 pokiB;
3anpornoHoOBaHo - 3 6 pokiB),
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOT iHGhopMaLlii 3 e3neku
3aCTOCYBaHHS Ail040i pEYOBUHM
nikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 3-X MicALiB nicns
3aTBEPKEHHS
BHECEHHS 3MiH 40 peecTpaviinHmx

3a peyernmom

UA/9848/01/01

280.

®IHNENCNH®
200 PETAPA

TabneTky NposIoHroBaHol
4ii no 200 wmr, no 10
TabneTtok y 6nictepi; no 5
a6o 10, abo 20 6nicTepi
y KOpoo6u;j

TeBa ®apmaueBTikan
IHpacTpi3 Ta.

13painb

TOB TeBa
OnepeiiwH3 Monaxg,

marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3mMiH1M BHeCeHO
B IHCTPYKLiIO AN MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby
00 po3ainis "B3aemogis 3 iHLWMMK
niKkapcbknmy 3acobamm Ta iHLi
BMAM B3aemogijin”, "Oco6mBoCTi
acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta f03un"
(A0ONOBHEHO iHGhopMaLLieto 3
6e3neku), "OiTn" (3MiHEHO BIK
[iTeil, 3 AKOro 3aCTOCOBYETLCA
nikapcbKuii 3acib, a came:
3aTBEpAXEHO: 3 5 pokiB;
3anponoHOBaHoO - 3 6 POkKiB),
"Mo6iuHi peakuii" BigNoBigHO A0

OHOB/EHOT iHchopMmaLlii 3 6e3nekn
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

3aCcTOCyBaHHS Ajit040i Pe4YOBUHM

nikapcbKoro 3acoby. BeefeHHs

3MiH NpoTAarom 3-X micsuis nicns
3aTBepKEHHs

281.

DIHNENCUNH®
400 PETAPJ,

TabneTky NPOsIOHroBaHoI
4ii no 400 wr, no 10
Tabnetok y 6nictepi; no 5
abo 10, abo 20 6nicTepis
y KOpoo6Lii

TeBa ®apmaveBTikan

IHpacTpi3 14,

13painb

TOB TeBa
OnepeiwH3 Monaxg,

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmMakoHarnagy. 3miHa y
KOPOTKIil xapakTepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi Ans
MeJMYHOro 3aCTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby

B nicnsipeecTpauiiinii nepiog, abo

AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHUxX
BIANOBIAHO A0 niaHy
negjatpuyHux gocnigpkeHs (PIP)
(iHWi 3MiHW) - 3MiHW BHECEHO B
IHCTPYKLil0 ANs MeauyHoro
3aCTOCYyBaHHSA MiKapcbKoro 3acoby

[0 po3zinis "B3aemogist 3 iHLWIMMUK

nNiKkapcbknmy 3acobamm Ta iHLi
BMAM B3aemogijin”, "OcobmBocCTi
3acTocyBaHHs", "Cnoci6
3acToCyBaHHA Ta f03n"
(monoBHeHo iHchopmauieto 3
6e3neku), "OiTn" (3MiHEHO BIiK
AiTell, 3 AKOro 3acTOCOBYETLCSA
nikapcbkuii 3aci6, a came:
3aTBEPAXEHO: 3 5 pokiB;
3anpornoHoOBaHo - 3 6 pokiB),
"MobiuHi peakuyii" BigNoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
3aCTOCYBaHHS Ail040i peYOBUHM
nikapcbKoro 3acoby. BeegeHHs
3MiH NpoTArom 3-X MicALiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/9848/01/02

282.

®/TABOBIP®

cupon no 30 mn, abo no
50 mn, abo no 60 mn y
chnakoHax 3 ckia abo
nnacTuky; no 1 donakoHy
pasoMm 3 [03yl040t0
EMHICTIO y nauui 3
KapTOHHY

TOB "HBK "Ekodpapm”

YKpaiHa

TOB "HBK
"Ekocpapm”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHSAM

iHdbopmauii Woao 3a3Ha4YeHHs

6e3 peyenma

UA/5510/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OAVHWL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

283.

PIOKCAN®

Kpanni o4Hi, po3unH 0,3 %;
no 5 mny chnakoHi 3
KpanenbHuueto; no 1
chnakoHy 3 KpanenbHuLieo
B KapTOHHIi KopobLyi

TOB "bayLw Xenc"

YKpaiHa

Ap. F'epxapg MaHH,
XeM.-thapMm. ®abpuk
6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOBJ/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3miH go po3giny MKSA:
padhnueckoe ochopmneHne
ynakoBku. MNponoHoBaHa
pefakuisi: MapkyBaHHS.
BignosigHo o 3aTBEpAXEeHOro
TEKCTY MapKyBaHHS1.
TepMmiH BBeZlEHHS 3MiH NPOTSArom 6
MicALiB Nicasa 3aTBepAKeHHs

3a peyenmom

UA/8528/01/01

284.

®TIOKCAN®

Kpansi o4Hi, po3unH 0,3 %;
no 5 mn y cpnakoHi 3
KpanenbHuLeto; no 1
donakoHy 3 KpanenbHuLe
B KapPTOHHI kopobui

TOB "bayw Xesnc"

Ykpaina

Ap. F'epxaps MaHH
Xewm.-chapm. Pabpuk
M6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 34iICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3amiHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsag.
MponoHoBaHa pepakuis: BapmiHa
[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
ocobu, BiANOBIAA/IbHOI 3a

3a peyernmom

UA/8528/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag. 3miHa Homepa
macTtep-aiina cuctemu
dpapmakoHarnsay

285.

PIOKCAN®

Ma3b 04Ha 0,3 % no 3ry
namiHoBaHiii Ty6i; no 1
Ty6i B KQPTOHHI KOpPO6LYi

TOB "bayLw Xenc"

YKpaiHa

Ap. F'epxapg MaHH,
XeM.-thapMm. ®abpuk
6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHs1 hapMakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy); 3miHa

YMOBHOBaXEHOT 0CObM 3as1BHMKA,

BiANOBIAa/ILHOT 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: BapmiHa

[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOT 3a
hapMakoHarnsag. 3miHa Homepa
mMacTep-haiina cuctemm
dhapmakoHarnsgy

3a peyenmom

UA/8528/02/01

286.

®/I0TTO

Kpanni ByLUHi no 15 mn
pO3unHy y doNakoHi-
KpanenbHuuj; no 1
donakoHy-kpanenbHuui y
KapTOHHI Kopoo6Li

[enbta Megiken
MpomoyLH3 Al

LLiBeiiuapis

K.O. Pomdapm
KomnaHi C.P.J/1.

PyMmyHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBIEHOTO
CepTudikaty BignoBiAHOCTI
€Bponeiicbki thapmakonei R1-
CEP 1996-020-Rev 07(nonepeaHs
Bepcisa R1-CEP 1996-020-Rev 06)
Bif, BXXE 3aTBEpAKEHOro
BMpo6HMKa MOEHS CATALANA
S.L., IcnaHia gna A®I nigokaiHy
rigpoxnopuay i3 BBEAEHHAM
[,00aTKOBOI AinbHuLi MOEHS
BCN, S.L., IcnaHis; 3miHm | Tuny -
NoAaHHA OHOB/IEHOTO
CepTtudgikaty BignosigHoOCTI

6e3 peyenma

UA/15844/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€Bponeiicbkii hapmakonei R1-
CEP 2002-093-Rev 03
(nonepepgHs Bepcis R1-CEP 2002-
093-Rev 02) Big BXe
3aTBEPAXEHOr0 BUPOGHUKA
SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.,
Kutaii gnst A®| cheHazoHy

287.

®NYTAMIJ,

Tabnetku no 250 mr no 21
Tabnetui y 6nictepi; no 4
6nicTepn B KAPTOHHIA
Kopoo6ui

OpioH KopropeiiLuH

PiHNAHAIA

OpioH KopnopeWH,
diHnAHZIA
(AnbTepHaTUBHUIA
BMPOGHMK, LLO
3[iiCHIOE NEPBUHHE,
BTOPWHHE
nakyBaHHS Ta
Bunyck cepii); OpioH
KopnopeiiLH,
PiHNAHAIA
(Bupo6HWK, Lo
3[jiiCHIOE BCi
BMPOGHUYI cTagjl, 3a
BUHSATKOM BUMYCKY
cepir)

PiHNAHAIA

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBPONENCHKOI
thapmakonei Ne R1-CEP 2002-
134-Rev 03 Big yxe
3aTBEPAKEHOr0 BUPOGHMKa AdI
dnyTamigy Bupo6bHuULTBa Fermion
OY, ®iHNnAHAiA (3aTBEPLKEHNI
cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkoi hapmakonei Ne R1-
CEP 2002-134-Rev 02). B
OHOB/IEHOMY cepTuchikati 6yno
NepernsiHyTO HaCTYMHi MyHKTU:

- Risk Management Summary a5
efieMeHTapH1X AOMILLIOK
BK/IIOUEHWI Y BiAMOBIAHOCTI A0
sumor ICH Q3D. - Agpec
BMPOBHUYOI AiNbHULj 6yB
BunpasneHnii 3 OpioHiHTie Ha
OpioHiHkaty. Lis 3miHa
06yMoB/ieHa TunorpacpivHo
MOMWJIKOIO, NMPO 5Ky 6Yy/10
NpPOoiHhOPMOBAHO YNOBHOBaXEHI
opraHu nig, yac nonepegHboi
nogavi oHoneHoro CEP (CEP Ne:
R1-CEP 2002-134-Rev 02) Ta
Hemae XO0[HOro BN/MBY Ha
BMPOGHMWYi onepauii CTOCOBHO
hnytamigy. BupobHuya ainbHuLi
He 3miHunacs - po3gin 3.2.5.4.1
«Cneuudpikauisi» 6yB OHOB/IEHWIA
3riHO Aitoyoi MoHorpadit
€Bponeiicbkoi Papmakonei. 3miHun
He BMAVBaOTb Ha SKICTb, 6e3neky
Ta eDEKTUBHICTb NiKapCbKoro
3acoby

3a peyernmom

UA/0488/01/01

288.

DPNYUMNHAP®

renb, 0,25 mr/r; no 15ry
Ty6i; No 1 Ty6i B KAPTOHHIlA
Kopobui

TOB "bayw Xenc"

YKpaiHa

dapm3asog Enbha
AT.

Monba

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

3a peyenmom

UA/2878/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOoBHOB&XeHOi 0cobu,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
thapmakoHarnag.
MponoHoBaHa pepakuis: BapmiHa
[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapmakoHarnag.3miHa Homepa
MacTep-caiina cuctemu
dapmakoHarnsgy

289.

DITYUNHAP®

Masb, 0,25 mr/r; no 15ry
Ty6i; no 1 Ty6i B KAPTOHHIN
Kopoo6Ui

TOB "bayw Xenc"

YKpaiHa

dapmzasop Enbda
AT.

MonbLa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeeneHHs abo

3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
papMakoHarnsiay) - 3miHa

3a peyenmom

UA/1720/01/01

223




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
thapmakoHarnag.

MponoHoBaHa pepakuis: BapmiHa

[aHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapMakoHarnsag. 3miHa Homepa
MacTep-caiina cuctemu
dapmakoHarnsgy

290.

DITYUNHAP® N

Masb no 151y Ty6i; no 1
Ty6i B KQPTOHHI KOpPO6LYi

TOB "bayw Xenc"

YKpaiHa

dapmzasop Enbda

MonbLa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3mMiHu | TURNY - 3MiHa
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
thapmakoHarniag. NponoHoBaHa
pepakuis: bBapmiHa MaHHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[JaHnXx ynoBHOBaXeHOI ocobw,
BiANOBIAA/IbHOT 32
thapMakoHarnsag. 3miHa Homepa
mMacTep-haiina cuctemm
dhapmakoHarnsgy

3a peyenmom

UA/2879/01/01

291.

DOPTALE®D

NOPOLLIOK A/191 PO3UNHY
008 i1 ekuyiin, no 500 wr,
no 1 a6o no 10 dpnakoHiB 3
MOPOLLKOM Y KapTOHHIiiA
Kopoo6ui

IPKEHO®APM NTA

Benvka
BpuTanis

HCHMC Xe6eli
XyamiH
dapmacbioTikas
KomnaHi Nimiteq,

KuTtaii

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMWIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - TeXHIYHY
NOMW/IKY BUNPaB/IEHO B IHCTPYKL,i
0719 MeNYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gini
"Cnoci6b 3acTocyBaHHs Ta go3n" Y
Tabnmui 2; 3anponoHoBaHo: 2 1
BHYTPILUHbOBEHHO
(3acTocoBy€eTbCA B KOMOIiHALLT 3
METPOHIAa30/10M). Y Tabnuui 4;
3arnpornoHOBaHoO: HYTPILLHLOBEHHE
BeAeHHs 1000 mr/chnakoH
BHYTpiLLHLOM'I30BE BBEAEHHSA
1000 mr/dnakoH. 3a3HaveHe
BUMpPaB/IEHHS BignoBigae
marepianam peecTpauiiHoro
[0Cbe

3a peyenmom

UA/16854/01/01

292,

®OPTALEE®

MOPOLLOK A4/151 PO3UNHY
ANs iH ekuiid, no 1000 wr,
no 1 a6o no 10 chnakoHis 3
MOPOLLUKOM Y KapTOHHIl
Kopoo6Li

IDKEHO®APM /TTJ,

Benuka
BpuTtaHis

HCIC Xebeit
XyaMiH
dapmacbioTikan
KomnaHi Mlimiteq

Kutaii

BHECEHHS 3MiH [0 peecTpauiiHnX
mMarepianis: TeXHIYHa NOMUSIKA
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - TEXHIYHY
NOMWJIKY BUNpPaB/ieHo B [HCTPYKL,T
0151 MeAUYHOTO 3acTOCyBaHHS
niKapcbKoro 3acoby y po3gini
"Cnoci6b 3acTocyBaHHsa Ta ao3n" Y

3a peyenmom

UA/16854/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnmuj 2; 3anponoHoBaHo: 2 1
BHYTPILUHbOBEHHO
(3acTocoByeTbCA B KOMGIHALLT 3
METPOHIAA30/10M). Y Tabnuui 4;
3anponoHOBaHO: HYTPILLHLOBEHHE
BefeHHA 1000 mr/dhnakoH
BHyTpiLLHbOM'SI30BE BBEAEHHS
1000 mr/dpnakoH. 3a3HaveHe
BUNpPaB/IEHHS Bignosigae
marepianam peecTpauiiHoro
[0CbE
293. | DOTUN® Kpanni o4Hi; no 5 mn'y CaHteH AT PiHNAHAIA MaHyhakTypiHr HigepnaHgm BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/2384/01/02
POPTE nonieTuaeHoBomy MakariHr ®apmaka [ ®iHNAHAA marepianis: 3MiHu | TUMY - 3MiHK
donakoHi-kpanensHuLi, no (MNo) B.B., ofo 6e3snekn/edekTMBHOCTI Ta
1 chnakoHy B KapTOHHIl HigepnaHgmn thapmakoHarnagy. BeegeHHs abo
Kopoo6Ui (anbTepHaTMBHWMI 3MiHV [0 y3arasibHEHUX AaHuX Mpo
BUPOGHMK, cuctemy hapmakoHarnagy
BiANOBIAaIbHNIA 3a (BBEAEHHSA y3araslbHEHUX AaHNX
BTOPUHHE npo cucTemy dpapmakoHarnsgy,
nakyBaHHs); 3MiHa YNOBHOBaXEHOT 0cobu,
Hekctd®apma AT, BiANOBIA&/IbHOI 3a 3AiICHEHHS
DiHNAHAiA thapmakoHarnsay; KOHTakTHoOI
(BUPOBHUK, ocobu 3 hapmakoHarnsgy

BiANOBIAa/IbHNIA 3a
BMPOGHMLITBO in
bulk, nepBuHHy Ta
BTOPWHHY YNaKoBKY,
KOHTPO/Ib SIKOCTI);
CaHTeH AT,
PiHNAHAiA
(BMPOGHYMK
BiANoBigabHUIA 3a
BWMYCK Cepil)

3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3as1BHMKA, BiAMNOBiAa/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
lMponoHoBaHa pepakuis:
CaBueHko AMuTpo. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0C06M YyNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCL,e3HaXOKEHHS MacTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa micus
3[iACHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

294,

dYPACON

obnonickyBay, MOPOLIOK
0,1 r/naketnkno 1 r
npenapary y naketuky, no
15 nakeTukiB y navi

AT "OnaiiHchapm"

NaTtsis

AT "OnaiiHchapm”

NatBis

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
[itoua pegakuis. MponoHoBaHa
pepakuisi: Mprckoka AHApil
Onerosuy. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6um
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa1bHOT 3a
dhapMakoHarisg B YkpaiHi

3a peyernmom

UA/1627/01/01

295.

XoPooIininT
®

PO34UH OfiliHWiA, 20 Mr/ms;
no 25 mn a6o 30 mny
chnakoHi; no 1 donakoHy y
nauui

MAT "Tanuuchapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynopoBabHui
3aci6. 3miHa y 6e3nocepegHiii
ynakoBui A®| - BHECEHHS 3MiH A0
marepianis peecTpauiiiHoro Aockbe
N3 Xnopodinint®, po3unH
oniliHuiA, 20 mr/mn, a came
YTOYHEHHSA onucy ynakoskn A®I
XnopodininTy ekcTpakT ryctuii
(cybcTaHuis); 3anponoHosaHo: Mo
20 - 50 Kkr y 604K/ nosniMmepHi
emkicTio 50 1. Ha KoxHy 604Ky
HakNeTb eTUKETKY

6e3 peyenma

UA/4551/01/01

296.

XoPooININT
Y EKCTPAKT
ryctunm

EKCTPaKT ryctuii
(cybeTaHuisn) y 604kax
nofiMepHnx ans

MAT "Tanuucpapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3mMiHu | TMny - 3MiHN 3
saKocTi. A®Il. Cuctema

UA/9744/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BMPOGHULITBA KOHTeliHep/3aKynopoBabHWi
HEeCTepU/IbHUX JiKapCbKUX 3aci6. 3miHa y 6e3nocepepHiii
dopm ynakosLi A®| - BHECEHHSA 3MiH A0
marepianis peecTpauiiHoro AoCbE
A®I, 3 BigNoBigHMMMN 3MiHaMKN [0
p. «Ynakoska» MKHA /13, a came
YTOYHEHHS ONWCY YNaKOBKMK;
3anponoHosaHo: Mo 20 - 50 kr y
604Ky nonimepHi emkicTio 50 n. Ha
KOXHY 60YKY HaK/eTb eTUKETKY
297. | XOMBIO®- Tabnetku, no 25 TabneTok Xomsiopa HimeuyunHa MayepmaHH - HimeyuunHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/7319/01/01
HEPBIH y 6nicTepi; no 2 6nictepu ApuHarimitTens p. ApuHarimitTens KIr marepianis: 3MiHu | TUMY - 3MiHW
B KApPTOHHI kopo6Li XarepopH 'm6X i Ko. Loao 6e3nekn/edeKTMBHOCTI Ta
Kl thapmakoHarnsgy - BBeieHHs
po3gainy «MapkysBaHHs» B MKA
N3: nponoHoBaHa peAakLis:
MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs OAUHNL
BMMIipoBaHHsA y cuctemi Sl
298. | XOMBIO®- Kpanni opasibHi no 50 mn 'y XowmBiopa HimeuunHa Cintepa [4-p. Himeuunna BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/7321/01/01
PEBMAH donakoHi - kpanenbHNUi ; ApuHaiimitTTens Ap. ®pigpixc M6X i Ko. marepianis: 3MiHU | TUMY - 3MiHK
no 1 cpnakoHy- XarepnopH M'm6X i Ko. KIr ofo 6esnekun/edpekTMBHOCTI Ta
KpanesbHULi B KAPTOHHIi KIr thapmakoHarnsgy - BBefeHHs
Kopoo6Ui po3ainy «MapkyBaHHs» B MKA
N13: nponoHoBaHa peAakLis:
MapkyBaHHs 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHU BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby oo
3a3HaYeHHS OAUHULb
BMMiptOBaHHS y cuctemi Sl
299. | XYMOAAP® P pO34uH AN iH'ekuiid, 100 MpAT «[Mo Ykpaina MpAT «[Mo YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/1232/01/01
100P MO/mnno 3 mny BMPOGHULITBY iHCYNIHIB BUPOGHULITBY marepianis: 3MiHu | TUMY - 3MiHK
KapTpuai; no 3 abo no 5 "lHaap" iHCYyniHIB "lHpap" Lof0 6e3nekn/edekTMBHOCTI Ta
KapTpuakiB y navui 3 hapmakoHarnagy - OHOB/IEHHS
KapToHy; no 10 mny TEKCTYy MapKyBaHHs ynakoBKu
chonakoHi; no 1 dp1akoHy B NiKapCcbKoro 3acoby 3 BHECEHHSM
nadui 3 KapToHy; No 5 mny iH(bopmauii Wwoao 3a3HaYeHHs
chnakoHi; no 1 a6o no 5 OAVHNLb BUMIPIOBaHHSA Y cUCTEMI
hnakoHiB y nauui 3 Sl
KapToHy
300. | UE®PUHAK NOPOLLOK A1 OPa/IbHOT Abpun ®opmyneiH3 IHais Hektap IHAis BHECEHHS 3MiH 10 peecTpaLiinHmx 3a peyenmom UA/16758/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cycneHsii, 100 mr/5 mn 1
chnakoH 3 NOPOLLKOM ANA
npurotysaHHsa 50 mn
cycneHsii abo 1 doiakoH 3
NOPOLLKOM ANsi
npurotysaHHsa 100 mn
cycneHsii; no 1 dpiakoHy 3
MipPH/M CTakaH4YMKoM Ta
MipPHOIO JTOXKOIO B
KapTOHHI ynakoBsL,i

Mer. 14,

NavidhcaitHcis
NimiTea-tOHIT VI

Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/TbHOCTI

BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue

npoBeAeHHS KOHTPOO AKOCTI.

(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOYM

BUMNYCK cepiil) 3miHa

HaliMeHyBaHHs Ta agpecun micus

NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHULTBA. BBEAEHHSA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBepPMKEHHS. 3MiHu | TUny -

3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)

OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3

BHECEHHSAM iHdhopMaui Wwoao

3a3HavYeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny

“MapkyBaHHa" MKA /13.
3arBepakeHo: MapkyBaHHsA Y

BiAMNOBIAHOCTI 3 3aTBEPXKEHUM

TEKCTOM MapKyBaHHS, L0

[0A3€ETLCA. 3anponoHOBaHO:
MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

301.

LUEPUNHAK

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
200 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA ynakoBLi

Abpun ®opmynenwH3
MeT. N114.

IHais

Hekrap
NavichcaitHcis
Nimitea-tOHiT VI

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTtepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKI0YaK4n
AinbHULI BUNYycKy cepii abo micue
NpOBeAEHHs1 KOHTPOJO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BWMNYCK Cepiin) 3miHa
HaliMeHyBaHHs1 Ta aApecu micus

3a peyenmom

UA/16758/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHULTBA. BBEAEHHSA 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBepMKEHHS. 3MiHU | TUny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
OHOB/EHHS TEKCTY MapKyBaHHS
YMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA /13.
3arBepmkeHo: MapkyBaHHsA Y
BiAMNOBIAHOCTI 3 3aTBEPXKEHUM
TEKCTOM MapKyBaHHS, L0
[0A3ETLCA. 3anponoHOBaHO:
MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.

302.

LUEPUNHAK

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
400 mr no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA ynakoBLi

Abpun ®opmynenwH3
MeT. N114.

IHais

Hekrap
NavichcaitHcis
Nimitea-tOHiT VI

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBeLEHHSA KOHTPOJIHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BWMNYCK Cepiin) 3miHa
HalilMeHyBaHHSA Ta agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKA, 6€3 3MiHW micus
BMPOGHMLTBA. BBEAEHHSA 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAKEHHSA. 3MiHM | TRy -
3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OUHULb

3a peyenmom

UA/16758/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVIMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13.
3artBepmkeHo: MapkyBaHHsA Y
BiAMNOBIAHOCTI 3 3aTBEPXKEHUM
TEKCTOM MapKyBaHHS, L0
[0A3€ETLCA. 3anponoHOBaHO:
MapkyBaHHs 3rigHo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
303. | UE®POTAKCUM | mopowlok Ass po3uuHy MprBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyenmom UA/17286/01/01
Ans iH'ekuin 1,0 r; no 1 TOBapucTBO "J1ekxiM- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK
abo no 5, abo 50 Xapkis" TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
h/1aKOHIB 3 NOPOLLKOM Y "[lekxim-Xapkis", hapmakoHarnsgy (iHwi 3miHn) -
nauui YkpaiHa BHECEHHS 3MiH A0 po3ainy MKA:
(BUPOGHMLTBO 3 MAPKYBAHHA
nakyBaHHs in bulk lMponoHoBaHa pepakuis:
hipMU-BUPOBHMKA MAPKYBAHHSA BignosigHo fo
PetoHr 3aTBEP)KEHOr0 TEKCTY
dapmacbloTUKa MapKyBaHHS. OHOB/IEHHS TEKCTY
Ko., T4, Kntaiicbka MapKyBaHHS yNakoBK/ NikapCbKoro
HapogHa 3ac00y 3 BHECEHHAM iHthopmaii
Pecny6nika) LLI0A0 3a3HaYeHHs1 0AMHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHst 3MiH NpoTArom 3-x
MicAILiB nicna 3aTBepAKEHHs!
304. | LE®POTAKCUM | nOpoOLUOK A1 PO3UUHY My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/4252/01/01
-BX®3 Ans iH'ekuivi no 500 wmr; TOBapUCTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHW
chnakoH Ne 1 (6e3 nauku): BMPOGHUYUIA LEHTP TOBapuCTBO Lwoao 6e3nekn/edeKTMBHOCTI Ta
no 55 donakoHis 3 "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHLwi 3MiHu) -
NMOPOLLKOM Y KOPO6L; XiMmiKo- BUPOBHNYMNIA LLEHTP BHeceHHs 3MiH J0 po3giny
donakoH Ne 1 (y nayui): no hapmaLeBTUYHNI "BopuyariBcbKuii “MapkyBaHHA" MKA N3.
1 chnakoHy 3 NOPOLLKOM Y 3asog" XiMiKo- 3anponoHoBaHo: MapKyBaHHs.
nauuj; onakoH Ne 1 (y thapmaLeBTUYHWI BignosigHo fo 3aTBepAXeHOro
nauyui): 1 donakoH 3 3asof" TEKCTYy MapKyBaHHS ynakoBKu.
MOPOLLKOM Y KOMMNJIEKTi 3 OHOB/EHHA TEKCTY MapKyBaHHSA
PO34MHHMKOM (BOAa ANs YyNaKoBKM NiKapCbKoro 3acoby 3
iH'ekwujin) Mo 5 mn B amnyni BHECEeHHAM iHdhopMaui Wwoao
B NayLi 3 KAPTOHHOLO 3a3HaYEeHHS OAUHULL
neperopoakoro BUMIPIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALiB Nicna 3aTBepAKEeHHs
305. | LE®POTAKCUM | MOpOLIOK A/151 PO3UMHY My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/4252/01/02
-BX®3 Ans iH'ekuii no 1000 mr; TOBapuCTBO "HaykoBo- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
hnakoH Ne 1 (6e3 nauku): BUPOGHNUNIA LIEHTP TOBapuCTBO LoAo 6e3snekn/edeKTMBHOCTI Ta
no 55 donakoHiB 3 "BopLuariBcbkunii "HaykoBo- thapmakoHarniagy (iHwi 3miHu) -

NOPOLLKOM Y KOpO6Lli;

XiMiKO-

BUPOBHNYMIA LLEHTP

BHeceHHs 3MiH 0 po3ainy
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
chnakoH Ne 1 (y nauuj): no hapmaLleBTUYHNI "Bopuyariscbkuii “MapkyBaHHa" MKA N13.
1 chnakoHy 3 NOpPOLLKOM Y 3asop4" XiMiKo- 3anponoHoBaHo: MapKyBaHHs.
nauuyj; pnakoH Ne 1 (y dhapmaLeBTUYHMIA BignosigHo Ao 3aTBEpAKEHOro
nauyui): 1 donakoH 3 3asof" TEKCTY MapKyBaHHS ynakoBKu.
MOPOLLKOM Y KOMNJIEKTi 3 OHOB/EHHA TEKCTY MapKyBaHHSA
PO34MHHMKOM (BOAa ANs YyNaKoBKM NiKapCbKoro 3acoby 3
iH'ekujin) mo 5 mn B amnyni BHECEHHSAM iHthopMalLlii Loao
B NayLi 3 KAPTOHHOLO 3a3HaYeHHs OaUHULb
neperopoakoro BUMIPIOBaHHS y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tv
MicALiB Nica 3aTBepAKeHHs
306. | LE®PTA3SNANM NOPOLUOK A/15 PO3UYUHY MpuBaTHe akujioHepHe YkpaiHa MNpvBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/17818/01/01
ansiHekuiimolrnolr TOBapUCTBO "Jlekxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
nopoLLKy y donakoHi; 1 abo Xapkis" TOBapuCTBO ofo 6e3snekn/edekTMBHOCTI Ta
5, abo 50 dhnakoHiB y "lekxim-Xapkis", hapmakoHarnsgy - BHECEHHS 3MiH
nauui YkpaiHa o posginy MKA: MAPKYBAHHSA
(BUPOBHMLTBO 3 BignosigHo o 3aTBEpAXEHOro
npoaykuii in bulk TEKCTY MapKyBaHHs, L0
ipMu1-BMPOGHMKa nopaetbes. NponoHoBaHa
PetoHr pepakuis MAPKYBAHHSA.
dapmacbloTUKan BignosigHo fo 3aTBepakeHoro
Ko., NiTg., Kutaiicbka TEKCTY MapKyBaHHS. OHOBNEHHSA
HapogHa TEKCTY MapKyBaHHS ynakoBKu
Pecny6nika) NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEHHS 3MiH NpPOTArom 3-x
MicALIB Nicns 3aTBEpPAKEHHS
307. | LE®@TASUANM | nopoLlOK A/1s1 PO3UUHY My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17972/01/01
Ans iH'ekuiino 1 ry TOBapUCTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHW
donakoHi, No 1 dpiakoHy B BMPOGHUYUIA LEHTP TOBapuCTBO Lwoao 6e3nekn/edeKTBHOCTI Ta
naui "BopLuariBcbKuii "HaykoBo- hapmakoHarnagy - OHOB/IEHHS
Ximiko- BMPOGHNYNIA LEHTP TEKCTY MapKyBaHHS YNakoBKu
thapmaueBTUYHUI "BopLyariBCbKuii NiKapCbKOro 3acoby 3 BHECEHHAM
3aBof" XiMiKo- iHcbopmauii WwoA0 3a3HaYeHHS
thapmaLeBTUYHWI OAVHWLb BUMIPIOBaHHS Y CUCTEMI
3asofa” Sl. BHeceHHs 3MiH 0 po3ainy
“MapkyBaHHa" MKA N13.
3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo fo
3aTBEPXEHOr0 TEKCTY
MapKyBaHHS! ynakoBku. TepMiH
BBE/IeHHs 3MiH - NPOTArom 6
MiCALiB nicnsa 3aTBepAKeHHs
308. | LEDTASUANM | NOpOLIOK AS151 PO3UMHY KEHODAPM NTL, Benvka HCIMC Xeb6eli Kutaii BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17046/01/01
ans iH'ekuii no 1000 Mr no BpuTtaHis XyamiH MaTepianis: 3MiHK | TUNY - 3MiHK

231




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1 a60 10 dhnakoHis 3 dapmacbioTikan LoAo 6e3nekn/edeKTMBHOCTI Ta
NMOPOLLKOM Y KapTOHHiIl KomnaHi Nimiteq, thapmakoHarnagy (iHwi 3MiHu) -
Kopoo6ui OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMauii Wwoao
3a3HavYeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl,
iHbopMmaUii Woao 3asBHUKA Ta
anctpub*otopa
309. | UE®TASNOMM | MOPOLUOK A/ PO3UUHY KEHO®APM NTA Benvka HCMC Xeb6eli Kutaii BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/17046/01/02
Ans iH'ekuii no 2000 Mr no BputaHis XyaMiH marepianis: 3MiHu | TUNY - 3MiHK
1 a60 10 dhnakoHis 3 dapmachbtoTikan ofo 6e3nekn/edekTMBHOCTI Ta
MOPOLLKOM Y KapTOHHIl KomnaHi fimiteq hapmakoHarnsgy (iHwi 3miHn) -
Kopo6Li OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl,
iHchopmawii Lwoao 3asBHMKa Ta
anctpub*otopa
310. | UE®TPUAKCO NMOPOLLOK A1 PO3UNHY MprBaTHe akuioHepHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/17237/01/01
H Ans iH'ekuii no 1r; 1 abo TOBapuCTBO "J1EeKXiM- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
5, abo 50 dhnakoHis 3 Xapkis" TOBapuCTBO ofo 6e3snekn/edpekTMBHOCTI Ta
MOPOLLKOM Y mayLi "lekxim-Xapkis", hapmakoHarnsgy (iHwi 3MiHn) -
YkpaiHa (nakyBaHHs BHECEHHS 3MiH 0 po3ainy MKA:
3 in bulk chipmu- MAPKYBAHHA
BMpO6HMKa Reyoung MponoHoBaHa pegakuis:
Pharmaceutical Co., MAPKYBAHHSA BignosigHo go
Ltd., Kutaicbka 3aTBEPXEHOr0 TEKCTY
HapogHa MapKyBaHHS. OHOBNIEHHS TEKCTY
Pecny6nika) MapKyBaHHA YNakoBKM NiKapCbKoro
3acoby 3 BHECEHHSIM iHdhopMaLii
LLI0A0 3a3HaYeHHs OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEpAKEHHS
311. | LE®PTPUAKCO NOPOLUOK A/151 PO3UYUHY MpuBaTHe akujioHepHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyenmom UA/13240/01/01
H ans iH'ekuiino 1,0r; 1, TOBapUCTBO "JleKxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
ab6o 5, abo 50 chnakoHiB 3 Xapkis" TOBapuUCTBO Lof0 6e3nekn/edekTMBHOCTI Ta

MOPOLLKOM Yy nauii 3
KapToHy; 1 donakoH 3
nopowikom Ta 1 amnyna 3
PO34MHHMKOM (JligoKaiH,
pO34MH ANa iH ekuiin, 10
mr/mn, no 3,5 mn) y
6nictepi; no 1 6nictepy y
nauuj 3 KapToHy;

1 dhnakoH 3 NOPOLLKOM Ta
1 amnysna 3 pO34MHHUKOM

"JlekxiM-Xapkis",
(nakyBaHHs i3
copmum in bulk

ipMu1-BUPOGHMKA
Qilu Pharmaceutical
Co., Ltd, Kutai)

thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH [0 po3ainy MKSA:
MAPKYBAHHA
MponoHoBaHa pegakuis
MAPKYBAHHA BignosigHo fo
3aTBEPKEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS! YNakoBKW J/1iKapCbKOro
3aco6y 3 BHECEHHSIM iHGhopMaLii
00 3a3HAYEHHS OAVHNLb
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(Boga ans iH'ekuiid, mo 10 BVIMIipIOBaHHS y cuctemi Sl.
M/ B amnyni) y 6nictepi; BBeneHHs 3MiH NpoTArom 3-x
no 1 6nictepy y nauui 3 MiCALB Nicna 3aTBepAKEHHS
KapTOHY
312. | LE®PYPOKCUM | nopoLUOK 4515 PO3UYUHY MpuBaTHe akuioHepHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17287/01/01
Ans iH'ekuii no 0,75rno 1 TOBapUCTBO "flekxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
abo 5, abo 50 donakoHiB 3 XapkiB" TOBapUCTBO “J1eKxiM Loao 6e3nekn/edeKTMBHOCTI Ta
NOPOLLKOM Y naui — Xapkis”, YkpaiHa, thapmakoHarnagy (iHLwi 3miHu) -
(BMPOGHMLTBO 3 OHOBJ1IEHHS TEKCTY MapKyBaHHsA
nakyBaHHs in bulk yMakoBKM NikapcbKoro 3acoby 3
ipMU-BUpPOBHMKA BHECEHHSM iHdhopMauii Wwoao
PetoHr 3a3HayveHHsA OAUHULb
dapmacbloTUKa BUMIpIOBaHHSA y cuctemi Sl.
Ko., NiTg., Kutaiicbka BHeceHHs 3MiH fo po3giny MKA:
HapogHa MAPKYBAHHSA MNponoHoBaHa
Pecny6nika) pepakuis MAPKYBAHHA
BignosigHo o 3aTBEpAXEHOro
TEKCTYy MapKyBaHHs. BBegeHHs
3MiH NpoTAroM 3-X MicsuiB nicns
3aTBEPAKEHHS
313. | LE®PYPOKCUM | nopoLloK A/1s1 PO3UnHYy MprBaTHe akuioHepHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/17287/01/02
AnsiHekuinno1,5rno 1 TOBapuCTBO "J1EeKXiM- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
ab6o 5, abo 50 chnakoHis 3 Xapkis" TOBapuCTBO ofo 6e3snekn/edpekTMBHOCTI Ta
MOPOLLKOM Y mayLi "lekxim-Xapkis", hapmakoHarnsgy (iHwi 3MiHn) -
YkpaiHa BHECEHHS 3MiH 0 po3ainy MKA:
(BUPOGHMLTBO 3 MAPKYBAHHA
nakyBaHHs in bulk MponoHoBaHa peaakuis
ipMu1-BMPOGHMKA MAPKYBAHHSA BignosigHo fo
PetoHr 3aTBEPXEHOr0 TEKCTY
PapmacbsioTukan Ko. MapKyBaHHA. OHOB/IEHHS TEKCTY
N1g., Kutaiicbka MapKyBaHHS YNakoBKV NikapCbKoro
HapogHa 3acoby 3 BHECEHHSIM iHdhopMaLii
Pecny6nika) LLI0A0 3a3HaYeHHs OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEpAKEHHS
314. | LE®PYPOKCUM | nopoLUOK 4715 PO3UHUHY MpuBaTHe akujioHepHe YKpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/15365/01/02
Ans iHekuii no 1,5, no 1, TOBapUCTBO "JleKxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
5 a6o 50 gonakoHiB 3 Xapkis" TOBapuUCTBO Lof0 6e3nekn/edekTMBHOCTI Ta

MOPOLLKOM Y nauLi 3
KapToHy

"JlekxiM-Xapkis",
YkpaiHa (nakyBaHHs
i3 hopmu in bulk
ipMu1-BUPOGHMKA
Ksiny
dapmaueyTikan Ko.,
Nta., Kntaid)

thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH [0 po3ainy MKSA:
MAPKYBAHHA
MponoHoBaHa pegakuis
MAPKYBAHHA BignosigHo fo
3aTBEPKEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS! YNakoBKW J/1iKapCbKOro
3aco6y 3 BHECEHHSIM iHGhopMaLii
00 3a3HAYEHHS OAVHNLb
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsiLiB Nicns 3aTBEPAYKEHHS
315. | UE®YPOKCUM | mopoLoK A5 pO3YUHY MprBaTHe akuioHepHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/15365/01/01
Ans iH ekujn no 0,75, no TOBapucTBO "J1eKxiM- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK
1, 5 a6o 50 gonakoHiB 3 Xapkis" TOBapuCTBO ofo 6e3nekn/edhekTMBHOCTI Ta
MOPOLLKOM Yy naui 3 "[lekxim-XapkiB" , hapmakoHarnsgy (iHwi 3miHn) -
KapToHy; 1 donakoH Ta 1 YKpaiHa (nakyBaHHs BHeceHHs 3MiH fo po3giny MKA:
amnyna 3 Po34MHHUKOM i3 chopmu in bulk MAPKYBAHHA
(Boga ans iH'exuiii, mo 10 ipMK1-BUPOGHIMKa MponoHoBaHa peaakuis
M/ B amnyni) y 6nictepi, Ksiny MAPKYBAHHSA BignosigHo fo
no 1 6nictepy y nauuj 3 dapmaueyTikan Ko., 3aTBEPLKEHOr0 TEKCTY
KapToHy N1g., Kutai) MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmawii
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHst 3MiH NpoTArom 3-x
MicAILiB nic/a 3aTBepAKEHHs!
316. | LE®YPOKCUM | nopoLloK A/t PO3unHy My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/0565/01/01
-BX®3 Ans iH'ekuii no 250 mr, 1 TOBapUCTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHW
ch1akoH 3 NOPOLLKOM Y BUPOGHNUNIA LIEHTP TOBapWCTBO oo 6e3neku/edekTMBHOCTI Ta
nadui 3 KapToHy; 5 "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHLwi 3miHu) -
h1aKoHIB 3 NOPOLLKOM Y Ximiko- BMPOGHNYNIA LEHTP OHOBJIEHHS TEKCTY MapKyBaHHsA
KacerTi; no 1 kacetiy hapmaLeBTUYHNI "BopuyariBcbKuii yMakoBKM NikapcbKoro 3acoby 3
neHani 3 kKapToHy 3aBof" XiMiKo- BHECEHHSM iHdhopMaLii Wwoao
hapMaLeBTUYHWIA 3a3HayYeHHs OOUHULb
3asopg" BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHsa" MKA N13.
3AMNPOMNOHOBAHO:
MapkyBaHHs. BignoBigHo Ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS YNakoBKU.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepAkKeHHs
317. | LE®YPOKCUM | nopoLloK A5l pO3vnHy My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/0565/01/02
-BX®3 Ans iH'ekuii no 750 wmr, 1 TOBapUCTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
NakoH 3 MOPOLLUKOM Y BMPOBGHUYMNIA LEHTP TOBapuUCTBO Lof0 6e3nekn/edekTMBHOCTI Ta
nadui 3 KapToHy; 5 "BopLuiariBcbkuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHu) -

h1aKoHIB 3 NOPOLLKOM Y
KaceTi; no 1 kaceTiy
neHani 3 KapToHy

XiMiKo-
hapmaueBTUYHUI
3asofq"

BMPOGHUYNIA LEHTP
"BopLuariBcbkuii
XiMiKo-
dhapmaLeBTUYHMIA
3ason"

OHOBJ/IEHHS TEKCTY MapKyBaHHs
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHdhopMauii Wwoao
3a3HayYeHHs oAVHULb
BUMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N13.
3AMPOMNOHOBAHO:
MapkyBaHHs. BignosigHo go
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPKEHOr0 TEKCTY
MapKyBaHHS! yMakoBKU.
TepmiH BBEL,EHHS 3MiH - NPOTAroM
6 MicALiB nic/a 3aTBepAKEHHS

318.

LE®YPOKCUM
-BX®3

NOPOLLIOK A4/151 PO3UMHY
ans iH'ekuiino1,5r, 1
chn1akoH 3 NOPOLLKOM Y
nauui 3 KapToHy; 5
h1aKOHIB 3 NOPOLLKOM Y
KaceTi; no 1 kaceTi y
neHani 3 KapToHy

My6nivuHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaLeBTUUHNI
3asog"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopLyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3asop"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHs" MKA /13.
3AMNPOMNOHOBAHO:
MapkyBaHHs. BignosigHo Ao
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS YNakoBKU.
TepMiH BBEAEHHS 3MiH - NPOTATOM
6 micsuiB nicns 3aTBepAkKeHHs

3a peyenmom

UA/0565/01/03

319.

LJAHOKOBANA
MIH-AAPHULIA
(BITAMIH B12-

DAPHULSA)

pO34uH A1 iH'eKuiid, 0,2
Mr/mn no 1 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi; no 2
KOHTYPHi YapyHKOBI
yMakoBKM B mayLi

MpAT
"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3ara/ibHEHUX AaHuX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBigabHOI 3a 3MjiACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiCHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiaa/ibHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAA/ILHOT 32
hapMakoHarnsag.
[MponoHoBaHa pepakuia: Typok
B'ayecnas B'ayecnasoBuy

3a peyernmom

UA/3471/01/01

320.

LJAHOKOBANA
MIH-JAPHULIS

PO34MH ANs iH'ekuin, 0,5
mMr/mn no 1 ma B amnyni;

MpAT
"PapmaueBTnyHa

YkpaiHa

MpAT
"PapmauyeBTuyHa

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHK | TUNY - 3MiHK

3a peyenmom

UA/3471/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(BITAMIH B12- no 5 amnyn y KOHTYpHIiA thipma "AapHuusa” ipma "AapHuus" LoAo 6e3nekn/edeKTMBHOCTI Ta
OAPHULUSA) YapyHKOBIli ynakoBLi; no 2

KOHTYPHI YapyHKOBI
yNaKkoBkM B naui

thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnagy B YkpaiHi, AKLLo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MIiLLLEeHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBIAaALHOI 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

FeHepanbHUiA gUpPeKTop

AvpekTopaty chapmaLeBTUUHOro 3a6e3neyYeHHs
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AopaTtok 4
[0 Haka3sy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

BiA Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHOOBAHI O BHECEHHA 3MIH 40 PEECTPALINHNX MATEPIA/IB
Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina rNiocmasa lMpoyedypa
n/n JNliKapcbKo20
3acoby

AOP3ITIM® OYHi Kpanni, po34uH, AT YkpaiHa AT "KUIBCbKWI BITAMIHHWW YKpaiHa 3acigaHHa HTP He peKoMeHAYBaTU A0 3aTBEepPKEHHA - 3MiHW | Tuny -
no 5 MmNy dnakoHi "KNIBCbKWI 3ABO[", (BUpoOHULTBO 3 Ne 2 Big 3MiHW 3 sKOCTi. TOTOBWIA nikapcbkuii  3aci6. KoHTponb
noslieTsIeHoBOMY 3 BITAMIHHUIA npoaykuii in bulk "Padapm 21.01.2021 FOTOBOrO NiKapCbKOro 3acoby (iHWi 3MiHM) - BHECEHHS1 3MiH
KpanesibHULEe Ta 3ABO4" C.A", Tpeuis) [10 KOHTPO/IH0 NOKa3HWKIB «O6'eM BMICTYy ynakoBku», «O6'em
KOHTPO/IEM NepLLoro kpanni»,  «OCMOMAANbHICTb»,  «MexaHiuHi  BKIOUYEHHS:
PO3KpUTTS; No 1 HEBMAVMI YaCTUHKM», «CTepubiCTb» B NpoAyKuUii 3 in bulk, a
dhnakoHy y nauui 3 came: MepeHeceHHs KOHTPO/IO MokasHuka 3 cepTudikaTy
KapTOHY BMPOGHMKa npogykuii in bulk, wo nposogutb yci cragii
TEXHOJIOMNYHOr0 NPoLEeCy, BKIKYAIOUM NEePBUHHE NaKyBaHHS,
[o ceptudpikaty BupobHuMka /13 3 npopykuii in bulk, Ha
nigcTasi HeraTMBHOrO BUCHOBKA €KCMEepTHOI KOMicii Lwoao
BHECEHHS1 3MiH [0 PpeecTpauiiiHux wmartepiaiie Ta 3
ypaxyBaHHAM PpilleHHs1 3acifaHHsa HaykoBO-TeXHIYHOI pagun

JELL MO3 Ykpainu Bif 21.01.2021 npoTtokon Ne02
TPABIHOP® OYHi Kpansi, PO34uH, AT Ykpaina AT "KMIBCbKN BITAMIHHAI YkpaiHa 3acigaHHa HTP He peKOMeHAyBaTW A0 3aTBepPKEHHs - 3MiHu | Tuny -
0,040 mr/mn no 2,5 mn "KNIBCbKWM 3ABO/[", (BUPOGHULTBO 3 Ne 2 Big 3MiHM 3 sKOCTi. [OTOBMIA nikapcbkuii 3aci6. KoHTposib
y dhnakoHi BITAMIHHWIA npoaykuii in bulk "Padapm 21.01.2021 rOTOBOrO NiKapCbKoro 3acoby (iHWi 3MiHW) - BHECEHHSI 3MiH
noninponineHoBomy 3 3ABOA" C.A.", 'peuis) [10 KOHTPO/IH0 NMOKa3HWKIB «O6'eM BMICTYy ynakoBku», «O6'em

KpanesibHuLEelo Ta
KOHTPOJ/IEM NepLLOoro
po3KpuTTA; No 1
hnakoHy B nauuj 3
KapTOHY

Kpanni»,  «OCMOMANbHICTb»,  «MeXaHi4YHi  BK/HOUYEHHS:
HEeBUAVMI YacCTUHKM», «CTepunbiCTb» B Npoaykuii 3 in bulk, a
came: MepeHeceHHs KOHTPOJIO MokasHuka 3 cepTudikary
BMpoGOHUKa npoaykuii in bulk, wo npoBoguTb Yyci cragii
TEXHO/IOMYHOro npoLecy, BKYaouM NEPBUHHE NaKyBaHHS,
[o ceptudpikaty BupobHuka /13 3 npopykuii in bulk, Ha
nigcrasi HeraTMBHOrO BWCHOBKa €KCMepTHOI KOMiICil LWwoao
BHECEHHSI 3MiH [0 peecTpauiiiHx MartepianisB Ta 3
ypaxyBaHHAM pilUEeHHA 3acifaHHa HaykoBo-TexHiuHOI pagu
[ELL MO3 Ykpainu Big 21.01.2021 npoTokos Ne02

FeHepanbHUN AUpeKTop
AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs
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