Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKTbLCA A0 AEP>XABHOI PEECTPALUII
Ne HasBga snikapcbko20 dopma sunycky 3assHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
ynakoska) nocBi0YeHHs1
1. AJEHO3WUH-5'- MOPOLLIOK (CybCTaHLis) y TOB YkpaiHa TOB Ykpaina peecTpauist Ha 5 pokis - He UA/18769/01/01
TPUDPOCDHATOrIICT nnswKax 3 "PapmMaLeBThyHa "papmaLeBTUYHa nionszae
NAVHATO- nonieTunexHTepedTanar KOMNaHis KOMNaHis
MATHIFKO(II) y ans "®papKoC" "®apKoC"
TPUKANIEBA CI/lb hapMaLeBTUYHOIO
OKTATIAPAT 3aCTOCYBaHHSA
2. EKCTPAKT EKCTPaKT cyxuii TOB "YkpaiHCcbka YkpaiHa MpAT "Bionik" YkpaiHa peecTpauist Ha 5 pokis - He UA/18770/01/01
ANTENHOIO (cybeTaHuin) y hapmaLeBTUyHA nidnsieae
KOPEHS1 CYXWIA noABifHMX NakeTax 3 KoMnaHis"
nAiBK1 NoNieTUNEHOBOT
ansa hapmaleBTUYHOro
3acTOCyBaHHS
3. EKCTPAKT EKCTPaKT cyxuii TOB "YkpaiHcbka YkpaiHa MpAT "Bionik" YkpaiHa peecTpauist Ha 5 pokis - He UA/18771/01/01
conogkoBoro (cybeTaHuin) B hapmaLeBTMUHaA nidnseae
KOPEHS1 CYXWIA noABiHMX NakeTax 3 KoMnaHis"
nAiBK1 NoNieTUNeHoBOT
ansa chapmauleBnyHOro
3aCTOCYBaHHSA
4, MENOKCUKAM NOpPOLLOK (cybcTaHUis) y AT "dapmaxk" YkpaiHa CaH IHAis peecTpauist Ha 5 pokis - He UA/18772/01/01
noABINHNX dapmacbioTikan nionsizae
nonieTnneHoBnx IHpacTpi3 114,
nakeTtax ans
thapmaLeBTUYHOro
3aCTOCYBaHHSA
5. PO3YBACTATUH TabneTkun, BKpUTI AHTUBIOTUKN PymyHis AHTUBIOTUKA PymyHis peecTpauis 5 pokis 3a He UA/18773/01/01
NAiBKOBOK 060/10HKOH CA CA peyenmom nidnsieae

no 10 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 6 abo no 9
6nicTepiB y KAPTOHHIl
navuj

MepiognyHiCTb NofaHHA
perynsipHo
OHOBJ/II0BAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsiaky 34iCHEHHS
chapmakoHarnsgy,
3aTBEPAKEHOIO HaKa3oM
MiHicTepcTBa OXOPOHU




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
Bionycky

Peknamys
aHHsA

Homep
peecmpayiliHo2o
nocsioYeHHs

340pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

PO3YBACTATUH

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0
no 20 wr; no 10
TabneTtok y 6nictepi; no
3 abono 6 a6ono9
6nicTepiB y KAPTOHHIl
nauui

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUNKA
CA

PyMyHis

peecTpauis 5 pokis

MepioanyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BigNoBiAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOIO HaKa3oM
MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULii
Ykpainum 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHU
3710pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMmn y
nepioAMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nidnseae

UA/18773/01/02

LE®YPOKCUM

MOPOLLOK A9 PO3YNHY
Ans iH'ekuin abo iHdys3ili
no1,5r; no1a6o 10
h/1aKOHIB Y KapTOHHIl

AHTUBIOTUKN
CA

PymyHis

BTOPWHHE
nakyBaHHs,
TeCTyBaHHs,
BUNYCK cepi:

PymyHis/
KuTaii

peecTpauis Ha 5 pokis

MepioanyHICTb NOgAHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/18774/01/01

2




Ne Hasga snikapcbko20 ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina Peecmpayitina Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayiliHo2o
ynakoska) nocsi0O4YeHHs1
nauui

AHTUBIOTUKN
CA, PymyHis;
BMPOGHMLITBO

KiHLLeBOro
NpoAYyKTY,
nepBuHHE
nakyBaHHS:
CiHodhapm XKutoH
(LLleHbwKeH)
PapmacboTukan
Ko., NiTg., Kutaii

OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
chapmakoHarnsgy,
3aTBEPPKEHOIO Haka3om
MiHicTepcTBa OXOpPOHU
300pOB’A YkpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguYHOCTi NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.

FeHepanbHUN aUpeEKTop
AnpekToparty chapmaueBTUHHOro 3a6e3nevyeHHsA

0.0. Komapiga




Jopatok 2
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

Ne
NEPEJIK
NIKAPCbKINX 3ACOBIB, WO NMPOMOHYOTLCA A0 AEP>XXABHOI NMEPEPEECTPALLII
Ne HasBsa snikapcbko20 ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamvys Howmep
n/n 3acoby (nikapceka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
1. AMITPUNTUNIHY NOPOLLIOK KpUCTasTivHWii MpAT "TexHonor" YkpaiHa BACYOXA IHaisa nepepeecTpauis Ha - He UA/15548/01/01
rigpoxnopruj (cybeTaHuin) y PAPMA XEM HeobMeXeHuit TepMiH niosisieae
noaBifHMNX NIMITEL
nonieTNeHoBux
naketax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
2. BEH3A/NKOHIO NnopoLLoK abo TOB "®APMEKC YkpaiHa HoBo Hoppgick [aHia nepepeecTpawis Ha - He UA/15866/01/01
xnoeuvg XenaTVHOBI YaCTUHKN reyn" dapmartek E/C HeobMeXeHui TepMiH nionsizae
(cybcTaHuis) B
n1acTMacoBmx
KOHTeWHepax ans
thapmMaLeBTUYHOro
3aCTOCyBaHHSA
3. FENTOP-®APMEKC KOHLleHTpar ans TOB "®APMEKC Ykpaina TOB "®APMEKC YkpaiHa nepepeecTpavis Ha 3a He UA/15641/01/01
PO34unHyY ANs iHdY3il, reyn reyn HeobMeXeHui TepMiH peyenmom niosisieae

500 mr/mn; no 10 mny
hnakoHi; no 5 dpakoHiB
B KOHTYpHIlA YapyHKOBIli
ynakosi; no 1 a6o 2
KOHTYPHi YapyHKOBI
yNakoBKN B KAPTOHHiIl
naJui

OHoBEHO iHChopmauito
B IHCTPYKUIiT Ans
MeNYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby
BiAnosigHo Ao
pedyepeHTHOro
nikapcbKoro 3acoby
(Fena-Mepu,
KOHLieHTparT Ans
PO34unHy aNns iHgysii no
5 /10 mn) y posgaini
"MokasaHHsA" (6yno -
JlikyBaHHS cynyTHIX
3aXBOPIOBaHb i
yCKnafHeHb,
CNPUYMHEHUX




Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
NOPYLUEHHAM

OeToKcHKaLinHOT doyHKLT
neyiHkn (Hanpuknag,
npu LUpo3i NediHkn) 3

cuMnToMamu fNaTeHTHoOT

a60 BuMpaxeHoi
neviHKoBOT
eHuedanonarii,
0Cc06/11MBO NOpYLUEHb
cBigomocTi (mpekoma,
KoMa); cTasno -
CumMmnTomaTuyHe
nNiKyBaHHS NlaTeHTHOT Ta
BUpPaXeHOI NeviHKoBOT
eHuedanonarii), a
TakoX [0 po3Ainis
"TMpoTunokasaHHa",
"OcobnuBocTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3n"
Ta "Mo6iuHi peakw,ii”.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3nekw.




HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

rPOYTPONIH

PO34YuMH NS iH'eKLii, 8
MO/mn; no 0,5 mn (4
MO/1,34 mr) a6o no 2
mn (16 MO/5,34 mr) y
chnakoHi; no 1 a6o no 10
(h/TaKOHIB Y KapTOHHiIl
KOpoo6Li

TOB
"@apmaueBTuyHa
KomnaHis Bicta"

YkpaiHa

[oHr-A CT Ko.,
nTg

Kopes

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT Ans
MeAnYHOro
3acToCyBaHHSA
niKkapcbKoro 3acoby y
posginax "Ocob6anBocCTi
3actocyBaHHs", "IN06i4Hi
peaxuii” BignosigHoO A0
marepianis
peecTpauiiHoro JoChbE.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
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
pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/8465/01/01

AE3UNPETT

TabneTkn, BKPUTI
NNiBKOBOI 060/I0HKOH
no 0,075 mr no 28
TabneTok y 6nictepi; no
1 a6bo 3 6nictepu B
KapTOHHI KopobLyi

3eHTiBa, K.C.

Yecbka
Pecny6nika

BMPOGHMLTBO
roToBOro
NPOAYKTY,
nakyBaHHs,
KOHTPO/1b SIKOCTI,
BMNYyCK cepil:
NabopaTtopioc
JleoH ®apwma,

IcnaHis

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeNYHOTO
3acToCyBaHHS
nikapcbKoro 3acoby y

3a
peyernmom

He
nidnsieae

UA/15002/01/01
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
C.A., IcnaHis; posginax:
MiKpo6ionorivHuiA "®apMaKonorivHi
KOHTPO/Ib: BNacTnBOCTI",
JTABOPATOPIO "MpoTunokasaHHA",

EYABAPHE, C.A,,
IcnaHis;
anbTepHaTMBHAa
ninsiHka ans
BTOPWHHOIO
nakyBaHHs:
TOB "MaHaHTian
IHTerpa”, lcnanis

"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopiin",
"OcobnuBocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogysaHHa rpyaar”,
"Mo6ivHi peakuii™
BiagnosigHo fo
iHchopmawuii Wwopao
MeAnYHOro
3acTocyBaHHs
pedhepeHTHOro
niKkapcbKoro 3acoby
(Cerazette®, film-coated
tablet of 0.075 mg, He
3apeecTpoBaHuWii B
YKpaiHi).

MepiognyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3Ha4YeHMu y




Ty6i B KAPTOHHI KopoobLi

dapmachbloTika,
C.A.

OHoBEHO iHChopmaLito
B [HCTpYKUii ons
MeAnYHOro
3acToCyBaHHs
nikapcbKoro 3acoby y
posginax "Ocobnusi
3axoan 6esnekn”,
"B3aemMogis 3 iHWuMn
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji”,
"OcobnuBoCTi
3acTocyBaHHs", "MNo6iyHi
peaxui” BignosigHoO A0
OHOB/IEHOT iHdopmaLlii 3
6e3neKn 3aCTOCyBaHHs
L0401 pevyoBUHN.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJ/IOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsgky 3AiACHEHHS
hapmakoHarnagy,
3aTBEPPKEHOrO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii
YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
30,0p0B'sA YKpaiHu Big 26

Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

6. AIOCMIH NopoLLoK (cybcTaHuis) y MPAT YkpaiHa CuuyaHb Ceni Kutaii nepepeecTpayis Ha - He UA/15593/01/01
nakeTax noggiiHMx "®ITOPAPM" PapmacbloTukan HeobMexXeHuit TepMiH niosisieae
nonieTuNeHoBnxX 415 Ko., N114.
thapmMaLeBTUYHOro
3aCTOCyBaHHSA

7. AONNOKCEH ®ACT Masb, 61,1 mr/r; no 20 r €Bpo Naiidkep Benvka NabopaTopiyc MopTyranis nepepeecTpavis Ha 6e3 nidnsieae UA/15394/01/01
abo no 50 ry Ty6i; no 1 nto BpuTaHis Baci - IngycTpia HeobMeXeHui TepMiH peyenma




nauj 3 KapToHy

OHoBeHO iHthopmaL,ito
BiAMOBIAHO A0
ped)epeHTHOro

nikapcbKoro 3acoby
(CniBek, TabneTku,
BKPWTi NNiBKOBOKO
060/10HKO0 No 100 Mr
a60 400 mr) Ta 3rigHo 3
6e3MneKot AONOMIKHUX
PEeYOBUH B IHCTPYKL,i
AN MenyHoro
3acToCcyBaHHSA
nikapcbKoro 3acoby y
posginax "Ocob6amBocTi
3aCToCyBaHHA",

"3acTocyBaHHsA y nepiog,

BariTHocTi abo
rogyBaHHsa rpyaaro”
(yTOYHeHHs iHchopmaLlii),
"Cnoci6 3acTocyBaHHs
Ta go3un” Ta "ro6GiyHi
peakuji”.

MepiognyHICTb NoAaHHA
perynspHo
OHOBJOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0

Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyYHOCTi NOAaHHSA
perynspHux 3BiTiB 3
6esnexu.
8. ECUUTANONPAMY NOPOLLIOK KpUCTaTiuHmWiA ToBapucTBo 3 YkpaiHa UxeussH Xyaxal Kutai nepepeecTpawis Ha - He UA/15853/01/01
OKCANAT (cybeTaHuis) y obmexeHoto dapmachbloTikan HeobMeXeHui TepMiH nionsizae
nonieTuNeHoBmxX BiANOBiAA/IbHICTIO Ko., N1A4.
naketax Ansa "XapkiBcbke
hapmaLleBTUYHOToO hapmaueBTNyHE
3aCTOCyBaHHSA nignpUeMCTBO
"340poB'A
Hapogy"
9. IMATIHIB-BICTA kancynu no 100 mr, no MicTpan Kenitan AHrniA CingaH ®apma PymyHis nepepeecTpawis Ha 3a He UA/15420/01/02
10 kancyn B 6niicTepi; no MeHemKMeHT C.P.N. HEOOMEXEHWNIA TEPMIH peyenmom nidnsieae
3 abo 12 6nicTepiB y Nimiteq




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOoHU
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
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

10.

IMATIHIB-BICTA

kancysim no 400 wmr, no
10 kancyn B 6nicTepi; no
3 6nicTepu y navui 3
KapTOHY

Mictpan Kenitan
MeHeKMeHT
Nimiten

AHr NI

CiHgaH ®apma
C.P.N.

PymyHist

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
BiANOBIAHO A0
pedyepeHTHOro

nikapcbkoro 3acoby
(CniBek, TabneTkun,
BKPWTI NNiBKOBOIO
060/10HKO0 M0 100 Mr
a6o 400 mr) Ta 3rigHo 3
6e3neKkor A0NOMDKHUX
PEYOBUH B IHCTPYKL,i
AN MeanyHoro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
(yTouHeHHs iHchopmauii),
"Cnoci6 3acTocyBaHHs
Ta no3un" Ta "rMo6iyHi
peakujii”.

3a
peyernmom

He
nionsieae

UA/15420/01/01

10




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOoHU
30,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

11.

ICEHTPECC

Tabs1eTkn XyBasibHi No
100 mr; no 60 TabneTok
XyBaulbHUX Y (DNaKoHi;
no 1 donakoHy B
KapTOHHI KopobLyi

Mepk Wapn i
Ooym IAEA Tm6X

LLiBefiuapis

BVPOGHMK
Hepo3dhacoBaHol
npoaykuii: MareoH
dapmacbioTikans
IHK., CLUA,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHS1, 403BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
HigepnaHngm

CLUA/
HigepnaHan

nepepeecTpavjis Ha
HeobMeXeHuit TepMiH

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeaNYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3gini "OcobnmnBocTi
3acTocyBaHHsA"
BiANOBIAHO A0
marepianis
peecTpauiiHoro JoChbE.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOTO HaKa30M
MiHicTepcTBa 0XOpPOHU

3a
peyenmom

He
nionsieae

UA/9325/02/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

300pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

12.

ICEHTPECC

TabneTky XyBasibHi N0
25 wr; no 60 TabneTok
XYBaJTbHUX Y (p1aKoHi;
no 1 cpnakoHy B
KapTOHHI KopobLyi

Mepk LWapn i
[Joym IJEA Tm6X

LLiBeiiuapis

BUPOBHMK
Hepo3dacoBaHol
npoaykuii: MateoH
dapmacbioTikans
IHK., CLLA;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, 4,03BiN
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
HizepnaHan

CLuA/
HigepnaHnam

nepepeecTpawis Ha
HeobMeXeHui TepMiH

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAnYHOro
3acTocyBaHHS
nikapcbKoro 3acoby B
po3gaini "OcobamBocTi
3acTocyBaHHs"
BiAnoBiAgHO A0
mMarepianis
peecTpauiiHoro 4ocCbeE.

MepioanyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBIigAHO A0
Mopsaky 3AiACHEHHS
hapmakoHarnagy,
3aTBEPAKEHOTO HaKka3oM
MiHicTepcTBa OXOPOHU
300pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU

3a
peyenmom

He
nidnsieae

UA/9325/02/01
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
300pOoB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.
13. KONMNOTPO®IH Kancysm BariHasbHi M'siKi AnBoreH ®apma Bonrapis BrnpobHMuTBO dpaHuin nepepeecTpavis Ha 3a He UA/3481/03/01
no 10 mr no 10 kancyn y TpeguHr Opon Hepo3dacoBaHoi HeobMeXeHui TepMiH peyenmom nionsizae
6nicTepi; no 1 6nictepy OTOB NpOAYKLUIT,
B KAPTOHHIlA KOpoobui KOHTPO/b Cepii: OHoBNEHO iHChopmaLito
Kancyxesnb B IHCTpYKUii Ans
Mnoepmens, MeAnYHOro
dpaHuis; 3acToCyBaHHA
MepBrHHaA Ta nikapcbKkoro 3acoby y
BTOPVHHA posginax
ynakoBka, 4,03BifN "MpoTunokasaHHA",
Ha BUMYCK cepii: "OcobnnBOoCTi
Nadanb 3acToCyBaHHA",
EHptocTpi, "3acTocyBaHHs y nepiog
dpaHLis; BariTHocTi abo
KoHTponb cepii rogyBaHHs
(Tinbkn rpyaaro” (yTouHeHHs
MikpobionoriyHe iHcbopmawii), " 3paTHicTb
TECTyBaHHS): BMN/IMBATV Ha LIBUAKICTb
KoHchbapma ®paHc, peakuji npy KepyBaHHI
PpaHuis aBTOTpaHcrnopToM abo

IHLIMMK MexaHi3mamm®”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BiANOBIAHO A0
marepianis
peecTpauiiHoro JoChbE.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigMnoBigHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Hakasom
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
MiHicTepcTBi tocTuLii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHM
300pOoB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3nekw.
14. KCENOAA® TabneTku, BKpUTI ®.XohpmaHH-/1a LLiBeiiuapis Brvpo6bHMuTBO HimeuunHa/ nepepeecTpawis Ha - He UA/5143/01/01
NAiBKOBOK 0O0I0HKOIO, Pow Ntg, HeposdhacosaHoi | LUBseliyapis HeobMeXeHui TepMiH nionsizae
no 150 wr, in bulk: no 10 npoAykKuii,
Tabnetok y 6nictepax nepBuHHE MepiognyHiCTb NoAAHHSA
nakyBaHHs, perynspHo
BUMPOBYBaHHS OHOB/IIOBAHOTO 3BITY 3
KOHTPOJO SKOCTI: 6e3neku, BiANOBIAHO A0
Ekcenna Mm6X Mopsaaky 34iACHEeHHA
eHf Ko. KT, chapmakoHarnsay,
HimeuumnHa; 3aTBEPAKEHOTO HaKa3oM
MepBuHHE MiHicTepcTBa 0XOpPOHU
naxkyBaHHs, 3040pOB’A Ykpainu Big 27
BUNPOBYBaHHSA rpyaHa 2006 poky Ne
KOHTPOJHO SIKOCTI, 898, 3apeecTpoBaHoro B
BMMNYCK Cepii: MiHicTepcTBi tocTuii
. XodhdpmaHH-/15 Ykpainu 29 ciuns 2007
Pow NTg, poky 3a Ne 73/13340 (y
LliBeiiuapis; pejakuii Hakasy
BunpobyBaHHs MiHicTepcTBa OXOPOHU
KOHTPOJIO SIKOCTI: 34,0p0B'st YKpaiHu Big, 26
Pow dapma AT, BepecHs 2016 poky Ne
HimeuyunHa 996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioguyYHOCTi NOAaHHSA
perynsipHux 3BiTiB 3
6e3nekw.
15. KCENOAA® TabneTku, BKpUTI ®.XothpmaHH-/15 Lseliuapis Bupo6HMLUTBO KvTaii/ nepepeecTpaujis Ha 3a He UA/5142/01/02
NNiBKOBOIO 060JI0HKOHD, Pow NTg, Hepo3dacoBaHol HimeuunHa/ HEOOMEXEHWNIA TEPMIH peyenmom nidnsieae
no 500 mr, no 10 NPOAYKLUT: LLiBeiuapis
TabneTtok y 6nictepi, no LllaHxaii Powu MepiognyHiCTb NoAaHHA
12 6nicTepiB y dapmacbtoTikans perynsipHo
KapTOHHI ynakoBLi Ntg., Kutaig; OHOBJIHOBAHOIO 3BITY 3
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
Brpo6HMUTBO 6e3neku, BigNoBigHO A0
Hepo3cacoBaHol Mopsaky 34iACHEHHS
npoAyKLii, hapmakoHarnsgy,
nepBuHHe 3aTBEPAPKEHOrO Haka3oMm
nakyBaHHS, MiHicTepcTBa OXOPOHM
BTOPUHHE 370pOB’A YkpaiHu Big 27
nakyBaHHs, rpyaHs 2006 poky Ne
BUNPOBYBaHHSA 898, 3apeecTpoBaHoro B
KOHTPOJIO SIKOCTI: MiHicTepcTBi tocTuLii
Ekcenna Mm6X Ykpainu 29 ciyns 2007
eHp Ko. KT, poky 3a Ne 73/13340 (y
HimeuunHa,; pepakuii Hakasy
MepBrHHE Ta MiHicTepcTBa 0XOpoHU
BTOPVHHE 30,0p0B'A YKpaiHu Big, 26
nakyBaHHs, BepecHs 2016 poky Ne
BMNPOOYBaHHS 996), CTaHOBUTb: 3riAHO
KOHTPOJO SIKOCTI, 3i cTpokamu,
BUMYCK Cepil: 3a3HavYeHnmn y
®.XochdmaHH-/15 nepiogMYHOCTI MoAaHHS
Pow Mg, perynspHux 3BiTiB 3
LBeliuapis; 6esneku.
BunpobyBaHHs
KOHTPOJIO AKOCTI:
Pow ®apma AT,
HimeyunHa
16. KCENOAA® TabneTku, BKpUTI ®.XothpmaHH-/15 LLisefuapis Brpo6HMLUTBO Kuraw/ nepepeecTpaujis Ha - He UA/5143/01/02
NNiBKOBOK 0O0JIOHKOIO, Pow Mg, Hepo3dacoBaHoi Himeuunna/ HeobMeXeHui TepMiH nionsizae
no 500 wr, in bulk: no 10 NPOAYKLT: LLiBeiiuapis

TabneTok y 6nictepax

LaHxai Pow
dapmacbioTikans
Nta., Kutaig;
Brpo6HMLUTBO
Hepo3dacoBaHoi
NpOAYKLUIT,
nepBuHHe
nakyBaHHs,
BUNPO6YBaHHSA
KOHTPOJIO SIKOCTI:
Ekcenna rm6X
eHf Ko. KT,
HimeuunHa,;
[NepBuHHE
nakyBaHHs,
BMNpPOBYBaHHSA
KOHTPOJIH0 SKOCTI,

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOoB's YKpaiHu Big 26
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
BMMYCK Cepii: BepecHs 2016 poky Ne
. XodhdpmaHH-/15 996), CTaHOBUTb: 3rigHO
Pow N1p4, 3i cTpokamu,
LliBeiuapis; 3a3HavYeHMU y
BunpobyBaHHs nepioguyYHOCTi NOAaHHSA
KOHTPOJIO SIKOCTI: perynsipHux 3BiTiB 3
Pow ®apma AT, 6e3nexu.
HimeuunHa
17. KCENOAA® TabneTku, BKpUTI ®.XohpmaHH-/15 LLiBefiuapis Brpo6HMUTBO Himeuunna/ nepepeecTpauis Ha 3a He UA/5142/01/01
NNiBKOBOI 060I0HKOHD, Pow Ntg, Hepo3dhacoBaHol LLiBeiiuapis HeobMeXeHuli TepMiH. peyenmom niossieae
no 150 wmr, no 10 npoAyKLuii,
TabneTtok y 6nictepi, no nepBUHHE MepioanyHiCTb NoAaHHSA
6 6icTepiB Y KAPTOHHIi nakyBaHHS, perynsipHo
ynakoBLi BTOPUHHE OHOB/IHOBAHOrO 3BITY 3
nakyBaHHs, 6e3neku, BigNoBIigHO A0
BUNPOBYBaHHSA Mopsaky 34iACHEHHS
KOHTPOJIO SIKOCTI: hapmakoHarnsgy,
Ekcenna 'm6X 3aTBEPXEHOrO HakasoMm
eHp Ko. KT, MiHicTepcTBa OXOPOHU
HimeuunHa,; 370pOB’A YkpaiHu Big 27
MepBuHHE Ta rpyaHs 2006 poky Ne
BTOpPVHHE 898, 3apeecTpoBaHoro B
nakyBaHHs, MiHicTepcTBi tocTui
BMNPOOYBaHHS Ykpainu 29 ciuHs 2007
KOHTPOJO SKOCTI, poky 3a Ne 73/13340 (y
BMMYCK Cepii: pefakuii Hakasy
®.XochdmaHH-/15 MiHicTepcTBa 0XOpoHU
Pow 114, 3,0p0B'A YKpaiHu Big, 26
LLseiuapis; BepecHs 2016 poky Ne
BunpobyBaHHs 996), CTaHOBUTb: 3rigHO
KOHTPOJIO SIKOCTI: 3i cTpokamu,
Pow ®apma AT, 3a3HavyeHnMun y
HimeuunHa nepiofMYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6e3neku.
18. NEBEPET MIHI TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka KOHTPO/1b AIKOCTI, Icnanis nepepeecTpawis Ha 3a He UA/15001/01/01
NNiBKOBOK 060I0HKOIO, Pecny6nika BMPOGHMLITBO Heo6MeXeHuii TepMiH peyenmom nionsizae
0,10 mr/0,02 wr; no 21 roTOBOro
Tabnetui B 6nicTepi; no NPOAYKTY, OHoB/eHo iHhopmaLito
1, 3 abo no 6 6nictepis nakyBaHHs, BUMYCK B IHCTPYKU|i Ans
B KAPTOHHI Kopoobui cepi: Megu4Horo
Nab6opaTtopioc 3acToCyBaHHSA
INeoH dapwma, niKapcbKoro 3acoby y
C.A., IcnaHis; posginax
MiKpo6ionoriyHuiA "MNpoTrnokasaHHs",
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTPO/Ib:
NABOPATOPIO
EYABAPHE, C.A,,
Icnanis;
anbTepHaTMBHA
ainsHka
BTOPUHHOTO
napKyBaHHS:
TOB MaHaHTian
IHTerpa, Icnaxis

"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aeMogiji",
"Oco6nnBoCTI
3acToCcyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHoCTi abo
rogyBaHHsA rpyanr”,
"3paTHiCTb BNIMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcrnopToM abo
IHLWIMMKU MexaHismamn',
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
BigNoBigHO 0
OHOB/IEHOT iHdopMaLlii 3
6e3neku gitoyoi
PEYOBUHMN.

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
370pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku

19.

NIBPA®

PO34uH ANns iHdysii, 42

MNpvBaTHe

YKpaiHa

MNpuBatHe

YKpaida

nepepeecTpauisi Ha

3a

He

UA/15578/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Mr/ma no 100 mny
naswui, no 1 naswuiy
naJui

akujioHepHe
TOBapvCTBO
"IHdpysia”

akuioHepHe
TOBapWCTBO
"IHdpysia”

HeobMeXeHuin TepMiH

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

peyernmom

nidnsieae

20.

MIONOKAPL

PO34nH NS iH KL,
100 mr/mn no 5 mn B
amnyni cknsHiiA; no 5
amnyn y 6aictepi; no 2
6nicTepy B nayu;j 3
KapTOHY

TOB
"®APMACEN"

Ykpaina

MpAT «Jlekxim-
XapkiB»

Ykpaina

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BiANOBIAHO A0
pedyepeHTHOro
nikapcbKoro 3acoby
(MingpoHaT®, po3ynH
ons id'exuin, 0,5 r/5 mn)
y po3aini "Cnoci6
3aCTOCyBaHHA Ta 403n".

MepiognyHiCTb NoAaHHsA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignoBigHO A0

3a
peyernmom

He
nionsieae

UA/15151/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpOoHU
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
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6e3neku

21.

MOHTYNAP®

TabneTkn, BKPUTI
NNiBKOBOIO 060JI0HKOHD,
no 10 mr no 10 Ta6neTok
y 6nicTepi; no 3
6nicTepy y KapTOHHIl
ynakoBLj

KYCYM
XENTXKEP MNBT
nTa

IHgis

KYCYM
XENTXKEP NBT
nTa

IHais

MepepeecTpavis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
BiANOBIAHO A0
pedyepeHTHOro

nikapcbkoro 3acoby
(CUHIYNAP®,
TabneTku, BKpUTI
N/1iBKOBOK 060/10HKOI0
no 10 mr) Ta 3rigHo 3
6e3neKkor A0NOMDKHUX
PEYOBUH B IHCTPYKL,i
AN MeanyHoro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
po3ginax
"®apMaKonorivHi
B/1acTmMBoCTi",
"Moka3aHHA" (YTOUHEHHS
iHhopMmawui),
"OcobnuBocTi
3aCTOCyBaHHA",

"3acTocyBaHHA y nepiog

BariTHocTi abo

rogysaHHa rpyaar”

3a
peyernmom

He
nionsieae

UA/15649/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

(yTouYHeHHs iHchopmauii),
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(yTouYHeHHs iHchopmaii)
Ta "MNob6iuHi peakwii".

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsgky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A Ykpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

22,

ON®EH®-AD

TabneTku 3
MoaucpikoBaHUM
BVBIIbHEHHAM M0 200
Mr, no 10 TabneTok y
6nictepi; no 1 a6o no 3,
abo no 10 6nictepiB y
KapTOHHI KopobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

Kopes HOHaiiteq
dapm., IHK.

Pecny6nika
Kopes

nepepeecTpavjisa Ha
HeobMexXeHuit TepMiH

OHoBreHo iHdhopmaL,ito
B [HCTpyKUii ons
MeANYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
posginax
"®apmakonoriyHi
B/1ACTMBOCTI"
(BONOBHEHHS
iHchopmauii),
"MpoTunokasaHHa",
"B3aemogjs 3 iHWmmMn
nikapcbknMmn 3acobamm

3a
peyenmom

He
nionsieae

UA/15514/01/01
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
Ta iHWi BUan
B3aemopiin",
"OcobnuBocTi
3aCToCyBaHHA",

"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHs
rpyaao” (yTouHeHHs
iHdhopmawii), "3aaTHicTb
BMN/IMBATY Ha LIBUAKICTb
peaxuii npy KepyBaHHi
aBTOTpaHCNoOpPTOM abo
iHWVMK MexaHizmamn®,
"Cnoci6 3acTocyBaHHs
Ta [031"(YTOUYHEHHS
iHchopmauii),
"Mepepo3yBaHHA",
Mo6iuHi peaxuii”
BiAMNOBIAHO A0
OHOBJ1EHOT iHthopmaLLii
pedyepeHTHOro
nikapcbKkoro 3acoby
AepTan, TabneTku.

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
370pOB’A Ykpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHUMn y
nepiognYHOCTi NoAaHHS
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

perynsipHux 3BiTiB 3
6esneku.

23.

NMPEHECA®

Tabnetkn, no 2 mr no 10
TabneTok y 6nictepi; no
3 abo no 6, abo no 9
6nicTepiB B KAPTOHHIA
KOpoo6Li

KPKA, 4.4., Hoso
MEeCTO

CnoBeHis

KPKA, a.4., HoBo
MecTo, CroBeHis
(BUPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUMNYCK cepii);
KPKA, o.4., HoBo
mMecTo, CnoBeHis
(koHTpOsb cepii)

CnoBeHis

MepepeecTpavis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
B IHCTpYKLU|ii ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BiANOBIAHO A0
pedyepeHTHOro
nikapcbKoro 3acoby
(NMPECTAPIYM®,
TabneTku, BKpUTI
N1iBKOBOI 0O0/IOHKOO)
y posginax
"MpoTunokasaHHa" Ta
"Mo6iuHi peakuii”.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BigMnoBigHO A0
Mopsaaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaveHmMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyernmom

He
nidnsieae

UA/5145/01/01

24,

NPEHECA®

Tabnetku, no 4 mr, no 10
TabneTok y 6nictepi; no

KPKA, g.4., HoBo
MecTo

CnoBeHis

KPKA, g.4., HoBo
mecTo, CnoBeHis

CnoBeHisi

MepepeecTpauis Ha
HeobMeXeHui TEpMiH

3a
peyenmom

He
niosisiecae

UA/5145/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

3 abo no 6, abo no 9
6nicTepiB B KAPTOHHIA
KOpoo6Li

(BMPOGHMLTBO "in
bulk", neperHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPONb cepii Ta
BUNYCK cepil);
KPKA, a.4., Hoso
mMecTo, C/ioBeHis
(koHTpoOsb cepii)

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCcyBaHHS
nikapcbkoro 3acoby
BiAMNOBIAHO A0
pedyepeHTHOro
nikapcbkoro 3acoby
(MPECTAPIYM®,
TabneTku, BKPUTI
NNiBKOBOIO 060/I0HKOHO)
y po3ginax
"TpoTunokasaHHa" Ta
"Mo6iuHi peakuii".

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHM
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3nekw.

25.

NMPOMOLIE®®

NMOPOLLOK A/15 PO3UNHY
ans iHekyimno 1,0ry
donakoHi, no 1 a6o 5
hNakKoHIB 3 MOPOLLUKOM Y
nauui

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiM-Xapkis"

YKkpaiHa

MpuBatHe
akuioHepHe
TOBapuCTBO

"Nekxim-Xapkis",
YkpaiHa
(BMPOGHMLTBO i3

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHui TepMiH

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAn4yHoro

3a
peyenmom

He
nidnsieae

UA/15379/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

chopmu in bulk
pipMun-BUPOGHYMKa
Ksiny
dapmaneyTikan
Ko., NiTg., Kutaid)

3acToCyBaHHSA
niKkapcbKoro 3acoby
BiagnosigHo fo
pedhepeHTHOro
niKkapcbKoro 3acoby
(ROCEPHIN® 1g
Powder for Solution for
Injection) y po3gainax
"®apMaKonorivHi
BN1ACTVBOCTI",
"Moka3aHHA" (YTOUYHEHHSA
iHchopmaulii),
"OcobnuBocTi
3acTocyBaHHsA", "Cnoci6
3acTocyBaHHsA Ta fo3n"
Ta "MobiuHi peakw,i”.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
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
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

26.

PO3APT

TabneTkn, BKPUTI
NNiBKOBOI 060JI0HKOHD,
no 5 mr, no 10 TabneTtok
y 6nicTepi; no 3 abo 9
6nicTepis y kopobUi

TOB «TeBa
YKpaina»

Ykpaina

Axtasic NT[,

ManbTa

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

OHoBEHO iHthopmaL,ito
B iHCTpYKUIi ans

3a
peyernmom

He
nionsieae

UA/11647/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

MeAnYHOro
3acToCcyBaHHS
NiKapcbKoro 3acoby y
po3sginax
"TMpoTunokasaHHa",
"B3aemogjs 3 iHWmMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit”,
"Oco6nuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
BiagnosigHo fo
OHOB/IEHOT iHdhopMaLlii 3
6e3neku aitoyoi
PEYOBUHMN.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioguyYHOCTi NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.

27.

PO3APT

TabneTku, BKpUTI
NNiBKOBOIO 060JI0HKOH),
no 10 mr, no 10

TOB «TeBa
YkpaiHa»

YKkpaiHa

AkTasic T/,

MasbTa

nepepeecTpawis Ha
HeobMeXeHui TepMiH

3a
peyenmom

He
nidnsieae

UA/11647/01/02
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

TabneTtok y 6nictepi; no
3 abo 9 6nicTepiB y
KOpoo6Li

OHoB/eHo iHhopmaL,ito
B IHCTPYKLUIT Ans
MeaNYHOro
3acToCyBaHHsA
niKkapcbKoro 3acoby y
posginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemopii",
"OcobnuBocTi
3aCToCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo
rogyBaHHa rpyaaro”
BigNoBigHO 0
OHOB/IEHOT iHdopMaLlii 3
6e3neku gitoyoi
PEYOBUHU.

MepiognyHiCTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopspky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHM
370pOB’A YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.

28.

PO3APT

TabeTkn, BKpUTI

TOB «TeBa

YKpaiHa

AkTaBic /IT/,

MasibTa

nepepeecTpauisi Ha

3a

He

UA/11647/01/03
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
NAiBKOBOK 0O0I0HKOIO, YkpaiHa» HeobMeXeHuin TepMiH peyenmom nionsizae

20 mr, no 10 TabneTok y
6nicTepi; no 3 a6o 9
6nicTepiB y kopoobLi

OHoBeHO iHhopmaL,ito
B IHCTPYKLU|i Ans
MeAnYHOro
3acTocyBaHHs
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHA",
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aeMogijin",
"Oco6nnBoCTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHocTi abo
roflysaHHs rpyaao”
BiAMNOBIAHO A0
OHOB/EHOT iHhopMaLlii 3
6e3neku gitoyoi
PEeyOoBUHN.

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
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
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
6e3neku.
29. PO3APT TabneTku, BKpUTI TOB «TeBa YkpaiHa AkTasic T/, ManbTta nepepeecTpawis Ha 3a He UA/11647/01/04
NNiBKOBOIO 060JI0HKOH), YkpaiHa» HEOBMEXEHUIA TEPMIH peyenmom nidnsieae

no 40 wr, no 10
Tabnetok y 6nictepi; no
3 abo 9 bnictepis y
KOpoo6Li

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
NiKapcbKoro 3acoby y
po3ginax
"MMpoTunokasaHHa",
"B3aemogijs 3 iHWmmMn
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"OcobnuBocTi
3acToCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHsa rpyaaro”
BiAnoBiAgHO A0
OHOBJ/IEHOT iHhopMmaLlii 3
6e3neku aitoyoi
PEYOBUHM.

MepiognyHiCTb NoAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
3040pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6e3neku.
30. CONMNAAEIH Tab/1eTK PO34UHHI MO 2 nakcoCmiTKnsiiH Benwuka "nakcoCmiTKnaiH IpnaHgis nepepeecTpayis Ha 3a He UA/4740/01/01
Tabnetku y ctpuni; no 6 KoHcblomep BpuTaHis [axrapsaH HeobMexXeHuit TepMiH peyenmom niosisieae
CTPYNIB Y KAPTOHHIl Xenckep (HOK) Nimiteq

KOpoo6Li

TpengiHr Nimiten

OHoBreHo iHdhopmaL,ito
B IHCTPYKLUIT ANns
MeaNYHOro
3acTocyBaHHsA
nikapcbKoro 3acoby B
posginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TeKCTy
6e3 3miHn kogy ATX),
"Moka3aHHs" (YTOUYHEHHS
iHchopmaulii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemopiin",
"OcobnuBocTi
3aCTOCyBaHHA",
"Mepepo3yBaHHA",
"Mo6iuHi peakwi"
BiANOBIAHO A0
MaTtepianis
peecTpaLiniHOro fOChLE.

MepiognyHiCTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHU
300pOB’A Ykpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
MiHicTepcTBa 0XOpoHU
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepiogMYHOCTI MoAaHHS
perynspHux 3BiTiB 3
6esneku.
31. TAHTYM BEPAE® NbOASHUKN 3 M'ATHUM AsieHge Kimike ITanis BignosiganbHuii LLBeruapis/ nepepeecTpauis Ha 6e3 rionsizae UA/3920/03/01
cmakom no 3 mr; no 10 PiyHiTe AHxeniHi 3a BUPOGHULITBO PpaHuia/ HeobMeXeHuit TepMiH peuenma
NbOASAHUKIB Y CTiKy; N0 2 dpaHyecko Hepo3dacoBaHol ITanis
ab0 3 CTikv B KApPTOHHii AKP.A®. C.nA. npoAykKuii, MepioanyHiCTb NoAaHHSA
naui nepBuHHE Ta perynsipHo
BTOPUHHE OHOB/IHOBAHOrO 3BITY 3
nakyBaHHs: 4L 6e3neku, BigNoBIigHO A0
Ar, LLiBeliuapisi; Mopsaky 34iACHEHHS
BignosigansHuii hapmakoHarnagy,
3a MOBHUIA LIMKN: 3aTBEPAKEHOTO HaKka3oM
Mm'ep ®ABP MiHicTepcTBa OXOPOHU
MEAIKAMAH 370pOB’A YkpaiHu Big 27
NMPOAOKCBOH, rpyaHs 2006 poky Ne
PpaHuis; 898, 3apeecTpoBaHoro B
BignosiganbHuia MiHicTepcTBi tocTui
3a BTOPUHHE Ykpainu 29 ciuHs 2007
nakyBaHHS, poky 3a Ne 73/13340 (y
KOHTPO/Ib SIKOCTi pefakuii Hakasy
Ta BUnyckK cepii: MiHicTepcTBa 0XOpoHU
AsieHge Kimike 3,0p0B'A YKpaiHu Big, 26
PiyHiTe AHXeniHi BepecHs 2016 poky Ne
®paHyecko 996), CTaHOBUTb: 3rigHO
AKP.A®.C.nA., 3i cTpokamu,
ITanis; 3a3HavYeHnmMu y
BignosiganbHuii nepiofMYHOCTI MoAaHHSA
3a NepBUHHe Ta perynspHux 3BiTiB 3
BTOPVHHE 6e3neku.
nakyBaHHs: M'EP
PABP
MELIKAMAH
MPOAIOKCBLOH,
PpaHuin
32. TEHO®OBIPY TabneTkn, BKPUTI leTepo /1a63 IHgis [eTepo /1a63 IHgis nepepeecTpavis Ha 3a He UA/15263/01/01
An3onrPokKcuny NNiBKOBOI 060JI0HKOHD, Nimiteq Nimiteq HeobMeXeHuli TepMiH. peyenmom nionsiecae
DYMAPAT no 300 mr, no 30

TabNeToK y KOHTelHepi;
no 1 KoHTeliHepy y

OHoBEHO iHChopmaLito
B IHCTPYKUIT Ans

30




n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

KapTOHHI KopobLi

MeAnYHOro
3acToCcyBaHHS
NiKapcbKoro 3acoby y
po3ginax: "B3aemogis 3
iHLWIMMK NiKapCbKUMU
3acobamu Ta iHLWi BUan
B3aeMogiji",
"Oco6nnBoCTI
3acTocyBaHHs", "Mo6iyHi
peakuji" BiANoBigHO A0
iHdbopmauii woao
MeAn4YHOro
3acToCyBaHHSA
pedyepeHTHOro
nikapcbKkoro 3acoby
(BIPEAL®, TabneTtku,
BKPWTI NNiBKOBOIO
060/10HKOI0
no 300 wmr).

MepiognyHiCTb NOA4AHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3
6esneku.

33.

TOBPEKC® 2X

Kpanni o4Hi, 3 mr/mn no
5 M1y cpnakoHi-

HoBapTic ®apma
Al

LLisefuapis

AnkoH Kysi, C.A.,
IcnaHis

Icnanis/
Benbris

nepepeecTpaujis Ha
HeobMeXeHui TeEpMiH

3a
peyernmom

He
nidnsieae

UA/5438/01/01
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n/n

HasBsa snikapcbko20
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsioYeHHs

KpanenbHuui "Apon-
TeiiHep®"; no 1
donakoHy-kpanenbHuL, y
KOpPOOGLii 3 KApTOHY

abo
AnkoH-Kyspbop,
Benbris

OHoBEHO iHhopmaLito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCcyBaHHS
nikapcbKoro 3acoby B
po3sginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHA TekCTy
6e3 3MiHun kogy ATX),
"OcobnuBocTi
3actocyBaHHs", "IN06i4Hi
peaxuii” BignosigHoO Ao
marepianis
peecTpauiiHoro JoChbE.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOT0 Haka3om
MiHicTepcTBa 0XOpoHU
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
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
300pOB's YkpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamm,
3a3HaveHImMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

34.

TPAHEKCAMOBA
KUCNOTA

KpucTaniyHnin NopoLLoK
(cybeTaHuis) y
noAgiliHmx
nonieTuIeHoBmX
naketax gns

MpAT "/lekxim-
Xapkis"

Ykpaina

XyHaH [OHrTiHr
dapmachbloTikan
Ko., N114.

Kutai

nepepeecTpaujis Ha
HeobMeXeHui TepMiH

He
nionsieae

UA/15830/01/01
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Ne HasBsa snikapcbko20 ®dopma BunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayitiHo2o
yrnakoska) nocsioYyeHHs
thapmMaLeBTUYHOro
3aCcTOCyBaHHSA
35. UMCNNATUHA KOHLeHTpaT Ans Akkopg, Xenckea Benwuka Brpo6HMLUTBO IHgis/ nepepeecTpaujis Ha 3a He UA/15240/01/01
AKKOPL, PO3uunHy Aans iHdysiid, 1 Nt BpuTaHis N3, nepBuHHE Ta Benuka HeobMeXeHui TepMiH peyenmom nionsizae
mr/mn no 10 mn, no 25 BTOPUHHE BpuTaHis/
M, no 50 mn, no 100 mn nakyBaHHs, ManbTa/ MepiognyHiCTb NoAaHHA
y hnakoHi; no 1 KOHTPO/Tb SKOCTI YropuwuHa perynsipHo
pN1aKoHyY Y KapTOHHii cepii: IHTac OHOBJIOBAHOIO 3BITY 3
KOpOoo6Li dapmacbioTikans 6e3neku, BignoBigHO A0
Nimiteq, IHAis; Mopsaaky 34iACHEeHHS
(anbTepHaTMBHWIA hapmakoHarnagy,
BMPOGHUK): IHTac 3aTBEepKeHOro Haka3om
dapmacbioTikans MiHicTepcTBa 0XOpoHU
NimiTeq, HAis; 3[10pOB’A YKpaiHu Big 27
BTopuHHe rpyaHa 2006 poky Ne
nakyBaHHS: 898, 3apeecTpoBaHOro B
AkKopg, Xenckea MinicTepcTsi tocTuuii
Nimitea, Benuka Ykpainu 29 ciuHa 2007
BputaHis; poky 3a Ne 73/13340 (y
BignosigansHuii pefakuii Hakasy
3a BUNycK cepii: MiHicTepcTBa 0XOpPOHU
Akkopfa Xenckea 300pOoB's YkpaiHu Big 26
NimiTen, Benvka BepecHs 2016 poky Ne
BputaHis; 996), cTaHOBUTb: 3riAHO
KOHTPO/Ib AKOCTI 3i cTpokamum,
cepiit: 3a3HaveHmMn y
AcCTpoH Pe3bopu nepiofMyYHOCTI NogaHHSA
Nimitea, Benuka perynsipHux 3BiTiB 3
BpuTaHis; 6e3neku.
KOHTPO/Ib SKOCTI
cepiii: ®apmagokc
Xenckea N114,,
ManbTa; KOHTPOsb
SKOCTI Ccepii:
dapmasanig /T4,
Mikpob6ionoriuHa
naboparopis,
YropLimHa
36. LIAHOKOBA/TAMIH NopoLLoK (cybcTaHLuis) B CaHodi Ximi dpaHuis CaHodpi Ximi dpaHuin nepepeecTpavis Ha - He UA/15783/01/01
aoMiHIEBUX BaHKax HeobMeXeHuit TepMiH nionsizae

ans dapmaueBTUYHOro
3aCTOCYBaHHS
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FeHepanbHUN AUpeKTop
AvpekToparty chapmayeBTUHHOro 3a6e3nevyeHHs 0.0. Komapiga
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AopaTok 3
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Y KapTOHHiIli kopobui

AKocTi. FoToBMIA Nikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3amiHa abo
BBEAEHHSA 0AATKOBOI AiNbHUL
BMPOGHMLTBA A5 YacTUHN abo
BCbOro BUPOBGHMYOro npouecy
roTOBOrO likapcbKoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs1) 3miHa obyMoBieHa
3MiHOI0 BUPOBHMKA,
BiANOBIAA/IbHOrO 3a BTOPUHHE
nakyBaHHs NikapcbKoro 3acoby, 3
Akrasic ITania C.n.A., ITania Ha
KopaeH ®apma NlatiHa C.n.A.,
ITanis. BBefeHHS 3MiH NpOTArom
9-Tn MicAUIB NicNsA 3aTBEPKEHHS.
3MiHu | TURNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHK
Y BUPOBHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCA
BWMYCKY Cepii Ta KOHTPO/IHO SKOCTI
roTOBOrO likapcbKoro 3acoby
(3amiHa abo fofaBaHHA
BMPOGHMKa, LU0 Bignosigae 3a
BBE3eHHA Ta/abo Bunyck cepir) -
Britovaroun
KOHTPO/Ib/BUNPOBYBaHHSA cepii -
3MiHa 06ymoBneHa 3MiHO
BMPOGHUWKA, BiAMNOBIAA/ILHOTO 3a
BUMYCK Cepil, BK/IOYaoum
KOHTPO/Ib AKOCTI liKapCbKOro
3acoby Ta B1NpobyBaHHsA
cTabinbHOCTI, 3 AKTaBic ITanis
C.n.A., Itanis Ha KopaeH ®apma
NartiHa C.n.A., ITania. 3MiHn
BHECEHO B iHCTPYKL,il0 Ans
MeAMYHOro 3aCTOCYBaHHS Ta TEeKCT

Ne
NMEPENIK
NIKAPCbKUX 3ACOBIB, WOA0 AKX MPOMOHYETLCA BHECEHHSA 3MIH 1O PEECTPALINHNX MATEPIA/IB
Ne HasBsa snikapcbko20 ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka ghopma, 3asiBHUKa BUPOGHUKaA Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
1. AAPUBNACTUVH niodpinizat gns po3unHy Mdpaiizep IHK. CLA KoppeH d®apma ITanisa BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyernmom UA/4762/01/02
LUBMAKOPO34YUNH ans iHdy3iii no 50 mr; 1 NartiHa C.n.A. mMaTtepianis: 3miHu | TUNY - 3MiHK 3
HUN donakoH 3 niocpinizaTom
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
MapKyBaHHS YNakoBKU NiKapcbKoro
3aco06y o0 HaliMeHyBaHHS Ta

MiCLLe3HaxopKeHHS BUPOBHYKa,
BiANOBIAa/IbHOrO 3a BUNYCK cepii.
BeefieHHs1 3MiH npoTsirom 9-Tn
MiCALiB Nicnsa 3aTBepAKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO NiKapCcbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOr0 /likapCbKoro 3acoby
(3BY)XEHHS AONYCTUMUX MEX)
3BYXEHHSA JONYCTUMUX MEX Y
crneundikaLii 4na nokasHuka
«BakTepianbHi eHA0TOKCUHN» 3
"He 6inbwe 2,2 EO/Mr" go "He
6inbLwe 0,67 EO/mr", BignosigHO
[0 BMMOT MOTOYHMX EBp. Pam.
2.6.14 ta ®apm. CLUA <85> ans
iH'eKLil NikapcbKknx hopM.
3asB/ieHa 3MiHa He Mae
HeraTMBHOTO BM/VBY Ha AKICTb,
eeKTUBHICTb YK 6e3neky
nikapcbkoro 3acoby. BeegeHHs
3MiH NpoTAroM 9-Tu micsyis nicns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acooby.
3MiHa napameTpiB cneuudikawi
Ta/abo [oNyCTUMUX MEX rOTOBOTO
NiKapcbKoro 3acoby (3BYXXEHHs
LOMYCTUMUX MEX) 3BYXKEHHS
[OMYyCTUMUX MEX A1 NOKa3HMKa
crneundikauii «CynyTHI JOMILLKN»,
a came "KOXHOI iHLLIOT
HeifgeHTUIKOBaHOT JOMILLKN" 3
«He 6inbwe 0,5 %» 0o «He
6inbLwe 0,2 %». BignosigHo,
pewTa ifeHTUIKOBaHNX AOMILLIOK,
Lo 3aBXAau 6ynn NpUCYTHIMK B
nikapcbkomMy 3acobi
(mokcopy6iuuHy anmep 1, 14-
TipOKCY OOKCOPYOILVH,
pokcopy6iuyunH 14-an, 11-
[,e0KCUA0KCopYOBILUHY
rigpoxnopug, 13-
avrigpogayHopyo6iunHy
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

rigpoxnopug Ta AokcopyobiunHy
AnMep 2), BAHECEHO Y
crneundikaLito 3 BKazaHHSAM
[ONyCTUMUX MEX, Ta A0AAaHO
napameTp «KoXHOT iHWwoT
iAeHTNIKOBAHOT AOMILLKM»
(Bkntovae gayHopyo6iuuH 14-
CynbHOHOBOT KUC/OTH,
nayHopy6iuuHy rigpoxnopug, 13-
AnriapoKapMiHOMILMHY
rigpoxnopua) 3 4onycTuMuMm
mMexamu "He 6inblue Hix 0,5% "
pefakLiiiHi KopuryBaHHs, a came
Ha3By AOMILLKM 415 MOKa3HWKa
"CynyTHi AoMilWwKkn" - lokcopy6iLmH
arsnikoH, 3aMiHEHO Ha CUHOHIM -
AgfpiamilMHOH; NnokasHuK "byab-
AKa iHWa AoMilLKa" 3aMiHEHO Ha
"KoXHOT IHLWOT HeiaeHTudikoBaHoOT
OOMiLLKK". BBEAEHHS 3MiH
npoTsArom 9-Tu MicauiB nicns
3aTBEPMKEHHS. 3MiHuM | TNy -
3MiHK 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKAPCbKOro 3acoby.
3MiHa napamMeTpiB cneundikauiii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (40NOBHEHHS
cneumdikauii HOBUM NMOKA3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOBYBaHHS) AONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
«MeXxaHiuHi BK/TIOYEHHS» 3
BiANOBIAHUM METOA0M
BMNpOGYBaHHSA BiAMNOBIAHO A0
BuMoOr €sp. ®apm. 2.9.19 / dapm.
CLUA <788> gns BignosigHoCTI
BMMOram MoHorpadii Ha
napaHTepasibHi nikapcbki 3aco6u.
3asB/ieHa 3MiHa He Mae
HeraTMBHOTO BM/VBY Ha AKICTb,
e(eKTUBHICTb UK 6e3neky
nikapcbkoro 3acoby. BeegeHHs
3MiH NpoTAroM 9-Tu micsyis nicns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acooby.
3miHa y MeToAax BUNpobyBaHHS

37




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

rOTOBOrO JliKapcbkoro 3acoby (iHLwui
3MiHM Y MeTogax BUNpobyBaHb
(BKOYatOUM 3aMiHy abo
[LOMOBHEHHS)) 3aMiHa METOAUKN
BEPX (BHYTpiLLHA MeToAMKa
AkTaBic MA4288XX) ans
laeHTudikaui, KinbkicHoro
BM3Ha4YeHHs Ta CynyTHIX JOMILLOK
Ha ekBiBanieHTHY BEPX meToauky,
o 6yae BUKOPUCTOBYBATUCH
HOBWM BUPOGHNKOM rOTOBOIO
npoaykTy. PepakuiiHi
KOpuryBaHHs: - y cneumdikawii
YTOYHSIOTLCA NapaMeTpu , Lo
TECTYITbCA NPU BUMYCKY
(lpeHTudikauis Ta OAHOPIAHICTb
Macu 41 O4UHUYHOT A03W). -
napameTp cneyudikauii «Hac
BiHOB/IEHHS» YTOYHEHO 3 1
XBUNHW [0 60 CekyHS,. - HoMepu
BHYTPILLHIX METOAMK BUPOBHMKA
MAOQOO16AB Ky/noHOMeTpUYHWi
(akBatecT) Ta MA4288XX ons
BEPX gns lpeHTudikauii,
KinbkicHOro BU3HauYeHHs Ta
CynyTHi gomiwkn Ta MA9907AA i
MA9908AA ans BU3HAYEHHSA
6akTepiasibHNX eHA0TOKCUHIB
BMOAATLCA 3 PEECTPALiHOIO
[0oCbe, Yyepes Te, Lo Us
HOMeHKNaTypHa cuctema He byae
BMKOPMCTOBYBATUCH Ha HOBIl
ainbHuui KopgeH ®apma MlatiHa
C.n.A. - yepes gofaBaHHA HOBOro
NOKa3HMKY KOHTPOJII0 HymepalLlito
nokasHukiB cneyudikauii Ta
MeTOAMK NOCYHYTO. BBEeAeHHS
3MiH NpoTAroM 9-Tu micsyis nicns
3aTBEPMKEHHS. 3MiHK | TUnY -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acooby.
3miHa y MeToax BMnNpobyBaHHS
rOTOBOrO JlikapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeToAax BUNpPoGyBaHHS)
BHECEHHSA He3HaYHWX 3MiH A0
3aTBEPAKEHOrO MeToAy
BMNPOBYBaHHSA rOTOBOrO
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nikapcbkoro 3acoby Ans

BU3HAYEHHS BOAW, Lo byae
BMKOPWUCTOBYBATUCb HOBUM
BMPOGHWKOM rOTOBOrO MPOAYKTY
KopaeH ®apma NlatiHa C.n.A.
BBeneHHs1 3MiH NpoTArom 9-tu
MicSLIB NiCNsA 3aTBEPLKEHHS.
3MmiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acib.
Cucrema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3miHa chopmu abo posmipy
KOHTeliHepa un
3aKynoplBasIbHOIO 3ac0by
(NepBUHHOT yNakoBkK) (CTepUsbHI
nikapcbki 3acobu) [laHa 3miHa
06yMOB/IEHA HE3HAYHOIO 3MiHOHO
TEXHIYHNX XapaKTepucTuk
NepBUHHOI yNakoBKW NikapCbKoro
3aco0y - CKNSHNX d/IaKkoHIB, a
came 3MiHa BMUCOTW, AiaMeTpy Tina
Ta HOMIHaJIbHOT EMHOCTI (p/1aKoHY
3 34 mn go 25 mn. 3anponoHoBaHi
chnakoHW BUKOPUCTOBYBATNMYTbLCSA
HOBMM BUPOGHMKOM. Pi3HnLA B
AiameTpi Tina chnakoHiB He
BN/IMBAIOTb Ha OCTATOYHY
npeseHTauito. 3akynoproBasibHi
3aco6u (pe3vHoBi Npobkn Ta
aIOMIHIEBI KOBNAYKM)
3a/IMLIAKTLCSA HE3MIHHUMMU.
3anBneHa 3MiHa He Mae
HeraTMBHOrO BM/MBY Ha AKICTb,
eheKTBHICTb un 6esneky
nikapcbkoro 3acoby. BBegeHHs
3MiH NpoTArom 9-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugaTHoCTi
abo ymoBax 36epiraHHsi rOTOBOro
NiKapcbkoro 3acoby (3MeHLUEeHHS
TepMiHy NpUAATHOCTI TOTOBOro
nikapcbKoro 3acoby) - Ana
TOProBOi YNaKoBKW - 3MEHLUEHHA
TepMiHy NpUAATHOCTI TOTOBOro
nikapcbkoro 3acoby 3 4 pokis o 2
POKiB, L0 NOB 513aHO 3i 3MiHOO

BMPOGHMKA.
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3MiHV BHECEHO B iHCTPYKLiO oNs

MeAMYHOro 3acTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain
«TepMiH NpuaaTHoCTI» 3
BiANOBIAHUMN 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKU Nikapcbkoro
3acoby. BBefeHHs 3MiH NpOTSArom
9-Tn MicsALIB NiCNsA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsi FTOTOBOTO J1iKapCbKOro
3acoby (3miHa B ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro
3acoby abo nicns
PO3YMHEHHS/BILHOBNEHHS)
3MiHa yMOB 36epiraHHs
BiJHOB/IEHOTO PO34MHY BOAOK ANA
iH'ekuiri un 0,9 % po3yrMHOM
X/I0pyAay HaTpito, 3 «24 roguH 3a
ymoB 36epiraHHs npu Temneparypi
2-8 °C» p0 «24 rogvH 3a yMOB
36epiraHHa npu Temnepartypi 28-
32 °C abo npoTarom 48 rogvH 3a
yMOB 36epiraHHs Npu Temneparypi
2—8 °C» BIAMNOBIAHO 4O OHOBNEHMX
[aHnX BU3HAYEHHS CTabiNIbHOCTI.
3MiHN BHECEHO B iHCTPYKLil0 ANs
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3gin
«Cnoci6 3acTocyBaHHA Ta f03u»
LoA0 cTabiNbHOCTI BIAHOBMEHOrO
pO3unHy Ta ymMOB 36epiraHHs
BiJHOBNIEHOr0 PO34nHy. BBefeHHA
3MiH NpoTArom 9-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHN)
3MiHM CTOCYIOTbCS PO34iNeHHS
3arasibHOT IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ha fBi OKpeMi
IHCTPYKUiT ANA MeguyHoro
3aCcTOCyBaHHSA NikapCcbKoro
3acoby.
BBeneHHs1 3MiH NpoTArom 9-tu

MicsILiB NicNs 3aTBEPKEHHS.
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3MiHn Il Tuny - 3MiHM 3 AKOCTI.

[oTOBWIA Nnikapcbkuii 3aci6. 3MiHN
y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 404aTKOBOT AifIbHUL
BVMPOGHMLTBA A/151 YacTUHN abo
BCbOro BUPOBHMYOro npovecy
rOTOBOrO JliKapcbkoro 3acoby (iHLwui
3MiHM) 3MiHa BMPOGHMKa rOTOBOrO
nikapcbKoro 3acoby 3 AKTasic
ITanis C.n.A., ITania (NOBHWIA LMKN
BMPOGHMLTBA) Ha KopaeH dapma
Narina C.n.A., Itanis, wo
BK/IHOYAE: -3MiHY BUPOOHMKA
rOTOBOrO JliKkapCbkoro 3acoby
3aCTOCOBaHO A1 BUPOGHMLITBA
rOTOBOro NPOAYKTY Ta NEPBUHHOTO
nakyBaHHS, - 3MiHV A0
BMPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acooby,

-3MiHN [0 PO3Mipy cepii roTOBOro
niKkapcbKoro 3acoby (36i/bLIeHHs
pO3Mipy NPOMKCIOBOI cepii),
-[ofaBaHHA rPaHNYHNX YMOB
TecTyBaHb Npv BUPOOHULITBI
roTOBOrO NiKAPCbKOro 3acoby.
BeefieHHs1 3MiH npoTsirom 9-Tn
MiCALiB Nicnsa 3aTBepAKEHHS.
3MiHn |l Tuny - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO NiKapCcbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTumumx
MeX roTOBOr0 /likapCbKoro 3acoby
(3MiHa 3HaxoamMTbCA nosa
3aTBEPAKEHNMUN JONYCTUMUMM
Mexamu cneuudpikauiii) 3miHa
[ONyCTUMUX MEX AN NapameTpy
«KinbkicHe BU3HAYeHHS
LOKCOpYO6ILMHY rigpoxnopugy» 3
95,0 - 105,0 % Ha 97,0 — 107,0 %.

BignosigHo ao po3giny 3.2.P.3.2,
3apeecTpoBaHuii cknag,
NiKapcbKoro 3acoby Bktovae 2%
Hagnuwky. [lokcopy6iuuHy
riapoxnopua 3aBxam BUnyckascs
KomnaHieto AkTasic i3 2%
Ha/IMLLKOM MPW 3anOBHEHHI
hnakoHiB. BBegeHHS 3MiH
npoTarom 9-Tm MicAuiB micns
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBepMKEHHS. 3MiHu Il Tuny -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO NiKAPCbKOro 3acoby.
3MiHa napameTpiB cneundikauii
Ta/abo fonycCTUMUX MEX roTOBOrO
NiKapcbKoro 3acoby (3miHa
3HaxoAWTbLCA No3a
3aTBEPAKEHNMUN JONYCTUMUMM
Mexamy cneuudikauiii) 3miHa
[ONyCTUMUX MeX 4519 napameTpy
«KinbkicHe BU3Ha4YeHHs
mMeTuanaparigpokcnbeHsoarty» 3
85,0 - 110,0 % Ha 92,1 — 112,1 %.
[Ns y3rofxeHocTi 3i 3miHaMmu
[OMNYCTUMUX MEX Ki/IbKiCHOro
BM3HAYEHHS JOKCOPY6GiLuHY
rigpoxnopuay AianasoH
[OMNYCTUMUX MEX Ki/IbKiCHOro
BU3HAYEHHS
MeTuanaparigpokcnbeHsoaty
TakoX 3MiLLeHWiA, Wo6 BpaxysaTtu
5% Hagvwiky Ta 2%
nepenoBHeHHSA. [Ans
MeTunnaparigpokcnbeHsoaty 2%
nepenoBHEHHS 3aCTOCOBYETLCA
nosepx 5% BMPOBHUYOro
HaA/IMLLKOBOrO PiBHA AN
KOMMeHcaduii BTpar nig yac
niodpiniauii. TeopeTUyHMii BMIiCT
MeTuanaparigpokcubeHsoaty y
KOXHOMY on1iakoHi nicns
niocpinizaLi cTaHOBUTb
HOMiHa/IbHO 2,1%, a He 2%.
BeefieHHs1 3MiH npoTsirom 9-Tn
MicALiB Nic/sa 3aTBePIKEHHS.

ALPUBNACTUH
LUBMAKOPO34YUNH
HUA

niodpinisat Ana posumHy
Ans iHdy3ii no 10 mr; 1
hakoH 3 niogpinizaTom
y komnaekTi 3 1
amnysiol PO3YMHHMKA
no 5 mn (Bogda ans

iH €KL Y KAPTOHHIM
Kopoo6Lili

Mcpaiizep IHK.

CLIA

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHu | TUNy - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK)
3MiHV CTOCYIHOTbCA PO3AiNIEHHS
3arasibHOT IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby Ha [Bi OKpeMi
IHCTPYKLi ANa MeguyHoro
3acTOCyBaHHS NikapcbKoro
3acoby. BeBefieHHA 3MiH MPOTArom
9-Tn MicsLiB NiCNsA 3aTBEPPKEHHS.

3a peyenmom

UA/A762/01/01

ASINIEKT

Tabnetkn no 1 mr; no 10

TOB «TeBa

YKpaiHa

BUpPOGHWK, AKWiA

I13pains/

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a peyenmom

UA/13573/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Tabnetok y 6nictepi; no YkpaiHa» Bianosigae 3a HigepnaHam marepianis: 3miHa 3asBHMKa
3 6ricTepu B KAPTOHHIl BMPOGHMLITBO (BnacHvika peecTpadujiiHoro
Kopo6bui npoaykty in bulk, noceigyeHHs) (3rigHo Hakasy MO3
nepBrHHe Big 23.07.2015 Ne 460) 3miHu
nakyBaHHs, BHECEHO B TEKCT MapKyBaHHS
BTOPWHHE yNaKkoBKM NikapCbKoro 3acoby
nakyBaHHs, {040 3MiHM 3asBHUKA (6e3 3MiH
KOHTpOsb cepii, 6e3nocepeHbO B TEKCTI
BUNYyCK cepil: MapKyBaHHs). 3MiHK | TUny - 3MiHK
TeBa oo 6e3snekn/edhekTMBHOCTI Ta
dapmaveBTikan thapmakoHarnsgy. BeegeHHs abo
InaacTpis /T4, 3MiHU [0 y3araslbHEHNX AaHuX Npo
I13pains; cuctemy chapmakoHarnsgy
B1pOGHWK, SKnii (BBEAEHHSA y3araslbHEHMX AaHNX
Bignosigae 3a npo cuctemy dhapmakoHarnagy,
KOHTPO/b Cepil: 3MiHa YNOBHOBaXEHOT 0CO6H,
dapmaxemi B.B., BiANoBiAa/IbHOI 32 3AjACHEHHS
HigepnaHnaun thapMakoHarnagy; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoOI 3a
thapmakoHarnsg. flivoua pegakuis:
Orit Stern-Maman. MponoHoBaHa
pefaxkuisn: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTAKTHUX
[aHVX YNOBHOBaXeHOi 0co6u
3asBHVKa, BignoBiganbHOI 3a
hapmakoHarang,.
4. AKTPAMNIA® HM po34uH ANa iH'ekuiid, 100 AIT Hoso Hopgick [aHis Brpo6HMK [OaHisa/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/17171/01/01
®IEKCIMNEH® MO/mn no 3 mny Hepo3dg)acoBaHoro dpaHuia/ mMaTtepianis: 3miHu Il Tuny - 3miHK 3
KapTpuaxi; no 1 NPOAYKTY, NEPBUHHE Bpaswnnis/ SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
KapTpuaxy y nakyBaHHs; KnTalicbka 3MiHM y BUPOGHMLTBI. 3amiHa abo
6araTof030Bili KOHTPO/Ib AKOCTI HapopHa BBEleHHS 40aTKOBOT AifIbHULL
04HOPA30BIN WNpUL- NPOAYKTY B Pecny6nika BMPOGHMLUTBA A/151 YacTuHM abo
pyuui; no 1 a6o 5 nepBUHHOMY BCbOro BUPOBGHMYOro npouecy
LUNPUL-PYYHOK Y nakyBaHHi roTOBOrO JliKapCbKoro 3acoby
KapTOHHI KopooLj (kapTpuoxi (AinbHUUS, Ha SKiIli NPOBOAATLCS
MeHin®) Ta 6yAab-aKi BUPOGHMYI cTagii, 3a
BiANOBIAaNbHUIA 38 BUHATKOM BUMYCKY Cepild,
BMNyCK cepii npoBefeHHs KOHTPOJIK SKOCTi Ta
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

rOTOBOIO NPOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,
[JaHis;
Brpo6HuK
BiAnoBiganLHUii 3a
36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHS TOTOBOrO
NPOAYyKTY
(PnekcleH®);
KOHTPO/Ib SKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
A/T HoBo Hopgick,
[LaHist;
Bupo6bHuk
Hepo3acoBaHOro
NPOAYKTY, NepBUHHE
nakyBaHHs
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHS Ta
BTOPWHHE
nakyBaHHS rOTOBOrO
NpoAykTy
(PnekcleH®):
A/T Hoso Hopgick,
[JaHis;
Brpo6HuK npoayKuji
3a NOBHUM LVIK/IOM:
Hoso Hopgick
MpogatokcboH CAC,
PpaHuis;
Brpo6HuK
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS;
KOHTPO/Tb AKOCTI
NpoOAYyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHin®);
36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE

BTOPUHHOIO NakyBaHHS, ANA
nNikapcbKunx 3acobis
6i0n10riyHoro/iMyHoO10riYHOrO
NOXOKEHHS ab0 NiKapCbKmx
chopM KOMM/IeKCHOro (CKnazHoro)
BMPOBHMYOrO npoLecy) -
BBeaeHHs [04aTKOBOI AiNbHUL 3
HaCTyMHUMU QOYHKLIAMN
"BMPOBHUK HEPO3hacoBaHOro
NpoAyKTY, HarNoOBHEHHS B
NepBUHHY ynakosky" - HoBO
Hopgaick (KnTail) ®apmacbkloTikan3
Ko., N14., Kutalicbka HapogHa
Pecnybnika
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
naxkyBaHHs FOTOBOTO
NPOAYyKTY
(PnekcleH®);
KOHTPO/Ib SKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgick
Mpoaykao
dapmaceyTika g0
Bpasinb N1aa.,
Bpasunis;
Bupo6bHuk
Hepo3acoBaHoro
NPOAYKTY,
HanoBHEHHS B
NnepBUHHY YNakKoBKY:
Hoso Hopgick
(KuTait)
dapmacbioTikan3
Ko., NT1A., Kutalicbka
HapogHa
Pecny6nika
5. ANEKEH3A® Kancynu Teepgi no 150 ®.XodhdpmaHH-/15 LLiBeiiuapis BMNYCK Cepil: LLiBeriuapis/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/16997/01/01
M, M0 8 Kancysn TBepanx Pow Ntg ®.XothpmaHH-/15 ITanis/ marepianis: 3MiHu | TUNY - 3MiHN 3
y 6nicTepi; no 7 Pow Ntg, HimeuunHa AKOCTi. A®l. BUpo6GHMLTBO. 3MiHa
6nicTepiB y KAPTOHHIl LLiBeiiuapis; BMPOGHMKA BUXiAHOro/NpOMIKHOTO
nauuj, no 4 naykn y nepBuHHe Ta npoaykTy/peareHty, Lo
KapTOHHI KopooLj BTOPVHHE BMKOPUCTOBYIOTLCA Y
nakyBaHHs, BMPOGHUYOMY npoteci AdDl, abo
BMNPOGYBaHHSA 3MiHa BUPOGHUKa (BKOYatoun, ae
CTabinbHOCTI, HeobXifgHO, MicLie NPOBeAEHHS
BUNYCK cepil: KOHTPONI0 AKOCTi) AP (3a
®.XothpmaHH-/15 BifICYTHOCTI cepTudikara
Pow Ntg, BIAMNOBIAHOCTI €EBpONENChbKIl
LLiBeiiuapis; thapmakonei y 3aTBepkeHoMy
BMNPO6YBaHHSA [0Cbe)(3MiHM [0 3axX0fiB,
cTabinbHoCTI noB'si3aHnx 3 koHTponeM A®I, abo
(mikpobionoriyHa [0[aBaHHA OinbHUUI, ae
yncToTa): npoBOANTLCA
®.XohchbmaHH-/1a KOHTPO/b/BUNPOGYBaHHSA cepil) -
Pow 114, BBeaeHHs BUpo6HuKa Focus
LLiBeiiuapis; Scientific Services Inc., USA sk
BMNPOOYBaHHS albTEPHATMBHOI AiNbHULI, Ae
cTabinbHoCTI, NPOBOAMNTLCA KOHTPO/Ib AKOCTI
nepBuHHE Ta A®I|. BBEieHHA 3MiH NpOTArom 6-
BTOPVHHE TV MiCALIB NiCNs 3aTBEPAKEHHS;
nakyBaHHs: 3MiHK | TUNY - 3MiHK 3 AKocTi. API.
[Jenbtapm MinaHo, Brpo6HMLUTBO. 3MiHa BUPOOHMKA
C.P.N., ITanisi; BWXiAHOTro/NPOMiXKHOTO
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMNPOGYBaHHSA npoaykTy/peareHty, Lo
KOHTPO/IO AKOCTI BUKOPVCTOBYHOTHCS Y
(mikpob6ionoriyHa BMpo6HUYOMY npoueci APl abo
yncToTa): 3MiHa BUPO6HMKa (BKIKOYatouu, ge
Na6op /1IC CE eHf HeobxiAHO, MicLe NpoBeAeHHS
Ko. KI', HimeuuunHa; KOHTPOI0 AKOCTi) APl (3a
BMNPOOYBaHHS BiCYTHOCTI cepTudiikaTa
KOHTPO/II0 SKOCTI BiANOBIAHOCTI EBpoONechbkili
(eTunxnopug): thapmakonei y 3aTBepKeHoOMy
EBOHiK OnepeiwH3 [0CbE)(3MiHM [0 3aX04iB,
'm6X, HimeuunHa; noB'sA3aHnX 3 KOHTponem Adl, abo
BMPOBHULITBO [oaBaHHSA AiNbHULi, e
Hepo3dacoBaHoi NpoBOAMTLCA
npoaykuii, KOHTpO/b/BMNpO6YBaHHSA cepil) -
BMNPO6YBaHHSA 3aMiHa BUPOGHUMKa
KOHTPOJIH0 SIKOCTI: BIANOBIAA/IbHOIO 3a KOHTPO/1b
Ekcenna 'M6X eHg, sKocTi A®I 3 ginbHuui Alcami New
Ko. KI, HimeuunHa Jersey Corporation, USA Ha
AinbHuuto Alcami Missouri
Corporation, USA. BBefieHHS 3MiH
NpOTArom 6-Tv MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLii MPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
niKapcbKoro 3acoby, BKYaum
AiNbHWL BUNYCKy cepii abo micue
NPOBeAEHHS KOHTPOJO SIKOCTI.
([isnbHICTb, 3a AKy BignNoBILaE
BMPOGHMK/iMNopTep, He
BK/IO4aA0UM BUMYCK CEpiid) - 3MiHa
Ha3BW BUPOOHMKa 3 BUNPOOYBaHHS
KOHTPO/I0 sikocTi /13 3 EBOHIK
TekHonogxi eHa IHbpacTpykType
M6X Ha EBOHiK OnepelillH3
'M6X, 6€3 3MiHK Micus
NPOBaKEHHS AiSNIbHOCTI.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiC/1S 3aTBEPKEHHS
BAKTPOBAH™ Masb HasasibHa 2 %, no nakcoCmiTKnsiiH Benvka nakco OnepeiiwHc Benvka BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/4019/02/01
31 Masi B a/IlOMiHi€eBii Ekcnopt flimiteq BpuTtaHis tOK Nimiteq BputaHis marepianis: 3MiHW | TUMY - 3MiHW

Ty6i 3 NOMieTUIEHOBOI
KpuLeykoto; no 1 Ty6i B
KapTOHHiiA KOpo6Li

oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHa abo
3MiHU A0 y3araJlHEHUX JaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHS y3arasIbHEHVX AaHUX

npo cuctemMy chapmMakoHarnisay,

3MiHa YMOBHOBaXEHOI 0CO6H,
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
chapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocob6u, BiANOBIAA/IbHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag;
MponoHoBaHa pegakuis — Ap.
Menc-Ynbpix LLTtermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXXeHOT
oco6w, BiANoBiAa/IbHOT 3a
thapMakoHarnag. 3miHa Homepy
Ta MicLe3HaxomKeHHs MacTep-
thaiina cuctemmn hapmakoHarnsgy

BAKTPOBAH™

Masb 2 %; no 15 r masi B
Ty6i; no 1 Ty6i B
KapTOHHIA KOpoo6Li

nakcoCmiTKnsiiH
Ekcnopt flimiTeq

Benuka
BpuTaHis

nakco OnepeWiLuHc
HOK NimiTepq,

Benuka
BpuTaHis

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

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, KO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3[iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXeHOT 0COOM 3as1BHUKA,

BignoBigabHOI 3a
thapmakoHarnag;
MponoHoBaHa pegakuisi — Ap.

3a peyenmom

UA/4019/01/01
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L4118 po3UnHy ans
iH'eKLi ab0 iHdY3Il,
500 MO; no 1 chnakoHy
3 MOPOLLKOM Y KOMMJIEKTI

marepianis: 3MiHU | TUMY - 3MiHW

oo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJlbHEHWX AaHnX Npo

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
MeHc-Ynbpix LUtermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT
ocobu, BiANOBIAA/ILHOI 3a
thapmakoHarnsg. 3mMiHa Homepy
Ta MicLie3HaxoMKeHHs macTep-
dhaiina cuctemmn hapmakoHarnsgy
8. BEPUATE® NMOPOLLOK Ta PO3UYUHHUK LIC/T BepiHr MTM6X HimeuyunHa LICN BepiHr MTm6X HimeyunHa BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/17404/01/01
0151 PO3UMHY ANns marepianis: 3MiHW | TUMY - 3MiHW
iH'EKUI abo iHQY3iN, oo 6e3nekn/edhekTMBHOCTI Ta
250 MO; no 1 donakoHny thapmakoHarnsgy. BeegeHHs abo
3 MOPOLLKOM Y KOMMJIEKTI 3MiHW [0 y3ara/lbHEHUX JaHux npo
3 1 donakoHOM 3 cuctemy chapmakoHarnsgy
PO34MHHMKOM (BOAa ANA (BBEAEHHSA y3araslbHEHVX AaHUX
iH'ekuii) no 2,5 mn Ta 1 npo cucTemy thapmakoHarniagy,
NPUCTPOEM A/1A 3MiHa YMOBHOBaXXEHOT 0CO6H,
[ofaBaHHA PO3UMHHMKA BiiNOBIAaIbHOT 3a 3[iICHEHHS
3 BOYyA0BaHNM (pifibTPOM thapmakoHarnsgy; KOHTakTHOT
15 mkm ("Mix-2Vial™ 0cobu 3 hapmakoHarnsgy
20/20") B KapTOHHii 3asBHMKa AN 34iiICHEHHS
Kopo6Li; no 1 chnakoHy 3 hapmakoHarnsagy B YkpaiHi, SKLo
NMOPOLLKOM Y KOMNEKTI 3 BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
1 chnakoHoM 3 oco6w, BiANoBiAabHOT 3a
PO34YMHHMKOM (BOAA ANsA 3[jilicCHeHHs hapMakoHarnagy
iH'ekuin) no 2,5 mnTa 1 (BK/TOYAKOYM KOHTAKTHI AaHi)
NPUCTPOEM A/1A Ta/abo 3MiHW Yy PO3MILLEHHI
[0AaBaHHA PO3YMHHUKA macTep-chaiina cuctemm
3 BOYJOBaHNM ifIbTPOM thapmakoHarsagy) - amiHa
15 Mkm ("Mix-2Vial™ KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
20/20"), Ta 1 KapTOHHOO 0Cco6U 3asBHMKA, BiANOBiAaIbHOI
KOPOOKOO 3 KOMM/IEKTOM 3a (hapmakoHarnsg, B YkpaiHi.
NS BHYTPILUHbOBEHHOTO MponoHoBaHa peaakuis:
BBeJEHHs npenaparty (1 HikiTueHkoBa J1t060B IBaHiBHa.
opHopasoBwuiA wnpuy, 1 3MiHa KOHTaKTHUX SaHnX
ronika-metenuk, 2 yNOBHOBaXeHOT ocobum,
[esiHdikyroui cepBeTku BiAANOBIAA/IbHOI 3a
B IHAMBIAYaIbHNX thapmakoHarnag,
repMeTUYHNX ynakoBKax
Ta 1 HecTepubHWiA
neiikonnactup) 3
KOHTPO/SIEM MEPLLOro
BiIKPUTTS Y KAPTOHHIlA
KOpO6Li 3 KOHTPOIEM
nepLUoro BigKpUTTA
9. BEPUATE® MOPOLLOK Ta PO3UYUHHUK LIC/T BepiHr TM6X HimeuunHa LICN Bepinr Mm6X HimeuunHa BHECEHHS 3MiH 10 peecTpavitHnx 3a peyenmom UA/17404/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3 1 chnakoHom 3 cucTemy chapmakoHarnagy
PO34MHHMKOM (BOAA ANA (BBEAEHHSA y3araslbHEHVX AaHUX
iH'ekuin) no5mnTa 1l npo cuctemy hapmakoHarnagy,
NPUCTPOEM AN 3MiHa yNOBHOBaXeHOI 0cobw,
[04aBaHHsA PO3YMHHUKA BiANoBiAa/IbHOI 32 3AjACHEHHS
3 B6yj0BaHUM (DiNbTPOM thapMakoHarnagy; KOHTaKTHoOI
15 mkm ("Mix-2Vial™ 0cobu 3 hapmakoHarnsgy
20/20") B KapTOHHii 3asBHMKA AN 34iICHEHHS
Kopo6ui; no 1 dpnakoHy 3 hapMakoHarnagy B YkpaiHi, AKLo
MOPOLLKOM Y KOMMNJIEKTi 3 BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
1 donakoHoM 3 oco6w, BiANoBiAa/IbHOT 3a
pO34MHHMKOM (BOAa ANA 3[jilicCHeHHs hapMakoHarnagy
iH'ekuin) no5mnTal (BKNHOYAKOUN KOHTaKTHI faHi)
NPUCTPOEM ANt Ta/abo 3MiHW Yy PO3MILLEHHI
[ofaBaHHA PO3UMHHMKA macTep-haiina cuctemm
3 B6ygoBaHM DifibTPOM thapmakoHarnsgy) - 3miHa
15 mkm ("Mix-2Vial™ KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
20/20"), Ta 1 KapTOHHOIO 0cobu 3asiBHUKa, BiANOBIAa/IbHOT
KOPOGKOI0 3 KOMM/IEKTOM 3a hapmakoHarnsg B Ykpaii.
NS BHYTPILHbOBEHHOTO MponoHoBaHa peaakuis:
BBeJeHHs npenaparty (1 HikiTueHkoBa /10608 IBaHiBHa.
ofHopasoBwii wnpuy, 1 3MiHa KOHTaKTHUX SaHnX
ronika-metenuk, 2 yNOBHOBaXeHOI ocobu,
OesiHdikytodi cepBeTkn BignoBiganbHoI 3a
B iHAMBIAYaNbHNX thapmakoHarnsg,
repMeTUYHNX ynakoBKax
Ta 1 HecTepunbHWiA
nerikonnactup) 3
KOHTPO/SIEM MEPLLOro
BiIKPUTTA Y KAPTOHHIA
KOpOO6Lii 3 KOHTpONEM
nepLUoro BigKpUTTA
10. BEPUATE® MOPOLLOK Ta PO3UUHHUK LIC/T BepiHr TM6X HimeuunHa LICN Bepinr Mv6X HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiHnxX 3a peyenmom UA/17404/01/03

ONs po3YnHy Ans
iH'eKLi ab0 iHdy3il,
1000 MO; no 1 conakoHy
3 MOPOLLUKOM Y KOMM/IEKTi
3 1 chnakoHOM 3
PO34MHHMKOM (BOAa ANA
iH'ekuin) no 10 mn1a 1
NPUCTPOEM ANs
[ofaBaHHA PO3UMHHMKA
3 BOYJOBaHNM QifIbTPOM
15 Mkm ("Mix-2Vial™
20/20") B KapTOHHiA
Kopo6ui; no 1 dpiakoHy 3
MOPOLLKOM Y KOMMNJIEKTi 3
1 chnakoHoM 3
PO34MHHMKOM (Boda Ans

marepianis: 3MiHW | TUNY - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHus a6o
3MiHW [0 y3ara/ibHEHUX JaHuX Npo
cucTemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy chapmakoHarnisay,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, KO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3fiicCHEHHS dhapmakoHarasagy
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
iH'ekuin) no 10 mn Ta 1 (BKNHOYAKOUN KOHTaKTHI faHi)
NPUCTPOEM ANt Ta/abo 3MiHW Yy PO3MILLEHHI
[ofaBaHHA PO3UMHHMKA macTep-haiina cuctemm
3 B6ygoBaHM DifibTPOM thapmakoHarnsgy) - 3miHa
15 mkm ("Mix-2Vial™ KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
20/20"), Ta 1 KapTOHHOIO 0cobu 3asBHUKa, BiANOBIAa/IbHOT
KOPOGKOI0 3 KOMMIEKTOM 3a hapmakoHarnsg B Ykpaii.
NS BHYTPILIHBOrO MponoHoBaHa peaakuis:
BHYTPILLUHbOBEHHOIO HikiTueHkoBa /1t060B IBaHiBHa.
npenapary (1 3MiHa KOHTaKTHUX SaHnX
0HOPAa30BMiA Wnpuu, 1 yMOBHOBaXeHOI 0cobw,
rofika-meTesnuk, 2 BignoBiganbHoI 3a
[esiHdikyroui cepBeTku thapmakoHarnsg,
B iHAMBIAYaNbHNX
repMeTUYHNX ynakoBKax
Ta 1 HecTepwIbHUI
nekonnacTtup) 3
KOHTPOSIEM MEPLLOro
BIJAKPUTTA Y KAPTOHHIi
KOpOoO6Lii 3 KOHTpONEM
nepLUoro BigKpUTTA
11. BET®EP®-1B niodpinisat Ana posumHy TOB "$3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/13962/01/01
Ans iH'exuii no 0,3 mr "BIO®APMA" "BIODPAPMA" mMaTtepianis: BUNPaBNeHo TEXHIYHY
(9600000 MO) 5 NMOMWIKY Y TEKCTi MapKyBaHHs
poNakoHIB 3 BTOPVHHOI YNaKOBKM NiKapCbKOro
niodpinizatom y 3acoby: 3anpornoHoBaHo: 11.
KoMnnekTi 3 5 amnynamu HANMEHYBAHHS |
PO3UYMHHMKA MO 2 M MICUE3HAXO)KEHHA
(HaTpito x10pus, Po3ynH BWPOBHUKA TA/ABO
0,54%) y 6nicTepi; no 2 3AABHVIKA YkpaiHa, TOB «®3
6nictepn y nayuj «BIO®APMA» 09100, Kniscbka
06n., m. bina Llepksa, Byn.
Kuiscbka, 37 Ten.: (044) 277-36-
10. 3a3HayeHe BUnNpaBieHHs
Bignosigae marepianam
peecTpaviiiHoro gockbe
12. BIOCENT po34nH Ans TOB "YkpaiHcbka YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyenmom UA/13166/01/01
30BHILUHLOrO thapmaueBTNYHa akuioHepHe MaTtepianis: 3MiHu | Tuny -
3acTocyBaHHA 96% no KomnaHis" ToBapucTeo "bionik" OHOBJIEHHS TEKCTY MapKyBaHHA
100 mn y chnakoHax abo yMakoBKM NiKapCbKoro 3acoby 3
6aHKax, o 5ny BHECEHHSAM iHdhopMaLi Wwoao
KaHicTpax 3a3HayYeHHsA OAVHULb
BMMIplOBaHHA y cuctemi Sl
13. BIOCENT 70 pO34uH Ans TOB "YkpaiHCbka YkpaiHa MpAT "Bionik" YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/13166/01/02

30BHILLUHBLOIO
3actocyBaHHs 70% no

hapmaLeBTUUHa
KoMnaHis"

marepianis: 3MiHW | TUMY - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

100 mn y chnakoHax abo
6aHKax

hapMakoHarnsgy - OHOB/IEHHS
TEKCTY MapKyBaHHS yNnakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoAo 3a3HaveHHs
OAVHWLb BUMIPOBaHHS Y CUCTEMI
Sl

14.

BI®PPEH®

kancynu no 250 wmr, no
10 kancyn y 6nictepi; no
1 a6o no 2 6nictepu B
KapTOHHIN nauuj

TOB "ACIHO
YKPATHA"

Ykpaina

TOB "®apma Ctapt"

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
YTOUYHEHHS iHchopMmaLlii CTOCOBHO
HaHeCeHHs1 Homepy cepii Ta
TEPMiHY NpUAATHOCTI Ha CTagisax
«®PacyBaHHs» Ta «lakyBaHHS»,
LLI0 06YMOB/IEHO TEXHOJIOTIYHOK
MOX/IBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy npugaTHOCTI —
MeTOA0M [APYKY B [ONOBHEHHS A0
MeTOAYy HaHeCEeHHS BifTUCKY, LLO
cToCyeTbecsa po3ainis 3.2.P.3.3.
Onuc BMPOGHMYOro npoLecy Ta
KOHTPO/II0 npouecy., 3.2.P.3.4.
KOHTPOb KpUTUYHKX CTafil i
NpPOMiXHOI NnpoAaykuii, 3.2.P.3.5.
Banigauisi npouecy Ta/a6o ioro
OLjiHKa; 3MiHK | TUNY - BHECEHHSA
3MiH o po3ginie 3.2.P.3.4.
KOHTpO/b KpUTUYHKX CTaAIi i
NPOMXHOI npoaykuii Ta 3.2.P.3.5.
Banigauisi npouecy ta/abo noro
OLjiHKa, L0 CTOCYKTbCA 3MiH Y
NpoBefEeHHI KOHTPOJIO NOKa3HWKIB
B PYTWHI AN KancynbHOI Macu Ta
NS Kancyn Hepo3dacoBaHUXx;
3MiHW NPOBEAEHHS KOHTPO/IHO
nokKasHUKiB Ha (pe)Bastigauii gns
Kancyn Hepo3sdacoBaHuUx

6e3 peyenma

UA/12087/01/01

15.

BPOMIEKCVIH-
JAPHULA

Tabnetku no 8 mr no 10
Tab/1eToK Y KOHTYPHIi
YapyHKOBIli ynakoBLyj; no
5 KOHTYPHMX YapyHKOBMX
ynakoBoOK Yy nautii; no 10
TabNeToK Y KOHTYPHUX
YapyHKOBMX yNaKoBKax;
no 20 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBkax

MpAT
"apmMaueBTNYHa
hipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
0o cneumndikauii A®I 3a
NOKa3HUKOM «laeHTndikayis» -
npuBELEHO Y BiAMOBigHICTb A0
aKTyaslbHUX martepianis
BMPOGHMKA Ta BUMOT MOHOrpadii
«Bromhexine hydrochloride»
€Bponeiicbkoi ®apmakonei (10.0) i
3arnpornoHOBaHO BUKOHYBATH
TpbOMa MeToAamu: METOLOM
iHppayepBoHOI

6e3 peyenma

UA/5902/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
cnekTpod)oTomeTpii

(lpeHTndpikauis A), meToaoM
TOHKOLLIAPOBOi Xpomatorpadii
(lpeHTudikauis B) i skicHoto
peakuieto (a) Ha xnopuay ans
pO34unHy cybCcTaHu;ji
(lpeHtndoikauis C); 3miHm | Tuny -
3MiHM A0 cneumdikauii Ta MeTogis
KOHTPOs1I0 A®I 3a NOKA3HUKOM:
-po34inun «Mpo30piCTb PO3UNHY»,
«3asIMLLKOBI KiNIbKOCTI OpraHiyHmx
PO3UYMHHIIKIB» BHECEHO pefaKLiiiHi
npaBsku, siki ohopMIIEHi BigNOBIAHO
[0 pekomeHaLiil Ta CTUIICTUKK
O®Y. MeToANKM KOHTPONIO, SAKUX
3a/IMLLEeHO 6e3 3MiH. - po3ain
«PO34MHHICTb» BiANOBIAHO A0
Bumor AdY, 1.4 «<MoHorpadii»
Ma€e pekoMeHAaUIiHNA XxapakTep
npuBeLeHnii y BiANOBIAHOCTI f0
mMartepianis BUPO6HUKA. -
MeToanKy TecTy «KinbkicHe
BU3HAYEHHS» NPUBELEHO Y
BiAMNOBIAHICTb A0 aKTyalbHUX
marepianis BUPO6GHMKa Ta BUMOT
MoHorpadii «Bromhexine
hydrochloride» €Bponeiicbkoi
dapmakonei (10.0), a came:
3anponoHOBaHO BUKOHYBATY
meTtogom BEPX (He meHLue 98,0%
i He 6inbLue 102,0% 6poMrekCcuHy
rigpoxnopuay, B nepepaxyHky Ha
CyXy peyoBuHy). BignosigHo Ao
pekomeHAauili Banigauii meToguka
[OMOBHEHA TepMiHamu
NPUAATHOCTI PO34YUHIB | BUMOramu
LLIOAO BiAHOCHOTO CTaHJAapPTHOrO
BiAXUNEHHS ANs Nnowi nika
6POMreKcuHy. -MeToAMKY 3a
nokasHukom «CynpoBigHi
OOMILLKN» NPUBEAEHO Y
Bi4NOBIAHOCTI 40 aKTyaslbHUX
marepianis BUPO6GHMKa Ta BUMOT
MoHorpadii «Bromhexine
hydrochloride» €Bponeiicbkoi
dapmakonei (10.0), Takox
BiANOBIAHO A0 pekomeHaaLi
Banigauii MeToamKa 4ONOBHEHa

TepMiHaMun NpUAATHOCTI PO3YVMHIB.
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Ne
n/n

Hasga nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

- METOAUKY TecTy
«MikpobionoriyHa uncrota»
npuBeAeHo Y BIAMOBIAHICTb A0
Bumor €, 2.6.12, 5.1.4.; cynyTHA
3MiHa - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®I. 3miHa y
napameTpax crneungikauii Ta/abo
[OMYCTUMUX MEX, BU3HAUYEHUX Y
cneundikauiax Ha A®l, abo
BVIXiZHWUIA/MPOMIXKHWIA
npoAayKT/pearenT, wo
BUKOPVCTOBYIOTHCA Y NpoLeci
BMpO6HULTBA ADI

16.

BPY®EH® PANIA

Kancysm M siki no 400
mr, no 10 kancyn y
6nictepi, no 1 6nictepy
Y KapTOHHiIli kopobLi

ABGOTT Jlabopatopi3
6X

HimeyunHa

lentek MNpaiiBeT
Nimiteq

IHAja

BHECEHHS 3MiH [0 peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
BHECEHO B HCTPYKL,i0 AN1si
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby o po3ainiy
"Oco61BOCTi 3acTOCyBaHHA"
3rigHo 3 pekomeHpauismm PRAC
(EMA/201784/2020). BeeHHs
3MiH MPOTArom 6-Tu MicALiB nicas
3aTBEPMHKEHHS; 3MiHM | TURY -
3MiHM BHECEHO B HCTPYKLitO A/15
MeAMYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby fo po3ainiy
"Mo6iuHi peakwyi" 3rigHo 3
pekomeHgauismm PRAC
(EMA/519625/2020). BeegeHHs
3MiH NPOTAroM 6-Tn MicsliB nicns
3aTBEPKEHHSA

6e3 peyenma

UA/17980/01/01

17.

BYCTPUKC™
KOMBIHOBAHA
BAKLUWHA AN
MPO®INAKTUKN
ONOTEPII,
NMPABLS,
KALLTHOKY
(ALENIONAPHUIA
KOMIMOHEHT)
(ALCOPBOBAHA,
31 BMEHLWEHUM
BMICTOM
AHTUrEHIB)

CycneHsist 4Nns iH'ekuiit
0,5 mn/go3y, no 1 gosiy
nonepeaHL0
HanoBHEHOMY LLUNpULY;
no 1 nonepegHL0
HanoBHEHOMY LWnpuy y
KOMNAeKTi 3 ABOMa
rosikamu B
nnacTyKkoBoMy
KOHTeliHepi; no 1
KOHTeWHepy Yy KapTOHHIl
Kopoo6ui

nakcoCmiTKnsiiiH
Ekcnopt flimiteq

Benvka
BpuTtaHis

nakcoCmiTKnsiiH

Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny -
BUJTyYEHHS BUNPOGYBaHHSA

Specific toxicity quality control
tests 3i cneundikauii Ha
npomixHuii npoaykT Diphtheria
Crude Toxoid; 3MiHun | Tuny -
nepeHeceHHs BUNpobyBaHHsA
MiHiMaIbHOIT IeTas/IbHOT 403K
(Minimal Lethal Dose) B npogykTi
Diphtheria Crude Toxin 3 eTany
PYTUHHOIO TECTYBaHHS Ha
po6o4yoMy NOCiBHOMY Matepiany
(Working seeds (WS)) Ha eTan
TeCTyBaHHS NepLLOro TOKCUHY, L0
NPOAYKYETHLCA 3 NepLuoi naprii

3a peyenmom

UA/14955/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
WS, oTpuMaHOi 3 KOXHOI HOBOI
napTii nonepegHLOro po6o4oro
matepiany (new pre-WS).
BHeceHHs pegakuiliHix npaBok [0
po3ginis 3.2.5.2.2, 3.2.5.2.3. Ta
3.2.85.2.4.
18. BYCTPUKC™ CyCneHsist gns iH'ekuin nakcoCwmiTKnsiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/15071/01/01
nonio no 1 posi (0,5 mn/gosy) Ekcnopt Nimiteq BpuTaHis Bionopxikans C.A. mMaTtepianis: 3MiHu | Tuny -
KOMBIHOBAHA no 1 gosi y nonepefHbo [0faBaHHA asibTepHaTUBHUX
BAKUWHA And HanoOBHEHOMY LUNPWL; 0AHOPAa30BMX MILLKIB 3
MPO®INTAKTUKN no 1 nonepeaHbLo nepemillyBaHHAM 06'emom 100 n
BVNDTEPII, HanoBHEHOMY LUNPpULY Y Ana 36epiraHHa NPOMiXHOIo
NnPABLUA, KOMMNJIEKTI 3 ABOMa NPOAYKTY PO3BEAEHOIO
KALLUJTHOKY rofikamv B ouuLieHoro noniosipycy (Diluted
(ALENIONAPHUNA naacTUKOBOMY purified virus (DPV) bulk) Ha eTani
KOMMOHEHT) TA KOHTeliHepi; no 1 3aKiHYEHHS1 OYMCTKM Ta nepes
noniomMienity KOHTEHepY Y KapTOHHil eTanom iHakTuBaw,i.
(IHAKTUBOBAHA) Kopoo6Li 3anponoHosaHo: 100-L mixing
(AACOPBOBAHA, bags/75-L Containers
31 SMEHLUEHM
BMICTOM
AHTUIEHIB)
19. BYCTPUKC™ CycneHsist 4Nns iH'ekuiit nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/15071/01/01
nonio no 1 posi (0,5 mn/gosy) Ekcnopt Nlimiteq BpuTaHis Bionogxikans C.A. MaTepianis: 3MiHu | Tuny -
KOMBIHOBAHA no 1 gosi y nonepeaHb0 BW/TyYEHHSI BUNPOGYBaHHS
BAKUWHA AN HanoBHEHOMY LUNPUL; Specific toxicity quality control
APO®INTAKTUKN no 1 nonepegHsL0 tests 3i cneundikauii Ha
DUNDTEPII, HarnoBHEHOMY LUNPULY Y npomixkHuii npoaykT Diphtheria
NMPABLS, KOMMNJEKTi 3 IBOMa Crude Toxoid; 3MiHun | Tuny -
KALLJTHOKY ronkamv B nepeHeceHHs BUNpobyBaHHsA
(ALENIONAPHUIA n1acTMKoOBOMY MiHIMa/IbHOT NIeTasIbHOI 403U
KOMMOHEHT) TA KOHTeliHepi; no 1 (Minimal Lethal Dose) B npogykTi
noniomienity KOHTeWHepy Yy KapTOHHIl Diphtheria Crude Toxin 3 eTany
(IHAKTUBOBAHA) Kopoo6ui PYTUHHOIO TECTYBaHHS Ha
(AACOPBOBAHA, po6oyoMy NOCiBHOMY Matepiany
31 BMEHLLEHUM (Working seeds (WS)) Ha eTan
BMICTOM TeCTyBaHHsA NepLLOro TOKCUHY, LLIO
AHTUIEHIB) NPOAYKYETLCA 3 NepLuoi napTii
WS, oTpuMaHOi 3 KOXHOI HOBOI
napTii nonepegHbLOro po6o4oro
martepiany (new pre-WS).
BHeceHHs peaakLiiHUX NpaBok A0
po3ginis 3.2.5.2.2, 3.2.5.2.3. Ta
3.2.5.2.4.
20. BANEPIAHA €KCTPaKT rycTuii MAT "Fanuucpapm" YkpaiHa MAT "Tannuchapm" YkpaiHa BHECEHHSA 3MiH [0 peecTpaviiHux - UA/6809/01/01
EKCTPAKT (cybeTaHuis) B 604kax MaTepianis: 3MiHu | Tuny -
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ryctmnm

nonimepHuX Ans
BMPOGHMLTBA
HecTepuIbHNX
Nikapcbknx hopm

BHECEHHS 3MiH y peecTpadiiiHe
pocbe (nigpo3ain 3.2.5.2.3.
KoHTposnb matepianis) nos'A3aHe 3
HeobXiAHICTIO NpuBEAEHHS
cneyudikauii Ta MeToAiB
KOHTposto ETaHon (96%) y
BiANOBIAHICTL A0 BUMOT EP/A®Y,
Aitoye BUAAHHS; CynyTHS 3MiHa
- 3MiHM 3 skocTi. APl. KoHTponb
A®I. 3miHa y meTodax
BMNpobyBaHHa APl abo BuxigHOro
mMaTtepiany/npomikHOro
nNpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLLECI
BUpo6HMLUTBa AP (IHLWi 3MiHK Y
mMeTodax BUNPO6yBaHHSA
(Bkntovatoum 3amiHy abo
[0noBHeHHS)) A®| abo
BWXi4HOro/MPOMKHOro NPoAayKTy);
3MiHK | TUNY - BUNYYEHHS 3
peecTpaujitHoro gocke (Nigpo3ain
3.2.5.2.3. KoHTponb matepianis)
iHcbopMmawii, Wwoao Ha3BK
BUPOGHMKa peareHTiB
(3aTBEpAKEHO: lepkaBHe
niANPUMEMCTBO CNMPTOBOI Ta
niKkepo-ropinyaHoi NPoOMMUCA0BOCTI
«YKpCNupT»), Y 3B'A3KY i3
nepioANYHUMMN 3MiHaMKN Ha3B
BUPOBHUKIB peareHTiB, OCKiNbKu
cneyudikauis Ta metoan
KOHTPOJI0 AIKOCTI iAEHTUYHI Ans
BCiX BUPOOHUKIB

21.

BAHKOMIUWH-
BICTA

niodpinisat Ana posumHy
Ans iHdysiin no 500 wr;
1 CKNSAHWIA chNakoH 3
niodpinisaTtom, MiCTKICTIO
10 MmN B KQpPTOHHIi
Kopoo6Li

MicTtpan Kenitan
MeHegXmeHT
Nimiten

AHrNIA

BEM lInay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
BHeCeHi 10 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHs
nikapcbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMUK NiKapCbKumu
3acob6amu Ta iHWi Buan
B3aemogiit", "OcobnnBoCTi
3actocyBaHHs", "Mob6iuHI peakwi"
BigMoBiAHO A0 iHdopmaui
pedyepeHTHOro NiKapcbKoro
3acoby VANCOCIN 500 mg, 1g,
powder for concentrate for solution
for infusion, Flynn Pharma Ltd.,
Ireland (B YkpaiHi He
3apeecTpoBaHuit). BBegeHHs 3MiH

3a peyenmom

UA/18265/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npoTArom 6-Tn MicAUiB micns
3aTBEPKEHHS

22.

BAHKOMILWH-
BICTA

niodpinizat Ana po3umHy
A8t iHdpysiii no 1000 wr;
1 ckNsHWIA chnakoH 3
niogpinizatom, MiCTKICTIO
20 MN B KApTOHHINA
KopooLi

Mictpan Kenitan
MeHemKMeHT
Nimiteq

AHrNifA

BEM Inay CaH. Be
Tik. A.C.

TypeuunHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEeHi 10 iHCTPYKUiT Ans
MeZMNYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby y po3ginv
"B3aemogis 3 iHWMU NiKapCbKUMM
3acobamu Ta iHLWi BUan
B3aemogiin", "OcobnmBocTi
3actocyBaHHs", "Mob6iuHi peakuyi"
BiANOBIAHO A0 iHdhopMmaL,ii
pedepeHTHOrO MiKapCbKoro
3acoby VANCOCIN 500 mg, 1g,
powder for concentrate for solution
for infusion, Flynn Pharma Ltd.,
Ireland (B YkpaiHi He
3apeecTpoBaHuii). BBeaeHHs 3MiH
nNpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/18265/01/02

23.

BEHOPYTUHON

MOPOLLIOK (Cy6CcTaHLis) y
noABifHMX NakeTax 3
nAiBK1 NONieTUNEHOBOT
ansa hapmauleBTUYHOro
3acToCyBaHHs

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BVMPOGHWYMNIA LEHTP
"BopLyariscbkuii
XimiKo-
hapmaLeBTUYHNMI
3aBofg”

YkpaiHa

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHWYNIA LEHTP
"BopLyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3asof”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnx
mMarepianis: 3miHu | TUny -
BUJTYYEHHS NOKa3HuKa "Bavkki
meTanu" 3i cneundikauii gns
KOHTpO/110 AD| BEHOPYTUHONY;
3MiHuM | TUNY - He3HayHa 3MiHa
MEeTOAMKN «3asINLLIKOBI KiSIbKOCTI
OpraHiYHUX PO3YMHHUKIB» NS
KOHTpO/II0 ADI; 3MiHM | TUny -
He3HayHa 3MiHa MeTOAMKN
«KomnoHeHTHwuiA cknag O-( B-
TiPOKCNETU)-PYTO3NAIB | PYTUH».
YTOUHEHO BUKaAEHHA METOANKN
«laeHTudikauis. C» A8 KOHTPOsIo
ADI; 3MiHM | TUNY - HE3HAYHA
3MiHa METOAVKM «3a/INLLIKOBI
KifIbKOCTi OpraHiyHnx
PO3UMHHWKIB» A/151 KOHTPOSIIO
NMPOMIXHVX NPOAYKTIB;
3MiHM | TUMY - HEe3HaYHa 3MiHa
mMeToAMKN «KOMMOHEHTHWIA cknag,
O-( B-rigpokcneTnn)-pyTo3ngis i
PYTVH» A719 KOHTPOJTIO NPOMIKHUX
NPOoAYKTiB

UA/12621/01/01

24,

BEC-HOPMA

rpaHynu, no 10 ry
neHasi noniMepHoMy; no

MpAT "HaujoranbHa
[omeonaTtnyHa

YkpaiHa

MpAT "HaujioHanbHa
[omeonartnyHa

YkpaiHa

BHECEHHSA 3MiH [0 peecTpaviiHux
marepianis: 3MiHW | TUNy - 3MiHK

6e3 peyenma

UA/3812/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
1 neHany B nauuj 3 Cninka" Cninka" oo 6e3nekn/edhekTMBHOCTI Ta
KapToHYy chapmakoHarnsigy - OHOBJ/IEHHS
TEKCTY MapKyBaHHS yNaKkoBKu
NiKapCbKoro 3acoby 3 BHECEHHSIM
iHchopMmaii LWoao 3a3HavYeHHs
OAVHULb BUMIPIOBAHHS Y CUCTEMI
Sl
25. BIKTO3A® pO34uH A5 iH'EKUIN, 6 AIT Hoso Hopgick [aHis Brpo6HuK, [aHis BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/12124/01/01
Mmr/Mn, no 3 Mny Hepo3hacosaHoro marepianis: 3miHu | TUny -
KapTpuaKax, BKIageHnX NpPOAYKTY, AAMIHICTpaTVBHI 3MiHW.
y nonepefHsL0 HamnoBHEHHS, BunyyeHHst BAPOOHMYOI AinbHAL
3arnoBHeHY nepBMHHA yNakoBKa, (Bkntovaroun ginbHuui ans Adl,
6aratogo3oBy KOHTPO/Ib SIKOCTi Ta NMPOMIXXHOro MPOAYKTY abo

0/IHOPa30BY LUNPWLI-
pyuKy; no 1 a6o no 2
nonepegHbLo 3anoBHEHI
LUMPULL-PYYKM B
KapTOHHiiA KOpo6Li

BiANOBiAabHWIA 3a
BUMYyCK cepili
KiHLLEBOTO MPOAYKTY:
A/T Hoso Hopgick,
[Janis;
BupobHuk ans
MapKyBaHHA Ta
ynakoBKM,
BTOPVHHOIO
nakysaHHs: A/T
Hoso Hopgaick,
JIEGTER
Brpo6HWK ans
36MpaHHs,
MapKyBaHHA Ta
yNakoBKM,
BTOPVHHOIO
nakyBaHHS:
A/T Hoso Hopgick,
[NaHis

roTOBOrO /liKapCbKoro 3acoby,
AiNbHULI ANA NPOBeAEHHS
nakyBaHHs1, BUPOOHNKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEEHHS KOHTPO/II0
cepii) abo nocTavasibHMKa
BMXIZHOro MaTepiasny, peareHTy
ab0 fONOMIKHOT PEHOBUHN (SKLLO
3a3HayeHo y 0CbE) - BunyyeHHs
HaCTYMHOT BUPOBHUYOT dpyHKLIii:
«36VpaHHA» 4518 BUPO6HMKa AT
HoBo Hopgick, Xannac Anne,
[K-4400 KanyHg6opr, JaHis
(Novo Nordisk A/S, Hallas Alle,
DK-4400 Kalundborg, Denmark).
HacTynHi BUpo6HMYi doyHKL,i
3a/MwaTbes y
BULLE3a3HAaYeHOro BUPOOHMKa:
B1po6HMK Ans MapKyBaHHS Ta
yNakoBKM1, BTOPUHHOTO NakKyBaHHS;
3MiHK | TRy - 3MiHW 3 SKOCTI.
[oTOBWI Nnikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3aMiHa abo
BBEAEHHS [0AATKOBOI AiNlbHML
BMPOGHMLTBA A/151 YacTUHU abo
BCbOr0 BUPOGHMYOro npoLecy
roTOBOrO JliKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - lofaBaHHSA
BMPO6HMYOT ginbHuui A/T HoBo
Hopgaick, bpeHHym Mapk, AK-3400
Xinnepoeg, OaHisi (Novo Nordisk
AJS, Brennum Park, DK-3400
Hilleroed, Denmark.) 3
HaCTYMHUMU BUPOBHNYUMM
YHKLiAMN: «BUPOBHMK ANnst
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
36VpaHHsA, MapKyBaHHs Ta
yNakoBKW, BTOPUHHOIO
nakyBaHHs», K aflbTepHaTUBHY
AiNbHULO
26. BINbBIO TabneTku, BKpUTI E66BI LLiBeiiuapis PypHbE Ipnangis/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/16091/01/01
N/1iBKOBOK 060JI0HKOIO, BiodhapmacbloTikan3 Na6opaTopi3 HimeuyunHa marepianis: 3miHu | TUny -
no 12,5 mr/75,0 mr/50,0 m6X AvipneHg Nimitepg, AZMIHICTpaTVBHI 3MiHK. 3MiHa
mr: Ne56: no 2 tabnetku IpnaHgis HalilMeHyBaHHs Ta/abo agpecu
y 6nicTepi, no 7 (BMpPOGHNLTBO 3asBHMKa (BNacHvKa
6n1icTepiB Y KAPTOHHIM NiKapcbKoro 3acooby, peeCTpavLiiHOro NocBiAYEHHS) -
kopo6Lyi, No 4 KOPO6KN Y TeCTyBaHHS); 3MiHa agpecu 3asBHMKa
rPynoBiii KAPTOHHINA E66Bi [oiuneHs
Kopo6ui 'm6X i Ko. KI,
HimeuunHa
(NnepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
cepii)
27. BIPENAKIP TabneTkun, BKpUTI E66BI LLiBeiuapis E668i AiipneHg, H/ IpnaHgis/ BHECEHHS 3MiH [0 peecTpayiiHux | 3a peyenmom UA/16092/01/01
N/1iBKOBOK 060JI0HKOH, BiochapmachbioTikans B.B., IpnaHgis HimeyunHa MaTtepianis: 3mMiHu | Tuny -
no 250 mr Ne56: no 2 6X (BMpPOGHNLTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa
Tabnetkn y 6nictepi; no nikapcbKoro 3acooby, HalilmeHyBaHHs Ta/abo agpecu
7 6nicTepiB y KapTOHHIi TEeCTyBaHHS); 3asBHVKa (Bn1acHuKa
KOpo6Lii; No 4 KOpobKM y E66BI [oiiuneHs peecTpaLiiHoro nNocBiAYeHHs) -
rPynoBili KApPTOHHIN vm6X i Ko. KT, 3MiHa agpecu 3asBHUKa
KopooLi HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYyCK
cepii)
28. BITAMIH E - Kancysm mM'siki no 100 mr TOB "CaHodi- YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH O peecTpavLiiiHnX 6e3 peyenma UA/3392/01/03
CAHO®DI Ne 30: no 30 kancyny ABeHTIC YkpaiHa" PapmacboTikans" Pecny6nika marepianis: 3mMiHW | TUNY - 3MiHK
donakoHi; no 1 dpnakoHy oo 6e3snekn/edpekTMBHOCTI Ta
B KapTOHHI kopobuj thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANoBiAa/IbHOI 32 3AjACHEHHSI
hapMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4119 34iICHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHa Bif, yNOBHOBaXeHOI
ocobw, BiANOBiAa/IbHOT 3a
3[jicHeHHs1 hapmakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MacTep-haiina cuctemm
thapmakoHarnsgy) - a3miHa
YMNOBHOBAXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
MponoHoBaHa peaakuis:
XopakiBcbka TeTaHa
BsavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX YyroBHOBaXEHOT 0co6U
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg,

29.

BITAMIH E 200 -
CAHO®DI

Kancysm m'siki no 200 mr
Ne 30: no 30 kancyny
dhnakoHi; no 1 dpnakony
B KAPTOHHIli KOpo6L

TOB "CaHodhi-
ABEHTIC YKpaiHa"

YkpaiHa

AT "CaHeka
dapmacboTikans"

CnoBaubka
Pecny6nika

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

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,

3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, SKLO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobu, BiANOBIAA/ILHOI 3a
3[iiCHEHHS (hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXeHOT 0COOM 3as1BHUKA,

BignoBigabHOI 3a
hapmakoHarnag,
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BsyecnagiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6u
3as1BHVKA, BignoBigasibHOI 3a
hapmakoHarniag

6e3 peyenma

UA/3392/01/01

30.

BITAMIH E 400 -
CAHO®DI

Kancym m'siki no 400 wmr,
Ne 30: no 30 kancyny
dhnakoHi; no 1 dpnakoHy
B KapTOHHIi Kopobuj

TOB "CaHodhi-
ABeHTiC YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacbloTikans"

CnoBaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHMX AaHWX

6e3 peyenma

UA/3392/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BiMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IOYAKOUM KOHTAKTHI faHi)
Ta/ab0o 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) - a3miHa
YMNOBHOBAXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
MponoHoBaHa peaakuis:
XopakiBcbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX YyrnoBHOBaXEHOT 0co6U
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg,

31.

BO/IbTAPEH
EMYNbIrenb

emynbrenb ans
30BHIiLUHBLOrO
3acTocyBaHHA 1 %; no
20, a6o no 50, abo no
75T, a6o no 100 r y Ty6i,
no 1 Ty6i B KapTOHHiIl
Kopoo6Li

'CK KoHcblomep
Xenckep C.A.

LBeliLapis

'CK KoHcblomep
Xenckep C.A.

LBeliuapis

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

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,

3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, KO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3[iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXeHOT 0COOM 3as1BHUKA,

BignoBigabHOI 3a
thapmakoHarnag;
MponoHoBaHa pegakuisi — Ap.

6e3 peyenma

UA/1811/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MeHc-Ynbpix LUtermanH / Dr.
Jens-Ulrich Stegmann, MD. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXXEHOT

ocobu, BiANOBIAA/ILHOI 3a
thapmakoHarnsg. 3mMiHa Homepy
Ta MicLie3HaxoMKeHHs macTep-
daina

32.

BO/IbTAPEH
DOPTE

emynbrenb ons
30BHILUHLOIO
3acTocyBaHHs 2,32 %);
no 50 r a6o 100 r B Ty6i;
no 1 Ty6i y KapTOHHii
Kopo6ui

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

'CK KoHcblomep
Xenckep C.A.

LLiBeiiuapis

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHW | TUMY - 3MiHW
oo 6e3nekn/edhekTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/lbHEHUX JaHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarniagy,
3MiHa YMOBHOBaXXEHOT 0CO6H,
BignoBiAabHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiANoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
thapmakoHarsagy) - amiHa

YNOBHOB&XEHOI 0CO6U 3asBHIIKA,

BiAANOBIA&/IbHOI 3a
hapmakoHarnag;
MponoHoBaHa pepakuisa — Ap.
MeHc-Ynbpix LLTermanH / Dr.

Jens-Ulrich Stegmann, MD. 3miHa

KOHTaKTHUX AaHWX YNOBHOBaXEHOI

ocobu, BiANOBIAAILHOI 3a
hapmakoHarniag. 3miHa Homepy
Ta MicLe3HaxoMpKeHHs MacTep-
paiina

6e3 peyenma

UA/1811/01/02

33.

BO/IbTAPEH®

pO34nH A4N1A iH'eKUin, 75
Mr/3 M1, No 3 M B
amnyni; no 5 amnyny
KOpOO6Lii 3 KapTOHY

HoBapTic ®apma Al

LLiBeiiuapis

Nex
dapmMacbTUKasIC
A.4., CnoseHis,
HoapTic ®apma
LWteiiH AT

LLiBeiuapis

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis: 3MiHu I TUMy - 3MiHK
BHECEHO B IHCTPYKL,ito Ans
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby A0 po3ginis
"Oco61M1BOCTI 3aCTOCyBaHHA",
"Cnocib 3acTocyBaHHA Ta Ao3un" Ta
"Mo6iuHi peakuyji" 3rigHo 3
OHOBJ/IEHOIO iHhopMaLLiElo Woao

3a peyenmom

UA/9812/01/01
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Ymosu

Homep

Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

6e3nekn 3acTocyBaHHs Ajto4oi
peyoBMHW. BBEAEHHA 3MiH
NpOTArom 6-Tv MicauiB nicns
3aTBEPMKEHHS

UA/13975/01/01

34.

FTEMOTPAH®

pO34uH ANs iH'eku;iin, 50
mr/mn, no 5 mn abo no
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nicTepu B nay,i 3
KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny -
BU/TyYEHHS NOKa3HMKa
«P0O34MHHICTb» 3i crneundikauii
A®I TpaHeKkcamoBOl KMCNOTH;
3MiHM | TUNY - NOAAHHSA
OHOB/IEHOTO cepTudikaTa
BiNOBIAHOCTI €BPONENCHKIit
tpapmakonei R1-CEP 2006-142-
Rev 02 ana A®| TpaHekcamoBol
KUCNOTU Bif, BXe 3aTBEPKEHOrO
BMpo6HMKa Hunan Dongting
Pharmaceutical Co., Ltd., Kutai, y
HacnifoK BUTyYEHHS 3i
cneundikauii APl posginy 3a
NOKa3HUKOM «3asINLLKOBI KiNIbKOCTI
OpraHiyHUX PO3UNHHUKIB»; 3MIHW Y
cneundikauii Ta meToan,i
BU3HAYEHHA NOKa3HUKa
«CynpoBifHi AOMILLKM» BiANOBIgHO
0,0 BUMOT MoHorpadii €

3a peyenmom

UA/13975/01/02

35.

FEMOTPAH®

pO34uH AN iH’ekuiin, 100
Mmr/mn no 5 mn abo no
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nicTepu B nay,i 3
KapToHY

AT "dapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny -
BU/TyYEHHS NoKasHuKa
«P0o34nHHICTb» 3i crnieyndikaii
A®I| TpaHekcamoBOi KUCNOTU;
3MiHK | TUNY - NOAaHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €BPONENChKiit
thapmakonei R1-CEP 2006-142-
Rev 02 ansa A®| TpaHekcaMoBOi
KUCOTU Bif, BXXE 3aTBEPIKEHOr0
BMpOo6HMKa Hunan Dongting
Pharmaceutical Co., Ltd., Kutai, y
HacnifoK BUTYYEHHS 3i
cneuudikauii Al posginy 3a
NOKa3HUKOM «3asIMLLKOBI KiNIbKOCTI
OpraHiyHUX PO3UMHHUKIB»; 3MIHW Y
cneuudikauii Ta meToauLi
BU3HAYEHHA NOKa3HUKa

«CynpoBifHi AOMILLKM» BifANOBIgHO

3a peyenmom
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

0,0 BUMOT MoHorpadii €

36.

FTEMOTPAH®

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 500 wmr, no 10
Tabnetok y 6nictepi; no
3 6nictepu y nayui

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
BU/TyYEHHS NOKasHMKa
«P0O34MHHICTb» 3i crnieyndikauii
A®I TpaHeKkcamoBOl KMCNOTH;
3MiHM | TUNY - NOAAHHSA
OHOBJIEHOTO cepTudikaTa
BiNOBIAHOCTI €BPONENChKIit
tpapmakonei R1-CEP 2006-142-
Rev 02 ana A®| TpaHekcamoBol
KUCNOTU Bif, BXe 3aTBEPKEHOrO
BMpo6HMKa Hunan Dongting
Pharmaceutical Co., Ltd., Kutai, y
HacnifoK BUTyYEeHHS 3i
cneundikauii APl posginy 3a
NOKa3HUKOM «3asILLKOBI KiNbKOCTI
OpraHiyHUX PO3UNHHUKIB»; 3MIHW Y
cneundikauii Ta meToan,i
BU3HAYEHHA NOKa3HUKa
«CynpoBifHi AOMILLKM» BiANOBIgHO
0,0 BUMOT MoHorpadii €

3a peyernmom

UA/15498/01/01

37.

FENALE® KOMBI

MOPOLLOK A9 PO3YNHY
Aans iH'exuii no 1,0/1,0r;
no 2,0 r y donakoHi; no 1
dhnakoHy B nauuy; no 2,0
ry donakoni; no 10
h/1aKOHIB Y KOHTYpHIl
YapyHKOBIli ynakoBLyj; no
1 KOHTYpHIli YapyHKOBIA
ynakoBLji B maui

MAT
"KviBmegnpenapar”

YKpaiHa

NAT
"Kunismegnpenapar”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHnX
marepianis: 3miHu | Tuny -
He3HayHa 3MiHa B ON1Ci METO4UKN
"O[HOPIAHICTL [,O30BaAHUX
OAMHUUBL" - AOMNOBHEHHA
iHchopmauieto: dnakoHu
nonepeaHbO 3BaXKyOTb AN
BM3HayeHHA CepeaHbOoi Macu
BMiCTy chnakoHa; 3miHu | Tuny -
He3HayHa 3MiHa B Onuci MeToauK
"MexaHiyHi BK/THYEHHSA":
BUKNAAEHHS MOBHOMO ONUCY
MeTOoAuK 3 AeTanisauieto B xofi
npoBefieHHs BUNPOOYBaHHS; 3MiHU
| TUNy - He3HayHa 3MiHa B OMKCI
MeToaunkmM "KinbkicHe BU3Ha4YeHHS"
(mopaeTbea nocMNaHHA Wwoao
BUKOPUCTaHHS 3HAYEHHS
cepefHbOi Macu BMICTY dp/iakoHa,
oTpUMaHe npu KOHTPOosi
nokasHuka "OAHOopIgHICTb
[,030BaHNX OANHULL"; BUSTyYEHO
Ay6ntoBaHHA iHdhopmadii npo
BMICT fjil0UMX PEYOBUH, KNI
3a3HayeHuli B cneumndikadii)

3a peyenmom

UA/10752/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
38. FE®DITIHIB TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka BTOPVIHHE ManbTta/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/17929/01/01
3EHTIBA N1iBKOBOK 060JI0HKOH, Pecny6nika nakyBaHHs, PymyHis/ Marepianis: 3MiHa 3asiBHUKa
no 250 mr no 10 TeCTyBaHHs, BUMYCK TaiiBaHb (BnacHwvka peecTpadujiiHoro
TabneTtok y 6nictepi; no cepii: noceigueHHs) (3rigHo Hakasy MO3
3 6ricTepu y KapTOHHii dapmagokc Big 23.07.2015 Ne 460). 3miHu
nauui Xenckea NT4., BHECEHI B iIHCTPYKL,jt0 ANns
ManbTa; MeAMYHOro 3acTocyBaHHsA 13
BUMyCK cepii: LLOA0 3MiHU Ha3BW 3asIBHVIKA, B
Nabopmea-dapma iHbopMaLito LoA0 KOHTaKTHUX
CA, [JaHvx 415 nosigoMaeHb Npo
BMPOGHMLITBO BMNaAKN MOBIYHNX peakLiid.
chopmum in bulk, BBeneHHs1 3MiH NpoTAroM 6-Tu
nepBuHHE Ta MicSILiB NiCNsA 3aTBEPLKEHHS;
BTOpPUHHE 3MiHK | TUny - AAMiHICTpaTUBHI
nakyBaHHs, 3MiHW. 3MiHa Ha3BW NikapCbKOro
KOHTPO/1b SIKOCTI, 3acoby [litoua pefakuisi:
TeCcTyBaHHsA GEFITINIB ALVOGEN IFE®ITIHIB
cTabinbHOCTI: AJIBOTEH MponoHoBaHa
Notyc penakuisi: GEFITINIB ZENTIVA
PapmacboTuKan FE®ITIHIB 3EHTIBA BBegeHHsA

Ko., NiTg., TaiiBaHb

3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBepKEHHS; 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocobu, BiANOBIAAILHOI 3a
3[jicHeHHs1 hapMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHYIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itova pegakuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pejaxLis:
NMogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHMX
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
LaHNX YNOBHOBaXEHOI ocobw,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapMakoHaraag B Ykpaini. 3miHa
MiCLIe3HaxXOKEeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLs 3AiACHEHHS OCHOBHOT
[ISNbHOCTI 3 hapmakoHarnsagy
39. rNAPOKCUKAPBA Kancynu no 500 mr no Mictpan Kenitan AHrnif [lesa Xonginr A.LL. TypeuunHa BHECEHHS 3MiH 10 peecTpavLiiHnxX 3a peyenmom UA/18217/01/01
MIA-BICTA 10 kancyn y 6nictepi; no MeHemKMeHT MaTepianis: 3MiHu | Tuny -
10 6nicTepiB y NimiTen AMIHICTpaTVBHI 3MiHN. 3MiHa
KapTOHHiiA KOpo6L HalimeHyBaHHS Ta/abo agpecu
3as1BHMKa (B/1acHMKa
peecTpavuiiHOro NocBifYEHHS) -
3MiHa afipecu 3asBHMKa
40. FINEHIA kancynv TBepgi no 0,5 HoBaprTic ®apma LLiBeiuapis HoapTic ®apma LLiBeiuapis BHECEHHS 3MiH [0 peecTpayiiHux | 3a peyenmom UA/11704/01/01
Mr 10 7 Kancyny LTeliH AT, LTeitH Al marepianis: 3mMiHW | TUNY - 3MiHK
6nicTepi; no 1 6nictepy LBeliuapis Loao 6esnekn/edeKTMBHOCTI Ta
B KapTOHHIi Kopo6uj; no (BpOGHMLTBO, chapmakoHarnsgy - OHOB/IEHHS
14 xancyn y 6nictepi no KOHTPO/Ib SIKOCTI, MnaHy ynpasniHHA pusmKamum,
2 6nicTepu B KAPTOHHIiA naxyBaHHs) Bepcis 18.0 y 38’A3ky 3
Kopoo6ui pekomeHpauieto PRAC Ha nigctasi
nepernagy PO36. 3MiHM BHeCEeHI
[0 yactuH |l "Cneuudikadis 3
6e3nekn"(mogynb CV), Ill «MnaH 3
hapmMakoHarnsgy», V "3axogy 3
MiHimi3aLii pusukis”, VI "Pesiome
MnaHy ynpaBniHHA pyu3nkamun” Ta
VIl «dofaTkn» y 3B'A3Ky 3 3MiHaMU
iHchopmauii cTocoBHO 3axoais 3
thapmakoHarnsgy Ta MiHimisawji
puU3nKiB
41. FNHOMAKC cyno3uTopii BariHabHi, 3eHTiBa, K.C. Yecbka Ekcenric lnau CaHai TypeuunHa BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/15953/01/01
100 mr/150 mr no 7 Pecnybnika | Be TimkapeT AHOHIM Marepianis: 3MiHa 3asiBHUKa

Cyno3nTopiiB y cTpunax
B KapTOHHIi Kopobuj

LWipkeTi

(BnacHvka peecTpadujiiHoro
noceigyeHHs) BeegeHHA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -

3MiHV Wwoao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHU [0 y3araslbHEHUX AaHNX Npo
cuctemy chapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnagy,
3MiHa YNOBHOBaXKEHOI 0CO6H,
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
chapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocob6u, BiANOBIAA/IbHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itova pegakuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pejaxLis:
NMogmina ®ininosa, MD / Ludmila
Filipova, MD. 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu,
BignoBiganbHoOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YyNnoBHOBaXKEHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 MacTep-
thaiina Ta oro Homepa. 3miHa
Micusi 3AiACHEHHS OCHOBHOT
AisIbHOCTI 3 chapmakoHarnsaay

42.

FINHOC®

TabneTkn, BKPUTI
060/10HKO0, No 15 Mr;
no 10 TabneTtok y
KOHTYPHIli YapyHKOBIl
ynakosLi; no 1 a6o no 2
KOHTYPHI YapyHKOBI
yNakoBKM B navi

MpAT
"®GapmaueBTuyHa
ipma "JapHuus”

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3mMiHu | Tuny - 3MiHK 3
akocTi. FoToBUMIA Nikapcbkuii 3aci6.
CT1abifibHiCTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsi rOTOBOTO J1iKapCbKOro
3aco6y (36iNbLIEeHHS TePMIHY
npuAaTHOCTI TOTOBOrO NMiKapPCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETHCA AAHUMUN
peanbHOro yacy) - BHeceHHs
3MiHW f0 MaTepianis
PEeECTpaL,iiHOro 4OChE Ta 'y po3ain
MKSA N13 «TepMiH NpuaaTHOCTI»:
[itoya pepakuis: Cpok rogHoCTy:
1,5 poky. MponoHoBaHa pegakuis:
TepMiH NpUAATHOCTI: 2 POKW.
TaKoX 3MiHV BHECEHI B IHCTPYKLItO
019 MeQMYHOro 3acTocyBaHHs J13

Ne 10 — 6e3
peyenma, Ne
20 -3a
peyenmom

UA/17957/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

y p. "TepMiH npugatHocTi".
BeefieHHs1 3MiH NpoTsrom 6-Tn
MicsILiB Micns 3aTBepAKEHHS

43.

FMATUPAMEPY
ALETAT-BICTA

PO34MH ANS iH ek, 20
mr/mn no 1 mn
npenapary y
nonepegHbL0
HarnoBHEHOMY LUNPULL;
no 1 nonepefHLo
HarnoBHEHOMY LUNPULLY B
6nicTepi; no 28, 30 Ta
90 (3x30) 6nicTepis B
KapTOHHI KOpooLj

MicTtpan Kenitan
MeHegXmeHT
Nimiten

AHrNIA

BiANOBIAA/IbHWI 32
BUNYCK cepil:
CiHTOH BB,
Higepnanaw;
BiANOBiAaNbHWIA 3a
BUMNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/Ib AKOCTI:
PoBi KoHTpakT
MaHyhekTypiHr,
C.J1., IcnaHis;
BMPOGHULITBO,
nakyBaHHs:
CiHTOH Yuni NTaa.,
Yuni;
KOHTpOsb SIKOCTI

(mikpobionoriyHwmi):

Baktimm B.B.,
Higepnanan

IcnaHis/
Ynni/
Higepnanam

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavLiiiHoro NocBigYEHHS) -
3MiHa agpecu 3asiBHMKa

3a peyenmom

UA/16792/01/01

TMATUPAMEPY
ALUETAT-BICTA

pO34uH A5 iH ekwuin, 40
Mmr/mn; no 1 mny
nonepeaHL0
HanoBHEHOMY LLUNpULY;
no 1 wnpuuy B 6nicTepi;
no 12 6nictepis y
KapTOHHIA KOpoo6Li

MicTtpan Kenitan
MeHempKMeHT
Niviteq

AHINifA

BiANOBigabHUIA 3a
BUNYCK Cepil:
CiHToH BB,
HigepnaHaw,;
BiANOBIAaNbHMIA 3a
BWMYCK Cepil:
CiHTOH XicnaHis,
C.N., Icnanis;
BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/1b AKOCTI:
PoBi KoHTpakT
MaHyeKTypiHr,
C.N., Icnanis;
BMPOGHMLTBO,
nakyBaHHS:
CiHTOH Yuni Ntpa.,
Yuni;
KOHTpOsb SIKOCTI

(Mikpo6ionoriyHui):

Baktivm B.B.,
Higepnanau

IcnaHis/
Ynni/
HigepnaHam

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvkKa
peecTpavuiiHoro NocBifYEHHS) -
3MiHa agpecu 3asBHMKa

3a peyenmom

UA/16792/01/02

45,

FNIKNAJA

TabneTtkn 3
MoAndiKoBaHUM

KPKA, 4.4., Hoso
MECTO

CnoBeHisa

Brpo6HuK
BiANOBiAa/IbHWIA 32

CnoBeHis

BHECEHHSA 3MiH [0 peecTpaviiHux
mMartepianis: 3MiHu | Tuny - 3miHn 3

3a peyenmom

UA/14151/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
AKocTi. [0ToBWIA Nikapcbkuii 3aci6.

BWBI/TbHEHHAM M0 60 Mr
no 15 tabnetok y
6nictepi, no 2, 4 abo 6
6nicTepiB y KAPTOHHIN
KopooLi

BMPOGHMLTBO «in-
bulk», nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii
KPKA, 4.4., HoBo
mecTo, CroBeHis;
BUpo6HYK,
BiANOBigabHNIA 3a
KOHTpO/Ib cepii
(thi3nuHi Ta XimiyHi
METOAMN KOHTPOJIIO)
KPKA, a.4., Hoso
mecTo, CroBeHis;
HN30X
(HauioHanbHi
nab6opartopis 3a
34paB’e, OKONE iH
XpaHo), CnoBeHis;
Nab6eHa A.0.0,
CnoBeHis

KOHTpPO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToax
BMNPOBYBaHHSA roTOBOr0
nikapcbkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BMNPOOYBaHHSA) - He3HayYHa 3MiHa
y 3aTBEPMHKEHNX MeToax
KOHTpOsIt0 siKocTi 13 3a
NoKasHUKOM «KiflbKicHe
BM3HAYEHHA Ta iaeHTudikauisa
rniknasngy»: BHeCeHo 3MiHN Y
NpUroTyBaHHi BUNPo60BYBaHOIo
pO34MHY, BHECEHO KOpEKLUIi B
po3paxyHoK Ta A0f4aHO NPUMITKY.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLB NiCNs 3aTBEPPKEHHS;
3MiHUW | TUNY - 3MiHU 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsi FOTOBOTO J1iKapCbKOro
3aco06y (36iNbLUEeHHS TEPMIHY
NpVUAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - 18 ToproBoi ynakoBkn
(nigTBEPAXKYETLCA AaHUMN
peasibHOro yacy) - 36iNblUeHHs
TepMmiHy 36epiraHHs 13 3 2 pokis
[0 3 poKiB A4N1A NaKyBaHHA y
6nictepu 3 ponbrn namiHoBaHoi
ONA/AN/TIBX Ta honbrn
a/IlOMiHIEBOT. 3MiHN BHECEHI B
IHCTPYKLilO AN MeguyHoro
3actocyBaHHs /13 y p. "TepMiH
npugaTHocTi" 3 BiANOBIAHUMMN
3MiHaMU B TEKCTi MapKyBaHHS
ynakoBOK. BBeeHHs 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHn 3 aKocTi. FoToBWiA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax NpuaaTHoCTI
ab0 ymoBax 36epiraHHsi rOTOBOrO
nikapcbkoro 3acoby (3miHa B
ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBNEHHS) - 3MiHA
ymoB 36epiraHHs 113 ans

nakyBaHHs y 6nictepu 3 onbru
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
namiHosaHoi OMNA/AN/MNBX Ta
hoIbrv antoMiHieBOT. 3MiHU
BHECEHI B iIHCTPYKL,jt0 ANns
Me[MYHOro 3actocyBaHHsa /13y p.
"YMoBU 36epiraHHsA" 3
BiAMNOBIAHVMU 3MiHAMU B TEKCTI
MapKyBaHHS1 ynakoBok. BBeeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS.
46. rnignH MOPOLLOK (CybcTaHUis) y TOB YkpaiHa KioBa Xakko Bio Ko., AnoHis BHECEHHS 3MiH A0 peecTpauiiHnx - UA/10705/01/01
noABiHMX «MynbTidhapma» nra. marepianis: 3MiHu | TUny - 3MiHK 3
nonieTuIeHoBmx akocTi. CepTudpikar
naketax gns BignosigHoCTI/IE-cepTuchikart
BMPOGHMLTBA BiANOBIAHOCTI EBpONechbkili

CTepunbHNX J'IiKapCbKI/IX
thopm

hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXIAHICTIO
npuBeAeHHN Yy BiANOBIAHICTb A0
MoHorpadii AdY abo
€BponeiiceKoi hapmakonei, abo
iHLLOT HaujoHabHOT dhapmMakonei
fepxasun €C (3MiHa y
cneumdikayisix, nos'a3aHa 3i
3amiHo BMMOT MoHorpadii 4PY
ab0 iHWOoI HaLioHasIbHOT
hapmakonei gepxasn EC Ha
BMMOr1 MoHorpadii €BponeiicbKol
thapmakonel); cynyTHS 3MmiHa: -
3MiHn 3 sikocTi. A®l. KoHTponb
A®|. 3miHa y meTodax
BunpobysaHHA APl abo BUXigHOTO
MaTepiany/npomMiKHOro
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMUTBa API (iHLWIi 3MiHK B
mMeToAax BUNpobyBaHHSA
(BKntOYatoun 3amiHy abo
[OMNOBHEHHSA) A5 peareHTy, Lo
He CNpUYMHAE ICTOTHOrO BNMBY
Ha sKicTb A®I). MNpuBeaeHHA
nokasHukis go sumor EP, a came
AMOHiIli, CTOPOHHI aMiHOK1C10TH,
CynyTHi AOMILLKK;
3MiHuM | TURNy: 3MiHK 3 sikocTi. AdI.
KoHTposnb A®I. 3miHa 'y
napameTpax cneuudikauii Ta/a6o
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha Adl, abo
BUXIiAHUIA/NPOMIXKHWIA
nNpoAayKT/peareHT, Wo
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMKOPWCTOBYHOTLCSA Y MPOLECi
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOL0M
BMNPOBYBaHHS); CynyTHA 3MiHa:
3MiHu 3 sKocTi. A®l. KoHTponb
A®I. 3miHa y meTodax
BMNpobyBaHHa APl abo BuxigHOro
mMaTtepiany/npomikHOro
NpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUpo6HMUTBa API (iHLWI 3MiHK B
mMeTodax BUNPO6yBaHHS
(Bkntovatoum 3amiHy abo
[ONOBHEHHS) ANS peareHTy, Lo
He CNpUYKHSAE ICTOTHOrO BNMBY
Ha skicTb A®l). lonOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
Ta BifnoBiAH/M METOLOM
BMNpOoGYyBaHHSA: TecT [Npo3opicTb
po3uurHy, Mikpob6ionoriyHa
4MCTOTA; 3MiHM | TUNY - 3BYXEHHS
[onycTUMMX MeX y cneuudikauii,
a came A1 NOKa3HUKIB
H6akTepiasibHi eHA0TOKCUHN, BaKKi
mMeTanw; 3MiHun | Tuny -
[0ONOBHEHHS cneumdikalii HoBUM
NOKa3HMKOM Ta BiANOBIAHUM
MeTOoA0M BUNPOBYBaHHA: TecT
Figponisyoun peyoBnHU

47.

FMIOKO3A-TECT

MOPOLUOK ANst
OpasbHOro PO34MHY No
75 1; 1 KOHTeliHep a6o
calle 3 nopowukom; 1
KOHTeliHep abo calle y
KapTOHHiiA KOpo6Li

TOB "WcTok-Moc”

Ykpaina

TOB "UcTok-Mntoc”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH [0 MaTepiasis
peecTpauiiHoro Aocbe 40 po3ainy
"3.2.P.7 Cuctema koHTeiHep/
3aKynoproBasibHWIA 3aci6”:
BUJTyYEHHA NoCTavyasibHMKa
nakysasibHUX matepianis MM
«BALCO», YKkpaiHa

6e3 peyenma

UA/13157/01/01

48.

rPUN-rPAH
ANTAYNN

rpaHynn no 10 ry
neHani noniMepHomy; no
1 neHany B navuj 3
KapToHY

MpAT "HauioHanbHa
[omeonaTtnyHa
Cninka"

Ykpaina

MpAT "HauioHanbHa
[omeonartnyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
marepianis: 3mMiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA

TEKCTY MapKyBaHHS yNnakoBKu

NiKapcbKoro 3aco6y 3 BHECEHHSM
iHchopmauii LWoAo 3a3HavYeHHs

OAMHULb BUMIPIOBAHHS Y CUCTEMI

6e3 peyenma

UA/3810/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Sl
49. rPUNOLNTPOH- cupon, 1,5 mr/mn no 100 ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH O peecTpaviliHnX 6e3 peyenma UA/13783/01/01
BPOHXO mn abo 200 mn y obmexeHo BMPOGHULITBA, marepianis: 3miHu | TUny -
donakoHi; no 1 dpnakoHy Bi4NOBiAA/IbHICTIO KOHTPO/Ib SIKOCTI, BBOAMTbLCS HOBUIA NOCTaYa/IbHUK
pas3om 3 MipHOO JIOXKOH "bapmMaueBTNYHA BUNYCK cepil: hnakoHiB nonimepHux TOB
y KOpO6Lj 3 KApPTOHY; MO KoMnaHis "3gopos'a” ToBapucTso 3 “Cratyc” ,ofaTKoBO A0
5 mn a6o 15 mny cauwe; 06MEXEHO 3aTBEpPAKEHNX BUPOOHMKIB TOB
no 20 calue y Kopobui 3 BiANOBIAA/IbHICTb “MnacTtxim”, Ykpaina ta TOB
KapToHY «PapmaLeBTnyHa “MPOPIMNACT NTA", YkpaiHa. A
KOMMNaHisi TaKoX BiAOY/IMCb HE3HAYHI 3MiHN
«300poB'A», rabapuTHNX Po3mipiB NEePBUHHOT
YkpaiHa BCi cTagii ynakoBku (hnakoHu noniMepHi).
BMPOOHMLTBA, AKiCHWIA Ta KiNbKICHWI cknag,
KOHTPO/Ib SIKOCTI: nakyBaslbHOro Matepiany He
ToBapucTso 3 3MiHWANCA. 3anponoHOBaHO:
06MEXEHOI0 ®1akoHW NoMiMepHi
BiAMNOBIAA/IbHICTIO HalimeHyBaHHs BMpo6HUK ®nakoH
"Xapkiscbke ®r1P-125 TOB «lMnacTxim»,
hapmMaueBTNyHE YkpaiHa ®nakoH ®I1-125 TOB
nignpueMcTBo «MNPODINNAACT NTA», YKpaina
"30poB's Hapoay", dnakoH ®r1-125 TOB «CTtaryc»,
YkpaiHa YkpaiHa F'eomeTpuyHi po3mipu
[LiameTp ropnosuHu: 27,4+1 mm
Bucota: 105+1 mm fiameTp gHa:
48+1 MM; CynyTHS 3MiHa - 3MiHK 3
sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasbHUIA
3aci6. 3miHa hopmu abo po3mipy
KOHTelHepa un
3aKynoproBasIbHOr0 3acoby
(NepBUHHOT yNnakoBKW)
(HecTepubHI Nikapcbki 3aco6m)
50. rPUNOLNTPOH- cupon, 1,5 mr/mn in bulk: ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavuiliHnX - UA/13784/01/01
BPOHXO nol0na6ono50ny 06MexeHo BUPOOHMLTBA, MaTtepianis: 3MiHu | Tuny -
meTanesux 6oukax KEI BiANOBIAA/ILHICTIO KOHTPO/1b AKOCTI, BBOAWTLCA HOBMWIA NOCTaYa/IbHUK
"®apmaueBTUYHa BWMYCK Cepil: thnakoHiB nonimepHux TOB
KoMnaHis "3gopos'a” ToBapucTso 3 “Cratyc” ,oAaTKoBO A0
obmexeHoro 3aTBepAKeHnX BUpobHukiB TOB
BiANOBIAA/IbHICTIO “MnacTxim”, YkpaiHa Ta TOB
"@apmaueBTuyHa “MPO®IMNIACT NNTA", YkpaiHa. A

KomnaHis "3gopos’a”

TaKoX BiAOY/MCb HE3HAYHI 3MiHU

rabapuTHNX PO3MmipiB NEPBUHHOT

YyNakoBKM (QS1aKOHU MONIMEPHI).
AKICHWIA Ta KinbKiCHUIA cknag,
nakyBaslbHOro Matepiasny He
3MiHMAMCs. 3anponoHOBaHo:
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
dnakoHy nonimepHi
HalimeHyBaHHs Bupo6HuK ®nakoH
®Ir1P-125 TOB «lMnacTtxim»,
YkpaiHa ®nakoH ®I1-125 TOB
«MPO®INJACT NTA», YKpaiHa
dnakoH ®r1-125 TOB «CTtaryc»,
YkpaiHa MeoMeTpuyHi po3mipu
[LiameTp ropnoBuHu: 27,4+1 Mm
Bucota: 105+1 mm JiameTp gHa:
48+1 MM; CynyTHS 3MiHa - 3MiHM 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBanbHuWii
3aci6. 3miHa hopmu abo po3mipy
KOHTeliHepa umn
3aKynoproBasIbHOr0 3acoby
(NepBUHHOI ynakoBKu)
(HecTepunbHi Nikapcbki 3acobm)
51. AANTOMILH- niochinisoBaHnii MicTtpan Kenitan AHrNIA KOHTPO/Tb SKOCTi Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/18452/01/01
BICTA NMOPOLLOK A1 PO3UNHY MeHeKMeHT cepii (Kpim ITanis mMaTtepianis: 3MiHu | Tuny -
Ans iH'exuili abo iHdy3iit Niviten MiKPOBGIONOMYHNX AAMIHICTpaTVBHI 3MiHU. 3MiHa
no 350 mr; 1 do1akoH 3 NOKa3HUKIB) Ta HaliMeHyBaHHsA Ta/abo agpecu
NOPOLLKOM Y nayli BiANOBigabHUIA 3a 3asBHVKa (BNacHuKa
BUMNYCK cepil: peecTpaLiiHoro NocBiAYeHHs) -
MEQLIYEM, C.A,, 3MiHa agpecu 3asiBHMKa
Icnanis;
BMPOGHMLITBO
nNiKapcbKoro 3acooby,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
cepii:
XIKMA ITANIA
C.IN.A., ITanis;
BTOPUHHE
nakyBaHHS:
MIKIHI ®APMA,
C.A., IcnaHist
52. AANTOMILVH- niodpinizoBaHuii Mictpan Kenitan AHrnis KOHTPO/Ib SKOCTI Icnanis/ BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyenmom UA/18452/01/02
BICTA NMOPOLLOK A1 PO3UUHY MeHeKMeHT cepii (Kpim ITanis MaTtepianis: 3MiHu | Tuny -
Anst iH'ekuin abo iHdys3ili Nimiten MiKpO6IoNOriYHUX AAMiHICTpaTUBHI 3MiHW. 3MiHa

no 500 mr; 1 donakoH 3
MOPOLLKOM Y navl

nokasHUKiB) Ta
BiANoBigabHUIA 3a

HalilmeHyBaHHs Ta/abo agpecu
3asiBHMKa (BnacHukKa

BUNYCK Cepil: peecTpaLiiHoro NocBiAYeHHs) -
MEZAIUEM, C.A., 3MiHa agpecu 3asBHUKa
IcnaHis;
BMPOGHMLITBO
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI
cepi:
XIKMA ITANIA
C.MN.A., ITanis;
BTOPWHHE
nakyBaHHs:
MIKIHF ®APMA,
C.A., IcnaHis
53. AE3NPETT TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka BUPOBHMLUTBO IcnaHis BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/15002/01/01
N/1iBKOBOK 060/I0HKOO Pecny6nika roTOBOro NPOAYKTY, MaTepianis: 3MiHa 3asBHMKa
no 0,075 mr no 28 naxkyBaHHs, (BnacHwvka peecTpadujiiHoro
TabneTtok y 6nictepi; no KOHTPO/Ib SIKOCTI, noceigyeHHs) (3rigHo Hakasy MO3
1 a6o 3 6nictepn B BUNYCK cepil: Bif, 23.07.2015 Ne 460) BeefeHHsA
KapTOHHiiA KOpo6Li Na6opartopioc JleoH 3MiH NPOTAroM 6-Tn MicsLiB nicns
dapma, C.A., 3aTBEPLHKEHHS; 3MiHW | Tuny -
IcnaHis; 3MiHM Woao
MiIKPOGIONOTiYHMIA 6e3nekn/etheKTMBHOCTI Ta
KOHTPO/b: thapmakoHarnisgy. BeeaeHHs abo

NABOPATOPIO
EYABAPHE, C.A,,
Icnanis;
anbTepHaTMBHAa
AinaHka gns
BTOPUHHOTO
nakyBaHHs:
TOB "MaHaHTian
IHTerpa”, lcnawis

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXeHOI 0coby,
Bi4NOBiAA/IbHOI 32 34iACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as1BHVKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifJMiHHa Bif, yNIOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAIOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3aABHUKA,
BiANOBIAaNbHOT 3a
thapmakoHarnsg. fivoua pefakuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pejakuis:
Mopmuna ®ininosa, MD / Ludmila
Filipova, MD. 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu,
BiAANOBIAA/IbHOI 3a
dhapmakoHarsg. 3miHa
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapMakoHaraag B Ykpaini. 3miHa
MiCLIe3HaxXOKeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLS 3AiACHEHHS OCHOBHOT
[ISNbHOCTI 3 hapmakoHarnagy
54. AENO-NPOBEPA® | cycneHsist ANns iH'eKuji, MPANSEP IHK. CLWA Mdcpaiizep Benebris BHECEHHS 3MiH 10 peecTpaviiHnxX 3a peyenmom UA/11244/01/01
150 mr/mn; no 1 mn MeHtodeKUypUHT mMartepianis: 3MiHu Il TMny - 3MiHK
cycneHsii y pnakoHi abo Benbris HB BHeCeHO A0 IHCTpyKUji ans
3arnoBHEHOMY LUNpUL, MeZMNYHOro 3aCTOCyBaHHs
no 1 chnakoHy a6o 1 NiKapcbKoro 3acoby Ao po3ginis
LUNPULLY B KAPTOHHIi "®apmMakonoriyHi BnacTnsocTi”,
Kopobui "Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog
BariTHocTi abo rogyBaHHs rpyaat”
BiANOBIAHO A0 MaTepiasiB
peecTpauiiiHoro aocbe. BBeaeHHs
3MiH NpoTArom 3 MicauiB nicns
3aTBEPHKEHHS
55. AEMNO-NPOBEPA® | cycneHsia Ans iH ekuii, M®ANIEP IHK. CLA Mdpaiizep Benebris BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyernmom UA/0499/01/01
150 mr/mn; no 3,3 Mny MeHtodhekypuHr MaTtepianis: 3MiHu | Tuny -
thnakoHi; no 1 donakoHy Benbrisa HB BWYYEHHS BUPOOHNYOT AiNbHULL

B KapTOHHI kKopobui

Sterigenics U.S., LLC, wo
BignoBigasibHa 3a npouec
cTepunisauii npu BUpobHULTBI ADI
3MiHW | TUMY - BBEAEHHS AiNbHUL
Streigenics Belgium SA (Petit-
Rechain), e 6yge nposogutucs
cTepunisauis npy BUPOGHNLTBI
Al
3MiHY | TUMY - HE3HAYHI 3MiHK [0
npouecy crtepunisauii eTuieH
oKCMAOoM npy BUPOGHMLTBI ADI 1o
06YMOB/IEHO MOX/IMBOCTSAMMU
061aAHaHHA Ha HOBIN AiNbHUL;
3MiHU | TUNY - OHOB/IEHHS
cneumdikaLii eTuneH okeugy,
CUPOBVHM, LLIO BUKOPUCTOBYETLCS
B npoveci ctepunisawii; 3MiHu |
TUMY - KOMMAaHIs NPOMNOHYE 3amiHn
3apeecTpoBaHy 30BHILLHIO
nakysasibHy nnisky Tyvek 1422A
Ha Tyvek 1073B, Toro camoro
knacy Tyvek, Skuii B AaHnin yac
BUKOPVCTOBYETLCS B NMEPBUHHUX
ra3onpoHMKHUX NakeTax
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Ne

Hasga nikapcbko20

3asiBHUK

n/n

56.

3acoby

AENO-NPOBEPA®

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

57.

cycneHsis ans iH'ekuiin,
150 mr/mn; no 1 mn
cycneHsii y dpnakoHi abo
3anoBHEHOMY LUMPUL,
no 1 donakoHy a6o 1
LUMPULY B KAPTOHHIl
Kopoo6ULi

MOANIEP IHK.

CLWA

Mdpaiizep
MeHocekvypuHr
Benbris HB

Benbris

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | TUnYy -
BUJ/TyYEHHS] BUPOOHMYOT AiNbHULL
Sterigenics U.S., LLC, wo
BiAnoBiganbHa 3a npouec
cTepunisauii npu BUPO6GHULTBI ADI
3MiHM | TUNY - BBEAEHHA AiNbHUL
Streigenics Belgium SA (Petit-
Rechain), ae 6yae nposogutucs
cTepunisauis npy BUPOGHNLTBI
A®I; 3miHKW | TUNY - HE3HAYHI 3MiHN
[0 npouecy cTepunisauii eTnneH
OKCUAOM Nnpy BUPO6HMLTBI API Lo
06YMOB/IEHO MOX/IMBOCTAMY
061aHaHHSA Ha HOBIl AiNbHNL;
3MiHW | TUNY - OHOBJIEHHS
cneuudikauii eTuneH okeuay,
CUPOBVHM, LLIO BUKOPUCTOBYETHCS
B npoLieci ctepunisadii; 3MiHu |
TUMY - KOMMaHisi MPOMNOHYE 3aMiHn
3apeecTpoBaHy 30BHILLHIO
nakyBasibHy nnisky Tyvek 1422A
Ha Tyvek 1073B, Toro camoro
knacy Tyvek, sikuii B aaHuii yac
BUKOPVCTOBYETLCS B NMEPBUHHNX
ra3onpoHMKHMX nakeTax

3a peyenmom

UA/11244/01/01

LIYTOP®

Tabnetku no 5 mr, no 10
TabneTtok y 6nictepi, no
3 6nicTepu y navyj 3
KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviniHnx
mMaTtepianis: BUNpPaBeHHS
TEXHIYHUX NOMWNOK, 3rigHo n.2.4.5
po3ziny VI Hakazy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y
pepaxuii Hakazy MO3 Ykpainu Bif
23.07.2015 p Ne 460):
BUMPaB/IEHHS TEXHIYHUX NOMUSIOK,
[ONyLeHNX Npu NPOBeAEHHI
npoueaypi peectpadii, Aka
3aTBepAkeHa Hakazom MO3
Ykpaiuu Big 17.09.2020 Ne 2119:
HeBiANoBIAHICTb iHhopmaLlii
(Pi3HOUMTAHHST) Y MeXax 04HOro
[okyMeHTy: B MKSA B po3gini
cknag: 3aTseppKeHa pefakuis
Cknag Ha ogHy TabneTky:
Topacewmig, (Bupo6HuK Zhejiang
Huahai Pharmaceutical Co. Ltd,
Kutaii, Hetero Labs Limited, IHAis)
MponoHoBaHa pepakuisa Cknag Ha
ofHy Tabnetky: Topacemis,

(Bupo6HKK Zhejiang Huahai

3a peyenmom

UA/17871/02/01
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Ne

n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Pharmaceutical Co. Ltd, Kutai)

58.

59.

LIYTOP®

TabneTku no 10 mr, no
10 TabneTok y 6nictepi,
no 3 6nictepu abo no 9
6nicTepiB y nayui 3
KapToHy

TOB HB®
"MIKPOXIM"

YKpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
mMaTtepianis: BUNpaBneHHS
TEXHIYHUX MOMUIIOK, 3rigHo n.2.4.5
po3giny VI Hakazy MO3 YkpaiHu
Bif 26.08.2005p. Ne 426 (y
peaakuii Hakasy MO3 Ykpaiuu Bif,
23.07.2015 p Ne 460):
BUMPAaB/IEHHSA TEXHIYHUX NOMUSIOK,
[ONyLLEeHNX Npu NPOBeAEHHI
npoueaypi peectpadii, Aka
3aTBep/xeHa Hakasom MO3
Ykpaium Big 17.09.2020 Ne 2119:
HeBIANOBIAHICTb iHdopMaLT
(pi3HOUMTaHHS) Y Mexax 0fHOro
[OKyMeHTy: B MKSA B po3gini
cknag: 3arBepaKeHa pefakLis
Cknag, Ha ofHy TabneTky:
Topacewmig, (BupobHuk Zhejiang
Huahai Pharmaceutical Co. Ltd,
KvTaii, Hetero Labs Limited, IHgis)
MponoHoBaHa pepakuis Cknag Ha
ofHy TabneTky: Topacemig,
(Bpo6HYUK Zhejiang Huahai
Pharmaceutical Co. Ltd, Kutait)

3a peyernmom

UA/17871/02/02

AIPOPC 160

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOIO,
5 mr/160 mr, no 10
Tabnetok y 6nictepi; no
1 a6o 3 6nictepu B
KapTOHHI nayui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3miHu | Tuny -
YTOYHEHHS iHchopMalLlii CTOCOBHO
HaHeceHHs1 Homepy cepii Ta
TepMiHy NPUAATHOCTI Ha cTagisx
«®dacyBaHHA» Ta «[lakyBaHHS»,
1110 06YMOB/IEHO TEXHO/IOFYHOHO
MOX/IMBICTIO HAHECEHHS HOMEpY
cepii Ta TepmiHy npugaTHOCTi —
MeTOAO0M APYKY B [JONOBHEHHS A0
MeTOAY HaHEeCEeHHS BiTUCKY, LLO
cTocyeTbes po3sginis 3.2.P.3.3.
Onuc BMpobHMYOro npouecy Ta
KOHTpO/II0 npotecy., 3.2.P.3.4.
KOHTPO/b KPUTUYHMX CTagI i
NpoMixXHOI npoAaykuii, 3.2.P.3.5.
Banigauisi npouecy Ta/a6o ioro
OLjiHKa; 3MiHM | TNy - BHECEHHS
3MiH g0 po3ginis 3.2.P.3.4.
KOHTPO/b KpUTUYHKX CTafil i
NMPOMiXHOI npoaykuii Ta 3.2.P.3.5.
Banigauisi npouecy Ta/a6o ioro
OLliHKa, L0 CTOCYHTbCA 3MiH Y
npoBefieHHi KOHTPOJII0 NOKA3HWKIB

3a peyenmom

UA/12365/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B PYTWHI ANna macu ans
TabneTyBaHHA Ta Ans TabneTok-
aaep; 3MiHW NPoBeAEeHHS
KOHTPO/110 NOKa3HUKIB Ha
(pe)Banipavii ona Tabnetok-aaep;
3MiHUM | TUMY - BHECEHHS 3MiH A0
BauifaLiiHoOT cTpaTerii KOHTPOo
y po3gini 3.2.P.3.5. Banigauis
npotecy Ta/abo oro ouiHka y
3B'A13Ky 3 HEOOXIAHICTIO
KOPUryBaHHA CXeMN NPOBeAEHHS
BaslifaLii TeXHONOriYHOro npoecy
BMPOGHMLTBA LLOAO KOHTPObHMX
TOYOK, @ Came NepeHeceHHs -

O HOPIAHICTb BMICTY 3 rpaHynaTy
Ha OCTaTo4Hy cymiw (Maca ans
TabneTyBaHHs) Npenapary; -
KifIbKICHOro BU3HaYeHHs 3
rpaHynsATy Ha OCTaTOYHY CyMiLl
(macy ans TabnetyBaHHs)
npenaparty

60.

AlIPOPC 80

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOM0,
5 mr/80 wr, no 10
TabneTtok y 6nictepi; no
1 a6o 3 6nictepu B
KapTOHHI navui

TOB "ACIHO
YKPATHA"

Ykpaina

TOB "®apma Ctapt"

YKpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
YTOUYHEHHS iHchopMmaLlii CTOCOBHO
HaHeCeHHs1 Homepy cepii Ta
TEPMiHY NpUAATHOCTI Ha CTagisax
«®PacyBaHHs» Ta «llakyBaHH»,
LLI0 06YMOB/IEHO TEXHOJIOTIYHOK
MOX/IBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy npugaTHOCTI —
MeTOA0M APYKY B [ONOBHEHHS A0
MeTOAy HaHeCEeHHS BiTUCKY, LLO
cTocyeTbcs po3ainis 3.2.P.3.3.
Onuc BMPOGHMYOro npoLecy Ta
KOHTPO/II0 npouecy., 3.2.P.3.4.
KOHTPO/b KpUTUYHKX CTafil i
NPOMiXHOI Nnpoaykuii, 3.2.P.3.5.
Banigauisi npouecy Ta/a6o ioro
OLjiHKa; 3MiHK | TUNY - BHECEHHSA
3MiH o po3ginie 3.2.P.3.4.
KOHTpO/b KpUTUYHKX CTagIi i
NPOMXHOI Npoaykuii Ta 3.2.P.3.5.
Banigauisi npouecy ta/abo noro
OLjiHKa, L0 CTOCYKTbCA 3MiH Y
NpoBeEeHHI KOHTPO/IO NMOKa3HWKIB
B PYTWHI ANl Macu ans
TabneTyBaHHA Ta AN TabneTok-
AAEpP; 3MiHN NpoBEeAEHHSA

3a peyenmom

UA/12365/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTPO/110 NOKa3HUKIB Ha
(pe)Banipavii ons Tabnetok-a4ep;
3MiHM | TUMY - BHECEHHS 3MiH A0
BauifaLiiHoOT cTpaTerii KOHTPOo
y po3gini 3.2.P.3.5. Banigauis
npotecy Ta/abo noro ouiHka y
3B'A13Ky 3 HEOOXIAHICTIO
KOPUryBaHHA CXeMN NPOBEeAEHHS
BaslifaLii TeXHONOriYHOro npoecy
BMPOGHMLTBA LLOAO KOHTPObHMX
TOYOK, @ Came NepeHeceHHs -

O HOPIAHICTb BMICTY 3 rpaHynaTy
Ha OCTaTo4YHy cymiw (Maca ans
TabneTyBaHHs) Npenapary; -
KifIbKICHOro BU3HaYeHHs 3
rpaHynsATy Ha OCTaTOYHY CyMiLl
(macy ans TabnetyBaHHs)
npenaparty

61.

AIPOPC XL

TabneTkn, BKPUTI
N/1iBKOBOK 060JI0HKOH,
10 mr/160 mr; no 10
TabneTtok y 6nictepi; no
1 a6o 3 6nictepu B
KapTOHHI navui

TOB "ACIHO
YKPATHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
YTOUYHEHHS iHchopMmaLlii CTOCOBHO
HaHeCeHHs1 Homepy cepii Ta
TEPMiHY NpUAATHOCTI Ha CTagisax
«®PacyBaHHs» Ta «lakyBaHH»,
LLI0 06YMOB/IEHO TEXHOJIOTIYHOKO
MOX/IBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy npuaaTHOCTI —
MeTOA0M APYKY B [ONOBHEHHS A0
MeTOAYy HaHeCEeHHS BiTUCKY, LLO
cTocyeTbecsa po3ainis 3.2.P.3.3.
Onuc BMPOGHMYOro npoLiecy Ta
KOHTPO/II0 npouecy., 3.2.P.3.4.
KOHTPOb KpUTUYHKX CTafil i
NPOMiXHOI Npoaykuii, 3.2.P.3.5.
Banigauisi npouecy Ta/a6o ioro
OLjiHKa; 3MiHK | TUNY - BHECEHHSA
3MiH o po3ginie 3.2.P.3.4.
KOHTpO/b KpUTUYHKX CTagIi i
NPOMXHOI npoaykuii Ta 3.2.P.3.5.
Banigauisi npouecy Ta/abo noro
OLjiHKa, L0 CTOCYKTbCA 3MiH Y
NpoBeEeHHI KOHTPO/IO NOKa3HUKIB
B PYTVHI ANl Macu ans
TabneTyBaHHA Ta AnA TabneTok-
AAep; 3MiHN NPoBeAEHHSA
KOHTPOJH0 MNOKA3HUKIB Ha
(pe)Banipavii ons TabneTok-a4ep;
3MiHW | TUMY - BHECEHHS 3MiH [0

3a peyenmom

UA/12365/01/03
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BauifaLiiHoOT cTpaTerii KOHTPOo
y po3gini 3.2.P.3.5. Banigauis
npotecy Ta/abo oro ouiHka y
3B’A13Ky 3 HEOOXIAHICTIO
KOPUryBaHHA CXeMN NPOBeAEHHS
BaslifaLii TeXHONOriYHOro npotecy
BMPOGHMLTBA LLOAO KOHTPObHMX
TOYOK, @ Came NepeHeceHHs -
O HOPIAHICTb BMICTY 3 rpaHynaTy
Ha OCTaTo4YHy cymiw (Maca ans
TabneTyBaHHs) Npenapary; -
KiNIbKICHOrO BU3HAUYEHHS 3
rPaHynsATy Ha OCTaTOYHY CyMiLl
(macy ans TabnetyBaHHs)
npenaparty
62. AOKCOPYBIUVH PO34MH ANs iHdysiid, 2 Megak esenbliadt HimeuunHa BiAgnoBigae 3a HimeuunHa BHECEHHS 3MiH 40 peecTpauiiiux | 3a peyenmom UA/14471/01/01
MEAAK mr/mn no 5 mn (10 mr) dotop KAiHiwe BTOPVHHE mMaTtepianis: 3MiHu | Tuny -
a60 no 10 mn (20 wmr), Lneuiansnpenapar nakyBaHHs, AAMIHICTpaTVBHI 3MiHW. 3MiHa
a60o no 25 mn (50 mr), e M6X HaHECEHHS 3aXUCHOT HaliMeHyBaHHs Ta/abo agpecu
a6o no 100 mn (200 mr) NAiBKN Ha doNakoH 3asBHVKa (BNacHuKa
y thnakoHi, no 1 a6o 5 (onujoHansHo), peecTpaLiiHoro NocBiAYeHHs) -
oNakoHIiB B ynakoBL,i [03BiN Ha BMMNYCK 3MiHa HaliMeHyBaHHS Ta agpecu
cepii: 3asABHUKA; 3MiHW | TUNY - 3MiHK 3
Mepak Mesenbwadt akocTi. FoToBWMIA Nikapcbkuii 3aci6.
orop KNiHiwe KOHTPO/1b FOTOBOIO NiKapCbKoro
LLneuianbnpenapar 3acoby. 3miHa y MeTogax
e M6X, HimevunHa; BUNPOBYBaHHA roTOBOro
BignoBsigae 3a NiKapcbKoro 3acoby (HesHayHa
BUPOGHMNLITBO 3MiHa y 3aTBEpAKEHUX MeToAax
Hepo3dacosaHoi BUNPOOYBaHHS) - HE3HAYHI 3MiHV B
NPOAYKLii, NePBUHHE onwuci npoBeAeHHss meTogy BEPX
Ta BTOPVHHE NS KiNbKICHOTO BU3HAYEHHA Ta
nakyBaHHs, ifeHTuikaLii JOoKCopyBiLVHY
KOHTPO/Ib SIKOCTI: rigpoxnopugy Ta cynpoBigHNX
OHKoTek ®apma [OMILLIOK rOTOBOrO NikapCbKoro
MpogakwwH MmoX, 3acoby. Metof TecTy 3a/MLLIMBCA
HimeuumnHa; HE3MiHHUM
Bignosigae 3a
BTOPUHHE
nakyBaHHs,
HaHeceHHs 3ax1cHol
NAiBKM Ha goNakoH
(onuioHanbHO):
Meg-IKC-Mpecc
M6X, HimeuynHa
63. AOLUET KOHLeHTpaT a5 Mini Xenckepe Benvka BeHyc Pemegic IHais BHECEHHS 3MiH [0 peecTpavuiliHnX 3a peyenmom UA/0670/01/01
po34nHy Ans iHdysili, 40 NimiTen BpuTaHis Nimiten mMartepianis: 3mMiHa 3asBHUKaA

mr/mn, no 0,5 mn

(BnacHuka peecTpaduiiHoro
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

npenapary y nakoHi i
no 1,5 Mn po3umHHMKa
(po3uuH eTaHony 13 %)
y hf1akoHi, ynakoBaHUx
Y KapTOHHY KOpPO6Ky; No
2 MA npenapaty y
donakoHi i no 6 mn
PO34MHHMKA (PO34NH
eTaHony 13 %) y
doNakoHi, ynakoBaHux y
KapTOHHY KOPOO6Ky; No 3
M1 npenaparty y
donakoHi i no 9 mn
PO34MHHMKA (PO34NH
eTaHony 13 %) y
doNakoHi, ynakoBaHux y
KapTOHHY KOPOGKY

noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): 3miHu |
My - 3MiHK WoAa0
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHKX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANoBiAa/IbHOI 32 3AjACHEHHS
thapMakoHarnagy; KOHTakTHoOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNIOBHOBaXeHOI
oco6w, BiANoBiAa/bHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy: ditova
pepakuis: ®egopuyk HO. B.
MponoHoBaHa peaakuis:
€pmolumnHa OneHa MuTpiBHA.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXeEHOT 0cobu,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MiCLIe3HaxXOKEeHHs1 macTep-
thaiina. 3miHu | TNy - 3MiHW Woa0
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucTuL,i
NiKapcbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKUii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnigpkeHs 3 6e3neku
3aCTOCyBaHHSA NiKapcbKoro 3acoby
B nicnsipeecTpaviiHuii nepiog, abo
SIK pe3yfibTaTt OLiHK/ 3BiTy 3
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AocnigpKeHb, NpoBeAeHNX
BiANOBIAHO A0 MiaHy
negiatpuuHux gocnimxkeHs (PIP)
(3MiHY Y3rofXeHO 3 KOMMNETEHTHUM
YMOBHOBaXXEHVM OpraHoM) 3MiHu
BHECeHI [0 IHCTpyKUiT Ansa
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby [0 po3zinis:
"MpoTunokasaHHsa", "OcobuBI
3axoau 6e3nekn”, "Ocob6MBOCTI
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo rogyBaHHs
rpyaat” (yTouHeHHs), "Cnocio
3acTocyBaHHs Ta fo3u", "MobiyHi
peakuii” Wwoao 6esneku
3aCTOCYBaHHS Ail04Oi PEYOBUHM.
3MmiHu | TUNY - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn)
3amiHa po3giny «IpaciuHe
306paxeHHs ynakoBKW» Ha po3gin
«MapkyBaHHa» MKA N3
3arsepgkeHo: Mpadmnyeckoe
n306paxeHne ynakoBKy.
Mpunaraetcsa. 3anponoHOBaHO:
MapkyBaHHs. 3rigHO
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro
3aco6y.

64.

APONNEKC

Kpansi ByLUHi, PO34MH Mo
15 mMn y noniMmepHnx
donakoHax-
KpanenbHuuax; no 1
dhnakoHy-kpanenbHuLi B
KapTOHHiiA KOpo6Li

YOPNL MEANLMH
OPTAIILMIKC
IIAUNAPI NT,

LTI,

TypeyunHa

YOPNL, MEAVLWH
INIAY CAH. BE
TIDK. AL

TypeyunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHSA

TEKCTY MapKyBaHHS yNnakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHhopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHS 3MiH NpOTArom 6-Tu

MiCSILiB MiCNsi 3aTBEPAYKEHHS

6e3 peyenma

UA/12428/01/01

65.

OYTACTEPUA/
TAMCYNO3UH-
BICTA 0,5 mr/0,4 mr

Kancynu Teepai; no 30
a6o no 90 kancyny
chnakoHi; no 1 dpnakoHy
B KapTOHHIi Kopobui

MicTtpan Kenitan
MeHempKMeHT
Nimiteq

AHINifA

Brpo6HMUTBO
NPOMKHOro
NpPOAyKTY, FOTOBOTO
nikapcbkoro 3acoby,
nakyBaHHS,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
JlabopaTtopioc JleoH

IcnaHis/
PymyHis

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3miHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavuiiHoro NocBifYEHHS) -
3MiHa agpecu 3asBHMKa

3a peyenmom

UA/18497/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

dPapma, C.A.,
Icnanis;
Bupo6bHMuTBO
NPOMKHOrO
NPOAYKTY:
C.C. 3eHTiBa C.A,,
PymyHis;
AnbTepHaTBHe
BTOPWHHE
nakyBaHHs:
Atpic ®apma, C.J1.,
IcnaHis;
AnbTepHaTuBHe
BTOPWHHE
nakyBaHHS:
MaHaHTian IHTerpa,
C.J1.K0., IcnaHis

66.

OYTACTEPUA-
BICTA

Kancysm m'siki no 0,5 mr;
no 10 kancyn y 6nictepi;
no 3 a6o 9 6nictepiB y
KapTOHHiiA KOpo6Li

Mictpan Kenitan
MeHemKMeHT
Nimiteq

AHrNifA

[aneHikym Xernc,
C.J1., IcnaHis
(8inbHMULA, WO
BiAnosifae 3a
KOHTPO/Tb SKOCTi
(chizmKo-xiMiuHWiA),
BUNYCK cepi);
LMHOEA ®APMA,
C.1, IcnaHis
(ainbHULA, WO
BignoBsigae 3a
BMPOGHMLITBO,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs, (pi3nko-
XiMiyHW1 Ta
MiKpOGioorivyHNiA
KOHTPO/Ib SIKOCTI,
BUMNYCK cepii)

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiHnx
MaTepianis: 3MiHu | Tuny -
nofaHHA OHOBJ/IEHOro cepTudikaTa
signosigHocTi E® R1-CEP 2014-
019-Rev 00 gna Adl Dutasteride
Bif] BXE 3aTBEPAKEHOIO
Bupo6HMka MSN LABORATORIES
PRIVATE LIMITED, India,
06YMOB/IEHO PerygpHUM
nepernsagomM 3 nepiognyHicTio 5
pokKiB

3a peyenmom

UA/18199/01/01

67.

OYTACTEPUA-
BICTA

kancym m'siki no 0,5 wmr;
no 10 kancyn y 6nicTepi;
no 3 abo 9 6nicTepis y
KapTOHHI KOpoo6Li

Mictpan Kenitan
MeHeXMeHT
Nimiten,

AHrNIs

lanenikym Xenc,
C.J1., IcnaHis
(ainbHULA, WO
BignoBigae 3a
KOHTPO/Tb AKOCTI
(chisuko-ximiuHwi),
BUNYCK cepii);
LMHIOEA ®APMA,
C.N, lcnaHis
(ainbHULSA, WO
Bignosigae 3a
BMPOGHULITBO,
nepBUHHE Ta

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
nofaHHsA OHOBJ/IEHOrO cepTuduikata
BiANOBIAHOCTI EBpONechbkil
thapmakonei RO-CEP 2014-019-
Rev 02 ana A®l Dutasteride Big,
BXe 3aTBepPKeHOro BUPOobHMKa
MSN LABORATORIES PRIVATE
LIMITED, India, y Hacnigok 3miH B
afpeci BUpoOHNYOT AinbHWLi 6e3
3MiHM MicLst BUPOGHMLITBA.
MponoHoBaHa pegakuis: Sy. No.
317, 320, 321, 322, 323, 604 &

3a peyenmom

UA/18199/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BTOPWHHE
nakyBaHHs, qoi3nKo-
XiMiYHWI Ta
MiKpOG6ioIorivHuiA
KOHTPO/Ib SIKOCTI,
BUNYyCK cepii)

605 Patancheru Mandal,
Sangareddy District India-502 329
Rudraram Village, Telangana

68.

EKBOPAN®

Kancynu m'siki no 25 mr,
no 10 kancyn y 6nicTepi;
no 5 6nictepis y kopobui

TOB «TeBa
Ykpaina»

Ykpaina

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTepianis: 3MiHa 3asBHMKa
(BnacHuka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne460); 3MiHu |
TMNy - 3MiHN LWOAO
6e3nekn/eeKkTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHux npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHVX AaHUX
npo cuctemy chapmakoHarniagy,
3MiHa YNMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3anBHUKa 419 3MiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiANoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
hapmMakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiAANOBIA&A/IbHOI 3a
thapmakoHarnag. ditoua pegakuis:
Orit Stern-Maman. NponoHoBaHa
pegpakuis: Buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOi 0co6u
3asBHMKA, BiANOBIAA/ILHOI 3a
hapmakoHaring,

3a peyenmom

UA/7471/02/01

69.

EKBOPA/I®

Kancynu m'saki no 50 mr,
no 10 kancyn y 6nictepi;
no 5 6nictepis y kopobuij

TOB «TeBa
YkpaiHa»

YKpaiHa

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 1O peecTpaviliHnX
MaTepianis: 3MiHa 3asBHMKa
(BnacHvika peecTpadujiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne460); 3miHu |
TMny - 3MiHN LWOA0
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araJlbHEHWX AaHnX Npo

3a peyenmom

UA/7471/02/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANoBiAa/IbHOI 32 3AjACHEHHS
thapMakoHarnagy; KOHTaKTHoOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, AKLo
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
thapmakoHarnsg. flivoua pegakuis:
Orit Stern-Maman. MponoHoBaHa
pefaxuisn: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTAKTHUX
[aHVX YNOBHOBaXeHOi 0co6u
3asBHVKa, BignoBiganbHOI 3a
dhapmakoHarang

70.

EKBOPAN®

Kancynu m'ski no 100 mr,
no 10 kancyn y énictepi;
no 5 6nictepis y kopobu;i

TOB «TeBa
YkpaiHa»

YKpaina

TeBa Yex IHAacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH O peecTpaviliHnX
MaTepianis: 3MiHa 3asBHMKa
(BnacHuKa peecTpaujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne460); 3miHu |
TMny - 3MiHK Wo40
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarsagy B YkpaiHi, SKLO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3[iiCHEHHS (hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI

MacTep-aina cuctemm

3a peyernmom

UA/7471/02/03
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoOI 3a
thapmakoHarnsg. flivoua pegakuis:
Orit Stern-Maman. MponoHoBaHa
pefaxkuisn: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTAKTHUX
[aHVX YNOBHOBaXeHOi 0co6u
3asBHIKa, BignoBiganbHOI 3a
dhapmakoHarang,
71. EKCTPAKT 3 eKCTpaKT ryctuii MAT "Tanuudapm” YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnX - UA/9744/01/01
nncT4a (cybeTaHuisn) y 6o4kax marepianis: 3miHu | Tuny -
EBKANIOTY nosliMepHuX 4ns BHECEHHS 3MiH y peecTpadiiiHe
ryctum BMPOGHMLTBA pocbe (nigpo3sain 3.2.5.2.3.
HecTepuIbHNX KoHTponb matepianis) nos'A3aHe 3

nikapcbknx oopm

HEOOXiAHICTIO MPUBEAEHHS
crneundikauii Ta MeToaiB
KOHTposto ETaHon (96%) y
BigNoBigHICTL A0 BUMOr EP/®Y,
[iroye BUAAHHS; CynyTHA 3MiHa
- 3MiHu 3 aKocTi. A®l. KoHTposb
A®|. 3miHa y meTogax
BMNpobyBaHHA A®l abo BuXigHOro
mMaTepiany/npomiKHOro
npoaykTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUPOGHMLTBA AP (iHLUI 3MiHK Y
MeTo4ax BUNpPoOyBaHHS
(Bkntovatoum 3amiHy abo
[0NoBHEHHS) AD| abo
BVXiAHOTO/MPOMIXXHOr0 MPOAYKTY);
3MiHU | TUNY - BUNYYEHHS 3
peecTpaujiiHoro aocke (Nigpo3gain
3.2.S.2.3. KoHTposb MatepianiB)
iHdpopmawii, Wwoao Ha3su
BMPOGHMKA peareHTiB
(3aTBEpPAKEHO: [HI3ANUIBCLKMIA
OepXaBHuii CMPTOBUIA 3aBOS;
JNonaTuHCbKWin fepxaBHUiA
CNUPTOBWIA 3aBOJ,; BOPOKCLKMIA
cnupT3asog Al; Yrepcbkuii
cnupT3asof, J/IbBiBCbka 0611.;
Xop[opiBCbKUiA CNMpPT3aBog,
JbBiBCbKa 0671.), Y 3B'A3KY i3
nepioguyHNMK 3MiHaM1 Ha3B
BMPOOHMKIB peareHTiB, OCKiNbKN
crneundikalis Ta metoam
KOHTPOJI0 SAKOCTI iA@HTUYHI ANsA
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BCIX BUPOGHVIKIB

72.

EKCTPAKT
NNoAiB KALUTAHY
KIHCbKOIro
CYXun

MOPOLLIOK (Cy6CTaHLis) y
6aHKax CKIAHUX Ans
BMPOGHMLTBA
HecTepuIbHNX
NiKapcbknx hopm

MAT "Tanuudapm”

YKpaiHa

MAT "lranuudapm"

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3MiHu | TUNY - 3MiHN 3
AKoCTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo [onycTUMNX MEX,
BM3HAUYEHUX y cneyudikauisix Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
NpoAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTLCA Y Npoueci
BMPOGHMLUTBA ADI; cynyTHSA 3MiHa
- 3MiHu 3 aKocTi. A®Il. KoHTposb
A®|. 3miHa y meTogax
BMNpobyBaHHA A®l abo BuXigHOro
mMaTtepiany/npomiKHOro
npoaykTy/pearexTy, Lo
BUKOPVICTOBYETLCA Y MPOLLECI
BUPOG6HMLTBA AP (iHLUI 3MiHK Y
MeTo4ax BUNpPoOyBaHHS
(Bkntovatoum 3amiHy abo
[0NoBHEHHS) AD| abo
BUXiAHOTO/MPOMIXKHOTO NPOAYKTY) -
BHECEHHS 3MiH Y peecTpaujiiHe
nocbe (nigposain 3.2.5.2.3.
KoHTposb matepiasniB) nos's3aHe 3
HEeOo6XiAHICTIO NpuBEAEHHS
cneuudikaLii Ta MeToAiB
KOHTposto ETaHon (96%) y
Bi4noBigHiCTL A0 BUMor EP/A®Y,
Aitoye BugaHHs; 3miHu | Tuny -
BW/TyYEHHS 3 peecTpauiiHoro
pocbe (nigpo3sain 3.2.5.2.3.
KoHTponb maTtepianis) iHchopmadii,
00 Ha3BM BUPOOHMKA peareHTiB
(3aTBEpAXEHO: «[Hi3ANYIBCbKMIA
[epXaBHW CNMpPT3aBogay»), Y
3B'AI3KY i3 NepiogUYHNMMK 3MiHAMK
Ha3B BUPOOHUKIB peareHTiB,
OCKifIbKM cneuudikaLlis Ta meToam
KOHTPOJTO SIKOCTi IAEHTUYHI Ans
BCiX BUPOBHWKIB

UA/9960/01/01

73.

ENEBIT®
MPOHATA/b

TabneTku, BKPUTI
N/1iBKOBOK 06G0JI0HKOIO;
no 10 TabneTok y
6nictepi; no 3 a6o 10
6nicTepiB y KAPTOHHIN
Kopo6Li; no 20 TabneTok
y 6nicTepi; no 5

Baviep KoHcblomep
Kep A"

LBeliuapis

PotTengopd Papma
M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavitHnx
mMarepianis: 3miHu | TUny -
He3HauHi 3MiHW Y npoueci
BMpOGHUMLTBa AP MarHito

rigpodpocchar Tpurigpart; 3mMiHm |
TMny - 3MiHa 6e3nocepenHbLOl
ynakosku ans A®l Martito

6e3 peyenma

UA/9996/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepiB y KAPTOHHIN
KopooLi

rigpochocdpar Tpurigpart 3
polyethylene bag Ha low density
polyethylene flat; 3miHu | Tuny -

He3HayHi 3MiHW Y Npoueci

BMpoGHMLTBa AD| Kanbuijto
rigpochocchat 6e3BoaHUIA. Y
npoveci BUpobHULTBa

BNPOBAaKEHO MarHiTHWi

cenapaTop 419 BUAANEHHS
BEJ/IMKMX YaCTUHOK Ta CTOPOHHIX
PEYOBVH; 3MiHM | TUMY - 3BYXXEHHSA
MeX crieundikauii BUXigHol
PEYOBVHY, LLIO BUKOPUCTOBYETLCS
B npotieci Bupo6HuuTea AdI
Kanbujto rigpodpoccpat
6e3B0AHWIA. 3MiHa BMXigHOT
peyoBuHM 3 dhocdhaTHOI KUCNoTH
75% Ha chocdopHy kucnoty 85% 3
BIAMOBIAHON crneundikaLieto Ta 3
OKCUAy KasibLjito Ha rigpoKcua,
KasibLito 3 BiANOBIAHO
cneuudikauiero; 3miHum | Tuny -
3MmiHa y 6e3nocepepHii ynakosLj
A®| Kanbuijto rigpodocdpat
6e3BoaHMI 3 polyethylene bag Ha
low density polyethylene flat

74.

EHBPEN®

PO34nH ANA iH'eKuili, 50
mr/mn, 4 nonepeaHbo
HamoBHEHI WNpULM No
0,5 mn (25 mr) a6o no 1
ms (50 mr), a6o 4
nonepeaHbO HanoBHeHi
pyykn no 1 mn (50 mr), 4
TaMrMOHU 3i CMIUPTOM Y
nnacTyKkoBoMy
KOHTeliHepi;
NAacTUKOBWIA KOHTENHepP
Y KapTOHHiIli kopobui

MNOAN3EP
EVY.CLII
KOPMOPENLLUH

CLA

Baet
dPapmaceyTukanic,
Benvika bpuTtaHis

(mMapkyBaHHs,
nakyBaHHS, BUNYCK
cepii rotoBoro
nikapcbKoro
3acoby); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeyunHa
(BUPOOHULTBO i
KOHTPO/Ib AKOCTI
NiKapcbkoro 3acoby
B nonepesHLo
HarnoBHEHMX
wnpuyax); Betep
Papma-PepTUryHr

Benwvka
BpwuTaHis/
HimevunHa/
Ipnangis/
Benbris

BHECEHHS 3MiH 0 peecTpaviniHnx
MaTepianis: 3MiHu | Tuny -
He3HayHa 3MiHa y npoueci

BMPOGHMLITBA FOTOBOIO
niKkapcbKkoro 3acoby EH6pen® gis
nepeycTaHOB/EHHSA
CTepwWi3y4oro HeO4HOPIAHOTO
inbTpa (sterilising grade) 3 micus
MK LiMCTEepHOI0 Ta
HakonmuyBasibHUM pe3epByapoM y
NOJIOXKEHHS [0 cepil iCHylo4oro
CcTepuni3yyoro disibTpa Ha NiHil
HaMOBHEHHSA /151 3MEHLLIEHHS
6GioHaBaHTaKEHHS, WO

BVKOPVICTOBYETLCS Ha BUPOOHWYIN

AinbHuui Pfizer Manufacturing

Belgium NV, Benbrisi; 3miHm | Tuny

- BBEleHHA 3MiH Y npoueci

6X & Ko. KT, BMPOGHMLITBA FOTOBOIO
HimeuunHa niKkapcbKoro 3acoby EH6pen®, wo
(BizyasnibHuii CTOCYITbCS NepeBU3HAYEHHS
KOHTPO/b yacy BUTPUMKM NPOAYKTY «in bulk»
nonepegHsL0 3 9 AHIB Y EMKOCTI A/1 36epiraHHs

3a peyenmom

UA/16786/01/01

87




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
HanoBHEHUX

wnpuuis); Betep
Papma-PepTUryHr
M6X & Ko. KT,
HimevunHa
(BisyanbHuii
KOHTPO/b
nonepeaHL0
HanoBHEHWX
LUNPULIB; KOHTPOJIb
AKOCTI NiKapCbKoro
3acoby B
nonepegHbL0
HanoBHEHWX
wnpuuax); Betep
Papma-PepTuUryHr
v6X & Ko. KT,
HimeuunHa
(BisyasnibHui
KOHTPO/b
nonepeaHLo
HarnoBHEHNX
LUMPWLB; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWMX
wnpuuax); Betep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BizyanbHuii
KOHTPO/b
nonepegHL0
HanoBHEHWX
LUNpWLiB; CKNagaHHA
i TecTyBaHHs
nonepeaHL0
HanoBHEHWX PYYOK);
Mdpaiizep IpneHg,
dapmaceyTukaic,
IpnaHgis (KoHTpob
SIKOCTi JTiKapCbKOro
3acoby B
nonepeaHL0
HarnoBHEHNX
wnpuuax); Mdaizep
MeHtodhekUypuHr

Benbris HB, Benbria

npu Temneparypi 2-8°C y
noeAHaHHI MakCMMaslbHUM
TEPMIHOM BUTPUMKM 5 AHIB npu
KiIMHaTHIn Temneparypi nicns
36epiraHHs B X0/I0AWNbHYKY [0
MakcMMyM 14 fHIB y eMKOCTi ons
36epiraHHa Npu Temnepartypi 2—
8°C, BK/IHOYAKUN MakCUMyMm 5 aHiB
npu KiMHaTHIl Temnepatypi ons
36epiraHHs Ta HaNnOBHEHHS, Ha
BMPOGHWYINi AinbHUUi Pfizer
Manufacturing Belgium NV,
Benbrist; 3MiHn | TUNY -
Y3rO[KEHHS pO34iniB
peecTpaLiiiHoro focke (Moaysb 2 i
3) 3 4OKYMEHTaLiEl0 BUPOOHMKa
(pepakTopcbki BUNPABIEHHS), L0
CTOCYIOTbCS ONUCYy MaTepiany
MOPLUHA Ta ro/ku1, Ha3B
[OMNOMDKHUX PEYOBWH, MOCUIaHb
Ha Knacudyikatopu, hyHKLi
KOMMOHEHTIB
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BMPOGHNLTBO
nikapcbkoro 3acoby
B nonepesHL0
HanoBHEHWX
LUMpULAX, KOHTPOSTb
AKOCTI NliKapCbKOro
3acoby B
nonepeaHL0
HanoBHEHWX
wnpuuax, Kpim
TecTty "bioaHani3
anonTtosy";
cKknagaHHs i
TecTyBaHHSA
nonepeaHL0
HaMoBHEHNX PYYOK;
MapKyBaHHS,
nakyBaHHs1, BUNYCK
cepii roToBoro
nikapcbKoro 3acoby)

75.

EHYPAH

rpaHynn no 10 ry
neHasni noniMepHomy; no
1 neHany B nauuj 3
KapToHYy

MpAT "HaujioranbHa
[omeonaTtnyHa
Cninka"

YkpaiHa

MpAT "HaujionanbHa
[omeonaTuyHa
Cninka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTepianis: 3MiHu | Tuny -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woao
3a3HaYeHHS OAUHULb
BMMiptoBaHHSA y cuctemi Sl

6e3 peyenma

UA/3820/01/01

76.

ECKYBIT®

kpanni, no 15 mn a6o no
25 Mn 'y donakoHi-
KpanesbHuuj; no 1
chnakoHy-KkpanesnbHuL, y
nadui; no 25 mny
chnakoHi-kpanesnbHuL,,
3aKpUTOMY KPULLIKOIO 3
KOHTPO/SIEM MEePLLOro
po3KpuTTS; no 1
chnakoHy-KkpanesnbHuL, y
nauui

MAT "Tanuucpapm”

YKpaina

MAT "Tannuchapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH Y peecTpaujiiHe
[OCbLE MNoB'si3aHe 3 HeOOXiAHICTIO
npuBefeHHA crneundikavii Ta
MEeTOZiB KOHTPOJO AONOMDKHOT
peyoBuHM ETaHon (96%) o Bumor
EP/O®Y, pitoye BUAAHHSA; CynyTHSA
3MiHa - 3MiHK 3 iKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
[OONOMDKHUX peyoBUH. 3MiHa Y
mMeTofax BUNPOo6yBaHHSA
[OMNOMDKHOT peYOBUHY (iHLLI 3MiHK
y MeTogax BunpobyBaHHA
(Brntovaroun 3amivy abo
[oAaBaHHs)); 3MiHu | Tuny -
BUJTyYEHHS 3 peecTpauiiiHoro
[ocbke iHhopmauii, Woao Ha3su
BVMPOGHWKIB AOMOMIKHNX PEYOBUH
(3aTBEpPAXEHO BUPOBHMKA
[0MNOMDKHOT peyoBrHY ETaHon
(96%) «/lonaTVHCbKUIA cnupT

6e3 peyenma

UA/3298/02/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3aBOf»), Y 3B'A3KY i3
nepiognyHMMN 3MiHaMK Ha3B
BMPOBHUKIB JOMOMDKHUX PEYOBUH,
OCKiNbkM cneuudikaLis Ta metoam
KOHTPOJI0 AIKOCTI iAEHTUYHI Ans
BCiX BUPOOHUKIB
77. ECKYBIT® kpanni, in bulk: no 15 mn MAT "Tanuuchapm” YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx - UA/9510/01/01
abono25Mny mMaTtepianis: 3MiHu | Tuny -
hnakoHi-kpanesbHuL; BHECEHHS 3MiH y peecTpavjiiHe
no 88 donakoHiB [OCLE MNOB'si3aHe 3 HEOOXIAHICTIO
KpanenbHULb Y Kopooi; npuBefeHHA crneundikavii Ta
in bulk: no 25 mny MeTOo/iB KOHTPOJO AOMNOMIXKHOT
onakoHi-KpanesibHuLj, pevoBuHM ETaHon (96%) Ao BMMoOr
3aKpPUTOMY KPULLIKOHO 3 EP/O®Y, pitove BUAAHHSA; CynyTHA
KOHTpON1EM NepLUOoro 3MiHa - 3MiHK 3 siKoCTi. FoToBWMIA
po3KpuTTS; No 88 niKkapcbkuii 3aci6. KoHTposib
dhnakoHiB-kpanenbHULb [OONOMDKHUX peyoBUH. 3MiHa Y
y Kopobi MeTofax BUNpo6yBaHHsA
[,0MOMDKHOT PeUYOBMHM (iHLLI 3MiHK
y MeTogax BunpobyBaHHs
(BKntOYatoun 3amiHy abo
[0faBaHHs)); 3MiHW | Tuny -
BUJTYYEHHS 3 peecTpauiiiHoro
[ocbe iHthopMmauii, WoAo Ha3su
BMPOBHMKIB AONOMiIXXHUX PEYOBUH
(3aTBEPMAXEHO BUPOGHUKA
[0MNOMDKHOT peyoBrHY ETaHon
(96%) «/lonaTUHCLKUIA cNUpT
3aBOf»), Y 3B'A3KY i3
nepioguyHNMK 3MiHaM1 Ha3B
BMPOGHUKIB JOMOMIKHUX PEYOBUH,
OCKiNbKY cneunqikalis Ta metoam
KOHTPOJIIO AKOCTI iAEHTUYHI ANs
BCiX BUPOOHUKIB
78. ECUUNTAM® ACIHO | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/15764/01/02
NNiBKOBOIO 060/10HKOIO, YKPAIHA" marepianis: 3miHu | Tuny -
no 20 mr, no 10 OHOBJIEHHSA BXe 3aTBepKeHNX
Tabnetok y 6nictepi; no MEeTOLIB KOHTPOJItO AKOCTI
1, 3 abo 6 6nicTepis y nikapcbKoro 3acoby, a came
KapTOHHI nayui BVIK/TAAEHHS TEKCTY AEPXaBHOI
MOBOIO 3TifJHO Cy4aCHWX BUMOT
79. ECUUATAM® ACIHO | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHux | 3a peyenmom UA/15764/01/01
N/1iBKOBOK 060JIOHKOH, YKPAIHA" Marepianis: 3miHu | TUny -

no 10 mr, no 10
TabneTok y 6aictepi; no

OHOBJIEHHS BXE 3aTBEPIKEHNX
MeTOZIB KOHTPOJHO AKOCTI
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

1, 3 abo 6 6nicTepiB y
KapTOHHI navi

nikapcbKoro 3acoby, a came
BUKAfEHHS TEKCTY AepXaBHO
MOBOO 3TiZIHO Cy4aCHWUX BUMOT

80.

3BIPOBOLO
HACTOMKA

HacToiika (cybcTaHLuis) B
604Kax nosiMepHUx ans
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx oopm

NAT “Tannadapm”

Ykpaina

NAT "Tannacpapm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHU | TUMY - 3MiHU 3
akocTi. A®l. KoHTposnib A®L. 3miHa
y napameTpax cneumdikaw,in
Ta/abo [onNyCTUMUX MEX,
BU3HAYEHUX Yy cneuudikaLisx Ha
Adl, a60 BMXIAHNA/MPOMIKHWIA
npoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y NPOLECI
BMpPO6HMUTBa ADI; cynyTHS 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y meTofax
BMNpobyBaHHsA APl abo BUXigHOMO
mMaTtepiany/npomikHOro
nNpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETHLCS Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
MeTofax BUNPo6yBaHHsA
(BKKOUAOUM 3aMiHy abo
[OMNOBHEHHS) A®| abo
BUWXiZHOro/NpoMKHOro NPoAyKTY) -
BHECEHHS 3MiH y peecTpadiiiHe
pocbe (nigpo3sain 3.2.5.2.3.
KoHTposnb MaTepianis) nos'sa3aHe 3
HEOOXiAHICTIO MPUBEAEHHS
crneundikauii Ta MeToaiB
KOHTposto ETaHon (96%) y
BignoBigHICTL A0 BUMOr EP/A®Y,
Aitoye BUAaHHS; 3MiHK | Tuny -
BUJTyYEHHS 3 peecTpauiiiHoro
nocbe (nigposgin 3.2.5.2.3.
KoHTposb Matepianis) iHhopmaLi,
010 Ha3BM BUPOOHMKA peareHTiB
(3aTBEpAKEHO: KOHLEpH
«YKpCnupT»), Y 3B'A3KY i3
nepioguyHNMK 3MiHaM1 Ha3B
BMPOOHMKIB peareHTiB, OCKIiNbKN
crneundikalis Ta metoam
KOHTPOJIIO AKOCTI iAEHTUYHI ANs
BCiX BUPOBHUKIB

UA/12515/01/01

81.

SENAOKC®

Kancynu teepai no 40
Mr; Mo 14 kancyny
6nicTepi; no 2 6rictepu
B KapTOHHIii kopo6uj; no
10 kancyn y 6nictepi; no

AngxoH KOC 1 JI/1C

CWA

Brpo6HMLTBO,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:

Himeuunna/
IpnaHgis

BHECEHHS 3MiH 10 peecTpaviliHnX
MaTepianis: 3MiHa 3asBHMKa
(BnacHvika peecTpadujiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460) BeefieHHs

3a peyenmom

UA/2595/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3 6nicTepu B KAPTOHHIl P-dapm JxepmaHi 3MiH NpoTArom 9-Tu MicALiB nicns
KopooLi 'vm6X, HimeuunHa; 3aTBEPMKEHHS; 3MiHK | TUny -
Bupo6HMLTBO Ta 3MiHM Wwoao
KOHTPO/1b AKOCTI: 6e3nekn/echeKTMBHOCTI Ta
Mcpaiizep IpnaHgis thapmakoHarnsgy. BeegeHHs abo
dapmacbloTikans, 3MiHU [0 y3araslbHEHKX AaHWX Npo
IpnaHgjs; cucTemy chapmakoHarnsgy
MakyBaHHs (BBEAEHHSA y3araslbHEHVX AaHUX
(nepBuHHE Ta npo cuctemy chapmakoHarnsgy,
BTOPUHHE), 3MiHa yNOBHOBaXeHOI 0cobw,
MapKyBaHHs1, BiANoBiAa/IbHOI 32 3AjACHEHHS
KOHTPO/Ib AKOCTI chapmakoHarnsgy; KOHTakTHOI
BUNYyCK cepil: 0cobu 3 hapmakoHarnsgy
Mdpaiizep 3asBHMKA AN 34iCHEHHS
MeHtodhekUypuHr hapMakoHarnagy B YkpaiHi, Ko
[Jonuneng rméxX, BOHa BifMiHHA Bif, yNIOBHOBaXeHOI
HimeuunHa oco6w, BiANoBiAa/bHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnagy: ditova
pefakuis: ®paxcyasza dyma-
CinnaH/ Francoise Dumas-Sillan.
MponoHoBaHa pegakuis: bapbapa
[e BepHapgj/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX gaHWX
YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BiANoBiAa/IbHOI 32 3AjACHEHHS
dhapmakoHarnsgy
82. 3ENAOKC® Kancynu TBepai no 20 AngxoH KOC 1 1I/1IC CLWA Bupo6HMLTBO, HimeuunHa/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/2595/01/04
Mr, o 14 kancyny nakyBaHHs, IpnaHgis mMaTepianis: 3MiHa 3asBHMKa
6nicTepi; no 2 6nictepu MapKyBaHHs, (BnacHuka peecTpadiiHoro
B KQPTOHHI KOpo6L; No KOHTPO/Ib SIKOCTI, noceigyeHHs) (3rigHo Hakasy MO3
10 kancyn y 6nictepi; no BUNYCK cepil: Bif, 23.07.2015 Ne 460) BeefeHHsA

3 6nicTepu B KAPTOHHIA
Kopo6ui

P-®apm DxepmaHi
M6X, HimeuunHa;
Brpo6HnuTBO Ta
KOHTPO/b SIKOCTI:
Mdparizep IpnaHgis
dapmacbioTikans,

3MiH NpoTAroM 9-Tn micslis nicns
3aTBEPMKEHHS; 3MiHM | TUny -
3MiHM Woao
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs abo
3MiHW 00 y3ara/iHEHUX JaHuX Npo

Ipnangis; cuctemy chapmakoHarnsagy
MNakyBaHHs (BBEAEHHSA Yy3arasIbHEHVX AaHUX
(nepBuHHE Ta npo cuctemy chapmakoHarnsgy,
BTOPUHHE), 3MiHa YyNOBHOBaXeHOI 0coby,
MapKyBaHH$, Bi4NoBiAa/IbHOI 32 34iCHEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KOHTPO/Ib SKOCTI thapmakoHarnsgy; KOHTakTHOT
BWMYCK Cepil: ocobu 3 hapmakoHarnagy
Mdpaiizep 3asBHUKA A1 34iAICHEHHS
MeHtochekuypuHr thapmakoHarnsgy B YkpaiHi, Ko
Loliuneng Mv6X, BOHa BiIMiHHA Bif, yNIOBHOBaXEHOI
HimeuunHa ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI faHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMNOBHOBAXXEHOT 0CO6M 3as1BHYKA,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
thapmakoHarnsgy: fitoua
pepaxkuisn: dpaHcyasa yma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: bapbapa
[e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHMX AaHnX
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy
83. 3E/IA0KC® Kancynu teepai no 80 AnmxoH KOC 1 J1I/1C CLUA Brpo6HMLUTBO, HimevunHa/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/2595/01/03
Mr; o 14 kancyny nakyBaHHs, IpnaHgis mMarepianis: 3MiHa 3asBHUKaA
6nicTepi; no 2 6rictepn MapKyBaHHS, (BnacHuKa peecTpaujiiHoro
B KapTOHHIii kKopo6uj; no KOHTPO/1b SIKOCTI, noceigyeHHs) (3rigHo Hakasy MO3
10 kancyn y 6nictepi; no BUMNYCK cepil: Bif, 23.07.2015 Ne 460) BeefieHHsA

3 6nicTepn B KAPTOHHIN
KopooLi

P-®dapm xepmaHi
'vm6X, HimeuunHa;
Brpo6HuuTBO Ta
KOHTPO/Ib SIKOCTI:
Mcpaiizep IpnaHgis
PapmacbloTikans,
Ipnangis;
MakyBaHHA
(nepBuHHe Ta
BTOPUHHE),
MapKyBaHHS,
KOHTPO/Ib AKOCTI
BMNYCK cepil:
Mdpaiizep
MeHtohekuypuHr
[Loliuneng Mv6X,
HimeuyunHa

3MiH NPOTArom 9-Tn MicsALiB nicas
3aTBEPMKEHHS; 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHux npo
cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iiICHEHHS
hapmakoHarnsagy B YKpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiANoBiAabHOI 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
dhapmakoHarssgy) - 3miHa
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BiANoBiAa/IbHOI 32 3AjACHEHHS
hapmakoHarnagy: dirova
pegakuisi: dpaHcyasa yma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pefakuis: bapbapa
[le bepHapgai/ Barbara De
Bernardi. 3miHa KOHTaKTHMX AaHWX
YMNOBHOBAXEHOT 0CO6M 3asBHYKA,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
dhapmakoHarnsgy
84. 30KOP® TabneTkun, BKPUTI Mepk Wapn i Joym LBeliLapis Mepk Wapn i floym Higepnangm BHECEHHS 3MiH 10 peecTpavLiiHnxX 3a peyenmom UA/0645/01/02
NAiBKOBOK 060/TI0HKOI0, IAEA Tm6X B.B., Higepnangn / Benvka marepianis: 3MiHu | TUNy - 3mMiHa y
no 20 mr, no 14 (nakyBaHHs, BpuTaHis cneundikanii A®I CumsacTaTtuHy
Tabnetok y 6nictepi; no KOHTPO/1b SIKOCTI, 3a nokasHukamu «KinbkicHe
2 6nicTepun B KAPTOHHIN BMNyck cepii); Mepk BU3HAUYEHHS» Ta «CynpoBigHi
KopooLi LWapn i Joym OOMILLKV» 06YMOBIEHO
Nimiten, Benvka NpUBELEHHAM Y BiANOBIAHICTb A0
BpwvTaHisi (BMPO6HMK BMMOT MOHOrpadii €EBponenceKoi
Hepo3acoBaHol thapmakonei
NpoAYKL;i, KOHTPO/b
SIKOCTI)
85. 30KOP® ®OPTE TabneTky BKpUTI Mepk Wapn i Joym LLiBeiiuapis Mepk Wapn i Joym HigepnaHau BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/0645/01/01
N1iBKOBOK 0B0IOHKOD IOEA TmM6X B.B., Higepnanan / Benuka marepianis: 3mMiHu | TUNY - 3miHa Yy
no 40 wr, no 14 (nakyBaHHs, BputaHis cneuudikauii A®I CumactaTuHy
Tabnetok y 6nictepi; no KOHTPO/1b SIKOCTI, 3a nokasHukamu «KinbkicHe
2 6nicTepu B KAPTOHHIiA BUNYCK cepii); Mepk BU3HAYEHHS» Ta «CynpoBigHi
Kopoo6ui LWapn i foym OOMiLLKV» 06YMOBIEHO
NimiTen, Benvika NpuBeLEeHHAM Yy BiANOBIAHICTb A0
BpuTtaHis (BUPO6HMK BMMOT MOHorpadii €sponeicbkoi
Hepo3dacoBaHoi hapmakonei
NPOAYKLIT, KOHTPOSIb
AKOCTI)
86. 30NMALEKC Kancyna ans Actpa3eHeka HOK Benuka AcTpa3eHeka tOK Benuka BHECEHHS 3MiH [0 peecTpavyiiiHix | 3a peyernmom UA/4236/01/01
NigLWKIPHOro BBEAEHHS NimiTen BpuTaHis Nimiten BpuTaHis MaTepianis: 3MiHu | Tuny -
NPOJIOHroBaHoI Aji No AAMiHICTpaTUBHI 3MiHW. 3MiHa
3,6 mr, 1 kancynay HalilmeHyBaHHs Ta/abo agpecu
Lwnpuy-annikartopi i3 3asBHVKa (Bf1acHuKa
3aXMCHUM MeXaHi3MOM; peecTpaLiiHoro NocBiAYeHHs) -
no 1 wnpuuy B KOHBEPTI 3MiHa agpecu 3asBHMKa
3 NPUKPINIeHUM (BBEAEHHS 3MiH NPOTAroM 6-Tn
npanopLeM-aHoTaljielo 3 MicsILiB NiCNsA 3aTBEPL)KEHHS)
BOJIOrOMOI/IVHAIOYO0
Karncynot; no 1
KOHBEPTY B KAPTOHHiA
Kopo6ui
87. 30NMALEKC Kancyna gns AcTpa3eHeka FOK Benuka AcTpa3eHeka tOK Benuka BHECEHHS 3MiH 10 peecTpaviliHnx 3a peyenmom UA/4236/01/02
NiALWKIPHOrO BBEAEHHS Nimiten BpuTtaHis Nimiteq BputaHis mMarepianis: 3miHu | TUny -

NPOJIOHroBaHoI Aji No

AAMiHICTpaTUBHI 3MiHW. 3MiHa
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
10,8 wr, 1 kancynay HaliMeHyBaHHSA Ta/abo agpecu
Lwinpuu-annikaropi i3 3asBHMKa (BNacHvka
3aXCHUM MeXaHi3MOM; peecTpavLiiHoro NocBigYEHHS) -
no 1 wnpuuy B KOHBEPTI 3MiHa agpecu 3asiBHUKa
3 NPUKPINIEHUM (BBeageHHs 3MiH MPOTArom 6-Tu
npanopuem-aHoTalieto 3 MicALIB Nicnsa 3aTBepIKEHHS)
BOJ10rONOI/INHAKYO0
Karcynot; no 1
KOHBEPTY B KAPTOHHIiA
Kopobui
88. IBYNPO®EH BEBI cycneHsis opasibHa, 100 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnX 6e3 peyenma UA/11513/01/01
mr/5 mn, no 100 mn, abo obmexeHo obmMexeHoto marepianis: 3MiHW | TUMY - 3MiHW
no 200 mn y chiiakoHi; no Bi4NOBiAA/IbHICTIO BiAMOBIAA/IbHICTIO BHECEHO [0 iHCTPYKUiT Ans
1 chnakoHy pa3om 3 "®apmaueBTuyHa "@apmavueBTuyHa Me[MYHOro 3acTocyBaHHsA
[03YHUYNUM MPUCTPOEM Y KomnaHis "3gopos'a” KomnaHis "3aopos'a” nikapcbKoro 3acoby y po3ain
KOpo6Li 3 KApTOHY "Mo6iyHi peakuii" BigNoBigHO A0
OHOB/IEHOT iHdhopMaLlii 3 6e3neku
Aio4oi pevoBuHW. BBeeHHS 3MiH
nNpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS
89. IBYNPO®EH- Tabnetku no 200 mr, nNo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnx 6e3 peyenma UA/2350/01/01
OAPHUUA 10 TabneToK y KOHTYpHIli "®apmaueBTUyHa "®apmaneBTuyHa mMarepianis: 3miHu | TUny -

YapyHKOBIli ynakoBLj; no
1,no2a6bono5
KOHTYPHUX YapyHKOBUX
yNakoBOK y naui

hipma "OapHuus”

hipma "OapHuus”

OHOBJIEHHSA cepTudikaty
BiNOBIAHOCTI €BPONENChKiit
thapmakonei R1-CEP 2002-099-
Rev 06 ansa A®l 16ynpodieH Big
BXE 3aTBEPKEHOr0 BUPOOHMKA
Hubei Biocause Heilen
Pharmaceutical Co., Ltd., Chinay
3B’A3KY 3i 3MiHOIO Ha3BU
BMPOGHMKa 6e3 3MiHV agpecun
npoBapkeHHs AissibHocTi (Hubei
Granules- Biocause
Pharmaceutical Company Ltd.,
China Ha Hubei Biocause Heilen
Pharmaceutical Co., Ltd., China).
BBefieHHs1 3MiH NpoTsArom 6-Tn
MiCALB Nicnsa 3aTBepIKEHHS;
3MiHU | TUNY - OHOB/IEHHS
cepTudikaTy BifnoBigHOCTI
€Bponeiicbkil hapmakonei R1-
CEP 2002-099-Rev 07 ana A®I
I6ynpodpeH Big BXe
3aTBEPAKEHOr0 BMpo6HMKa Hubei
Biocause Heilen Pharmaceutical
Co., Ltd., China y 3B'a3ky 3i
3MiHOI0 Y XpomatorpadiyHnx
yMOBax 3a NOKa3HWKOM 3a/IULLKOBI
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KIfIbKOCTi OpraHiYHnX pO34NHHWKIB.
BeefieHHs1 3MiH NpoTsrom 6-Tn
MicAILiB nicns 3aTBepKEHHS
90. IHOAMN® Tabnetku no 1,25 mr no MPO.ME/A.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/4237/02/02
10 TabneTok y 6nicTepi; Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika mMaTtepianis: 3MiHu | Tuny -
no 3 abo 6 6nictepis y noJaHHsA OHOBJ/IEHOrO cepTudiikaTa
KapTOHHI KopooLj BIAMNOBIAHOCTI €EBpONENChbKIl
hapmakonei Ne R1-CEP 2012-
182-Rev 00 ansa A®I IHganamigy
BiJ, BXXE 3aTBEPAKEHOr0o
BMpo6HMKa SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,y
HacNigoK HECYTTEBUX 3MiH Y
BUPOBGHNYOMY MPOLIECI
91. IHOAN® Tabnetku no 2,5 mr no NMPO.ME/A.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [0 peecTpav,iliHnx 3a peyenmom UA/4237/02/03
10 TabneTok y 6nicTepi; Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika Marepianis: 3miHu | TUny -
no 3 abo 6 6nictepis y nofiaHHs OHOBJ/IEHOIO cepTudiikarta
KapTOHHiiA KOpo6Li BiNOBIAHOCTI €BPONENChKiit
thapmakonei Ne R1-CEP 2012-
182-Rev 00 gnsa A®l IHpanamigy
BiJ, BXE 3aTBEPAKEHOro
BMpo6HMKa SUZHOU LIXIN
PHARMACEUTICAL CO., LTD., y
HaCnNifOK HECYTTEBUX 3MiH Y
BMPOGHMYOMY NpoLeci
92. IH®PAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsiAH Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/16235/01/01
FEKCA™/INFANRI IPV) ans iH’ekuii no 0,5 Ekcnopt Nlimiteq BpuTtaHis Bionoaxikans C.A. marepianis: 3miHu | TUny -
X HEXA™ mn (1 gosa) Ta [0[aBaHHA aslbTepPHATUBHUX
KOMBIHOBAHA niodpinizat (Hib); 1 0}HOPa30BUX MILLKIB 3
BAKUWHA And nonepegHL0 nepemiwysaHHaM, 06'emom 100 n,
MNPO®ITAKTUKN HarnoBHeHN [Ans 36epiraHHs NPOMIXXHOIo
DUNOTEPII, oAHOPa3oBuiA WNpuy, (No NPOAYKTY PO3BEAEHOIO
MPABLS, 0,5 mn (1 gosa)) y oumnweHoro noniosipycy (Diluted
KALLTIOKY KOMM/IEKTI 3 ABOMA purified virus (DPV) bulk) Ha eTani
(ALEMIONAPHNIA rofikamv Ta oNakoH 3 3aKiHYEHHs1 OYMCTKM Ta nepes
KOMMOHEHT), niogpinizatom (Hib) gns eTarnom iHakTusaw;i.
FENATUTY B, 1 f03K, WO 3MiWyTbCA 3anponoHoBaHo: 100-L mixing
MONIOMIENITY TA | nepej BUKOPUCTAHHAM bags/75-L Containers
3AXBOPIOBAHDb, (wnpwy, 3 ronKkamu
3bYAHNKOM 3aKpuTi FyMOBUMMN
AKUX € KoBMaykamu); AiBi rosiku
HAEMOPHILUS (opHoro po3swmipy),
INFLUENZAE TUMY | wnpuy Ta dpiakoH
B repMeT1YHO 3anakoBaHi

y NaacTukoBuii
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs

KOHTeliHep; no 1 abo no

10 nnacTMkoBmx

KOHTEHEpIB Y KapTOHHIlA

Kopo6ui; 1 nonepeaHbO

HanoBHeHU

ofHOpa3oBuiA Wwnpu, (no

0,5mn (1 gos3a)) y

KOMNAeKTi 3 ABoMa

ronKkamu Ta gos1akoH 3

niogpinizatom (Hib) gns

1 03w, WO 3MiLlyoTbeA

nepeg, BUKOPUCTAHHAM

(wnpwy, 3 ronkamu

3aKpUTi TYMOBVMY

KoBMaykamu); AiBi rosiku

(ogHoro po3mipy),

LWNpuL, Ta osiakoH

repMeTUYHO 3anakoBaHi

y NNacTyKoBWit

KOHTeliHep; no 1 abo no

10 nnacTuKoBuX

KOHTEHepIiB Y KapTOHHI

Kopoo6Li

93. IHOAHPUKC cycneHsis (DTPa-HBV- nakcoCmiTKnsiiH Benuka FnakcoCmiTKnAiiH Benbris BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/16235/01/01

FEKCA™/INFANRI IPV) gns iv'ekyii no 0,5 Ekcnopt flimiTeq BpuTaHis Bionogxikans C.A. MaTepianis: 3MiHu | Tuny -
X HEXA™ mn (1 gosa) Ta nepeHeceHHs BUNpobyBaHHs
KOMBIHOBAHA niogpinizat (Hib); 1 MiHIMa/IbHOT NeTasIbHOI 403K
BAKUWHA And nonepegHL0 (Minimal Lethal Dose) B npogykTi
MPO®INTAKTUKN HanoBHeHU Diphtheria Crude Toxin 3 etany
BVNDTEPII, ofiHopa3oBuid Wwnpu, (no PYTUHHOrO TECTYBAHHA Ha
NMPABLS, 0,5mn (1 gosa)) y po6oyomMy NociBHOMY martepiany
KALLUJTHOKY KOMMNJEKTi 3 ABOMa (Working seeds (WS)) Ha eTan
(ALI,EmOHSIPHI/II'/'I rofikamy Ta oNakoH 3 TeCTyBaHHSA NepLLOro TOKCUHY, LLIO
KOMMOHEHT), niocpinisatom (Hib) gns NPOAYKYETLCA 3 NepLuoi napTii
FENATUTY B, 1 o3, WO 3MilyTbCA WS, oTprMaHoIi 3 KOXHOT HOBOI
noniomMieNITy TA nepej, BUKOPUCTaHHAM napTii nonepeAHbLOro po6o4oro
3AXBOPHOBAHDb, (wnpuy 3 rosikamm martepiany (new pre-WS).
3bYAHNKOM 3aKpuTi rymoBUMU BHeceHHs pefakLiliHix npaBokK [0
AKX € KoBnaykamu); ABi ronku po3ginis 3.2.5.2.2, 3.2.5.2.3. Ta
HAEMOPHILUS (ogHoro po3smipy), 3.2.S.2.4; 3miHn | TRy -
INFLUENZAE TUNY | wnpuy Ta donakoH BW/TyYEHHSI BUNPOGYBaHHS
B repMeTV4HO 3anakoBaHi Specific toxicity quality control

y MIACTUKOBUIA
KOHTeliHep; no 1 a6o no
10 nnacTuKoBuX
KOHTENHepIB y KapTOHHIl
Kopo6Li; 1 nonepeaHbO
HarnoBHeHU
04HOopa3oBwuiA WNpuy, (No

tests 3i cneyucpikauii Ha
npomixHuii npoaykT Diphtheria
Crude Toxoid
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
0,5mn (1 go3a)) y
KOMM/IEKTI 3 ABOMA
rosikamy Ta o/1akoH 3
niogpinizatom (Hib) gns
1 f03K, WO 3MilWyTbCA
nepeg, BUKOPUCTaHHSIM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMU
KoBMaykamu); ABi rosiku
(ogHoro po3mipy),
LWNpuL, Ta osiakoH
repMeTUYHO 3anakoBaHi
y NNacTyKoBWi
KOHTeliHep; no 1 abo no
10 nnacTuKoBuX
KOHTEHepIiB Y KapTOHHI
Kopoo6Li
94. IHOAHPUKC™ INB | cycneHsisi ons iH'ekLiid; nakcoCmiTKnsiAH Benvka nakcoCmiTKnAiiH Benbris BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/13939/01/01
KOMBIHOBAHA no 0,5 mn y nonepegHs0 Ekcnopt flimiteq BpuTaHis Bionogxikans CA MaTepianis: 3MiHu | Tuny -
BAKUVHA AnsA 3anoBHEHOMY [04aBaHHA aslbTepPHATUBHUX
NMPO®INTAKTUKU 04HOPa30BOMY LUNPULL Y 0 HOPa30BUX MILLKIB 3
JANDTEPI, KOMM/IEKTI 3 rO/IKOIO; MO nepemilyBaHHaAM 06'eMom 100 N
NMPABLSA, 1 a6o 10 nonepegHbLO [Ans 36epiraHHs NPOMiXHOro
KALLUJTFOKA 3anoBHEHMX NPOAYKTY po3BeAEHOro
(ALENONAPHNIA 04HOPA30BUX LINPULIB Y ouuuieHoro nosiosipycy (Diluted
KOMMOHEHT) TA naacTUKoBOMy purified virus (DPV) bulk) Ha eTani
noniomMienity KOHTeliHepi; no 1 3aKiHYEHHs1 OUMCTKM Ta nepes
KOHTEHepy B KaPTOHHIi eTanom iHakTBaw,ii.
KopooLi 3anponoHoBaHo: 100-L mixing
bags/75-L Containers
95. IHOAHPUKC™ INB | cycneHsisa ons iH'ekuii; nakcoCwmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpavuiliHnX 3a peyenmom UA/13939/01/01
KOMBIHOBAHA no 0,5 mn y nonepegHL0 Ekcnopt Nimiteq BpuTaHis Bionogxikan3 CA MaTtepianis: 3MiHu | Tuny -

BAKLUMHA ANnsi
MPO®INAKTUKN
DVNOTEPII,
MPABLS,
KALLI/TIOKA
(ALEMIONAPHNIA
KOMMOHEHT) TA
nosioMienITy

3arnoBHeHOMY
0f}HOPa30BOMY LLUMPULL Y
KOMMEKTi 3 ro/1Koto; No
1 a6o 10 nonepeAHbLO
3aMoBHEHMNX
0[lHOPa30BUX LINPULIB Y
nNacTykoBoMy
KOHTeliHepi; no 1
KOHTEHEepY B KapTOHHIl
Kopoo6Li

nepeHeceHHs BUNpobyBaHHsA
MiHiMaIbHOI 1IeTas/IbHOT 403K
(Minimal Lethal Dose) B npogykTi
Diphtheria Crude Toxin 3 eTany
PYTUHHOIO TECTYBaHHS Ha
po6oyoMy NOCiBHOMY Matepiany
(Working seeds (WS)) Ha eTan
TeCTyBaHHS NepLLOro TOKCUHY, L0
NPOAYKYETLCA 3 NepLuor napTii
WS, oTpuMaHOi 3 KOXHOI HOBOI
napTii nonepegHbLOro po6o4oro
marepiany (new pre-WS).
BHeceHHs peaakLiiHUX NpaBok A0
po3ginis 3.2.5.2.2, 3.2.5.2.3. Ta
3.2.S.2.4; 3miHn | TNy -
BW/yYEHHSI BUNPOOYBaHHSA
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Specific toxicity quality control
tests 3i cneundikauii Ha
npomixHuii npoaykt Diphtheria
Crude Toxoid
96. IHPAHPUKC™ INB | cycneHsia (DTPa-IPV) nakcoCmiTKnsiiH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/15832/01/01
XIB | INFANRIX™ Ans iH'ekuii no 0,5 mn (1 Ekcnopt flimiteq BpuTtaHis Bionogxikans C.A. marepianis: 3miHu | TUny -
IPV HIB [03a) Ta niodpinizar [04aBaHHS albTEPHATUBHUX
KOMBIHOBAHA (Hib); cycneHsia (DTPa- 0HOPa30BUX MILLKIB 3
BAKUWHA And IPV) pns iH'exuin no 0,5 nepemilysaHHAM 06'emom 100 n
MPO®ITAKTUKN mn (1 gosa) y 0151 36epiraHHA NPOMIKHOIO
DVNOTEPII, nornepeaHsLo NPOAYyKTY pO3BEAEHOIO
NnPABLUA, HanoBHEHOMY ouuLeHoro noniosipycy (Diluted
KALLUTHOKY 04HOPA30BOMY LUMPUL purified virus (DPV) bulk) Ha eTani
(ALEMIONAPHNIA Nel y KOMM/IekTi 3 3aKiHYEeHHs OUMCTKU Ta nepes
KOMMOHEHT), [BoMa ronkamu ta eTanom iHakTmBaw,i.
NONIOMIENITY TA | niodpinizar (Hib) y 3anponoHoBaHo: 100-L mixing
3AXBOPHOBAHDb, donakoHi Nel, wo bags/75-L Containers
3bYAHNKOM 3MiLLYOTLCA nepeq
AKNX € BUKOPUCTaHHAM: No 1
HAEMOPHILUS nonepegHL0
INFLUENZAE TUMY | HanoBHeHOMY
B 0ZHOPa30BOMY LUMpULY
y KOMNJIeKTi 3 ABOMa
ronkamu Ta 1 chnakoHom
3 niocpinizatom (Hib) y
BaKyyMHili CTEpUNbHIl
ynakosui; no 1
BaKyyMHiil CTepU/bHil
yMaKoBLi y KaPTOHHIi
Kopoo6Ui
97. IHOAHPUKC™ INB | cycneHsia (DTPa-IPV) "nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpayiiiHux | 3a peyenmom UA/15832/01/01
XIB | INFANRIX™ Ans iH'ekui no 0,5 mn (1 Ekcnopt flimiteq, Bputanis bionomxikans C.A. MaTtepianis: 3MiHu | Tuny -

IPV HIB
KOMBIHOBAHA
BAKLUVHA ANnsi
MPODINAKTUKN
JANDTEPII,
MPABLS,
KALLI/THOKY
(ALENIONAPHUIA
KOMMOHEHT),
MoNIoOMIENITY TA
3AXBOPIOBAHb,
36YAHVUKOM

AKUX €
HAEMOPHILUS
INFLUENZAE TUNy
B

[o3a) Ta niodinizar
(Hib); cycnensia (DTPa-
IPV) gns iH'ekuiii no 0,5
mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
0/JHOPa30BOMY LUMPUL
Nel y komnnekTi 3
[BOMa rofikamu Ta
niogpinizat (Hib) y
chnakoHi Nel, wo
3MiLLyOTbCA nepeq,
BMKOPUCTaHHAM: o 1
nonepeaHL0
HanoBHEHOMY
0/IHOPa30BOMY LUMPULLY

BUJTy4YEHHS BUNPOGYBaHHSA
Specific toxicity quality control
tests 3i cneyudikauii Ha
npomixHuii npoaykT Diphtheria
Crude Toxoid; 3miHu | TUnY -
nepeHeceHHs BUNPoGyBaHHS
MiHiMaNbHOI 1IeTasIbHOT 403K
(Minimal Lethal Dose) B npoAykTi
Diphtheria Crude Toxin 3 eTany
PYTUHHOIO TECTYBaHHA Ha
po6oyoMy NOCiBHOMY Matepiany
(Working seeds (WS)) Ha eTan
TeCTyBaHHS NepPLLOro TOKCUHY, Lo
NpoAyKyeTbCA 3 NepLUOi NapTii
WS, 0TpMMaHOT 3 KOXHOT HOBOT
napTii nonepeAHLOro po6o4oro
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
y KOMN/IEeKTi 3 ABOMa matepiany (new pre-WS).
ronkamu Ta 1 onakoHom BHeceHHs pegakuiiHux NnpaBok A0
3 niogpinizatom (Hib) y po3ginis 3.2.5.2.2,3.2.5.2.3. Ta
BaKyyMHiil CTepUbHil 3.2.5.2.4.
ynakosLi; no 1
BaKyyMHili CTEPUSbHIl
yMakoBLi Y KaPTOHHIi
Kopoo6Li
98. IHP/TYBAK® CyCneHsia Ans iH'ekuin, ABGOTT HigepnaHngn ABGOTT Higepnanam BHECEHHS 3MiH 10 peecTpaviiHnxX 3a peyenmom UA/18498/01/01
TETPA BAKLUVHA no 0,5 mn cycneHsii gns Bionogxikans b.B. Bionogxikans 6.B., marepianis: 3MiHW | TUNY - 3MiHK
Aansa iH exLili y nonepeaHbo Higepnavaun Loao 6e3nekn/edeKTBHOCTI Ta
NMPO®INTAKTUKU HanoBHEHOMY (Bupo6HULTBO "final hapmakoHarnagy. BeeneHHs abo
reuvny 04HOPA30BOMY LUMPUL 3 bulk"; KOHTpO/b 3MiHM [0 y3araslbHeHVX AaHKX Npo
YOTUPbLOXBAJEH | ronkot abo 6e3 rosku; “final bulk" (kpim cuctemy hapmakoHarnsgy
THA, no 1 a6o 10 wnpuuis B TEeCTy Ha (BBEAEHHSA Y3araslbHEHUX AaHWX
NOBEPXHEBWIA KapTOHHI KOpooLj CTEPWIbHICTB), npo cuctemy apmakoHarniagy,
AHTUrEH, KOHTpOnb cepii M3 3MiHa yNOBHOBaXEHOI 0Co6Y,
IHAKTUBOBAHA | (imeHTuUdbikavjto Ta BiiNOBIAAbHOT 32 3[iICHEHHS
INFLUVAC® KiNbKicHe hapMakoHarnagy; KOHTaKTHOI
TETRA INFLUENZA BU3HAYEHHA ocobu 3 hapmakoHarnagy
VACCINE remarsitoTuHiny (FA), 3asBHUKA ANA 3MiAICHEHHS
QUADRIVALENT, GakTepiasibHi hapmakoHarsagy B YkpaiHi, SKLO
SURFACE €HO0TOKCUHN)); BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ANTIGEN, AB6OTT ocobw, BiANOBIAaLHOT 3a
INACTIVATED Bionogxikans b6.B., 3iiCHEHHS hapmakoHarnagy
Higepnavaun (BK/THOYAKOYM KOHTAKTHI AaHi)
(koHTposb "final Ta/abo 3MiHW Yy PO3MILLLEHHI
bulk" (cTepunbHicTb MacTep-haiina cuctemm
Ta bakTepiasbHi thapmakoHarnagy) - amiHa
€HI0TOKCUHMW); YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
nepBuHHE Ta BignoBigabHOI 3a
BTOPWHHE thapmakoHarnsag.
nakysaHHs '/13; MponoHoBaHa pepakuis: Thomas
KOHTpONb cepii M3 Nisslein, DVM, PhD / Tomac
(kpim ipeHTudikau;i Hiccnsiin, DVM, PhD. 3miHa
Ta KiNIbKicHOro KOHTaKTHUX faHnX YNOBHOBaXKEHO!
BU3HAYEHHS 0cobu 3asiBHMKA, BiANOBIAa/IbHOT
remarnioTuHiny (FA); 3a (hapmakoHarnsg,
TecT Ha
CTabi/bHICTb);
BUNyck cepii N13)
99. ICEHTPECC TabneTkv XyBasibHi N0O Mepk Wapn i Joym LBeliuapis BMPOGHUK CLUA/ BHECEHHSA 3MiH [0 peecTpaLiiiHux | 3a peyenmom UA/9325/02/02
100 mr; no 60 TabneTok I0EA Tm6X Hepo3dhacoBaHoi HigepnaHam marepianis: 3miHu | Tuny -
XyBaslbHUX Y (DNAKOHI; NPoAYyKLUiT: AIMIHICTpaTVBHI 3MiHW. 3MiHa
no 1 chnakoHy B MNareoH Kogy ATX - 3MiHM BHECEHO [0
KapTOHHI KOpoo6Li dapmacbloTikans IHCTpYKUIii ANs MeguyYHOro
IHK., CLLUA; 3aCTOCyBaHHA npenapaTty A0
nepBuHHE Ta po3giny "®apmakoTepanesTuyHa
BTOPVIHHE rpyna. Kog ATX" BignoBigHo ao
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Ne
n/n

Hasga nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nakyBaHHs, [,03BiN
Ha BUMYCK cepii:

Mepk Wapn i Joym
B.B., Higepnanamn

MiKHapPOAHOro KacudikaTopa
BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3aTBepakeHo: MpoTuBIpycHi
3aco6u 4151 CUCTEMHOro
3acTocyBaHHs. [poTuBIpycHi
3aco6u npsamoi gii. Kog ATX
JO5AX08 3anponoHoBaHo:
MpoTuBipycHi 3acobu ans
CUCTEMHOTO 3aCTOCYBaHHS.
MpoTuBipycHi 3acobu NpsAMoi gii.
IHri6iTopu iHTerpasun. Kog ATX
JO5AJ01. BBefeHHs 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

100.

ICEHTPECC

TabneTkn XyBasibHi MO
25 mr; no 60 TabneTok
XYBaUIbHUX Y (DNaKOHi;
no 1 cosiakoHy B
KapTOHHIA KOpoo6Li

Mepk Wapn i Joym
IOEA TM6X

LLIBeliyapis

BMPOBHMK
Hepo3acoBaHol
npoAyKLjii:
MateoH
PapmacbioTikan3
IHK., CLUA,
nepBuHHEe Ta
BTOPWHHE
nakyBaHHs, [,03Bif
Ha BUMYCK cepii:
Mepk Wapn i Joym
B.B., Higepnanan

CLUA/
HigepnaHau

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
Koy ATX - 3MiHVM BHECEHO A0
IHCTpYKLUiT ANna MeanyHoro
3acTOCyBaHHsA npenapary Ao
po3giny "®apmMakoTepaneBTMyHa
rpyna. Kog ATX" BignoBigHo fo
MDXHaPOAHOro Kiacudikatopa
BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3arBepgKeHo: MpoTusipycHi
3acobu 4189 CUCTeMHOro
3acTocyBaHHS. [poTuBIpyCHi
3aco6u npamoi gii. Kog ATX
JO5AX08 3anponoHoBaHo:
MpoTuBipycHi 3acobu ans
CUCTEMHOr0 3aCTOCYBaHHS.
MpoTuBiIpyCHi 3ac06U NPsSIMOT Ajl.
IHriGiTopy iHTerpasu. Kog ATX
JO5AJ01. BBefieHHs 3MiH
nNpoTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/9325/02/01

101.

KANEHAYNN
HACTOUMKA

HacToiika no 50 mn, 100
My thiakoHaX CKISIHUX

TOB "ME[JJ/IEB"

YkpaiHa

TOB "MEOJIEB"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
Marepianis: 3miHu | TUny -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM NMiKapCbKoro 3acoby 3
BHECEHHSAM iHchopmalii woao
3a3HaYeHHs OAUHULb
BMMiploBaHHSA y cuctemi Sl

6e3 peyenma

UA/17231/01/01

102.

KAPBOMN/NATIH-
BICTA

KOHLeHTpaT s
pO34nHy Ans iHgysili, 10
mr/mn no 5 mn (50 mr/5
MJ1) a6o no 15 mn (150

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrNIsA

AkTaBic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavLiliHnX
MaTepianis: 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu

3a peyernmom

UA/14384/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
mr/15 mn), a6o no 45 mn 3asBHMKa (BNacHvka
(450 mr/45 mn), abo no peecTpavuiiHOro NocBigYEHHS) -
60 mn (600 mr/60 mn) y 3MiHa agpecu 3asBHMKa
chnakoHi; no 1 donakoHy
B KapTOHHI nayui
103. | KAPAVNKET® TabneTtkn 3eHTiBa, K.C. Yecbka Brpo6bHuk HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/4491/01/01
PETAP[ NPOIOHroBaHoi Aji no 20 Pecny6nika Hepo3cacoBaHoi martepianis: 3mMiHa 3asBHUKA
mr, no 10 TabneTok y npoAayKuii Ta (BnacHvika peecTpadujiiHoro
6nicTepi; no 5 6nictepis KOHTPO/1b AKOCTI: nocsigyeHHs) (3rigHo Hakasy MO3
B KQPTOHHIli Kopobu,i Eiicika Big 23.07.2015 Ne 460) 3miHn
dapmMacbloTUKaI3 BHECEHO B iHCTPYKL,it0 ANA
'M6X, HimeuunHa; MeAWYHOro 3acTocyBaHHs
Brnpo6HuK nikapcbKoro 3acoby Lwoa0

BiANOBiAabHWIA 3a
KOHTPO/Ib AKOCTI
Hepo3dacoBaHoi
npoaykuii: Evicika
dapmacbloTUKan3

vm6X, HimeuunHa;

MNepBuHHE Ta
BTOPUHHE
nakyBaHHs: Elicika
dapmacboTVKan3

'M6X, HimeuunHa;

Brnpo6HuK
BiANOBiAaNbHWIA 3a
BUMNYCK cepil:
Elicika
dapmacboTVKan3
m6X, HimeuyunHa

HaliMeHyBaHHS Ta
MiCLie3HaXOMKEHHS 3asBHUKA.
BBegeHHs 3MiH NpoTArom 6- T
MiCALiB Nicnsa 3aTBepPKEHHS.

3MiHu | TUNY - 3MiHK LWoAao
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/lsHEHUX JaHux npo
cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnagy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiAnoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
hapmakoHarsagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BiAANOBIAA/IbHOI 3a
thapmakoHarnag. Litoua pegakuis:
CopiHa Jliana Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefaxuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BignoBigabHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI

0C06M YNOBHOBaXKEHOI 0CO6U
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 MacTep-
thaiina Ta ioro Homepa. 3miHa
MicuUsi 3AiACHEHHS OCHOBHOT
LiSNbHOCTI 3 thapmakoHarnsay.
104. | KAPOUKET® TabneTtkn 3eHTiBa, K.C. Yecbka Brnpo6HuK HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/4491/01/02
PETAP/ NPONOHroBaHoi Aji no 40 Pecny6nika Hepo3acoBaHol martepianis: 3MiHa 3asBHUKa
Mmr, no 10 TabneTok y npoAyKuii Ta (BnacHvka peecTpadujiiHoro
6nictepi; no 5 6nictepis KOHTPO/Ib SIKOCTI: noceigyeHHs) (3rigHo Hakasy MO3
B KapTOHHI kKopobuj Elicika Bia 23.07.2015 Ne 460) 3MiHu
PapmacboTVKan3 BHECEHO B iHCTPYKLit0 AN
'm6X, HimeuyunHa; MeANYHOro 3acTOCyBaHHS
Brpo6HMK nikapcbKoro 3acoby o0

BiANOBIAaNbHUIA 3a
KOHTPO/Tb SKOCTi
Hepo3acoBaHol
npoaykuii: Elcika
dPapmacboTVKan3

'M6X, HimeuunHa;

MepBuHHE Ta
BTOPWHHE
nakyBaHHs: Elicika
dapmacbloTUKan3

M6X, HimeuunHa;

Brpo6HMK
BiANOBIAaNbHUIA 38
BUNYCK cepil:
Elicika
dapmacbloTuKan3
'mM6X, HimeuwunHa

HaliMeHyBaHHA Ta
MiCLie3HaXOPKEHHA 3asiBHUKA.
BBefeHHA 3MiH NpOTArom 6- Tn
MicALIB NICNSA 3aTBEPLKEHHS.

3MiHn | TMNy - 3MiHK WoA[0
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOBAaXXEHOT 0CO6U 3as1BHYKA,
BignoBigabHOI 3a
thapmakoHarnag. fitova pegakuis:
CopiHa JliaHa Mato / Sorina Liana

Paiu, MD. MNponoHoBaHa pegakuis:

Jogmuna ®dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOI ocobw,
BiANOBIAaNbHOT 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
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BiANOBIAA/IbHWI 32
KOHTPO/Ib SKOCTI
Hepo3dacoBaHol
npoaykuii: Eicika
dapmacboTVKan3

'M6X, HimeuunHa;

MNepBuHHE Ta
BTOpPUHHE
nakyBaHHs: Eiicika
dPapmacboTVKan3

'vm6X, HimeuunHa;

Brpo6HMK
BiANOBIAA/IbHWI 32
BUNYCK cepil:
Elicika
dPapmacboTVKan3
vM6X, HimeuunHa

HaliMeHyBaHHsA Ta
MiCLLe3HaXOMKEHHS 3asBHMKA.
BBefieHHs1 3MiH NpoTArom 6- Tn
MiCALIB NicNns 3aTBEPAKEHHS.

3MiHY | TUnNY - 3MiHK Woao0
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnisgy. BeeaeHHs abo
3MiHV 00 y3ara/iBHEHUX JaHuX Npo
cucTemy thapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemMy chapmMakoHarsisay,
3MiHa YNOBHOBaXEHOT 0CcOobM,
Bi4NOBiAA/IbHOI 32 34iACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as1BHVKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifJMiHHa Bif, yNIOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAIOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremu
thapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6M 3aABHUKA,
BiANOBIAaNbHOT 3a
thapmakoHarnsg. fivoua pefakuis:
CopiHa fliaHa Mato / Sorina Liana

Paiu, MD. MNponoHoBaHa pejakuis:

Mopmuna ®ininosa, MD / Ludmila
Filipova, MD. 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu,

BiAANOBIAA/IbHOI 3a

dhapmakoHarsg. 3miHa

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLe3HaxXoMKeHHs MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLA 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
105. | KAPAUKET® Tabnetku 3eHTiBa, K.C. Yecbka Brpo6HMK HimeyunHa BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/4491/01/03
PETAPL NPOJIOHroBaHoi Aji no 60 Pecny6nika Hepo3dacosaHol marepianis: 3miHa 3asBHUKa
mr, no 10 TabneTok y nNpoAyKuUii Ta (BnacHuKa peecTpaujiiHoro
6nicTepi; no 5 6nictepis KOHTPO/1b SIKOCTi: noceigyeHHs) (3rigHo Hakasy MO3
B KapTOHHIi Kopobui Elicika Big 23.07.2015 Ne 460) 3miHn
dapmacbloTukans BHECEHO B IHCTPYKLUit0 415
'vm6X, HimeuunHa; Me[MYHOro 3acTocyBaHHsA
Brpo6bHuk nikapcbKoro 3acoby Loao
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapMakoHaraag B Ykpaini. 3miHa
MiCLIe3HaxXOKeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLS 3AiACHEHHS OCHOBHOT
AiSNIbHOCTI 3 dpapmakoHarnagy.
106. | KAPI3OH masb, 0,5 mr/r, no 15 r TOB "MIBE YkpaiHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/10950/03/01
a6o30r,a6050T1y YKPAIHA" ApuUHaiMITTENb marepianis: 3MiHW | TUMNYy - 3MiHKU
Ty6i; no 1 Ty6i B BHeCEeHi 10 iHCTPYKUii Ans
KapTOHHI navui MeAMYHOrOo 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ginv
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Cnocib 3acTocyBaHHs Ta f03n"
BiMNOBIAHO 40 OHOB/IEHOI
iHchopMmawii Wwopao 6e3nekmn aitoyoi
peyoBMHW. BBEAEHHA 3MiH
nNpoTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS
107. | KATAKCON Kpanni O4Hi, PO34¥H, yoprna MEANLUNH Mpys3is yopng MEANUNH TypeuunHa BHECEHHS 3MiH 10 peecTpavLiiHnx 3a peyenmom UA/17621/01/01
0,15 mr/mn, no 15 mny nTa INAY CAH. BE mMarepianis: 3miHu | TUny -
donakoHi-KkpanesbHULj, TIOK. A.LL. OHOBJ/IEHHSA TEKCTY MapKyBaHHA
no 1 conakoHy BTOPVHHOI YNaKoBKM NiKapCbKOro
-KpanenbHWLj B 3ac00y 3 BHECEHHAM iHhopma,ii
KapTOHHIiA KOpo6Li LLLOZ0 3a3HaYeHHSI OAVMHNLB
BMMIptOBaHHA y cuctemi Sl Ta
iHchopMmawii Wwoao aatu
BMPOGHMLTBA. BBEAEHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPKEHHS
108. | KALUTAHY eKCTpaKT piaknii MAT "Tanuucdapm” YkpaiHa MAT "lranuudapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHnx - UA/12516/01/01
KIHCbKOIro (cybeTaHuisn) B 6oukax marepianis: 3mMiHu | TMny - 3MiHx 3
nnoais noniMepHuX A4ns akocTi. A®l. KoHTposb A®L. 3miHa

EKCTPAKT PIAKWUIA

BMPOOHULTBA
HecTepuIbHNX
Nikapcbknx hopm

y napameTpax cneuudikadiii
Ta/abo [onycTUMNUX MEX,
BM3HAYEHNX Yy creyudikauisx Ha
A®I, ab60 BUXigHWIA/NPOMIKHWIA
NpoAyKT/peareHT, Wo
BUKOPVCTOBYIOTbCA Y Npoueci
BUpPOGHMLUTBa API; cynyTHA 3MiHa
- 3MiHu 3 aKocTi. A®Il. KoHTponb
A®I. 3miHa y meTodax
BUNpobyBaHHsA APl abo BUXiZHOrO
mMaTepiany/npomikHOro
npoayKTy/peareHTy, Wwo
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMKOPWCTOBYETHLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpPoGyBaHHSA
(Bkntovatoun 3amiHy abo
[OMNoBHEHHS) A®| abo
BUXiAHOTO/NPOMIKHOTO NPOAYKTY) -
BHECEHHS 3MiH y peecTpadiiiHe
pocbe (nigpo3ain 3.2.5.2.3.
KoHTponb matepianis) nos'A3aHe 3
HeobXiAHICTIO NpuBEAeHHS
cneyudikauii Ta MeToAiB
KOHTposto ETaHon (96%) y
BiANOBIAHICTL A0 BUMOT EP/A®Y,
Ailoye BugaHHs; 3miHu | Tuny -
BUJTyYEeHHS 3 peecTpauiiiHoro
nocbe (nigposgin 3.2.5.2.3.
KoHTponb maTtepianis) iHdhopmaLi,
L1010 Ha3BM BUPOOHMKA peareHTiB
(3aTBEpAKEHO: lepkaBHe
niANPUEMCTBO CNMPTOBOI Ta
niKkepo-ropinyaHoi NPOMUCI0BOCTI
«YKpCnupT»), Y 3B'A3KY i3
nepioANYHUMMN 3MiHaMKN Ha3B
BMPOBHUKIB peareHTiB, OCKiNbKu
cneyudikauis Ta metoan
KOHTPOJI0 AKOCTI iAEHTUYHI Ans
BCiX BUPOOHUKIB

109.

KBITIB POMALLKN
EKCTPAKT PIAKUN

eKCTpaKT piakuii
(cybcTaHuis) B 6oukax
noNiMepPHMX 3 KpULLKaMu
0151 BUpOGHMLUTBA
HecTepuIbHNX
NiKapcbKnx dhopm

NAT "Tannudpapm”

Ykpaina

MNAT "Tannudpapm”

YKpaina

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
BHECEHHS 3MiH Y peecTpaljiiHe
nocbe (nigposgin 3.2.5.2.3.
KoHTposb matepiasiB) nos'A3aHe 3
HeOoOXiAHICTIO NpUBEAEHHS
cneungikauii Ta meToais
KOHTposito ETaHon (96%) y
BiANOBIAHICTL A0 BUMOT EP/O®Y,
aitoye BugaHHs. CynyTHsi 3MiHa
- 3MiHM 3 akocTi. A®l. KoHTponb
A®I. 3miHa y meTofax
BMNpobyBaHHsA APl abo BUXigHOMO
mMaTtepiany/npomikHOro
nNpoAyKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
MeTofax BUNpo6yBaHHsA
(BKKOUAOUM 3aMiHy abo
[OMNOBHEHHS) A®| abo
BWXiHOro/NpoMiXHOro NpoayKTy);

UA/12458/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHW | TUNY - BUNYYEHHS 3
peecTpaujiiHoro gocbe (Nigpo3ain
3.2.S.2.3. KoHTpob MaTtepianis)

iHcbopmawii, Woao Ha3Bu
BMPOGHMKA peareHTiB

(3aTBEpAXeHO: [lepxaBHe

niANPUEMCTBO CNMPTOBOI Ta
nikepo-ropinyaHoi NPoOMMCIOBOCTI

«YKpCnupT»), Y 3B'A3KY i3
nepioguyHMMN 3MiHaMK Ha3B
BMPOGHWKIB peareHTiB, OCKINIbKK
crneundikalisa Ta metoau
KOHTPOJIO AKOCTI iAEHTUYHI ANs
BCIX BUPOBHWKIB

110.

KNIMOHOPM

TabneTkun, BKPUTI
060/10HKOI0, MO 2 Mr +
TabneTku, BKpUTI
060/10HKOI0, M0 2
mr/0,15 mr, Ne 21: 9
Tab/1eTOK XOBTOr0
Konbopy (ectpagiony
Basiepaty 2 Mr) Ta 12
Tab1eTOK KOPUYHEBOTO
Konbopy (ectpagiony
Basieparty 2 mr,
nesoHoprecTpeny 0,15
Mr) y 6nicTtepi; no 1
6nicTepy B KapTOHHIW
nauvui

AngoreH IMKo
C.ap.n

JNokcembypr

Lenbchapm Ninnb
CAC

®paHuis

BHECEHHS 3MiH 10 peecTpavLiiHnxX
marepianis: 3mMiHu | Tuny - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiNbHML
BMPOGHMLTBA A/151 YacTUHU abo
BCbOr0 BUPOGHMYOro npoLecy
roTOBOrO JliKapCbKOro 3acoby
(minbHMUSA, Ha AKili TPOBOASATLCA
6yab-aki BUPO6GHMYI cTagii, 3a
BUHSITKOM BUMYCKY Cepii,
KOHTPO/IH0 SIKOCTi, NEPBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HECTEPWU/TbHUX JTIKaPCbKMX
3ac06iB) — 3aMiHa BUPOGHUKa
BiANOBIAA/ILHOrO 3a BUPOBHULTBO
N3, a came baliep Baiimap Mv6X
i Ko. KI', HimeyunHa 3amiHeHO Ha
LENb®APM NINNMb CAC,
dpaHuis. BBegeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPMHKEHHS. 3MiHu | TNy -
3MiHK 3 aKOCTi. FoTOBWUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML
BMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BUPOGHMYOro npoLecy
roTOBOrO JliKapCbKOro 3acoby
(8iNbHULA 4N BTOPUHHOTO
nakyBaHHs) - 3aMiHa BUPOBHMKaA
Bi4MNOBIAA/IbHOTO 3a BTOPUHHE
nakyBaHHs 113, a came baiiep
Bavimap Mm6X i Ko. KI, HimeuunHa
3amiHeHo Ha AE/TbOAPM NIN1Tb

3a peyenmom

UA/3008/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
CAC, ®paHujis. BBegeHHS 3MiH

npoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS. 3MiHK | TUny -
3MiHn 3 aKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHn y
BUPOGHMUTBI. 3amiHa abo
BBEJEHHS 404aTKOBOT AifIbHUL
BMPOGHMLTBA A/151 YacTUHN abo
BCbOro BUPOBHMYOro npovecy
roTOBOrO likapCbKOro 3acoby
(@inbHMUA ANA NEPBUHHOTO
nakyBaHHs1) — 3aMiHa BUPOOHUKa
BiANOBIAA/IbHOrO 3a NepBUHHE
nakyBaHHs 13, a came Baiiep
Baiimap Mm6X i Ko. K, HimeuunHa
3amiHeHo Ha AE/Tb®APM NINNb
CAC, dpaHLuis BBegeHHs 3MiH
NpOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYThLCA
BUNYCKY cepii Ta KOHTPOJIH0 AKOCTI
roTOBOrO NikapCbKoro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, Lo BiAMNoBiaae 3a
BBE3eHHA Ta/abo BMnycK cepii) -
Britouaroun
KOHTPONb/BUNPOGYBaHHSA cepil —
3amMiHa BUpOoBHMKa
BiANOBIAA/ILHOIO 3a BUMNYCK cepil
BK/IHOHAK0UM KOHTpoo 13, a
came Jenbapm Ninne CAC-NYC-
NE3-NIAHHOW 3 agpecoto (Mapk
ne AxtisiTec Pay6aikc-EcT, 22 Pye
ae Taydchnepc LIC 50070, N1yC-
NIE3-NIAHHOW, 59452 dpaHLis)
3aMiHeHO Ha AE/Ib®APM NINNb
CAC, dpaHuisa (Mapk ge AkTiBiTec
Payb6aikc-EcT, 22 Pye ge
Tayddnepc LIC 50070, NYC NE3
JTAHHOW, 59452 dpaHLjist) 3MiHK
BHECEHI B po3gin "BMpo6HuK" B
IHCTPYKLiO AN MeguyHoro
3acTOCYyBaHHS y 3B"A3KY i3
3aMiHOK BUPOGHWYOT AiNbHUL,
BiANOBIAALHOT 32 BUNYyCK cepil

13 Ta K HacnigokK - y TekcT

108




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS YNakoBKU NiKapcbKoro
3acoby. BBegeHHs 3MiH NPOTAroM
6-Tn MicALIB NicNsA 3aTBEPKEHHS.
3MiHu | TUnNY - 3MiHKU 3 SKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHN
Yy BUPOGHULTBI. 3MiHM Y Npoueci
BMPOBGHMLTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKIOYaKUn
NPOMIXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NPV BUPOOHULITBI
rOTOBOrO JlikapCbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA) — HE3HAYHI 3MiHW Y
npoteci BupobHuurea N3, a
came 3aMiHa LlyKpoBOro NoKpuTTA
Ha M/iBKOBe, BU/TyYEHHS i3
BMPOGHMYOro npouecy
BUKOPWCTaHHA eTaHosy,
OHOBJ/IEHHS Yacy yTpumaHHs bulk
NpoAyKuii, L0 06yMOB/IEHO
3amiHot BUpobHuKa MN3.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNs 3aTBEPPKEHHS.
3MiHuM | TUNY - 3MiHK 3 AKOCTI.
["oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToax
BMNPOBYBaHHA roTOBOr0
nikapcbkoro 3acoby (He3HayHa
3MiHa Y 3aTBEpAKEHUX MeToAax
BUNPOOYBaHHA) — HE3HAYHI 3MiHN
[0 MeToauK BUNpo6yBaHHs N3
TabneTkn ectpagiony sanepar 2
mr (KnimoHopm ®asa 1) Ta
Ectpagiony Banepat 2 mr +
nesoHoprecTtpen 0,15 mr
(KnimoHopm $a3za 2) 3a
nokasHukamu «lgeHTucpikauis
TUTaHy Aiokcuay», «lpeHTndikais
3asisa okcmay», «PO3UMHEHHS»,
«KinbKicHe BU3HaUYeHHsA» Ta
«CynpoBifHi AOMILLKW», LLIO
06yMOB/IEHI 3MIHOIO NOKPUTTSA
Tab/1eToK Ta 3aMiHOK BUPOOHMKA
'N3, xpomatorpacdiyHi ymosu
NpoBeAEHHS He 3MIHUNCS.
[opatkoBo dhopmar MeTogiB
KoHTponto M13 npueegeHo y
BiANOBIAHICTb A0 OpuriHaNbHOT
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsioYeHHs

ynakoska)

[OKyMeHTaL,i Bif HOBOrO
BMPOGHWKA, BiAMOBIAHO A0 po3ainy
3.2.P.5.2. AHaniTU4Hi METOAMKM.
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLIB NiCNs 3aTBEPPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcekuii 3aci6. 3miHn
Y BUPOGHMLTBI. 3MiHa po3Mipy
cepil (BktOYaoun gianasoH
po3Mipy cepii) roToBOro
nNiKapcbKoro 3acoby (3MeHLUEeHHS
00 10 pasiB) - 3MEHLUEHHSA Po3Mipy
cepii N3, wo obymosneHo
3MIHOI NOTYXHOCTi BUPOGHNYOrO
obnagHaHHA Ha HOBOI BUPOBHUYOT
AiNbHULI AN rOTOBOro
nikapcbkoro 3acoby. BBegeHHs
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHu 3 aKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi (4oNOMiKHUX
peyoBrHax) roToBOro Nikapcbkoro
3acoby (cmakoBi o6aBku abo
6apBHUKN) - [loAaBaHHs,
BWy4eHHs1 abo 3amiHa
— 3aMiHa LlyKpOBOTrO MOKPUTTS Ha
N/1iBKOBE NOKPUTTS Ta YCYHEHHS
eTaHony 5K rpaHy/olYOoT PignHW.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMiA nikapcbknii 3aci6. Onuc
Ta cknag,. 3MiHa macyi NoKpuTTA
nikapcbknx opm Ans
nepopasibHOro 3acTocyBaHHs abo
3MiHa Macu 060/10HKM Kancysn
(TBepAj nikapcbki hopmMu ANns
nepopasibHOro 3aCTOCYyBaHHS) —
3MiHa KpUTepIiiB NPUAHATHOCTI
roTOBOro NPOAYKTY y crneundikavii
LLOAO AiameTpy, TOBLUMHY Ta
cepeHbOi Baru, Lo 06yMoB/eHi
3MIHO0 LIyKPOBOTO MOKPUTTA Ha
nniBkoBe NOKPUTTA. [JoaaTkoBO
KOPUTyeTbCA YacToTa TeCTyBaHHA
TecTy «laeHTnikalis» Ha
6apBHUKN; NpuBeaeHHs hopmarty
cneuudikayii N3 BignosigHo Ao
cneuudikaLii Big HOBOro
BMpO6HUKa 13 BBeAeHHS 3MiH
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHSA
111. | KONOTPO®IH Kpem BariHanbHWi 1 %, AnsoreH ®apma Bonrapis Brpo6HuuTBO 3a ®paHuis BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/3481/02/01
no 15 ry 1y6i; no 1 Ty6i TpeiiguHr KOpon NMOBHVM LUK/TOM: MaTtepianis: 3miHu | Tuny -
B KOpOOLi OTOB NabopaTtopis AIMIHICTpaTVBHI 3MiHW. 3MiHa
LWEMIHO, HalilMeHyBaHHs Ta/abo agpecu
dpaHuis; MicList MPOBaMKEHHS AisiNIbHOCTI
KoHTporb cepii BMPOGHMKa (BK/IKOUakouu, 3a
(TiNbKM HeobXiAHOCTI, MicLie NpoBeAeHHS
Mikpo6iosoriyHe KOHTPOJI0 SIKOCTI), 260 BnacHuKa
TECTYBaHHS): macTep-haiina Ha Adl, abo
KoHchbapma ®PpaHc, nocravanbHvka A®l/suxigHoro
dpaHuis MaTepiany/peareHTy/MpoMiXKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLIO
3a3HaYeHo Y A0CbE Ha NMikapCbknii
3acib) 3a BigCyTHOCTI cepTudiikata
BiNOBIAHOCTI €BPONENCHKIi
thapmakonei y 3aTBepakeHoMy
[ocbe, abo BUpOOHMKa HOBOT
[0MNOMIKHOT PEYOBUHN (SKLLLO
3a3HaYeHo y AOCbE) - 3MiHa Ha3Bu
BMPOGHMKA Ait040T pEHOBUHN
NPOMECTPUH, 6e3 3MiHU
haKkTMUHOTrO po3TallyBaHHs
LinbHUUi. 3aTBepmpxeHo: SAM
MONACHEM (Monaco)
3anponoHosaHo: MONACHEM
(Monaco)
112. | KOMBIHUN® AYO Kpanni O4Hi/BYyLLUHI No 5 CEHTICC ®APMA IHais CEHTICC ®APMA IHais BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/11313/01/01
M1y NOMieTUIeHOBOMY MpaiiseT fimiTeq, NBT. NTA. mMarepianis: BUNPaBAEHO TEXHIUHY
dhnakoHi-kpanesibHULj 3 NOMWJIKY B IHCTPYKUT 4N
KpWLLIKOHO- MeZMNYHOro 3aCTOCYBaHHA
ckapudpikatopom; no 1 NiKapcbKoro 3acoby, AOMyLLEHY Y
dhnakoHy-kpanenbHuLi B HOMepi peecTpaujiiiHoro
KapTOHHIiA nayui; no 5 NOCBiAYEHHSA: 3aNpONOHOBAHO:
M1y NoMieTUIeHOBOMY 3ATBEP)KEHO Haka3s
chnakoHi 3 Npo6Koto- MiHicTepcTBa OXOPOHU 340P0OB’A
KpanesnbHULEe i Ykpaiuu Ne
KpuLwKoto; no 1 donakoHy PeecTpauiiine
B KapTOHHIi navi noceigyeHHs Ne UA/11313/01/01.
3a3HayeHe BUNpas/IeHHSA
BiANoBigae marepiasiam
peecTpauiiiHoro Aockbe
113. | KOHUEPTA® TabneTkn TOB "[>KOHCOH i YkpaiHa Bupo6bHMLTBO cuwaA/ BHECEHHS 3MiH [0 peecTpaviliHnx 3a peyenmom UA/14199/01/01
MPOJIOHroBaHoi Aji no 18 J[KOHCOH YkpaiHa" Hepo3acoBaHoro Benebris Marepianis: 3miHu | TUnYy -
Mmr; o 28 a6o 30 NPOAYKTY: AMIHICTpaTVBHI 3MiHW. 3MiHa
Tabnetok y cpnakori; no AN3A KopnopeiiLuH, HaliMeHyBaHHSs Ta/abo agpecu
1 chnakoHy y KapTOHHil CLA; 3as1BHMKa (B/1acHMKa
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nauuj Brpo6HMUTBO peecTpavuiiHoro NocBigYeHHs) -
Hepo3acoBaHoro 3MiHa agpecu 3asBHMKa
NpOAYKTY, NEPBUHHA
Ta BTOpPVHHA
YNaKoBKM:
AHcceH-Cinar
MaHyhekuypuHr
NINC, CWA;
Bunyck cepii:
AHcceH
PapmauesTuka HB,
Benbris
114. | KOMNAKCOH®- PO34MH ANs iH'exuin, 20 TOB «TeBa YkpaiHa BMPOBHMUTBO 3a I3pains/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/6307/01/01
TEBA mr/mn; no 1 mn YkpaiHa» NOBHUM LMK/IOM: Benvka marepianis:3mMiHa 3asBHMKa

npenapary y TeBa BpuTtanis/ (BnacHuka peecTpadiiHoro
nonepegHL0 dapmaveBTikan YropwmHa/ noceigyeHHs) (3rigHo Hakasy MO3
HanoBHEHOMY LUNPUL; IHpacTpi3 NT4,., HigepnaHau Bifg 23.07.2015 Ne 460): 3MiHu |
no 1 nonepeaHLo 13pains; TMny - 3MiHN LWOA0

HanoBHEHOMY LINpULy B
KOHTYPHili YapyHKOBIi
ynakoBLi 3anasHiii
nanepom 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO a60
no 1 nonepegHb0
HamnoBHEHOMY LINpuULy B
KOHTYPHIll YapyHKOBIlA
ynakoBLi 3anasiHii
nniskoto 6e3
MapKyBaHHs; no 28
nonepeaHL0
HaMoBHEHWX LUMPULIB Y
KOHTYPHUX YapyHKOBUX
ynakoBKax Yy KapTOHHIl
KOpOO6Li 3 MapKyBaHHAM
YKparHCbKO0 MOBOIO

BMPOBHMUTBO 3a
MOBHUM LIIK/TOM:
HopToH Xenckea
Niviteg T/A
AVIBEKC
dapmacbloTUKan3
IOK, Benvka
BputaHis;
KOHTpPO/b cepii
(NoBHe TeCcTyBaHHA,
BK/THOHAIOUN Ha
CTEPUNIBHICTL Ta
GakTepiasibHi
©HA0TOKCUHU, ane
OKpim 6i0/10riYHOr0
TECTYyBaHHS):
dapmaxemi b.B.,
Higepnangw;
KOHTPO/Ib cepii
(Tinbkn GionoriyHe
TeCTYBaHHS):
AT
dapmaueBTUYHNI
3aBog, TEBA,
YropwuHa;
KOHTPO/Ib cepil
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHSA
CTabiNIbHOCTI):
MnaHtekc /114.,

6e3nekn/eeKkTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo
3MiHW [0 y3ara/lsHEHUX JaHux npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnagy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
hapmakoHarnsagy B YkpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiAnoBiAabHOT 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
hapmakoHarsagy) 3miHa
yNOBHOBaXeHOT 0cobm
BiAANOBIAA/IbHOI 3a
hapmakoHarnag y 3B’a3ky 3i
3MiHOI0 3asiBHVKa. B 3B’A3KY 3i
3MiHOO 3asiBHUKa 3 TeBa
dapmaueBsTikan lHgacTpi3 /1T4.
(I3painb) Ha TOB «TeBa YkpaiHa»
(YkpaiHa) sigbynacs 3miHa
YNOBHOB&XEHOT 0CO6M Ta
BUTyYEHHA KOHTAKTHOI.
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
13pains;
KOHTpO/Ib cepii
(TinbKM GionorivuHe
TeCTyBaHHS):
A6k NT4., I3pains;
KOHTPO/Ib cepil
(aHaniTnyHe
TecTyBaHHA Ta
BUBYEHHSA
CTabiNIbHOCTI):
Asia Kemikan
lHpacTpi3 NT4,.,
I3painb
115. | KPOMO®APM® cnpeii HasanbHUiA 2 % AT "®apmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnX 6e3 peyenma UA/0885/02/01
no 15 mn 'y chnakoHi, marepianis: 3miHu | Tuny —
3a6e3nevyeHomy BHECEHHS 3MiH 40
HacoCcoM-[103aTopoM 3 cneumdikaLii/MeTof0B KOHTPOIO
posnuaoBayem; no 1 AKocTi N. «MBY», a came
donakoHy B nauui 3 HOpMaTVBHE MOCU/aHHS
KapTOHY [OMOBHEHO NnocunaHHAM Ha Py
(3aTBEpAXEHO EP;
3anponoHoBaHo: ADY/EP),
KpuTepii NPUAHATHOCTI Ta BUMOTK
3a/MLeHO 6e3 3MiH; BUyYEHO
NOBHWIA BUKNaA NPOBeAeHHs
MeTOAVKM; 3MiHN | Tnny —
BHECEHHS a/lbTePHATUBHOIO
NepBMHHOTO NMakKyBaHHs, a came
hnakoHa nosieTuIeHoBOro
BMpOo6HULTBA TOB «®apmmatu»,
YkpaiHa (apT. ®p4-15) emHicTio 20
M/ Ta Hacoc-go3aTtopa
HasanbHOro npusHayeHHsa 0,14 mn
(apT.31108569) BNUpO6GHMLTBA
Aptar Radolfzell GmbH,
HimeuunHa, 6e3 3MiHW KiflbKiCHOro
Ta AKICHOro cknagy nakysBasibHOro
mMartepiany (3aTBepxeHo
dNakoHu nonieTuneHosi, ipmu
Medisize Schweiz AG, LUseliyapis
Ta Hacoc-fo3arop 3
po3nuoBaYem Ha3aslbHOro
npusHadeHHs 0,14 mn (apT. Ne
10279599, V-0,14 mn)
BMpo6HuLTBa Aptar Radolfzell
GmbH, HimeuunHa
116. | KCENOOA® TabneTku, BKPUTI & . XohpmaHH-/15 LLiBeiiuapis Brpo6HMUTBO HimeuuunHa/ BHECEHHS 3MiH 1O peecTpaviliHnX - UA/5143/01/01
N1iBKOBOK 060JI0HKOIO, Pow Ntg, Hepo3dacosaHoi LBeliuapis marepianis: AAMiHiCTpaTUBHI

no 150 wr, in bulk: no 10

nNpoAyKLii, NepBUHHE

3MiHW. BuiyyeHHs1 BUpo6HMYOT
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Tabnetok y 6nictepax nakyBaHHs, AinbHULI (BKIKOYAOYM AiNbHUL
BMNPOGYBaHHSA ana A®l, npomikHOro npoaykTy
KOHTPOJIO SIKOCTI: a60 roToBOro NiKapcbkoro 3acooby,
Ekcenna M'm6X eHg, AiNbHUL ANA NPOBeAEeHHS
Ko. KI, HimeuunHa; nakyBaHHs, BUPOGHIIKa,
MepBuHHE BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
nakyBaHHs, MicLe NpoBeAeHHSA KOHTPO/II0
BMNPOGYBaHHSA cepii) abo nocTavanbHVKa
KOHTPO/IO SIKOCTI, BMXIZAHOrO MaTepiasny, peareHTy
BWMNYCK Cepil: ab0 4ONOMIXHOT PEYOBUHN (SKLLO
®.XohpmaHH-/15 3a3HaveHo y Aockbe) BunyyeHHs
Pow NTp4, NOMW/IKOBO 3a3HaYveHOol oyHKLT
LLBeiuapis; BTOPWHHOTIO NakyBaHHA /1A
BrnpobyBaHHs npoaykuii y dpopmi Bunycky in bulk
KOHTPO/IO SIKOCTI: 4ns BupobHuka Exkcenna M6 X
Pow ®apma Al eHf Ko. KI', HimeuunHa. BeegeHHs
HimeuunHa 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHSA. AAMIHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHUYOI
AinbHUUI (BKIOYaOUM AiNbHUL
ans A®l, npoMixXHOro NpoayKTy
a60 roToBOro NiKapcbkoro 3acooby,
AiNbHULI ANS NpOBeAeHHS
nakyBaHHs1, BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK cepii,
MicLie NPOBEeAEHHS KOHTPO/IO
cepii) abo noctavasibHUKa
BMXIAHOIO MaTepiasy, peareHTy
ab0 AONOMIXHOT peHOBMHN (SKLLO
3a3HaYeHo y [0CbE)BUNyyeHHs
NOMUJIKOBO 3a3HaueHol doyHKL,i
BTOPVHHOIO NakyBaHHA A1
npoAayKuii y goopmi Bunycky in bulk
Ans BpobHuka ®.XodhdmaHH-/18
Pow /ta, WBeliyapis. BBeaeHHSA
3MiH NPOTArom 6-Tu MicaLiB nicns
3aTBEPAKEHHS.

117. | KCENOOA® TabneTku, BKpUTI ®.XohdpmaHH-/15 LLiBeiiuapis Brpo6HMUTBO Kuraii/ BHECEHHS 3MiH O peecTpaviliHnX - UA/5143/01/02
N/1iBKOBOK 060JI0HKOIO, Pow Ntg Hepo3dacosaHol Himeuunna/ marepianis: AAMiHICTpaTUBHi
no 500 wr, in bulk: no 10 npoaykuii: LaHxai LLIseliyapis 3MiHW. BriyyeHHst BUpOo6HMYOT
Tabnetok y 6nictepax Pow OinbHUUI (BKNOYAKOUN AiNbHULI

dapmacbloTikans ana A®l, npoMiXHOro NpoayKTy
Nta., Kntaig; a60 roToBOro NiKapcbKoro 3acooy,
Bnpo6HuuTBO AiNbHUL AN NpOBeAeHHs
Hepo3dacosaHol nakyBaHHs, BUPOBHYKa,
NPOAYKLii, NepPBUHHE BiANOBIAA/IbHOIO 3a BUMYCK CEpINA,
nakyBaHHs, MicLie NpoBeAEHHS KOHTPO/O
BMMNpo6yBaHHSA cepii) abo noctavyasibHVKa

114




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KOHTPOJIH0 SIKOCTI: BMXiQHOrO Martepiany, peareHty
Ekcenna 'M6X eHg, ab0 [ONOMIXHOT peHOBMHN (SKLLO
Ko. KI', HimeuuunHa; 3a3HayveHo y focbe) BunyyeHHs
MepBuHHE NOMUJIKOBO 3a3HaueHol doyHKL,i
nakyBaHHs, BTOPVHHOIO NakyBaHHA A1
BMNPOGYBaHHSA npoAaykuii y doopmi Bunycky in bulk
KOHTPOJIH0 SIKOCTI, Ans Bupo6Hunka Ekcenna M6X
BWMYCK Cepil: eHf Ko. KI', HimeuunHa. BBegeHHs
®.XohpmaHH-/1a 3MiH NPOTArom 6-Tu MicaLiB nicns
Pow J1tg, 3aTBEPKEHHSA. AGMIHICTPaTUBHI
LLiBeiiuapis; 3MiHW. BunyyeHHsi BUpO6HUYOI
BunpobyBaHHSA OinbHUUI (BKNOYAKOUN AiNnbHULI
KOHTPOJIH0 SIKOCTI: ans A®l, npoMiXHOro NpoayKTy
Pow ®apma AT, ab0o roToBoro nikapcbKoro 3acooy,
HimeuyunHa OinbHUL 4NS NpOBeAeHHS
nakyBaHHs, BUPOGHYIKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEeAEHHS KOHTPO/O
cepii) abo noctavasibHMKa
BUXiQHOrO Matepiany, peareHty
a60 [40NOMDKHOT peyoBUHU (SIKLLLO
3a3Hay4eHo y J0CbE)BunyyeHHs
NOMWJIKOBO 3a3HauveHol doyHKL,i
BTOPVHHOIO NakyBaHHA A1
npoaykuii y dpopmi Bunycky in bulk
Ans Bupo6Huka ®.XoddpmaHH-/1a
Pow /iTa, LWBeliuapis. BBeaeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS.
118. | NTAHTYC® PO34nH ANs iH‘exu;iin, 100 TOB "CaHoi- YkpaiHa CaHodi-ABeHTIC HimeuunHa BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/8106/01/01
COJ/IOCTAP® Og./mn Ne 5:no3mny ABEHTIC YKpaiHa" [oiiunang MrweX marepianis: 3MiHW | TUNY - 3MiHK

KapTpuaxi,
BMOHTOBaHOMY B
0fIHOPa30BY LUNPWL-
pyuKy (6e3 ronok ans
iH'eKLiiA); no 5 wnpwuy-
PYYOK Y KapTOHHIi
KopooLi

Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHN [0 y3araslbHEHNX AaHnX Npo

cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cuctemy chapmakoHarnisgy,

3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarsagy B YkpaiHi, SKLO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3[iiCHEHHS (hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MacTep-haiina cuctemm
thapmakoHarnsgy) - a3miHa
YMNOBHOBAXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
MponoHoBaHa peaakuis:
XopakiBcbka TeTaHa
BsavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX YyroBHOBaXEHOT 0co6U
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg,

119.

NEBEPET MIHI

TabneTkun, BKPUTI
MN/1IBKOBOK 06GOJIOHKOH,
0,10 mr/0,02 mr, no 21
Tabnetui B 6nictepi; no
1, 3 abo no 6 6nicTepis
B KapTOHHI Kopobuj

3eHTiBa, K.C.

Yecbka
Pecny6nika

KOHTPO/b SIKOCTI,
BMPOBGHULITBO
roTOBOro NPOAYKTY,
nakyBaHHs1, BUNYCK
cepii:
Na6opartopioc /leoH
dapma, C.A,,
IcnaHis;
MiKpo6ionoriyHmiA
KOHTPO/b:
NABOPATOPIO
EYABAPHE, C.A,,
Icnanis;
a/lbTepHaTMBHa
AinsHKa BTOPYHHOIO
napKyBaHHs:
TOB MaHaHTian
IHTerpa, IcnaHis

IcnaHis

BHECEHHS 3MiH 10 peecTpavLiiHnxX
MaTepiasiB: 3MiHa 3asBHUKaA
(BnacHvika peecTpadujiHoro

nocsigyeHHs) (3rigHo Hakasy MO3

Big 23.07.2015 Ne 460) BeegeHHs

3MiH NPOTArom 6-Tu MicaLiB nicns

3aTBEPMKEHHS; 3MiHK | TUny -
3MiHM Wwoao
6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHus a6o
3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3miHa

YMNOBHOBaXeHOT 0COOM 3as1BHMKA,

BignoBigabHOI 3a
thapmakoHarnag. fitova pegakuis:

CopiHa JliaHa Mato / Sorina Liana

Paiu, MD. MNponoHoBaHa pegakuis:
Jogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXXEHOI ocobw,
BiANOBIAaNbHOT 3a
dhapmakoHarnsg. 3miHa

3a peyenmom

UA/15001/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHUX JAaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapMakoHaraag B Ykpaini. 3miHa
MiCLIe3HaxXOKeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLS 3AiACHEHHS OCHOBHOT
[ISNbHOCTI 3 hapmakoHarnagy

120.

NEBO®/IOKCALA
H

TabneTkun, BKPUTI
060/10HKOI0, N0 250 Mmr,
no 10 TabneTok y
6nicTepi; no 1 6nictepy
B Nauuj i3 KapToHy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiHnxX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEeHO [0 iHCTPYKUiT Ans
MeZMNYHOro 3aCTOCyBaHHs
NiKapCbKOro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BiANoBigHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn
4ito4oi pevoBuHW. BBeeHHA 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHS; 3MiHK || Tuny -
3as9BHUKOM HaZlaHO OHOBJIEHWI
nnaH ynpasniHHA pu3rkaMmu Bepcis
2.0. 3MiHM BHECEHO A0 YacTuH V
«3axoaM 3 MiHiMi3auji pusnkis», VI
«Pestome nnaHy ynpasiHHA
pu3nKamMmn», y 3B's13KY i3
OHOBJ/IEHHVIMU pEKOMEeHauisMu
PRAC. Pestome MYP Bepcia 2.0
nopaetbes. MNMpeacTtaBneHi 3miHM B
iHcbopMmawii 3 6e3neku LWoao
BHECEHHS 3MiH Ta JONOBHEHb Y
po3ginax: «Mo6ivHi peakuii» Ta
«OCc06MMBOCTI 3aCTOCYBaHHS»
NPOEKTY IHCTPYKLIT 418 MeAnyYHOro
3acTOCyBaHHSA Ha migcTasi
pilweHHA KoMiTeTy 3 OujiHKK
pu3ukiB y hapmakoHarnagi
(PRAC) €BponeiicbKoro areHTcTea
3 nikapcbkux 3acobis (EMA).
MoxyTb 6yTV pekomeHAoBaHi [0
3aTBEPKEHHS Ta BHECEHHS B
IHCTPYKLil0 AN MeguyHoro
3aCTOCyBaHHSA NikapcbKoro
3acoby. BBefeHHs 3MiH NpOTSArom
6-TN MicAUiB NicnsA 3aTBEPIKEHHSA

3a peyenmom

UA/11208/01/01

121.

NEBO®/IOKCALA
H

TabneTtku, BKPUTI
060/10HKO10, Mo 500 Mr
no 10 TabneTok y
6nicTepi; no 1 6nictepy

MpAT "TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
BHECEeHO [0 IHCTPYKUiT ANns
MeZIMYHOro 3aCTOCYBaHHS

3a peyenmom

UA/11208/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

B nauyL i3 kKapToHYy

nikapcbKoro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakui" BigNOBIAHO A0
OHOB/IEHOT IHdopMaLlii 3 6e3nekn
[ilo4oi pevoBrHN. BBeeHHS 3MiH
NpOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHu Il Tuny -
3aABHUKOM HaJaHO OHOB/IEHUI
nnaH ynpasniHHA pyU3nkammn Bepcis
2.0. 3MiHM BHeCceHo [0 YacTuH V
«3axoay 3 MiHimizauii pusukie», VI
«Pe3toMe nnaHy ynpasiHHA
pu3nkamm», y 3B’s3Ky i3
OHOB/IEHHVUMW pekoMeHAaLisMU
PRAC. Pestome MYP Bepcia 2.0
nopaetbes. MNMpeacTtaBnieHi 3miHM B
iHchopmawii 3 6e3neku Wwoao
BHECEHHS 3MiH Ta AONOBHEHb Y
posginax: «Mo6ivHi peakuii» Ta
«OC06MMBOCTI 3aCTOCYBaHHS»
NPOEKTY IHCTPYKLT AN MeAnYHOro
3acToCyBaHHS Ha nigcTasi
pilleHHs KoMiTeTy 3 OLiHKM
pu3mnkiB y hapmakoHarnsgi
(PRAC) €Bponeicbkoro areHTcTea
3 nikapcbkux 3acobis (EMA).
MoxyTb 6yTU pekoMeHA0BaHi A0
3aTBEPKEHHS Ta BHECEHHS B
IHCTpYKLilO ANs MeguyHOro
3aCTOCyBaHHSA NiKapcbKoro
3acoby. BBefeHHs 3MiH NpOTSArom
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS

122.

NEBO®/TIOKCALA
H-HOBO®APM

po34nH ANA iHdysil, 5
mr/mn, no 100 mny
naswyi; no 1 naswuyiy
nauuj

ToBapucTBO 3
obmexeHo
Bi4NOBIAANbLHICTIO
thipma "Hosocdhapm-
BiocuHTes"

YkpaiHa

ToBapucTso 3
obmexeHor
BiANoOBiAANbHICTIO
thipma "Hosochapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
marepianis: 3MiHW | TUNY - 3MiHK
BHECEeHO [0 iHCTPYKUiT Ans
MeJMNYHOro 3aCTOCyBaHHs
NiKapCbKOro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwyii" BiANOBIAHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn
4ito4oi pevoBuHU. BBeeHHA 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPKEHHSA

3a peyenmom

UA/16632/01/01

123.

NEKPONIH®

Kpanni o4Hi, 40 mr/mn;
no 5 mn y dnakoHi-
KpanenbHuLj; no 1
h/1aKOHY B KQpPTOHHIi

CaHTeH AT

PiHNAHAIA

Brpo6Huk
BiANOBIAaNbHMIA 3a
BMPOGHMLITBO in
bulk, nepBuHHe Ta

PiHnanpin/
Higepnanam

BHECEHHS 3MiH 10 peecTpaviliHnX

marepianis: 3MiHu | TUNY - 3MiHN 3

AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHa

3a peyenmom

UA/2383/01/02
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Kopoo6ULi BTOPVHHE iMnopTepa/3miHu, L0 CTOCYIOTLCA
nakyBaHHs, BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
KOHTPO/1b SIKOCTi: roTOBOrO Nikapcbkoro 3acoby
Hekctdapma AT, (3amiHa abo fofaBaHHA
diHNsHAjN; BMPOGHMKa, L0 BiAnoBigae 3a
AnbTepHaTUBHUIA BBEe3eHHA Ta/abo Bunyck cepir) -
BUPOBHMK, He Bkntoyatoum
BiANOBigabHNIA 3a KOHTPO/Ib/BUNPOBYBaHHSA cepii -
BTOPWHHE 3MiHa MiCLle3HaXOMKEeHHS
nakyBaHHs: NPOBaPKEHHS AIANbHOCTI
MaHyhakTypiHr BMpOGHMKa CaHTeH AT,
MakariHr ®apmaka ®iHNAHAIA, BIANOBIAANLHOIO 3a
(MNoe) b.B., BWMYCK cepii. BBeAeHHS 3MiH
Higepnangaw; npoTArom 6-T1 MicAuiB micns
B1po6HWK 3aTBEPAKEHHS
BiANOBigabHNI 3a
BWMYCK Cepil:
CaHTeH AT,
PiHnAHAiA
124. | NEHANIAOMIA, Kancynu Teepai no 5 mr, 3eHTiBa, K.C. Yecbka BTOPVHHE ManbTta/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/17951/01/01
SEHTIBA no 7 kancyny énictepi; Pecny6nika nakyBaHHs, PymyHisa/ mMarepianis: 3MiHa 3asiBHUKaA
no 1 a6o no 3 6rictepn TEeCTyBaHHs!, BUMYCK TaliBaHb (BnacHuKa peecTpaujiiHoro
Y KapTOHHiI nayui cepii: noceigyeHHs) (3rigHo Hakasy MO3
dapmagokc Bif 23.07.2015 Ne 460). 3miHK
Xenckea N74., BHECEHI B iIHCTPYKLi0 AN1si
ManbTa; MeAMYHOro 3actocyBaHHA 13
BUMNYCK cepil: LLIOA0 3MiHM Ha3BY 3asIBHUKA, B
Nabopwveg-dapma iHhopMmaLito WoA0 KOHTaKTHMX
C.A., PymyHis; OaHux ans nosigomaeHsb Npo
BMPOGHMLITBO BUMaKN NOGIYHNX peakLiii.
copmu in bulk, BBefeHHs1 3MiH MPOTAroM 6-Tu
nepBuHHE Ta MicALIB NiCNSA 3aTBEPKEHHS;
BTOPVHHE 3MiHY | TUny - AAMiHICTpaTUBHI
nakyBaHHs, 3MiHW. 3MiHa Ha3BW NikapCbKOro
KOHTPO/1b SIKOCTI, 3acoby - [itoya pepakuis:
TecTyBaHHA LENALIDOMID ALVOGEN
CTabiNbHOCTI: NEHANIAOMIA ANIBOTEH
Notyc MponoHoBaHa pepakuis:
PapmacboTrKan LENALIDOMID ZENTIVA
Ko., /lTa.i, TaliBaHsb; NEHANIAOMIA 3EHTIBA
BTOPWHHE BBeieHHs1 3MiH NpoTsArom 6-Tn
nakyBaHHs: MicSLB NICNSA 3aTBEPLKEHHS;
dapmakea Mpemiym 3MiHn | TMNy - 3MiHK WoA[0
Ntp, MansTa 6e3nekn/echeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs a6o
3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy dapmakoHarisgy,
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa yNOBHOBaXeHOI 0cobw,
BiANoBiAa/IbHOI 32 3AjACHEHHS
thapMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JfliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pejakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLe3HaxX0MKeHHS MacTep-
thaiina Ta ioro Homepa. 3miHa
MicLA 3AiACHEHHSI OCHOBHOT
[ISNbHOCTI 3 hapmakoHarnagy

125.

NEHANIAOMIA,
3EHTIBA

Kancynu teepai no 10
Mr, Mo 7 Kancyny
6nictepi; no 3 6rictepn
Y KapTOHHiI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nika

BTOPWHHE
nakyBaHHs,
TeCTyBaHHS, BUNYCK
cepii:
dapmagoKkc
Xenckea N1p4,,
ManbTa;
BUMNYCK cepil:
Nabopwveg-dapma
C.A., PymyHis;
BMPOGHMLITBO
copmu in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI,
TecTyBaHHs
CTabiNIbHOCTi:

ManbTa/
PymyHisa/
TaiBaHb

BHECEHHS 3MiH O peecTpaviliHnX
MaTepiasnis: 3MiHa 3asBHMKa
(BnacHuKa peecTpaujiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460). 3miHK
BHECEHI B iIHCTPYKLi0 AN1si
Me[MYHOro 3acTocyBaHHs /13
LLIOAO 3MiHM Ha3BY 3asiBHUKA, B
iHhopMmaLito WoA0 KOHTaKTHMX
[aHvx ons nosigoMIeHb Npo
BUMaKN NOGIYHNX peakLiii.
BBefeHHs1 3MiH MPOTAroM 6-Tu
MiCALiB Nicnsa 3aTBepKEHHS;
3MiHY | TUny - AAMiHICTpaTUBHI
3MiHW. 3MiHa Ha3BW NikapCbKOro
3acoby - [itoya pegakuis:
LENALIDOMID ALVOGEN
JNIEHANIAOMIA AIBOTEH

3a peyenmom

UA/17951/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

JNotyc
PapmacboTuKan
Ko., NiTa.i, TaiiBaHb;
BTOPUHHE
nakyBaHHs:
dapmakea Mpemiym
nta, Manbta

MponoHoBaHa pegakuis:
LENALIDOMID ZENTIVA
NEHANIAOMIA 3EHTIBA
BBefeHHs1 3MiH NpoTArom 6-u
MiCSLLB NiCNs 3aTBEPPKEHHS;
3MiHu | TURYy - 3MiHK Woa0
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHKX AaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BigNoBiAa/IbHOI 32 3AjACHEHHS
thapMakoHarnagy; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BifMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHOI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pejakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHUX faHUX KOHTaKTHOT
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaxX0MKeHHS MacTep-
thaiina Ta iioro Homepa. 3miHa
MicLs 3AiACHEHHSI OCHOBHOT
[ISNbHOCTI 3 hapmakoHarnagy

126.

NEHANIAOMIA,
3EHTIBA

Kancynu teepai no 15
Mr, Mo 7 Kancyny
6nictepi; no 3 6rictepn
Y KapTOHHiI nayui

3eHTiBa, K.C.

Yecbka
Pecny6nika

BTOPUHHE
nakyBaHHs,
TeCTyBaHHS, BUMYCK
cepii:
dapmagokc
Xenckea /114.,

ManbTa/
PymyHisa/
TaiBaHb

BHECEHHS 3MiH O peecTpaviliHnX
MaTepianis: 3MiHa 3asBHMKa
(BnacHuKa peecTpaujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). 3miHK
BHECEHI B iIHCTPYKLiO ANsi

3a peyernmom

UA/17951/01/03
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
ManbTa; MeMYHOro 3actocyBaHHA 13
BUMyCK cepii: 00 3MiHU Ha3BW 3asiBHVIKA, B
Nabopmea-dapma iHbopMaLito LoA0 KOHTaKTHUX
C.A., PymyHis; [JaHvX 415 nosigoMaeHb Npo
BMPOGHMLITBO BMNaAKN MOBIYHNX peakLiid.
copmum in bulk, BBeneHHs1 3MiH NpoTAroM 6-Tu
nepBuHHE Ta MicSLIB NiCNsA 3aTBEPLKEHHS;
BTOpPUHHE 3MiHM | TRy - AAMiHICTpaTUBHI
nakyBaHHs, 3MiHW. 3MiHa Ha3BW NikapCcbKOro
KOHTPO/1b SIKOCTI, 3acoby - [litoua pegakuis:
TecTyBaHHsA LENALIDOMID ALVOGEN
cTabinbHOCTI: NEHANIOOMIA ANBOIEH
Notyc MponoHoBaHa pegakuis:
dPapmacbloTuKan LENALIDOMID ZENTIVA
Ko., NiTa.i, TaiiBaHb; NEHANIAOMIA 3EHTIBA
BTOPUHHE BBefeHHs1 3MiH NpoTArom 6-u
nakyBaHHs: MiCSLLB NiCNs 3aTBEPPKEHHS;
dPapmakea Mpemiym 3MiHu | TURY - 3MiHK Woa0
Nitp, Mansta 6e3nekn/echeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobw,
BigNoBiAa/IbHOI 3a 3AjACHEHHS
thapMakoHarnagy; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNIOBHOBaXEHOI
oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pefakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT

0C06M YNOBHOBaXKEHOI 0Cco6YU
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 MacTep-
thaiina Ta ioro Homepa. 3miHa
MicuUsi 3AiACHEHHS OCHOBHOT
AisIbHOCTI 3 chapmakoHarnsaay
127. | NEHANIAOMIA, Kancynu TBepai no no 25 3eHTiBa, K.C. Yecbka BTOPVHHE ManbTta/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/17951/01/04
3EHTIBA M, M0 7 Kancyny Pecny6nika nakyBaHHs, PymyHis/ mMaTepianis: 3MiHa 3asBHMKa
6nictepi; no 3 6nictepu TeCTyBaHHS, BUMYCK TaiiBaHb (BnacHvka peecTpadujiiHoro
Y KapTOHHIl navui cepii: noceigyeHHs) (3rigHo Hakasy MO3
$apmagokc Bifg 23.07.2015 Ne 460). 3miHK
Xenckea /T4, BHECEHI B IHCTPYKLiito AN
ManbTa; MeMYHOro 3actocyBaHHsA 13
BUMyCK cepii: 00 3MiHU Ha3BW 3asiBHVIKA, B
Nabopmeg-Papma iHchopmaLito LWOA0 KOHTAKTHUX
C.A., PymyHisi; AaHux ons nosigomaeHb Npo
BMPOGHMLITBO BMMNaAKN MOBIYHNX peakLiid.
dopmu in bulk, BBefieHHs1 3MiH NpoTArom 6-Tu
nepBuHHE Ta MiCALiB NicNna 3aTBEPAKEHHS;
BTOPVHHE 3MiHK | TUNY - AOMIHICTpaTUBHI
nakyBaHHs, 3MiHW. 3MiHa Ha3BK NiKapcbKOro
KOHTPO/Ib SIKOCTI, 3acoby - [litoua pegakuis:
TeCTyBaHHs LENALIDOMID ALVOGEN
cTabinbHOCTI: NEHAMNAOMIA ANBOIEH
Notyc lMponoHoBaHa pepakuis:
dPapmacbloTuKan LENALIDOMID ZENTIVA
Ko., NlTa.i, TaliBaHsb; NEHANAOMIA 3EHTIBA
BTOPUHHE BBefeHHs1 3MiH MPOTAroM 6-Tu
nakyBaHHs: MiCALiB Nicna 3aTBepKEHHS;
Papmakea MNpemiym 3MiHu | TUNY - 3MiHK LWoAao
Nita, ManbTa 6e3nekn/eeKkTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHux npo
cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iiICHEHHS
hapmakoHarnsagy B YKpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiANoBiAabHOI 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
dhapmakoHarssgy) - 3miHa
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itova pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pejakLis:
NMogmuna dininosa, MD / Ludmila
Filipova, MD. 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOi 0cobu,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6M ynoBHOBaXKEHOI 0Cco6bu
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg, B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 macTep-
thaiina Ta oro Homepa. 3miHa
MicuUsi 3AiACHEHHS1 OCHOBHOT
AisIbHOCTI 3 chapmakoHarnsay
128. | NEHANMIAOMIA- Kancynu TBepai no 2,5 MicTtpan Kenitan AHrNIA LiNbHUUSA, WO Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/17466/01/01
BICTA Mr M0 7 Kancyny MeHeKMeHT Bignosigae 3a Ynni/ mMaTtepianis: 3MiHu | Tuny -
6nicTepi, no 3 6nictepu Nimiten nakyBaHHs, MauibTa AAMiIHICTpaTUBHI 3MiHW. 3MiHa
B KQPTOHHIli Kopobu,i KOHTPO/Ib SIKOCTI, HaliMeHyBaHHsA Ta/abo agpecu
BUMYCK cepii: 3asBHUKa (BnacHuKa
CiHTOH XicnaHis, peecTpaLiiHoro NocBiAYeHHs) -
C.J1., IcnaHis; 3MiHa agpecu 3asiBHMKa
AiNbHUUSA, WO
BiAnosigae 3a
BMPOBHMLTBO,
nakyBaHHs,
KOHTPO/1b AKOCTI:
CiHTOH Yuni NITaa.,
Yuni;
AiNbHULA, WO
BignoBsigae 3a
KOHTPO/Ib SIKOCTI:
dapmagoKkc
Xenckea N1p4,,
ManbTa
129. | NEHANMIAOMIA- Kancynv Teepgi no 5 mr, Mictpan Kenitan AHrnis OiNbHWLA, WO Icnanis/ BHECEHHS 3MiH 10 peecTpavitHnx 3a peyenmom UA/17466/01/02
BICTA no 3 kancynu y bnictepi, MeHepKMeHT Bignosigae 3a Yuni/ mMarepianis: 3miHu | TMnYy -
no 7 6nictepiB y NimiTen nakyBaHHs, ManbTa AMIHICTpaTVBHI 3MiHW. 3MiHa
KapTOHHI KOpoo6Li KOHTPO/1b SIKOCTI, HaliMeHyBaHHs1 Ta/abo agpecu
BUMYCK cepii: 3asBHUKa (BnacHuKa
CiHTOH XicnaHis, peecTpavuiiiHOro NocBigYEHHS) -
C.J1., IcnaHis; 3MiHa afpecu 3asBHUKa

LiNbHUUA, WO

Bignosigae 3a

BMPOGHULITBO,
nakyBaHHs,
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KOHTPO/1b AKOCTI:
CiHTOH Yuni NTaa.,
Yuni;
OiNbHWLS, WO
Bignosigae 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea Jita.,
ManbTa
130. | NEHANMIAOMIA- Kancynu TBepai no 7,5 MicTtpan Kenitan AHrNIA LiNbHUUSA, WO Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/17466/01/03
BICTA Mr M0 7 Kancyny MeHeKMeHT Bignosigae 3a Ynni/ mMaTtepianis: 3mMiHu | Tuny -
6nicTepi, no 3 6nictepu Nimiten nakyBaHHs, MauibTa AAMiIHICTpaTUBHI 3MiHW. 3MiHa
B KQPTOHHIli Kopobu,i KOHTPO/Ib SIKOCTI, HaliMeHyBaHHsA Ta/abo agpecu
BUMyCK cepii: 3asBHUKa (BnacHuKa
CiHTOH XicnaHis, peecTpaLiiHoro NocBiAYeHHs) -
C.J1., IcnaHis; 3MiHa agpecu 3asiBHMKa
AiNbHUUA, WO
Bignosigae 3a
BMPOBHMLTBO,
nakyBaHHs,
KOHTPO/1b AKOCTI:
CiHTOH Yuni NITaa.,
Yuni;
AiNbHULA, WO
BignoBigac 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea N1p4,,
ManbTa
131. | NEHANMIAOMIA- Kancynu Teepgi no 10 Mictpan Kenitan AHrnis OiNbHWLA, WO Icnanis/ BHECEHHS 3MiH 10 peecTpavLiiHnx 3a peyenmom UA/17466/01/04
BICTA Mr, no 3 kancynm y MeHepKMeHT Bignosigae 3a Yuni/ mMarepianis: 3miHu | TMnYy -
6nicTepi, no 7 6nictepis NimiTen nakyBaHHs, ManbTa AMIHICTpaTVBHI 3MiHW. 3MiHa
Y KapTOHHii Kopobuj KOHTPO/1b AKOCTI, HaliMeHyBaHHSs Ta/abo agpecu
BUMYCK cepii: 3asBHUKa (BnacHuKa
CiHTOH XicnaHis, peecTpavuiiHOro NocBifYEHHS) -
C.J1., IcnaHis; 3MiHa afpecu 3asBHUKa

LiNbHUUA, WO
Bignosigae 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni Ntpa.,
Yuni;
LiNbHUUSA, WO
Bignosigae 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea N114,,
MasibTa
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
132. | NEHANMIAOMIA- Kancynu Teepgi no 15 Mictpan Kenitan AHrnif OiNbHWLS, WO Icnanis/ BHECEHHS 3MiH [0 peecTpavLiiHnX 3a peyenmom UA/17466/01/05
BICTA Mr, no 3 kancynm y MeHepKMeHT Bignosigace 3a Yuni/ Marepianis: 3miHu | TUnYy -
6nicTepi, no 7 6nictepis NimiTen nakyBaHHs, ManbTta AMIHICTpaTVBHI 3MiHU. 3MiHa
Y KapTOHHiIll kopoobLi KOHTPO/1b AKOCTI, HallmeHyBaHHs Ta/abo agpecu
BUMyCK cepii: 3asBHUKa (BnacHuKa
CiHTOH XicnaHis, peecTpaLiiiHoro NocBigYEHHS) -
C.J1., IcnaHis; 3MiHa agpecu 3asBHUKa
OinbHUUSA, WO
Bignosigae 3a
BMPOGHWLITBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni Nitpa.,
Yuni;
LinbHUUSA, WO
BiAnosigae 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea N114,,
ManbTa
133. | NEHANMIAOMIA- Kancynu teepgi no 20 Mictpan Kenitan AHrnif AiNbHULA, WO Icnania/ BHECEHHS 3MiH 10 peecTpavLiiHnX 3a peyenmom UA/17466/01/06
BICTA Mr, Mo 3 Kancynmy MeHemKMeHT BignoBsigae 3a YUnni/ MaTepianis: 3MiHu | Tuny -
6nicTepi, no 7 6nictepis NimiTen nakyBaHHs, ManbTa AIMIHICTpaTVBHI 3MiHW. 3MiHa
Y KapTOHHii Kopobuj KOHTPO/1b AKOCTI, HaliMeHyBaHHS Ta/abo agpecu
BUNYCK cepil: 3as1BHMKa (B/1acHMKa
CiHTOH XicnaHis, peecTpavuiiHOro NocBigYEHHS) -
C.J1., IcnaHis; 3MiHa afpecu 3asiBHUKa
LiNbHUUSA, WO
Bignosigae 3a
BMPOGHULITBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni NTpa.,
Yuni;
AiNbHUUSA, WO
BiAnosifae 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea N114,,
Manbta
134. | NEHANIAOMIA- Kancynu TeepAi no 25 mr MicTtpan Kenitan AHINIA LiNbHUUSA, WO Icnanis/ BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/17466/01/07
BICTA no 3 kancynu y énicrepi, MeHempKMeHT Bignosigae 3a Yuni/ marepianis: 3miHu | TUny -
no 7 6nictepiB y Nimiten nakyBaHHs, Manbta AAMiHICTpaTUBHI 3MiHW. 3MiHa
KapTOHHIA KOpoo6Li KOHTPO/Ib SKOCTI, HalilMeHyBaHHs Ta/abo agpecu
BUNYCK Cepil: 3asBHMKa (BNacHvka
CiHTOH XicnaHis, peecTpavuiiHoro NocBifYEHHS) -
C.J1., IcnaHis; 3MiHa afpecu 3asiBHUKa

OiNbHWLA, WO
BignoBigae 3a
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
CiHTOH Yuni NiTpa.,
YUnni;
LiNbHUUSA, WO
Bignosigae 3a
KOHTPO/Ib SIKOCTI:
dapmagokc
Xenckea N1p4,,
ManbTa
135. | NETPOBICTA TabneTku, BKPUTI MicTtpan Kenitan AHrNiA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/16706/01/01
NAiBKOBOK 060/TI0HKOI0, MeHemKMeHT C.J. MaTepianis: 3MiHu | Tuny -
no 2,5 mr, no 10 Nimiteq AMIHICTpaTVBHI 3MiHN. 3MiHa
Tabnetok y 6nictepi, no HalimeHyBaHHS Ta/abo agpecu
3 6nicTepa B KapTOHHiIN 3as1BHMKa (B/1acHMKa
KopooLi peecTpavuiiHOro NocBifYEHHS) -
3MiHa afipecu 3asiBHUKa
136. | MIBNHONPWUN- Tabnetkv no 2,5 mr; no Tesa I3painb AT YropwuHa BHECEHHS 3MiH [0 peecTpayiiHux | 3a peyenmom UA/8705/01/01
TEBA 10 TabneTok y 6nicTepi, dapmavesTikan dapmaueBTUYHNI MaTtepianis: 3MiHu | Tuny -
no 3 abo no 5 6nictepis IHpacTpis /Tg,. 3asof, TEBA NoAaHHA OHOB/IEHOTO

y Kopo6uj

CepTucpikaTy BifnoBigHOCTI
€Bponeiicbkil hapmakonei R1-
CEP 2001- 311 - Rev 04 gnsa A®l
NisnHonpwn guvrigpart Big yxe
3aTBEPAKEHOrO BUPOGHMKa Lupin
Limited. Ak Hacnigok, 3miHa
[OMYCTUMUX MEX 3a NOKa3HVKOM
"OpraHiyHi po3unMHHKKN. ETaHon" 3
"He 6inbwe 1000 ppm" Ha "He
6inbwe 1500 ppm".
3anponoHosaHo: R1-CEP 2001-
311 - Rev 04
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

137.

nisnmHonpPun-
TEBA

Tabnetkn no 5 mr; no 10
Tabnetok y 6nictepi, no
3 abo no 5 6nictepis y
Kopoo6Li

TeBa
dapmavneBTikan
lHpacTpi3 114,

13painb

AT
dapmaueBTUYHNI
3aBog TEBA

YropuwuHa

BHECEHHS 3MiH [0 peecTpavLiiHnX
Marepianis: 3miHu | TUnYy -
nofaHHA OHOB/IEHOTO
CepTuchikaTy BifnoBifHOCTI
€Bponeiicbki hapmakonei R1-
CEP 2001- 311 - Rev 04 gna A®l
NisnHonpwn gurigpart Big yxe
3aTBEpAKEHOro BUpo6HUKa Lupin
Limited. Ak Hacnigok, 3miHa
[OMYCTUMUX MEX 3a NOKa3HNKOM
"OpraHiyHi po3unHHMKK. ETaHon" 3
"He 6isbwe 1000 ppm" Ha "He
6inblwe 1500 ppm".
3anponoHoBaHo: R1-CEP 2001-
311-Rev 04

3a peyenmom

UA/8705/01/02

138.

nsnHonPwn-
TEBA

Tabnetku no 10 mr; no
10 TabneTok y 6nicTepi,
no 3 a6o no 5 6nictepis
y Kopoou,i

Tesa
dapmaveBTika
IHpacTpis /Tg,.

I13painb

AT
dapmaueBTUYHNI
3aBog, TEBA

YropwmHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3MiHu | Tuny -
NoAaHHA OHOB/IEHOTO
CepTudoikaty BignoBiAHOCTI
€Bponeiicbkit hapmakonei R1-
CEP 2001- 311 - Rev 04 gna Ad|
JlisnHonpwn gurigpar Big yxe
3aTBEPAKEHOro BUPOGHMKa Lupin
Limited. Ak Hacnigok, 3miHa
[OMYCTUMUX MEX 3a NMOKa3HVKOM
"OpraHiyHi po3unMHHKKN. ETaHon" 3
"He 6inbwe 1000 ppm" Ha "He
6inbwe 1500 ppm*".
3anponoHoBaHo: R1-CEP 2001-
311-Rev 04

3a peyenmom

UA/8705/01/03

139.

nisnHonpPun-
TEBA

Tabnetkv no 20 mr; no
10 TabneTok y 6nicTepi,
no 3 abo no 5 6nictepis
y Kopo6uj

Tesa
dapmavesTikan
IHoacTpi3 /T4,

13painb

AT
dapmaueBTUYHNI
3aBog, TEBA

YropmHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
MaTtepianis: 3MiHu | Tuny -
nofaHHs OHOB/IEHOTO
CepTucpikaTy BifnoBigHOCTI
€Bponeiicbkil hapmakonei R1-
CEP 2001- 311 - Rev 04 gnsa A®I
NisnHonpwn guvrigpart Big yxe
3aTBEPAKEHOrO BUPOGHMKa Lupin
Limited. Ak Hacnigok, 3miHa
[OMYCTUMUX MEX 3a NOKa3HVKOM
"OpraHiyHi po3unMHHKKN. ETaHon" 3
"He 6inbwe 1000 ppm" Ha "He
6inbwe 1500 ppm".
3anponoHosaHo: R1-CEP 2001-
311 - Rev 04

3a peyenmom

UA/8705/01/04
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KOHTPO/b SKOCTI)

L0 3a3HayeHi y meTtogi
BUNpobyBaHHA "KinbkicHe
BU3HAYEHHSA", OCKIiNIbK B 060X
MeTO/ax 3acTOCOBYETLCA OAHA i
Ta X XxpomarorpadiyHe cuctema 3
iAEHTVYHUMYN XpoMaTorpadivuHIMK
ymMoBaMu; Bepcis meTogy 3
D-02902502 Ha D-02902503.
BeefieHHs1 3MiH NpoTsrom 6-Tn
MiCALiB Nicnsa 3aTBepAKEHHS;
3MiHY | TUMY - OHOBMEHHSA
3aTBEPMKEHOIO MeToAy
BUNpo6yBaHHSA "laeHTudikauis Ta
KiNbKICHWIA BMICT fiHONpuWAy y
Tabnetyi" gnsa N3, Tabnetku no 10
Mr, a caMe pefakLiiiHi 3MiHu 3
METO 3MEHLUNTY HaBaHTaXKEHHS
Ha naboparopito Ta 3eKOHOMUTU
peakTUBY Ta PO3UYNHHUKY;
3anpornoHoBaHo ob'egHaTH
cneuudikaL,iio Ha BUMYCK Ta Ha
TepMiH NpuaaTHOCTI B OAUH
[OKYMEHT; OHOB/IEHHS PO3iNiB
3.2P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
MeTogy 3 D-01138503 Ha
D-0290250. BBefeHHs 3MiH
NpOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS;
3MiHU | TUNY - OHOB/IEHHS
3aTBEPAKEHOrO MeToAy
BMNpobyBaHHsA "OAHOPIAHICTb
[030BaHNX oanHuub" ans N3,
TabneTkn no 5 Mr, 3 MeToo
rapmoHi3avi BUMOrv npuaaTHoOCTI
cucTeMu 3 BUMOramu, Lo
3a3HauveHi y meTtogi BUnpobyBaHHs
"KinbKicHe BU3HaAYEeHHSN", OCKINbKN
B 060X MeToAax 3acTOCOBYETLCSA
ofHa i Ta X xpomartorpadiyHs

cucTema 3 ifeHTUYHUMU

Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
140. | NISNHOMNPWN- Tabnetkn no 5 mr, no 10 | TOB "TeBa YkpaiHa" Ykpaina Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/1572/01/01
TEBA Tabnetok y 6nictepi; no HimeuunHa Marepianis: 3miHu | TUnYy -
3 abo 6 6nicTepiB y (BUPOBHULTBO OHOB/IEHHS 3aTBEPKEHOIO
Kopoo6Li Hepo3dacosaHoi MeToAy BUNpobyBaHHS
npoAaykuii, 403BiN Ha "OAHOPIAHICTb 4030BaHNX
BUNYCK cepil; oanHnus" ansa N3, Tabnetkn no 20
nepBuHHa Ta M, 3 METOH rapMOHi3aLii BUMoru
BTOPVHHA yNnakoBKa, NpUAATHOCTI CUCTeMU 3 BUMOTramu,
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
XpomaTorpadiyHumy ymoBamu;

Bepcist metogy 3 D-02902502 Ha
D-02902503. BeefieHHA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUny -
OHOBJ/IEHHS 3aTBEPAKEHOrO

MeToAy BUNpobyBaHHS
"laeHTudikalis Ta KinbKicHUiA
BMICT niHonpuny y TabneTui" ana
N3, Tabnetkn no 20 wmr, a came
pefakuiiiHi 3MiHM 3 MeTOlO ra
3MEHLLMTU HaBaHTaXEeHHS Ha
naboparopito Ta 3eKOHOMUTK
peakTuBM Ta PO3UYNHHUKY;
3anponoHoBaHo o06'egHaTH
cneuudikaLiio Ha BUMYCK Ta Ha
TEepPMiH NPVUAATHOCTI B OMH
[OKYMEHT; OHOBJ/IEHHS PO3AiNis
3.2.P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
meToay 3 D-01138503 Ha
D-0290250. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS;
3MiHU | TUNY - OHOBJ/IEHHS
3aTBEPMKEHOIO MeToAy
BMNPo6yBaHHSA "OfHOPIAHICTb
[030BaHuX oguHuue" ans 113,
TabneTkun no 10 mr, 3 MeTot0
rapMoHisauii BUMorn npuaaTHOCTI
cucTemu 3 BUMOramu, Lo
3a3HadeHi y MeToi BUNpobyBaHHs
"KinbkicHe BU3HaYeHHs", OCKifIbKK
B 060X MeTofax 3acCTOCOBYETbCSA
ofHa i Ta X xpomarorpadiyHe
cuctemMa 3 ifeHTUYHUMN
XpomaTorpadiyHumy ymoBamu;
Bepcist metogy 3 D-02902502 Ha
D-0290250. BBefieHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUny -

OHOBJ/IEHHS 3aTBEPAKEHOrO

MeToAy BUNpobyBaHHS
"laeHTudikalis Ta KinbKicH1iA
BMICT niHonpuny y TabneTui" ana
N3, Tabnetkn no 5 mr, a came
pefakuiiiHi 3MiHM 3 MeTOl0 ra
3MEHLLMTU HaBaHTaXEeHHS Ha

naboparopito Ta 3eKOHOMUTU
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
peakTvB/ Ta PO3UNHHMKM;
3anponoHoBaHo 0b'egHaTH
cneuuqikaLito Ha BUNyCK Ta Ha
TEepMiH NpUAaTHOCTI B OAUH
[OKYMEHT; OHOBJ/IEHHS PO3iniB
3.2.P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
MeTogy 3 D-01138503 Ha
D-02902501. BeefeHHSA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPIKEHHS
141. | NISNHOMNPWN- Tabnetku no 20 mr, no TOB "TeBa YkpaiHa" YKpaiHa Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/1572/01/02
TEBA 10 TabneTok y 6nictepi; HimeuunHa MaTepianis: 3MiHu | Tuny -
no 3 abo 6 6nictepis y (BMpPOGHMLTBO OHOBJIEHHSA 3aTBEPKEHOIO
Kopoo6Li Hepo3dacosaHol MeToAy BUNPOOyBaHHSA
npoayKuii, 403BI/T HA "O[HOPIAHICTb f030BaHNX
BUNYCK cepil; oanHnue" ans N3, Tabnetkn no 20
nepBuHHa Ta M, 3 METOI rapMOHi3aLii BUMoru
BTOPUHHA yNaKoBKa, npuaaTHOCTI CMCTEMW 3 BUMOTamu,

KOHTPO/b AKOCTI)

IO 3a3HaveHi y meTtogi
BunNpobysaHHA "KinbkicHe
BU3HAYEHHSA", OCKIiNIbKN B 060X
MeToAax 3aCTOCOBYETbCA OAHA i
Ta X XpomarorpadiyHe cuctema 3
iLEHTUYHUMN XpomaTorpadivyHnMm
ymoBaMu; Bepcisi MeToay 3
D-02902502 Ha D-02902503.
BBefeHHs1 3MiH MPOTAroM 6-Tu
MiCALiB Nicna 3aTBepKEHHS;
3MiHU | TUMY - OHOBNEHHSA
3aTBEPAKEHOTO MeToay
BMNpobyBaHHSA "laeHTudikalis Ta
KiflbKiCHUIA BMICT niHonpuny y
Tabnetyi" gna N3, Tabnetkn no 10
Mr, & caMe pefakLiiiHi 3MiHun 3
METO 3MEHLUNTU HaBaHTaXKEHHSA
Ha labopaTopilo Ta 3eKOHOMUTYK
peakTVBY Ta PO3YNHHWKM;
3anponoHoBaHo ob'egHaTH
crneungikauito Ha BMNycK Ta Ha
TepMiH NpuaaTHOCTI B OAUH
[OKYMEHT; OHOBJ/IEHHS PO3/iNiB
3.2.P.5.1,32.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
meTogy 3 D-01138503 Ha
D-0290250. BBefeHHs 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS;
3MiHU | TUMy - OHOB/EHHS
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPAKEHOr0 MeToay
BMNpobyBaHHsA "OAHOPIAHICTb
[030BaHNX oanHuLb" ans N3,
TabneTkn no 5 mr, 3 MeTo
rapMoHi3av,ii BUMory npuaaTHoCTI
cMcTEMU 3 BUMOramu, Lo
3a3HayeHi y MeTogi BUNpobyBaHHs
"KinbkicHe BU3HauYeHHN", OCKiNbKK
B 060X METOAAx 3aCTOCOBYETLCS
ofHa i Ta X xpomarorpadiyHe
cuctema 3 ifeHTUYHUMN
XpomaTtorpagiyHumn ymosamu;
Bepcia metoay 3 D-02902502 Ha
D-02902503. BBeaeHHS 3MiH
NpOTArom 6-Tu MicayiB nicns
3aTBEPMKEHHS; 3MiHM | TUny -
OHOBJIEHHS 3aTBEPKEHOrO
MeToAy BUNPOOYBaHHS
"laeHTudikalis Ta KinbKicH1i
BMICT niHonpuny y Tabnetui" ans
N3, Tabnetkun no 20 mr, a came
pefakuiiiHi 3MiHM 3 MeToto ra
3MEHLLMTN HaBaHTaKEeHHS Ha
naboparopito Ta 3eKOHOMUTU
peakTUBY Ta PO3UNHHUKY;
3anponoHoBaHo 06'egHaTH
cneuudikaLito Ha BUNycK Ta Ha
TEepMiH NpUAaTHOCTI B OAUH
[OKYMEHT; OHOBJ/IEHHS PO3iniB
3.2.P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcisi
MeToay 3 D-01138503 Ha
D-0290250. BBefieHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS;
3MiHU | TUNY - OHOB/IEHHS
3aTBEPAKEHOr0 MeToay
BMNpobyBaHHsA "OAHOPIAHICTb
[030BaHNX oanHuub" ans N3,
Tabnetku no 10 mr, 3 MeTot0
rapMoHi3av,ii BUMory npuaaTHoCTI
cMcTEMU 3 BUMOramu, Lo
3a3HayeHi y MeTogi BUNpobyBaHHs
"KinbkicHe BU3HAuYeHHR", OCKiNbKK
B 060X METOAAxX 3aCTOCOBYETLCS
ofHa i Ta X xpomarorpadiyHe
cuctema 3 iileHTUYHUMN
XpomaTtorpagiyHumn ymosamu;
Bepcia metogy 3 D-02902502 Ha
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Ne

n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

142.

nisnHonpPun-

D-0290250. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
OHOBJ/IEHHS 3aTBEPKEHOIO

MeToAy BUNPOOYBaHHSA
"laeHTudikalis Ta KinbKicHuiA
BMICT niHONpuay y Tabnetui" gns
N3, Tabnetkn no 5 mr, a came
pefakuiiiHi 3MiHW 3 MeTOtO ra
3MEHLLUUTN HaBaHTaXEHHS Ha
naboparopito Ta 3eKOHOMUTU
peakTUBY Ta PO3UYNHHUKY;
3anpornoHoBaHo ob'egHaTH
cneuudikaL,iio Ha BUMYCK Ta Ha

TepMiH NpuaaTHOCTI B OAUH

[OKYMEHT; OHOBJIEHHS PO3iNiB
3.2.P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis

MeTogy 3 D-01138503 Ha
D-02902501. BBeaeHHs 3MiH
NpOTArom 6-Tv MicauiB nicns

3aTBEPKEHHS

TEBA

Tabnetku no 10 mr, no
10 TabneTok y 6nicTepi;
no 3 abo 6 6niictepiB y
KopooLi

TOB "TeBa YkpaiHa"

YKpaiHa

Mepkne M'M6X,
HimeuunHa
(BUPOGHMLTBO
Hepo3acoBaHol
NpoAyKuii, 403BiN Ha
BMNYCK cepil;
nepBuHHA Ta
BTOPUHHA YNaKoBKa,
KOHTPO/b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | Tuny -
OHOBJIEHHA 3aTBEPKEHOrO
MeToAy BUNPOOYBaHHSA
"O[HOPIAHICTL f030BaHUX
ognHnus" gnsa N3, Tabnetkn no 20
Mr, 3 METOI rapMoHi3aujii BUMoru
npuaaTHOCTI CUCTEMW 3 BUMOTamu,
L0 3a3HayeHi y MeTogi
BUNpo6byBaHHsA "KinbkicHe
BM3HAYEHHA", OCKiNbKM B 060X
MeTo/ax 3acTOCOBYETLCA OfHA i
Ta X XxpomarorpagivyHs cuctema 3
iAEHTUYHUMM XpoMaTorpativHUMK
yMOBaMW; BEPCisi METOAY 3
D-02902502 Ha D-02902503.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB NicNna 3aTBEPAKEHHS;
3MiHU | TUNY - OHOB/IEHHS
3aTBEPKEHOr0 MeTOLY
BMNPO6yBaHHSA "laeHTudikauis Ta
KifIbKiCHUIA BMICT niHOMpuny y
Tabnetyi" ana N3, Tabnetkv no 10
Mr, @ came pefakLiliHi 3MiHu 3
METOI 3MEHLUNTUN HaBaHTaXKEHHS
Ha nabopaTopilo Ta 3eKOHOMUTHU

PeakTnBM Ta PO3YUHHUKN;

3a peyenmom

UA/1572/01/03

133




Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
3anponoHoBaHo ob'egHaTH
cneuudikaL,iio Ha BUMYCK Ta Ha
TepMiH NpuaaTHOCTI B OAUH

[OKYMEHT; OHOB/IEHHS PO3iNiB
3.2P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
meTogy 3 D-01138503 Ha
D-0290250. BBefeHHs 3MiH
NpOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS;
3MiHW | TUNY - OHOB/IEHHS
3aTBEPAKEHOrO MeToAy
BMNpobyBaHHsA "OAHOPIAHICTb
[030BaHNX oanHuub" ans N3,
TabneTkn no 5 Mr, 3 MeToo
rapmoHi3avji BUMOrv npuaaTHoOCTI
cucTeMu 3 BUMOramu, Wwo
3a3HauveHi y meTtogi BUnpoobyBaHHs
"KinbKicHe BU3HaAYEeHHS", OCKINbKN
B 060X MeToAax 3acTOCOBYETLCSA
ofHa i Ta X xpomartorpadiyHs
cucTema 3 ifeHTUYHUMM
XpomaTorpadyiyHumy ymoBamu;
Bepcia metoay 3 D-02902502 Ha
D-02902503. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
OHOBJ/IEHHS 3aTBEPKEHOIO
MeToAy BUNPOOYBaHHS
"laeHTudikalia Ta KinbkicHuiA
BMICT niHoNpuay y Tabnetui" gns
N3, Tabnetkn no 20 mr, a came
pefakuiiiHi 3MiHM 3 MeTOlO ra
3MEHLLUNTN HaBaHTaXEHHS Ha
naboparopito Ta 3eKOHOMUTH
peakTUBW Ta PO3UYNHHUKY;
3anpornoHoBaHo ob'egHaTH
cneuudikaL,iio Ha BUMYCK Ta Ha
TepMiH NpuaaTHOCTI B OAUH
[OKYMEHT; OHOB/IEHHS PO3iNiB
3.2P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
MeTogy 3 D-01138503 Ha
D-0290250. BBeeHHs 3MiH
NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS;
3MiHU | TUNY - OHOB/IEHHS
3aTBEPAKEHOrO MeToAy

BMNpobyBaHHs "OAHOPIAHICTb
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[030BaHuX oguHuue" ans 113,
TabneTku no 10 mr, 3 MeTot0
rapMoHisauii BUMorn npuaaTHOCTI
cucTemMu 3 BUMOramu, Lo
3a3HadeHi y MeToi BUNpobyBaHHs
"KinbkicHe BU3HaYeHHs", OCKi/TbKK
B 060X MeTofax 3acTOCOBYETbCSA
ofHa i Ta X xpomarorpadiyHe
cuctemMa 3 ifeHTUYHUMN
XpomaTorpadiyHumy ymoBamu;
Bepcist metogy 3 D-02902502 Ha
D-0290250. BBefieHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUny -
OHOBJ/IEHHS 3aTBEPAKEHOrO
MeToAy BUNpobyBaHHS
"laeHTudikalis Ta KinbKicHUi
BMICT niHonNpwny y TabneTui" ana
N3, Tabnetkn no 5 mr, a came
pefakuiiiHi 3MiHM 3 MeTOl0 ra
3MEHLLMTU HaBaHTaXEeHHS Ha
naboparopito Ta 3eKOHOMUTK
peakTuBY Ta PO3UYNHHUKY;
3anponoHoBaHo 06'egHaTH
cneuudikaL,iio Ha BUMYCK Ta Ha
TEepMiH NPUAATHOCTI B O4MH
[OKYMEHT; OHOBJ/IEHHS PO3AiNis
3.2.P.5.1,3.2.P5.2,
3.2.P.5.4,3.2.P.5.6, 3.2.P.6. Bepcis
meToay 3 D-01138503 Ha
D-02902501. BBefeHHS 3MiH
npoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS

143.

NO3AN®

TabneTkn, BKPUTI
060/10HKO, No 50 Mr
Ne30 (10x3), Ne30
(15x2), Ne 60 (10x6), Ne
60 (15x4), Ne 90 (10x9),
Ne90 (15x6): no 10
TabneTtok y 6nictepi; no
3, 6 abo 9 6nicTepiB y
KapTOHHil Kopobuj; no
15 TabneTok y 6nictepi;
no 2, 4 abo 6 6nictepis
Y KapTOHHii Kopobuj

TOB "CaHodi-
ABeHTIC YkpaiHa"

Ykpaina

AT "CaHeka
dapmacbioTikans",
Cnosaubka
Pecny6nika
(Bupo6HULTBO 13,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiin); TOB
"3eHTiBa", Yecbka
Pecny6nika
(BMpOGHMUTBO M3,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,

Cnosaubka
Pecny6nika/
Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3mMiHK | TUNY - 3MiHa
YMNOBHOBaXeHOT 0COOM 3as1BHUKA,
BignoBigabHOI 3a
thapmakoHarnag. [itova pegakuis:
KniwuH AHTOH MuKonaiioBuy.
lMponoHoBaHa pepakuis:
XopakiBcbka TeTsaHa
BsauecnaBiBHa. 3MiHa KOHTaKTHUX
LaHnX YyNMOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBifa/IbHOI 3a
hapmakoHarnag,

3a peyenmom

UA/3906/01/03
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
KOHTPO/Ib Ta BUMYCK
cepii)
144. | NO3AN® TabneTku, BKPUTI TOB "CaHodhi- YkpaiHa AT "CaHeka CnoBaubka BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/3906/01/04
060/10HKO10, M0 100 Mr ABEHTIC YKpaiHa" dapmacbtoTikans", Pecny6nika/ marepianis: 3MiHu | TURy - 3MiHa
Ne30 (10x3), Ne30 CnoBaubka Yecbka YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
(15x2), Ne 60 (10x6), Ne Pecny6nika Pecny6nika BiAANOBIA&A/IbHOI 3a
60 (15x4), Ne 90 (10x9), (BMpOGHMLTBO M3, thapmakoHarnag. ditoua pegakuis:
Ne90 (15x6): no 10 nepBuHHE Ta KniwwH AHTOH MukonaiioBuy.
Tabnetok y 6nictepi; no BTOPUHHE MponoHoBaHa pegakuis:
3, 6 abo 9 6nicTepiB y nakyBaHHs, XopakiBcbka TeTsiHa
KapTOHHI Kopobuj; no KOHTPO/1b Ta BUMYCK BsyecnagiBHa. 3MiHa KOHTaKTHUX
15 TabneTok y 6nictepi; cepiid); TOB [aHnX YyNoBHOBaXXEHOT 0co6U
no 2, 4 abo 6 6nictepis "3eHTiBa", Uecbka 3as1BHVKA, BignoBigasibHOI 3a
Y KapTOHHiIli kopoobLi Pecny6nika thapmakoHarnsg,
(Bupo6HULTBO M3,
nepBuHHEe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib Ta BUMYCK
cepii)
145. | NONEPAMIA Tabnetku no 0,002 r no MpuBatHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHnx Be3 peyenma UA/6919/01/01
10 TabneTok y 6nicTepi, akujioHepHe akujioHepHe mMarepianis: 3miHu | TUny - — Ne 10, Ne 20.
no 1 a6o 2, a6o 50 a6o TOBapuCTBO TOBapuCTBO nofaHHA OHOB/IEHOro cepTudiikata | 3a peyernmom
100 6nicTepis y nayui 3 "Nlekxim-Xapkis" "Mekxim-Xapkis" BiNOBIAHOCTI €BPONENChKiit — Ne 500, Ne
KapToHy thapmakonei Ne R1-CEP 2013- 1000
333-Rev 00 ana Adl Jlonepamigy
rigpoxnopuay Bif Bxe
3aTBEPKEHOro BUPOGHUKaA
Vasudha Pharma Chem Limited,
India, y 3B’'A3KYy 3 yTOYHEHHAM
agpecy BUPOGHMLTBA MPOMIKHOI
npoayKuii Ta fofaBaHHAM
BMPOGHWYOI AinbHAL
146. | NOMEPAMIA, Tabnetkv no 0,002 r in MpvBaTHE YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpavLiliHnX - UA/2981/01/01
bulk: no 5000 Ta6neTok akuioHepHe akuioHepHe MaTepianis: 3MiHu | Tuny -
y KOHTellHepax TOBapUCTBO TOBapUCTBO noAaHHA OHOBMEHOro cepTudikara
"[lekxim-Xapkis", "Mlekxim-Xapkis" BiANOBIAHOCTI EBpONechbkil
YKpaiHa, thapmakonei Ne R1-CEP 2013-
333-Rev 00 ana A®l lonepamigy
rigpoxnopuay Bif BXxe
3aTBEPAKEHOrO BUPOBHMKA
Vasudha Pharma Chem Limited,
India, y 3B’A3Ky 3 yTOUHEHHSM
afpecy BUpo6HMLTBA NPOMDKHOT
npoaykuii Ta gogasaHHAM
BMPOBHMYOT AiNbHULL
147. | NONEPAMIAY NMOpPOLLOK (CybcTaHUis) y MpuBaTHe YkpaiHa Bacyaxa ®apma IHAis BHECEHHS 3MiH 10 peecTpaviliHnx - UA/12518/01/01
rigPpoxnoprump noABiHMX NakeTax 3 akuioHepHe Xewm Nlimiteq MaTepianis: 3miHu | TUNy - 3MiHK 3

nonieTvmeHy ansa

TOBapUCTBO “JlekxiM

skocTi. CepTudpikar
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Ne

Hasga nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

148.

NYKACT®

thapmaLeBTUYHOro
3aCTOCYBaHHS

— Xapkis”

BignosigHocTi/lE-cepTudpikar
BiANOBIAHOCTI EBpoNechbkil
thapmakonei/MoHorpadil.
MopaaHHA HoBOro abo OHOBIEHOTO
cepTudikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiANOBIAHOCTI EBpONENnchbkil
thapmakonei: ans Adl; ana
BUXIAHOTO
MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUPO6GHULTBI ADI; ans
[0MNOMDKHOT pEYOBUHN
(cepTudpikaT BigMNoBIgHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBReHwWn cepTuddikaT Bif yxe
3aTBEPAKEHOrO BUPOOHMKA -
noJaHHA OHOB/IEHOro cepTudikaTa
BiANOBIAHOCTI EBpONenchbkil
thapmakonei Ne R1-CEP 2013-
333-Rev 00 (3aTBEpMAXEHO: RO-
CEP 2013-333-Rev 01) gns AdI
Bif] BXE 3aTBEPAKEHOI0
BUPOOHWKA, Y 3B'A3KY 3
YTOUHEHHSIM agpecy BUPO6HMLTBA
NPOMDKHOI MpoAyKuii Ta
[ofaBaHHAM BUPOOHUYOT
AiNbHWL.

149.

MAAJIOKC®

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 3
6nicTepn y KapTOHHIiA
Kopo6ui

Papma
IHTepHelLeHan
Komnari

Voppakis

dapma
IHTepHeLLeHau
Komnawi

ViopaaHis

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3mMiHu | Tuny - 3MiHx 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bktouaoun
[njanas3oH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36iN1bLIeHHSs
[0 10 pasiB NopiBHAHO i3
3aTBEPKEHMM PO3MIPOM) -
36inbLUEHHSI po3Mmipy cepii
roTOBOrO JliKapCbKOro 3acoby - 3
140 000 TabneTtok go 800 000
Tabnetok

3a peyernmom

UA/10555/01/01

cycneHsis opasibHa Ne
30: no 15 mn y nakeTi;
no 30 nakeTiB y
KapTOHHiiA KOpo6L

TOB "CaHodhi-
ABeHTiC YkpaiHa"

YkpaiHa

dapwmartic

®paHuis

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHS y3arasibHEHVX AaHUX

6e3 peyenma

UA/9219/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BiMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IOYAKOUM KOHTAKTHI faHi)
Ta/ab0o 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) - a3miHa
YMNOBHOBAXEHOT 0CO6M 3as1BHYKA,
BiANOBIAa/IbHOI 3a
dhapmakoHarnsg,
MponoHoBaHa peaakuis:
XopakiBcbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX YyrnoBHOBaXEHOT 0co6U
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg,

150.

MAA/IOKC®

Tabnetku Ne 40 (10x4):
no 10 TabneTtok y
6nicTepi; no 4 6nictepu
B KAPTOHHIli KOpo6L

TOB "CaHodhi-
ABEHTIC YKpaiHa"

YkpaiHa

CaHodpi C.n.A.,
ITanis; CAHO®I
C.M.A,, ITanisa

ITanisa

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

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,

3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, KO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3[iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXeHOT 0COOM 3as1BHUKA,

BignoBigabHOI 3a
thapmakoHarnag,
MponoHoBaHa peakLis:

6e3 peyenma

UA/9220/02/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

XopakiBcbka TeTaHa
BavyecnasiBHa. 3MiHa KOHTaKTHUX
[aHuX YyrnoBHOBaXEHOT 0co6U
3asBHMKa, BiANOBIAA/IbHOI 3a
chapmakoHarnsg

151.

MAA/TOKC® MIHI

CyCneHsis opasibHa,
Ne20: no4,3mn (6 1)y
calue; no 20 cawe y
KapTOHHiiA KOpo6L

TOB "CaHodhi-
ABEHTIC YKpaiHa"

YkpaiHa

Eii. HatTepmaHH
eHp Caiii. FTM6X,
HimeuuunHa; CaHodi
C.n.A., Itania

Himeyunna/
ITanis

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

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHUX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0Co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarniagy B YkpaiHi, KO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3iiCHEHHS hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXEHOT 0COOM 3as1BHMKA,

BignoBigabHOI 3a
thapmakoHarnag,
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BsyecnagiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6u
3as1BHVKA, BignoBigasibHOI 3a
thapmakoHarnag,

be3 peyenma

UA/10145/01/01

152.

MAKMIPOP
KOMMNNEKC®

Kpem BariHa/IbHWiA; No
30 ry Ty6i; no 1 Ty6i B
KOMM/EKTi 3
rpasyiioBaHnm
LUNPULLOM Y KapPTOHHIi
nauui

MONIKEM C.p.n.

ITanisa

Jonnenb
dapmaueyTiui C.p.n.

ITanisa

BHECEHHS 3MiH 10 peecTpavitHnx
mMarepianis: 3miHu | TUny -
nofaHHA OHOB/IEHOTO
CepTuchikaTy BifnoBifHOCTI
€Bponeiicbkin hapmakonei R1-
CEP 2003-118-Rev 04
(nonepepgHs sepcia R1-CEP 2003-
118-Rev 03) Big BXe
3aTBepAKeHOro Bupo6bHuka VUAB
Pharma a.s. Yecbka Pecny6nika
ana A®l Hictatuny

3a peyenmom

UA/3934/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
153. | MAHTI TabneTku XyBasibHi MO tOHina6, NN CLWA TOB HOC dapmaLis MonbLia BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/6751/01/01
10 TabneTok y 6nicTepi; Marepianis: 3miHu | TUnYy -
no 1 abo 3 6nictepn y noJiaHHA OHOBJ/IEHOIO
KapTOHHI Kopo6uj; no 8 CepTuchikaTy BifnoBifHOCTI
Tabnetok y 6nictepi; no €Bponeiicbki hapmakonei R1-
1, abo 2, abo 3, abo 4 CEP 2010-197-Rev 00
6nicTepn y KapTOHHI (nonepegHs Bepcis RO-CEP 2010-
KopooLi 197-Rev 00) Big BXe
3aTBEPAKEHOrO BUPOOHMKA
komnanii NuSil Technology LLC.,
USA, ans A®l Simeticone
MED-340. ik HacnioK BBe,eHHS
iHcbopMmawii Npo enemeHTapHi
nowmiwkm BignosigHo go ICH Q3D;
cuctema
KOHTeliHep/3aKynoptoBanbHuWi
3aci6 3MiHeHa 3: «NonieTUIEHOBI
MILLKW 418 TPaHCNOPTYBaHHS» Ha
«MONIeTUNEHOBI MiLLKN ANA
TPaHCNOPTYBaHHA abo ALLMKN»
154. | MATEPUHKIN eKCTPaKT pigkuii MAT "Tanuucpapm" YkpaiHa MAT "Tannuchapm" YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiHnX - UA/12519/01/01

TPABW EKCTPAKT
PIOKWIA

(cybeTaHuisn) y 604kax
nosiMepHUX ans
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx oopm

marepianis: 3mMiHu | Tuny - 3MiHK 3
AKoCTi. A®Il. KoHTponb A®I. 3miHa
y NnapameTpax cneumdikawii
Ta/abo fonyCcTUMNX MEX,
BM3HAYeHUX y crneyudikauisx Ha
A®I, abo BUXIZHWA/NPOMIXHWIA
NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTBCA Y Npoueci
BMPOGHMLTBA ADI; CynyTHSA 3MiHa
- 3MiHM 3 sikocTi. A®I. KoHTponb
A®|. 3miHa y meTodax
BunpobysaHHA APl abo BUXigHOTO
MaTepiany/npoMikKHOro
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMLUTBA ADI (iHLWi 3MiHK Y
MeToAax BUNpobyBaHHSA
(BKtOYatoun 3amiHy abo
[L0MNOBHEHHS) Ad| abo
BUXiAHOTO/NPOMIXHOTO NPOAYKTY) -
BHECEHHS 3MiH Y peecTpaujiiHe
nocbe (nigposgin 3.2.5.2.3.
KoHTposb matepiasiB) nos'A3aHe 3
HeOoOXiAHICTIO NpUBEAEHHS
cneungikauii Ta meTogis
KOHTposito ETaHon (96%) y
BiANOBIAHICTL A0 BUMOT EP/O®Y,
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Ne
n/n

Hasga nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Aitoye BugaHHs; 3miiu | Tuny -
BW/yYEHHS 3 peECTpaLiiiHoro
nocbe (nigposain 3.2.S.2.3.
KoHTponb maTtepianis) iHchopmadii,
LLI0A0 Ha3BM BUPOOHMKA peareHTiB
(3aTBEpAXeHO: [lepxaBHe
niANPUEMCTBO CNMPTOBOI Ta
nikepo-ropinyaHoi NPoOMMCIOBOCTI
«YKpCnupT»), Y 3B'A3KY i3
nepioguyHMMN 3MiHaMK Ha3B
BMPOGHWKIB peareHTiB, OCKINIbKK
crneundikalisa Ta metoau
KOHTPOJIO AKOCTI iAEHTUYHI ANs
BCIX BUPOGHWKIB

155.

MENITOP®

TabneTkun, BKPUTI
M/1iBKOBOK 06GOJIOHKOH,
no 25 mr no 14 Ta6neTok
y 6nicTepi; no 1 a6o no
2 abo no 4 6nictepn B
KOpOO6Lii 3 KapTOHY

NE NABOPATYAP
CEPB'E

PpaHuin

Na6opaTopii Ceps' €
IHaacTpi, ®paHuis;
Ceps'e (IpnaHgis)

IHpacTpic N4,
Ipnangjs

PpaHuis/
Ipnangis

BHECEHHS 3MiH 10 peecTpavLiiHnxX
mMartepianis: 3MiHu Il TMny - 3MiHK
BHECEeHO B iHCTPYKL|i 4115
MeJMNYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby Ao po3ainy
"Mo6iuHi peakuii". BBeAEHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHS; 3MiHK || Tuny -
3MiHW BHECEHO B iHCTPYKLjl0 AN
MeZMNYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"®apMakonoriyHi BracTnsocTi”,
"B3aemogis 3 iHWMMU NiKapCbKumu
3acobamu Ta iHWi Buan
B3aemogiit", "OcobnnBoCTi
3acTocyBaHHs", "3aaTHIiCTb
BM/IMBATY Ha WBMAKICTb peakuii
npu KepyBaHHi aBTOTPAHCNOPTOM
ab0 iHWYMK MexaHiamamn®,
"Cnoci6 3acTocyBaHHs Ta go3un" 1a
"Mo6iuHi peakuii". BBeAEHHS 3MiH
npoTArom 6-Tn MicAUiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/4972/01/01

156.

MEPOHEM

MOPOLLOK A9 PO3YNHY
ANst iH'eKUili @60 iHdy3ii
no 1000 wr; no 10
(NakoHIB 3 NOPOLLKOM Y
KapTOHHiiA KOpo6L

NMOANSEP
EAY.CLII
KOPTMOPENILUH

CWA

AcTpa3eHeka tOK
Nivitea, Benuka
BputaHis
(BUPOGHUK,
BiANOBIAaNbHMIA 3a
BTOPWHHY YNakoBKy,
BUNYCK cepii);
EliCiEc [o6dap
Cna, Itania
(Bpo6HKK "in bulk™);

Benwuka
BpuTtanis/
ITania/
LLBeiiuapis/
AnoHis

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: BUNpaBieHHs
TEXHIYHOT NOMUIIKWN Ha TUTY bHIl
CTOpIHUi 3aTBepmkeHoro MKA /13
AN NikapcbKoro 3acoby
MEPOHEM, nopotiok ans
PO34UHY ON15 iH'EKL ab0 iHdy3iit
no 1000 mr, a came HeBiIpHO
3a3aHayeHo Homep
peeCcTpaLiiiHOro NoCBigYEHHS:

3a peyenmom

UA/0186/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3amb0H
CaiTuepnaHg /174,
LBeiiuapis
(BMPOGHYK
BiANOBiAAbHWIA 3a
NepBUHHY YNakoBKy,
BTOPVHHY YNakoBKY,
BMMNYCK cepii );
CymiTomOo
[JenninnoH ®apma
Ko., NTa., AnoHis
(BUpPO6HKK "in bulk™)

3aTtBepmkeHo: PeecTpauiiiHe
noceigyeHHst Ne UA/0186/01/01
3anponoHoBaHo: PeecTpadjiiHe
nocsigyeHHs Ne UA/0186/01/02

157.

METOHAT

kancynu no 250 mr no
10 kancyn y 6nictepi, no
5 6nicTepis y nayui 3
KapToHY

ToBapucTBO 3
06MexeHo
BiAANOBIAA/ILHICTIO
"®APMALEBTNYH
A
KOMMAHIA"CANIO
TAPIC"

Ykpaina

MNAT "Motdapm”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
MaTepianis: 3MiHuM | TUNy - 3amMiHa
mMeToy BUNpobyBaHHA 3a
nokasHukom «CynpoBiaHi
OOMiLKM» (3aTBepaxeHo: TLUX;
3anpornoHoBaHo: BEPX B
NoeAHaHHi 3 Mac-CnekTPoOMeTpIEt0)
Ta 3MiHV METOAMKM 3a MOKa3HKOM
«lpeHTucpikauis B» metogom TLUX
(BWyYEHO PO3UMHU MOPIBHSAHHSA
(6) Ta (B) ANSt BUSHAYEHHS
[OOMILLOK) Y MeTofax KOHTPOsI0
[N3; 3MmiHm [ TMRY - 3MiHK
npoginto AOMILIOK Ta KpuTepiis
NPUIAHATHOCTI 32 NOKA3HNKOM
«CynpoBiAHI AOMILLKU», a TaKoX
3MiHa KpuUTepiiB NPUIAHATHOCTI 3a
nokasHUKoM «lgeHTudikauis B» y
cneuundikauii Ha N3
3anponoHoBaHo: laeHTudikauis B.
Ha xpomaTtorpami Bunpo6ysaHoro
PO34YMHY MaE BUSABNSTACA OCHOBHA
nnsMa, Wo 3HaxoAnUTbCA Ha PiBHI
nnamu 3-(2,2,2-
TPUMETUTIAPA3NHII0) NPoNioHaTy
avrigparty po3ynHy NopiBHAHHSA
(a); cynpoBigHi gomiluku [Jomilika
A He 6inble 0,15% [omiwka B He
6inbwe 0,15% [fowmiwka C He
6inblue 0,15% fowmiwka D He
6inbwe 0,15% [Jomiwka E He
6inbwe 0,15% [Jomiwka F He
6inblue 0,15% KoxHol
HeigeHTNIKoBaHOT AOMILLKM He
6inblwe 0,10%. Cyma AOMILLIOK He
6inbLue 0,3%;
3MiHu |l TNy - BBEAEHHS

3a peyenmom

UA/11399/01/01

142




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[04aTKOBOr0 BUPOBHUKA Aitouoi
peyoBMHM MeToHaTy (3-(2,2,2-
TpUMETUNrigpasnHilo) nponioHaTy
purigpat) TOB «®DAPMXIM»,
YKpaiHa

158.

MET®OPMIH-
TEBA

Tabnetkv no 500 mr no
15 TabneTok y 6nictepi;
no 2 6nictepu y kopobui

TOB «TeBa
Ykpaina»

YkpaiHa

TOB TeBa
OnepeiwHs MonaHg

MonbLya

BHECEHHS 3MiH 10 peecTpavLiiHnX
martepianis: 3mMiHa 3asBHUKA
(BnacHvika peecTpadujiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). 3MiHn |
My - 3MiHK Woa0
6e3nekn/edeKkTUBHOCTI Ta
thapmakoHarnisgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
Bi4NOBiAA/IbHOI 32 34iACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifJMiHHa Bif, yNIOBHOBaXEHOI
ocobw, BiANOBIAA/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAIOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6M 3aABHUKA,
BiANOBIAaNbHOT 3a
thapmakoHarnsg. fivoua pefakuis:
Orit Stern-Maman. NponoHoBaHa
pegakuis: buctposa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
LaHnX YyNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBifa/IbHOI 3a
hapmakoHarang.

3a peyenmom

UA/7769/01/01

159.

MET®OPMIH-
TEBA

Tabnetkv no 850 mr no
10 TabneTok y 6nicTepi,
no 3 6nictepu y kopobui

TOB «TeBa
YKpaiHa»

Ykpaina

TOB TeBa
OnepeiiwH3 MNonaxg,

Monba

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis: 3mMiHa 3asBHUKa
(BnacHuka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460). 3MiHu |
TMNy - 3MiHN LWOAO
6e3nekn/edheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnsgy

3a peyenmom

UA/7795/01/02
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0Ccobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocobu, BiANOBIAAILHOI 3a
3[jicHeHHs1 hapMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy). 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itoya pegakuis:
Orit Stern-Maman. NponoHoBaHa
pepakuis: buctposa OkcaHa
BiTaniiBHa. 3mMiHa KOHTaKTHUX
[AaHVX YNOBHOBaXeHOi 0co6u
3as1BHYKA, BignoBigasbHOI 3a
hapmakoHarnaag,.

160.

MET®OPMIH-
TEBA

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOM0,
no 1000 mr; no 10
TabneTtok y 6nictepi; no
3 6nicTepu y Kopoo6Li

TOB «TeBa
Ykpaina»

Ykpaina

BMPOBHMUTBO 3a
NMOBHUM LVK/IOM:
TeBa
dapmaveBTikan
IHpacTpi3 NT4,.,
13painb; nepsuHHa
Ta BTOpPVHHA
ynakoBKa, KOHTPO/1b
AKOCTI Ta LO3BiN Ha
BUNYyCK cepili: AT
dapmaueBTU4HNI
3aBog, TEBA,
YropwuHa;
BMPOGHMLITBO
Hepo3dacoBaHol
NPOAYKLT, KOHTPOsIb
AKOCTI: TeBa Uex
IHpacTpis c.p.o.,
Yecbka Pecny6nika

I3pains/
YropwmHa/
Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpauiiHnx
martepianis: 3MiHa 3asBHUKa
(BnacHuka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460). 3MiHu |
TMny - 3MiHN LWOA0
6e3nekn/eeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHux npo
cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarniagy,
3MiHa YMOBHOBaXEHOT 0CO6H,
BignoBiAanbHOI 3a 3AjACHEHHS
thapmakoHarnsgy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy
3asBHMKa AN 34iiICHEHHS
hapmakoHarnsagy B YKpaiHi, SKLo
BOHa BigMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BiANoBiAabHOI 3a
3[jilicCHeHHs hapMakoHarnagy
(BK/TOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaiina cucremu
dhapmakoHarasgy). 3miHa

3a peyenmom

UA/12382/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itova pegakuis:
Orit Stern-Maman. NponoHoBaHa
pegfakuis: Buctpoa OkcaHa
BiTaniiBHa. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXeHOi 0co6u
3as1BHYKA, BignoBiganbHOI 3a
hapmakoHarnaag,.

161.

MIKOMAKC® 150

kancynm no 150 mr Ne 1,
Ne 3: no 1 a6o no 3
Kancynuy énictepi; no 1
6icTepy B KapTOHHIW
KopooLi

TOB "Carodi-

ABeHTIC YkpaiHa"

Ykpaina

TOB "3eHrTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3MiHW | TUNY - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta

thapmakoHarnisgy. BeeaeHHs abo

3MiHW 00 y3ara/iHEHUX JaHuX Npo
cucTemy thapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemMy chapmMakoHarssay,
3MiHa YNOBHOBaXEHOT 0CcobM,
Bi4NOBiAA/IbHOI 32 34iACHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLO
BOHa BifJMiHHa Bif, yNIOBHOBaXEHOI
ocobw, BiANOBIAA/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAIOUN KOHTaKTHI faHi)
Ta/ab0 3MiHW Y PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnsgy) - 3miHa

YNOBHOB&XEHOT 0CO6M 3aABHUKA,

BiANOBIAaNbHOT 3a
thapmakoHarnag,
lMponoHoBaHa pepakuis:
XopakiBcbka TeTsaHa
BsauecnaBiBHa. 3MiHa KOHTaKTHUX
LaHnX YyNOBHOBaXXEHOT 0CO6U
3asBHMKa, BiANOBifa/IbHOI 3a
hapmakoHarnag,

Ne 1 - 6e3
peyenma, Ne
3-3a
peyenmom

UA/4155/01/01

162.

MIKCTAPA® 30 HM
®JIEKCMNEH®

CycneHsis Ans iH'ekuii,

A/T Hoso Hopgaick

[anis

Brpo6HMK

[Lanisa/

BHECEHHS 3MiH [0 peecTpavuiliHnX

3a peyenmom

UA/17173/01/01

100 MO/mni; no 3 mny
KapTpuaxi; no 1
KapTpuaxy y
6araTono30Bii

Hepo3dacoBaHoro
NpoAyKTY, NEPBUHHE
nakyBaHHS;
KOHTPO/Ib SIKOCTIi

®paHuia/
Bpasunis/
Kntaiicbka
HapogHa

mMatepianis: 3miHu Il Tuny - 3miHK 3

AKocTi. FoToBMIA Nikapcbkuii 3aci6.

3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEeEHHS [0AATKOBOI AiNIbHUL

0/IHOPa30Biit LWNpuL-
pyuui; no 1 abo 5
LUINPUL-PYYOK Y
KapTOHHiii Kopo6Lli

NpoAaykTy B
nepBUHHOMY
nakyBaHHi

(kapTpuaxi

Pecny6nika

BMPOGHMLTBA A1 YacTUHW abo
BCbOro BUPOBHMYOro npouecy
roTOBOrO NiKapCbKoro 3acoby

(oinbHMUA, Ha SiKil NpoBOASATLCS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
MeHin®) Ta 6yAab-aKi BUPOGHWYI cTagii, 3a
BiANOBigabHUIA 3a BVHATKOM BUWMYCKY CepiiA,
BUNYCK cepii NpoBeAeHHS KOHTPOJIO SKOCTi Ta
rOTOBOrO NPOAYKTY BTOPVHHOTIO NakyBaHHS, A1
(PnekcleH®): nNikapcbKunx 3acobis
A/T Hoso Hopgick, 6i0n10riYHOro/iMyHoO10rYHOIO
[JaHis; NOXOKEHHS ab0 NiKapCbKmx
Brpo6HuK chopM KOMM/IeKCHOro (CKnazHoro)
BiAnoBiganLHUii 3a BMPOBHMYOrO npovecy) -
36MpaHHs, BBE/EHHS A0AAaTKOBOT BUPOOHNYOI
MapKyBaHHA Ta AinbHWLI BBEAEHHSA A0AATKOBOrO
BTOPVIHHE BMpO6GHMKa: HoBo Hopgaick (KuTaid)
nakyBaHHsi TOTOBOIO dapmacbtoTikans Ko., ITa,.,
NpoaykTy KuTalicbka HapogHa Pecny6nika,
(PnekcleH®); i3 BigNOBIAHMMM (PYHKLISMK:

KOHTPO/Ib SKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
A/T HoBo Hopgick,
[LaHist;
Brpo6bHuk
Hepo3acoBaHOro
NPOAYKTY, NepBUHHE
nakyBaHHs
(kapTpuaxi
MeHpin®);
36MpaHHs,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS FOTOBOrO
NpoAykTy
(PnekcleH®):
A/T Hoso Hopgick,
[JaHis;
Brpo6HuK npoayKuji
3a NOBHUM LVIK/IOM:
Hoso Hopgick
MpogatokcboH CAC,
PpaHuis;
Brpo6HuK
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS;
KOHTPO/Tb AKOCTI
NpoOAYyKTY B
nepBUHHOMY
nakyBaHHi
(kapTpuoxi
MeHpin®);

BMPOBHUK HepO3hacoBaHOro
NPOAYKTY, HAMOBHEHHS B
NepBUHHY YNaKoBKY
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs FOTOBOTO
NPOAYyKTY
(PnekcleH®);
KOHTPO/Ib SKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgick
Mpoaykao
dapmaceyTika 40
Bpasinb N1ga.,
Bpasunis;
Brpo6bHuK
Hepo3acoBaHOro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY YNaKoBKY:
Hoso Hopgick
(KuTait)
dapmacbtoTikan3
Ko., N1A., Kutailicbka
HapogHa
Pecny6nika

163.

MIKCTAPA®30 HM
MNEHDIN®

CycneHsis 4Nns iH'ekuiid,
100 MO/mn no 3 mny
KapTpuaxi; no 5
KapTpyaXiB Y KApTOHHIl
Kopoo6Li

AIT Hoso Hopgick

[aHis

Brpo6HMK
Hepo3hacosaHoro
NPOAYKTY,
HanoBHEHHS B
MeHdin®, nepsuHHa
ynakoBka, KOHTPO b
AKOCTi Ta
BiANOBIAaNbHUIA 3a
BUNYCK Cepilt
KIHLLeBOro NpoayKTy:
A/T Hoso Hopgick,
JIEGTER
Brpo6HMK
Hepo3hacosaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS Ta
KOHTPO/Ib Gasnky.
KOHTpOsb SiKOCTi
6asKy rotoBoro
NpoAyKTy Ta
KiHLLEBOrO MPOAYKTY:
Hoso Hopgick
MpopatokcboH CAC,
PpaHuis;

[JaHisa/
PpaHuis/
Bpaswnnis/
KnTalicbka
HapogHa

Pecny6nika

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3mMiHu |l Tuny - 3MiHK 3
SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBE/IEHHS 404aTKOBOT AifIbHUL
BMPOGHMLUTBA A/151 YacTuHM abo
BCbOro BUPOBGHMYOro npouecy
roTOBOrO NikapcbKoro 3acoby
(AinbHUUS, Ha SKiI NPOBOAATLCS
6yAab-aKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKY Cepild,
NPOBeAEHHS KOHTPOJIO AKOCTI Ta
BTOPVHHOIO NakyBaHHS, A1
niKapcbkux 3acobis
6i0/10rYHOro/iMyHO10TIYHOTO
MOXOKEHHSA ab0 NiKapCbkux
hopM KOMMNIEKCHOrO (CKNaaHOro)
BMPOBHMYOrO npouecy) -
BBegeHHs 4oAaTkoBOro
BMpPO6HMKa: HoBo Hopaick (KuTtaif)
dapmacbtoTikans Ko., ITg,.,
KuTalicbka HapogHa Pecny6nika,
i3 BifNOBIAHUMY (PYHKLiSAMK:
BMPO6GHUK Hepo3dhacoBaHOro

3a peyernmom

UA/12612/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
Bnpo6Huk ans NpoAyKTY, HarNoOBHEHHS B
MapKyBaHHA Ta NepBUHHY YNakoBKy
ynakoBku MeHpin®,
BTOPUHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHis;
Brpo6HuK
Hepo3acoBaHol
nNpoAyKLii, NepBuHHa
Ta BTOPVHHA
ynakoBka:
Hoso Hopgick
Mpoaykao
dapmaceyrTika g0
Bpasinb N1ga.,
Bpasunis;
Bupo6bHuk
Hepo3acoBaHOro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY YNakKoBKY:
Hoso Hopgick
(KuTait)
dapmacbioTikan3
Ko., NT1A., Kutalicbka
HapogHa
Pecny6nika
164. | MOBANIC® pO34uH A4 iH'eKUi, 15 BepiHrep HimeuyunHa Brpo6HnuTBO Ta IcnaHis BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/2683/03/01
mr/1,5 mn; no 1,5 mn B IHrenbxaim nepBrHHe marepianis: 3minu Il Tuny -
amnyni; no 5 amnyn B IHTepHeLwwHn MTveX nakyBaHHs: OHOBJIEHHS JOKYMeHTauil Wwoao
KapTOHHIA KOpoo6Li BepiHrep Lit040T pevyoBUHY, LLIO NOB'A3aHO 3
IHrenbxaiim Ecnaxa, Y/AOCKOHaU/IEHHAM npoLecy
CA, IcnaHis; BMpo6HUUTBa APl Ta 3
BTopuHHe npueefeHHAM crieunddikauii APl
nakyBaHHs, Ta BUXiAHUX MaTepiasiiB [0 YNHHUX
KOHTPO/Ib SIKOCTi Ta hapmakoneiHnx BUMOT.
BUNYCK cepil: BBegeHHA 3MiH NpoTArom 12-tu
Bepinrep MiICALIB MIiCNA 3aTBEPKEHHSA
IHrenbxaiim Ecnaxa,
CA, IcnaHis
165. | MOBAJNIC® Tabnetku no 7,5 mr; no BepiHrep HimeuyunHa BepiHrep HimeuuunHa/ BHECEHHS 3MiH [0 peecTpav,iliHnx 3a peyenmom UA/2683/02/01
10 TabneTok; no 2 IHrenbxanm IHrenbxaiivm Ennac pevis marepianis: 3miHu |l Tuny -
6nicTepn B KAPTOHHIi IHTepHeLwwHn MTm6X A.E., lpeuis; OHOB/EHHSA [OKYMeHTaUil Wwoao
Kopoo6Li Bepinrep Ai040T PEYOBMHY, LLO NOB'A3aHO 3
IHrenbxaiim ®apma YAOCKOHaUIEHHSIM npoLiecy
vm6X i Ko. KT, BMpoGHULTBa APl Ta 3
HimeuunHa npusefeHHsAM cneundikauii Ad|

Ta BMUXiAHMX MaTepianis 40 YNHHMX
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapmakoneiHnx BUMOT.
BBefeHHs 3MiH NnpoTarom 12-Tu
MicAILiB nicns 3aTBepKEHHS

166.

MOBANIC®

Tabnetku no 15 mr; no
10 Tabnetok; no 1 a6o 2
6nicTepy B KAPTOHHIN
Kopo6ui

BepiHrep
IHrenbxanm
IHTepHelHn M'v6X

HimeuunHa

BepiHrep
IHrenbxaiim Ennac
A.E., I'peuis;
BepiHrep
IHrenbxaim ®apma
'm6X i Ko. KI,
HimeuunHa

HimeuunHa/
peuis

BHECEHHS 3MiH A0 peecTpauiiHnx
marepianis: 3miHu Il Tuny -
OHOB/IEHHSA [OKYMeHTaUil woao
[Ait040T pevyoBMHY, LLIO MOB'AA3aHO 3
YL,0CKOHaUTEHHAM npoLecy
BMpoGHULTBA APl Ta 3
npvBegeHHAM cneundikauii AdI
Ta BUXiAHWUX MaTepianis f0 YNHHMX
hapmakoneinHmx BUMOTr.
BBegeHHs 3MiH NpoTSArom 12-tu
MicsILiB nicns 3aTBepayKeHHS

3a peyenmom

UA/2683/02/02

167.

MOBEKC® AKT/B

TabneTkun, BKPUTI
060/10HKOt0 10 30 a6o
60 TabneToK y NAsLLj;
no 1 NAAWLi B KAPTOHHINA
ynakoBLi

Mosi Xenc rméXx

LBeliuapis

Megiton
dapmachboTikan
N1a., YropumHa,

CaBa Xesckea fita,
IHgis

YropwmHa/
IHais

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHu | TUMY - 3MiHK Y
MeTOAWLi PO3YMHEHHS
rNOKO3aMiHy cynbaTty(3mMiHEHO
npoueaypy NpUrotTyBaHHs
CTaHfapTHOro Ta B1Npo6yBaHoro
PO34nHIB, yMOBHU
XpomaTorpadiyBaHHs (06'em
iHXekwii)). 3anpornoHoBaHo
BUKNAAEHHSA METOANK PO3YUHEHHS
OKPEeMO [/151 [/IH0KO3aMiHy
cynbarty Ta 419 XOHAPOITHY
cynbhaTy HaTpito. BBegeHHs 3MiH
npoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
He3HauHa 3MiHa y 3aTBepKeHoMY
MeTOoZi PO3YMHEHHS Kauito
avknodeHaky (YyTO4YHEHO
dhopmysy po3paxyHKy KislbKOCTi
Kanito guknodeHaky, Lo
nepeiiLLoB Y PO34MH)

3a peyenmom

UA/10205/01/01

168.

MOBEKC® AKT/B

TabneTku, BKPUTI
060/10HKOH0 in bulk: no
1000 Tabnetok y
noAsiiHomy
nonieTuIeHoBOMY MakeTi
y 6aHuj; no 1 6aHui B
KapTOHHiiA KOpo6L

Mosi Xenc rméx

LLBeliuapis

Megiton
dapmachboTikan
N14., YropumHa,

CaBa Xesckea /ita,
IHais

YropwmHa/
IHais

BHECEHHSA 3MiH [0 peecTpaviiiHux
marepianis: 3MiHU | TUMY - 3MiHK Y
MeTOAWLi PO3YMHEHHS
rN0KO03aMiHy cynbaTty(3mMiHEHO
npoueaypy NpUrotTyBaHHs
CTaHfapTHOro Ta BUNpo6yBaHOro
PO34nHIB, yMOBHU
XpomaTorpadyyBaHHs (06'em
iHXekwii)). 3anponoHoBaHO
BUKNAAEHHSA METOAMK PO3YUHEHHS!

UA/10206/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OKpPEeMmo AN rKo3aMiHy
cynbhaty Ta A1 XOHAPOITHY
cynbaTy HaTpito. BBegeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUny -
He3HauHa 3MiHa y 3aTBepKeHOMY
MeTOZi PO3YMHEHHS Kanito
AviknodpeHaky (YyTOYHEHO
hopMysy po3paxyHKy KisibKOCTi
Kauito guknodheHaky, Lwo
neperiLLoB y PO34mH)

169.

MOPKBM AVKOT
nnoais 3
EKCTPAKT PIOKUIA

eKCTpakT pigkuii
(cybcTaHuisn) y 604kax
nosiMepHuX ans
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx hopm

MAT "Tanuucpapm"

YkpaiHa

MAT "Tannuchapm"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
MaTepianis: 3MiHu | Tuny -
BHECEHHS 3MiH Y peecTpaujiiHe
nocbe (nigposain 3.2.5.2.3.
KoHTposb matepiasiB) nos's3aHe 3
HEeobXiAHICTIO NpuBEAEHHS
cneuudikaLii Ta MeToAis
KOHTposto ETaHon (96%) y
Bi4noBigHiCTL A0 BUMor EP/A®Y,
Aitoye BUAAHHA; CynyTHS 3MiHa
- 3MiHM 3 sikocTi. A®I. KoHTponb
A®|. 3miHa y meTodax
BunpobysaHHa APl abo BUXigHOTO
MaTepiany/npoMikKHOro
npoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpo6HMLUTBA ADI (iHLWi 3MiHK Y
MeToAax BUNpobyBaHHSA
(BKntOYatoun 3amiHy abo
[L0MNOBHEHHS) Ad| abo
BUXiZAHOrO/NPOMIXHOr0o NPOAYKTY);
3MiHW | TUMY - BUNYYEHHS 3
peecTpauiiiHoro gocbe (nigpo3ain
3.2.5.2.3. KoHTponb matepianis)
iHchbopMmawii, WoJo Ha3Bu
BMPOOHMKa peareHTiB
(3aTBEpAxeHO: [lepxasHe
niANPUEMCTBO CNMPTOBOI Ta
NiKepo-ropinyaHoi NPOMMCI0BOCTI
«YKpCnupT»), Y 3B'A3KY i3
nepioguyHNMK 3MiHaM1 Ha3B
BMPOBHMKIB peareHTiB, OCKIiNbKN
crneundikalis Ta metoam
KOHTPOJIIO AKOCTI iAEHTUYHI ANs
BCiX BUPOOHUKIB

UA/12462/01/01

170.

MOPKBW AUKOI

€KCTPaKT rycTuii

MAT "lanuudapm”

YKpaiHa

MAT "lrannudapm”

YKpaina

BHECEHHS 3MiH [10 peecTpaLiliHnX

UA/13985/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nnoaiB | HArigokK
KBITIB EKCTPAKT
ryctmm

(cybeTaHuisn) B 60ukax
noniMmepHux A4ns
BMPOOHULTBA
HecTepuIbHNUX
nNikapcbknx hopm

marepianis: 3miHu | Tuny -
BHECEHHS 3MiH Y peecTpaljiiHe
nocbe (nigposain 3.2.S.2.3.
KoHTponb maTepianis) nos'sasaHe 3
HeobXiAHICTIO NpuBEAeHHS
crneundikauii Ta meToaiB
KOHTposto ETaHon (96%) y
BignoBigHiCTb A0 BUMor EP/A®Y,
fitoye BUAAHHS; CynyTHA 3MiHa
- 3MiHu 3 aKocTi. A®Il. KoHTponb
A®I. 3miHa y meTodax
BUNpobysaHHsA APl abo BUXigHOrO
MaTepiany/npomixkKHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y MPOLLECi
BMPOGHMLUTBA AP (iHLI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYatOUM 3aMiHy abo
[0nNoBHEHHs) AD| abo
BUWXi4HOro/MpoMKHOro NpoAayKTy);
3MiHU | TUNY - BUNYYEHHS 3
peecTpauiitHoro gocbe (Nigpo3ain
3.2.S.2.3. KoHTposnb maTtepiasii)
iHchopmawii, oo Ha3su
BMPOGHMKA peareHTiB
(3aTBEpAXeHO: [lepxasHe
nignpueMCTBO CNMPTOBOI Ta
nikepo-ropinyaHoi NPOMMCIOBOCTI
«YKpCnupT»), y 3B'A3KY i3
nepioguyHNMM 3MiHaM1 Ha3B
BMPOGHWKIB peareHTiB, OCKiNIbKM
cneuudikauis Ta metoau
KOHTPO/IO SIKOCTI IAEHTUYHI ANns
BCIX BUPOGHVIKIB

171.

HATIA0K
HACTOKA

HacTolika (cybcTaHuis) B

604kax noniMepHux Ans
hapMaLeBTUYHOIO
3aCTOCYBaHHS

MAT "Tanuudapm”

YKpaina

MAT "lranuudapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3mMiHun | Tuny - 3MiHK 3
SAKoCTi. A®Il. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo [onycTUMNX MEX,
BM3HAUYEeHUX y cneyudikaudisix Ha
A®I, ab0 BUXigHWIA/NPOMIKHWIA
NPOAYyKT/peareHT, Wwo
BUKOPVCTOBYIOTLCA Y Npoueci
BMPOGHULTBA A®I; cynyTHS 3MiHa:
3MiHu 3 siKocTi. A®l. KoHTponb
A®|. 3miHa y meTogax
BMNpobyBaHHA A®l abo BuXigHOro
MaTepiany/npomikHOro

UA/14428/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

NpoAyKTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y MPOLIECI
BUpo6HMLUTBa AP (HLWi 3MiHK Y
mMeTofax BUNPOo6yBaHHSA
(Bkntovatoum 3amiHy abo
[0noBHeHHS)) A®| abo
BVXifHOro/NnpoMiKHOroO NPOAYKTY) -
BHECEHHS 3MiH Y peecTpaljiiHe
nocbe (nigposain 3.2.5.2.3.
KoHTponb maTepianis) nos'sasaHe 3
HeobXiAHICTIO NpuBEAeHHS
crneundikauii Ta meToaiB
KOHTposto ETaHon (96%) y
BignoBigHiCTb A0 BUMoOr EP/A®Y,
Aitoye BUAaHHS; 3MiHu | Tuny -
BW/yYEHHS 3 peecTpaviiiHoro
pocbe (nigpo3sain 3.2.5.2.3.
KoHTponb Matepianis) iHhopMmaLiT,
00 Ha3BM BUPOOHMKA peareHTiB
(3aTBEpAXeHO: [lepxasHe
nignpueMCTBO CNMPTOBOI Ta
nikepo-ropinyaHoi NPOMMCIOBOCTI
«YKpCnupT»), y 3B'A3KY i3
nepioguyHNMK 3MiHaM1 Ha3B
BMPOGHWKIB peareHTiB, OCKiNIbKM
cneuudikauis Ta metoau
KOHTPOJIO SIKOCTI IAEHTUYHI ANns
BCIX BUPOBHVKIB

172.

HAMNA3UM

KOHLieHTpaT Ans
pO3unHy AnA iHdysii, 1
Mmr/mn; no 5 mny
dhnakoHi; no 1 dpnakony
B KAPTOHHIli KOpo6L

BioMapuH
IHTepHeLwHn NimiTeq,

Ipnangis

Brpo6HMUTBO
6asKy, HaNnoOBHEHHS
B NMEPBUHHY
ynakoBKy Ta
KOHTPO/Ib Gasnky:
Bettep ®apma-

®eptiryHr F'm6X i Ko.

KI, HimeuunHa;
KOHTpOsb SIKOCTI
roToBOro

NiKapcLKOro 3acoby:

Bettep ®apma-

®eptiryHr F'm6X i Ko.

KI, HimeuunHa;
Bettep ®apma-

®eptiryHr F'm6X i Ko.

KI, HimeuunHa;
Bettep ®apma-

®eptiryHr F'm6X i Ko.

KI, HimeuunHa;
MapkyBaHHs Ta

HimevunHa/
Benuka
BpuTaHis/
IpnaHgis

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu | TUny -
AAMIHICTpaTVBHI 3MiHW.
BunyyeHHst BAPOGHMYOI AinbHNL
(Brntovaroun finbHuui gns Adl,
NMPOMIXXHOro MPoAYKTY abo
roTOBOrO /liKapCbKOro 3acoby,
AiNbHULI ANA NPOBeAEHHS
nakyBaHHs1, BUPOOHWKA,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/II0
cepii) abo nocTavasibHMKa
BMXIZHOrO MaTepiasny, peareHTy
ab0 fONOMIKHOT PeHOBUHN (SKLLO
3a3HayeHo y OCLE) - BUSTYUYEHHS
BMPOGHUKa [xy6inaHT
XonnictepCrep /I1C, CLWA, skuii
BiANOBIAa/IbHWI 32 BUPOOHULITBO
6aU1Ky, HaNoOBHEHHA B NEPBUHHY
YyNaKoBKy Ta KOHTPO/IO Gasiky;
3MiHK | TUNy - AAMiHICTpaTVBHI

3a peyernmom

UA/13183/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BTOPVHHE 3MiHW. BunyyeHHs BUpOGHUYOI

nakyBaHHS F0TOBOrO
niKkapcbKoro 3acoby:
AHfepcoHBbpekoH
(FOK) Nimites,
Benvka BputaHis;
KoHTposb skocTi
roToBOro
niKkapcbKoro 3acooby,
MapKyBaHHs,
BTOPWHHE
nakyBaHHS,
BiANOBigabHNI 3a
BWMNYCK Cepil:
BioMapwvH
IHTEepHeLHN
Nimiten, lpnaxgis

AinbHUUI (BKIOYaOUM AiNbHUL
ans A®l, npoMixXHOro NpoayKTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHULI ANS NpOBeAeHHS
nakyBaHHs1, BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK cepii,
MicLie NPOBEeAEHHS KOHTPO/IO
cepii) abo noctavasibHUKa
BMXIAHOIO MaTepiasy, peareHTy
ab0 AONOMIXHOT peHOBMHN (SKLLO
3a3HayeHo y JOCLE) - BUTYUYEHHS
BMPOGHWKa 13 EHBIro AHaniTnke
Nimitea, Benuka bpuTaHisi, Skuii
BiANOBIAA/IbHUIA 32 KOHTPOSO
AKocTi [/13; 3MmiHu | Tuny - 3MiHK 3
akocTi. A®l. Bupo6HMLUTBO. 3MiHM
B npoveci BupobHuytea Ad|
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA ADI) - He3HaYHA
3MiHa y BUPOGHULTBI
Hepo3dacoBaHOi Ajtoyol
peyoBMHM, a came 36i/bLUEeHHS
06’eMy 06po6KK npoLiecy
noyarkosoi
ynbTpadinbTpaii/giacinstpauii,
PO3LLUMPEHHA MaKCUMaIbHOTO
06’eMy 360py Ky/ibTypasibHOI
piavHy 3 12000 n go 16000 n, ans
A®I ranscynbasu. JoaatkosBo
BHECEHHS HE3HAYHUX
pefakTopCbKUX 3MiH 0 pO3Ainy
3.2.S.2.2; 3miHun Il TUny - 3MiHK 3
skocTi. A®l. BUpo6bHMLTBO. 3MiHK
B npotieci Bupo6HuuTea AdI
(3MiHa cTOCYETbCS aKTUBHOT
peyoBuHY
6ionoriyHoro/iMyHoOsI0r4YHOro
NOXO[KEHHA ab0 BUKOPUCTaHHSA
XiMiyHUX AD| y BUPOOHNLTBI
nikapcbkoro 3acoby
6i0n10riyHOro/iMyHoO10riYHOrO
NMOXOMKEHHS, SIKa MOXe MaTh
3HaYHUIA BNIMB Ha SKICTb, 6e3neky
Ta ePEKTUBHICTb NiKapCbKoro
3acoby, i He CTOCyeTbCs
NpPOTOKO/Y) - 3aMiHa cepefoBuLLa,
L0 MICTATb TBAPUHHI KOMMOHEHTU

(EX_CELL® 302M Media), siki
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMKOPVCTOBYIOTbCS Ha AaHuii yac
Ha HOBI cepepoByLLa 6e3
TBAPUHHUX KOMMOHEHTIB
(EX_CELL® 302M (ACF 302M)) y
npoteci BUpo6bHuuTea AdI
173. | HAJIOKCOH-3H pO34uH ANs iH'ekuiid, 0,4 ToBapucTBO 3 YKpaiHa ToBapucTso 3 YKpaina BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/1398/01/01
mr/mn, no 1 mn B 06MEXEHOI0 06MEXEHO MaTepianis: 3MiHu | Tuny -
amnyni; no 10 amnyny BiANoBiAa/IbHICTIO BiAMNOBIAA/IbHICTIO noJaHHA OHOBJ/IEHOro cepTudikarty
KopobLi 3 KapToHy; no 1 "XapkiBcbke "XapkiBcbke BiANOBIAHOCTI EBpoONechbkili
MJ/1 B amnyni; no 5 thapmaueBTNYHE hapmMaueBTNyHE hapmakonei Ne R1-CEP 2006-
amnyn y 6nictepi; no 2 nignpPUeEMCTBO nignpueMcTBo 261-Rev 04 Big, 3aTBEPIKEHOIO
6nicTepn y kopobui 3 "3p0poB'sa Hapoay" "3p0pos's Hapoay", BMPOo6HUMKa APl Hanokcory
KapToHy; no 1 mn B YkpaiHa (Bci cTagii rigpoxnopuay avrigpaty
amnyni; no 10 amnyny BMPOGHMLITBA, BMpO6HMUTBa Macfarlan Smith
6nictepi; no 1 6nictepy KOHTPO/1b SIKOCTI, Limited, CnonyyeHe KoponiscTeBo
y KOpOOL,j 3 KAPTOHY BUNYyCK cepii); (3aTBEpPMAKEHMI cepTudikaT
ToBapucTBo 3 BiANOBIAHOCTI EBpoNeichbkil
06MEXEHO thapmakonei Ne R1-CEP 2006-
BiAMOBIAA/IbHICTIO 261-Rev 03). 36inbLweHO TepMiH
"papmaLeBTUYHa NepeKkoHTPONA 3 2 POKIB A0 4 pokisB
KOMnaHis
"3p0poB'a", YkpaiHa
(Bci cTapgji
BMPOGHULITBA,
KOHTPO/1b SIKOCTi)
174. | HATPIKO XTOPUA- | po3uvH Ans iHdy3iid, 9 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiiHix | 3a peyenmom UA/13841/01/01
AAPHULUA mr/mn; no 100 mn a6o "PapmMavueBTnyHa "papmaLeBTniHa marepianis: 3MiHW | TUNY - 3MiHW

no 200 mn a6o no 250
M, abo no 400 mn, abo
no 500 mn y chnakoHax

ipma "JapHuus”

thipma "AapHnus"

[0 crneumdikauii Ta meTogiB
KOHTpoNt AdI, a came BUNyYeEHHA
He3Ha4HOro rnokasHunka «Baxki
mMeTanm»;
3MiHM | TUNY - 3MiHK 40
cneuudikaLii Ta MeToais
KOHTPO/0 AP| 3a NoKasHNKamu:
-«lpeHTrbikauisn», «PO3UYNHHICTbY,
«KonbopoBiCTb PO3UNHY»,
«KnCnoTHICTb ab0 NyXHICTb»,
«Bpomigun», «|7|0,D.VI,£I,VI»,
«HiTpuTN», «Pocdatn», «Kanii»,
«ApceH», «bapii», «KinbkicHe
BU3HAYEHHs», «BakTepiasibHi
€HO0TOKCUMHNY», «Mikpob6ionoriyHa
yncToTa» BHECEHO pefaKLiiHi
npaBKv, METOAMNKN KOHTPOJTIO
3amweHo 6e3 3MiH; iHdopmavis y
po3ginax BuMkiageHa BignosigHo
[0 B/MOT MOHorpadii «Sodium
chloride» €Bponelicbkoi
dapmakonei; cynyTHs 3MiHa -
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHu 3 sikocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneyudikayin Ta/abo oonycTumumx
MeX, BU3HauYeHux y cneumdikanisax
Ha Adl, a6o BMXigHWIA/NPOMIXKHWIA
npoAayKT/peareHT, Wwo
BMKOPWCTOBYHOTLCS Y MPOLECI
BMpo6HUUTBa ADI

175.

HATPIIO XJIOPUJ;-
JAPHULA

PO34MH ANA iH'eKLiid, 9
mr/M, no 5 mn B
amnyni; no 5 amnyny
KOHTYPHIll YapyHKOBIlA
yNakoBLi; MO 2 KOHTYPHI
YapyHKOBi YNakoBK/ B
nauuj; no 10 mn B
amnyni; no 5 amnyny
KOHTYPHili YapyHKOBIi
yMakoBLii; N0 2 KOHTYPHI
YapyHKOBI yNakoBKM B
nauvui

MpAT
"®apmaueBTMyHa
chipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiHnxX
marepianis: 3MiHW | TUNY - 3MiHK
[0 cneumdikauii Ta MmeTogiB
KOHTpoNt A®I, a came BUNYyYEHHA
He3HayHOro nokasHuka «Baxki
MeTaIN»,
3MiHY | TUMy - 3MiHK Ao
crneungikauii Ta meTogis
KOHTpOsto A®I 3a noKasHUKamu:
-«laeHTndiKayis», «PO3UMHHICTb»,
«K0o/bOpOBICTb PO3UMHY»,
«KNCNOTHICTb @60 NYXHICTb»,
«Bpomigun», «Moguamn»,
«HiTpuTn», «docdatn», «Kaniii»,
«ApceH», «bapiii», «KinbkicHe
BU3HAUYEHHS», «bakTepiasbHi
€HO0TOKCUHNY», «MikpobGiosoriyHa
yncTOoTa» BHECEHO pefaKLiiHi
npaskn, METOAUKN KOHTPOJTIO
3aMweHo 6e3 3MiH; iHdhopmauis y
po3ginax BvknageHa BignosigHo
[0 BuMmor MoHorpadii «Sodium
chloride» €Bponelicbkoi
dapmakonei; cynyTHA 3MiHa -
3MiHu 3 siKocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTumumx
MeX, BU3Ha4YeHuX y cneumdikauisax
Ha A®Il, abo BUXigHUA/NPOMIXXHWIA
npoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y NPOLECI
BMpOo6HUUTBa AdI

3a peyenmom

UA/7493/01/01

176.

HATPIIO XnorPay
PO34MH 0,9%

pO34MH ANA iH ek
0,9%, no 2 mn, 5 mn a6o
no 10 mn B amnynax
nosnimMepHux; no 10
amnyn B naui

MpuBartHe
akujioHepHe
TOBapuUCTBO

"IHdpy3ia”

YKpaiHa

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"IHdoy3ia”

YKpaiHa

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3MiHu | TUNY - 3MiHN 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CrabifnbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymosax
36epiraHHs roTOBOrO NiKaPCbKOro
3aco06y (36i/1bLUEHHS TEPMIHY
nNpuAaTHOCTI rOTOBOrO NIKAPCLKOro
3aco6y) - [11a TOproBoi ynakoBku

3a peyenmom

UA/12049/02/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep

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

ynakoska) nocsioYeHHs
(nigTBEPAXYETLCA AaHUMK
peanbHOro yacy) - BHECEHHS 3MiHN
[0 mMaTepianiB peecTpadiiHoro
pocke Tay posgin MKA N3
«TepMiH npyuaaTHoCcTi»: [itoya
pepakuis: TepmiH npugaTHocTi: 1
pik MponoHoBaHa pefakuis:
TepMiH NpuaaTHOCTI: 2 poku 3MiHN
BHEeCeHi B po3gin "TepMiH
npuaaTHoCTI" B IHCTPYKLi0 Ans
MeAMYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

177. | HIBECTUM PO34uH AN iH'eKUili abo NPANIEP CLWA SGS Na6 CaiimoH Benbrisi/ BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/15455/01/01
iHdhysili no 12 maH O/, EVY.CL.ML. CA, benbris Yecbka mMartepianis: 3MiHu Il TMny - 3MiHK
(120 mkr)/0,2 mn, no 0,2 KOPMOPEWLLH (KOHTpPOSIb AKOCTI, Pecny6nika/ BHeCeHO A0 IHCTpyKLji ans
My wnpuui (1 knacy); TecTyBaHHs Xopsartis MeANYHOro 3acTocyBaHHsA
nol,5a6o010y BMNYLLEHOI cepil, NiKapcbKoro 3acoby Ao po3ginis
nornepeaHsLo TecTyBaHHA "®apMakonoriyHi BracTnsocTi”,
HanoBHEHUX LUNPULAX CTabiNIbHOCTI); "Oco6nMBOCTI 3aCTOCYBaHHA",
06'emom 1 mMny 6nicTepi CBYC ®APMA A.C., "3paTHiCTb BNMBaTU Ha
B KapTOHHI nauyui 3 Yecbka Pecnybnika LIBUAKICTb peakLii npu kepyBaHHi
MapKyBaHHAM (anbTepHaTMBHWIA aBTOTpaHCnopToM abo iHWnMK
YKpalHCbKOI MOBOIO; MO BMPOBHMK mexaHismamun”, "Litn", "Mo6iyHi
0,2 mn y wnpuui (I BTOPWHHOIO peakuii”, "HecymicHicTb".
knacy); no1,5a6o 10y naxkyBaHHs); BeefieHHs 3miH npoTarom 3
nonepegHL0 XOCMNIPA 3AIrPEB MiCSILiB MiCNsi 3aTBEPAYKEHHS
HanoBHEHUX LUNpULAax [.0.0., Xops.aris
o6'emom 1 mn 'y 6nictepi (Bunyck cepii,

B KQPTOHHIN nayu,i BMPOBHMUTBO "in
bulk”, KOHTpoO/b
cepii y npoueci
BMPOOHMLTBA,

TecTyBaHHSA
BUMYLLLEHOT cepil,
TecTyBaHHS
CTabiNbHOCTI,
TecTyBaHHs
CTEepPW/IbHOCTI,
nepBUHHe Ta
BTOPUHHE
nakyBaHHs)

178. | HIBECTUM pO34uH AN iH'eKUili abo MNMOAN3EP CLWA SGS Na6 CavimoH Benebrisi/ BHECEHHS 3MiH [J0 peecTpavliiiHix | 3a peyenmom UA/15455/01/02
iHchy3iii no 30 mnH Of, EY.CLMI. CA, Benbris Yecbka marepianis: 3MiHu |l TUNY - 3MiHKW
(300 mkr)/0,5 mn, no 0,5 KOPMOPENLLH (KOHTpOSIb SKOCTI, Pecnyb6nika/ BHECEHO A0 IHCTpYKUii ans
My wnpuui (I knacy); TeCTyBaHHs Xopsaris MeANYHOro 3acTOCyBaHHS
nol,5a6o10y BUMYLLLEHOT cepil, nikapcbkoro 3acoby A0 po3ginis
nonepegHLo TECTYBaHHA "dapMakosoriyHi B1acTnBoCTi”,
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
HanoBHEHUX LINpuULax CTabiNIbHOCTI); "Oco6nMBOCTI 3acTOCyBaHHA",
o6'emom 1 mn y 6nictepi CBYC ®APMA A.C., "34aTHicTb BNvMBaTK Ha
B KapTOHHIi nauui 3 Yecbka Pecny6nika LIBUAKICTb peakLii npun kepyBaHHi
MapKyBaHHAM (anbTepHaTMBHWIA aBTOTpaHCMopToM abo iHWnMHK
YKPaiHCbKOK MOBOH); N0 BMPOGHUK mMexaHismamu", "[itn", "Mob6iuHi
0,5 mn y wnpuui (I BTOPWHHOrO peakuii”, "HecyMicHicTb".
knacy); no 1,5 a6o 10 y naxyBaHHs); BBefeHHs 3miH npoTsarom 3
nonepegHL0 XOCMIPA 3ArPEB MiCALIB MiCNSA 3aTBEPAKEHHS
HanoBHEHUX LWNpULax [.0.0., XopsarTis
o6'emom 1 mn 'y 6nictepi (Bunyck cepii,
B KapTOHHIi navi BMPOGHMLTBO "in
bulk", KOHTpO/b
cepii y npoueci
BMPOGHMLITBA,
TecTyBaHHS
BUMYLLLEHOT cepil,
TecTyBaHHSA
cTabinbHoCTi,
TecTyBaHHs
CTEpPUSILHOCTI,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs)
179. | HIBECTUM PO34uH AN iH'eKUili abo NPANIEP CLWA SGS Na6 CaiiMmoH Benbrisi/ BHECEHHS 3MiH [JO peecTpaviliHnx 3a peyenmom UA/15455/01/03
iHdhysili no 48 mnH O/ EVY.CL.ML. CA, benbris Yecbka mMartepianis: 3MiHu Il TMny - 3MiHK
(480 mkr)/0,5 mn, no 0,5 KOPMOPEWLLH (KOHTPOSIb AKOCTI, Pecny6nika/ BHeCeHO A0 IHCTpyKUji ans
My wnpuui (1 knacy); TeCcTyBaHHs Xopsartis MeANYHOro 3acTocyBaHHsA
nol,5a6o10y BMNYLLEHOI cepil, NiKapcbKoro 3acoby Ao po3ginis
nornepeaHsLo TecTyBaHHA "®apMakonoriyHi BracTnsocTi”,
HanoBHEHUX LUNPULAX CTabiNIbHOCTI); "Oco6nMBOCTI 3aCTOCYBaHHA",

06'emom 1 mMny 6nicTepi
B KapTOHHI nauyui 3
MapKyBaHHAM
YKPaiHCbKOK MOBO); MO
0,5 mny wnpuui (I
Knacy); no 1, 5a6o 10y
nonepegHbL0
HamnoBHEHUX LUNpULAx
o6'emom 1 mn 'y 6nictepi
B KQPTOHHI nauyi y
nonepegHL0
HamMoBHEHMX LUMPULLAX
06'emom 1 mny 6nicTepi
B KapTOHHI nayi

CBYC ®APMA A.C.,
Yecbka Pecnybnika
(anbTepHaTMBHWIA
BMPOBHMK
BTOPVHHOIO
naxkyBaHHs);
XOCIMIPA 3ArPEB
[.0.0., Xops.aris
(Bunyck cepii,
BMPOBHMUTBO "in
bulk”, KOHTpoO/b
cepii y npoueci
BMPOOHMLTBA,
TecTyBaHHSA
BUMYLLLEHOT cepil,
TecTyBaHHS
CTabiNbHOCTI,
TecTyBaHHS
CTEepPWIbHOCTI,

"3paTHiCTb BNAMBaTU Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOpPTOM abo iHWKMK
mMexaHismamu”, "Litn", "Mo6iyHi
peakuii”, "HecymicHicTb".
BeefieHHs 3miH npoTarom 3
MiCsILiB MicNsi 3aTBEPAYKEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
nepBuMHHE Ta
BTOPWHHE
nakyBaHHs)
180. | HICTATUH MOPOLLOK (CybcTaHUis) y CeHTpieHT Higepnanamn Kanya Biocepgices ITanis BHECEHHS 3MiH A0 peecTpauiiHnx - UA/8399/01/01
noABiHMX dapmacbioTikans C.n.A. mMaTtepianis: 3MiHu | Tuny -
nosieTuIeHoBMX HesepnaHac b.B. OHOB/IEHHS aHATITUYHOT METOANKN
naketax Ans 3a NOKa3HUKOM «3a/TULLKOBI
hapMaueBTUYHOIO KiNNbKOCTi OpraHiyHnx
3acTocyBaHHA pO34MHHKKIB» A®I, WO nonsarae y
BUKOPWCTaHHi aBTOMaTU4YHOro
napocpasHoro npo6oB.iabipHUKa
3aMicTb BBEleHHS NPo6
6e3nocepeHbL0 B KOMTOHKY, 5K
HacnigoK BHECEHO 3MiHM 0
NyHKTIB «Matepianu, npunagu Ta
peakTusm», «lMapameTpu
o6nafHaHHs», «MapodasHi
YMOBW», «[pUroTyBaHHsi
po3uuHiB», «lpoueaypa»,
«Po3paxyHkn», a Takox BraneHo
nocunaHHsa Ha COP, KaTanoxHi
HOMepW, TOProBi Ha3BK ANs
peakTuBiB Ta MaTepiasis.
HopmyBaHHs B cneuudikadiii
3a/MLeHi 6e3 3MiH
181. | HITPOKCONIH TabneTku, BKpUTI MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/4040/01/01
060/10HKO0, N0 50 Mr no marepianis: 3miHu | Tuny -
10 TabneTok y 6nicTepi; OHOBJ/IEHHS BXE 3aTBEPKEHOr0
no 1 a6o 5 6nictepis y TEKCTY MapKyBaHHSA. BHeceHHsA
nauui 3 KapToHy; no 10 3MiH J0 po3giny “MapkyBaHHSA"
Tabnetok y 6nictepi; no MK$ N13: 3anponoHoBaHo: Po3gin
80 6nicTepiB y kopobLi 3 «MapkyBaHHS». 3rigHo
KapToHy 3aTBEPAKEHOTO TEKCTY
MapKyBaHHS. 3MiH1 BHECEHI B
TEKCT MapKyBaHHA yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs OAUHNLL
BMMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiICALIB MiC/1A 3aTBEPAKEHHS
182. | HITPOKCO/MIH TabneTku, BKPUTI MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHnx - UA/4057/01/01

060/10HKOI0, M0 50 Mr in
bulk: no 5000 Ta6neTok
Y KOHTelHepax

marepianis: 3miHu | Tuny -
OHOBJ/IEHHS BXE 3aTBEPKEHOro
TEKCTY MapKyBaHHsA no 5000
Tab/1eToK Y KOHTEiHepax
(BHECEHHSA NO3HAaYeHb OANHULL
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHcbkoro andasity );
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13:
3anponoHOBaHO:
Po3pin «MapkyBaHHs». 3rigHO
3aTBEPMAKEHOT0 TEKCTY
MapKyBaHHS. 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETLCS.
3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBKU Nikapcbkoro
3aco6y Wo40 3a3HaYEHHS
O4VHWLb BUMIPOBaHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 6-Tu
MiCALIB MiC/1S 3aTBEPKEHHS
183. | HI®YPOKCA3UA MOPOLLIOK (Cy6CTaHLis) y NAT YkpaiHa Konpima, C.J1. IcnaHis BHECEHHS 3MiH O peecTpaviliHnX - UA/1317/01/01
nakeTax noABinHUX "KuiBmegnpenapar” martepianis: 3miHu Il Tuny -
noslieTuNeHoBUX oNs nogaHHs oHossieHoro AM® Ha AdI
hapMaueBTUYHOIO Hidpypokcasug, i3 BignosigH1Mu
3acTocyBaHHsA 3MiHamMu y cneuudikadii Ta
MeToamKax BunpobysaHHs Ad|
3rigHO MaTepianis BUpOOHUKa:
3anponoHoBaHo: Bepcia O-NR-
E-1901 (Date: 15 February 2019)
184. | HOBOMAPUH® po34uH AN iH'ekuid, 100 | IHKEHODAPM NTA, Benuka LeHaxeH Tekgoy Kutai BHECEHHS 3MiH 1O peecTpaviliHnX 3a peyernmom UA/9061/01/01
Mr (10 000 aHTu-chakTop BpuTtaHis PapmacboTukan marepianis: 3MiHW | TUMY - 3MiHW
Xa MO)/mn; no 0,2 mn Ko., T4 oao 6e3snekn/edeKTMBHOCTI Ta
(20 wr), abo no 0,4 mn hapmakoHarnagy - OHOBJ/IEHHSA
(40 wmr), a6o no 0,6 mn TEKCTY MapKyBaHHS yNnakoBKu
(60 wr), abo o 0,8 mn NiKapCcbKOro 3acoby 3 BHECEHHAM
(80 mr), abo no 1,0 mn iHbopmauii Wwoao 3a3HaYeHHS
(100 mr) y nonepeaHbO OAVHWLb BUMIPIOBAHHS Y CUCTEMI
HanoBHEHOMY LLUNpuLy, Sl
no 2 wnpuum B 6nictepi,
no 1 6nictepy B
KapTOHHI Kopo6uj; abo
no 0,2 mn (20 mr), abo
no 0,4 mn (40 wr), abo
no 06, mn (60 mr), a6o
no 0,8 mn (80 mr) y
nonepegHL0
HanoBHEHOMY LLUNpuLy,
no 2 wnpuum B 6nictepi,
no 5 6nictepis y
KapPTOHHI KOpooUj
185. | HOPAAPEHANIHY KOHUeHTpaT ans Nab6opaTtopis AreTaH PpaHuin NabopaTopia AreTaH PpaHuin BHECEHHS 3MiH [J0 peecTpaviliHnx 3a peyenmom UA/4671/01/01

TAPTPAT AFETAH
2 MM (BE3

PO3UnHy AnA iHdy3iid, 2
Mr/mn no 4 ma a6o 8 mn

CAC

marepianis: 3MiHW | TURY - 3MiHW
BHECEHO A0 iHCTPYKLUii Ans
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
CYNb®ITIB) y amnyni; no 5 amnyny MeANYHOro 3acToCyBaHHSA
6nicTepi; no 2 6rictepu nikapcbKoro 3acoby A0 po3ginis
Y KapTOHHiIli kopobLi "Nikapcbka popma. OCHOBHI-
Pi3nKo-ximiyHi BAacTuBoCTi."
(3miHa cTocyeTbCA MOX/IMBOIO
3a6apB/ieHHsI PO34MHY Ta He
noTpebye BHECEHHA 3MiH 0 MKSA)
Ta "HecyMmicHicTb" (BHECEHHS
iHbopMmauii woao0 HeobXxiAHOCTI
Bi3yasIbHOI OLLiHKV PO34nHY nepeg,
BBE/ZEHHSAM) BiAMNoBIgHO A0
OHOB/EHOT iHhopMaLii 3 6e3neku
nikapcbkoro 3acoby. BeefeHHs
3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPAKEHHS; 3MiHK Il Tuny -
3MiHM BHECEHO [0 IHCTPYKLii ons
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"Mo6iuHi peakuyji" BigNoBigHO A0
marepianis peecTpaujiiiHoro
[ocbe. BBeeHHS 3MiH NpOTArom
6-TV MiCALIIB MiC/1S 3aTBEPKEHHS
186. | HO-LUNA® Tabnetku no 40 mr; Ne TOB "CaHodhi- YkpaiHa CaHodpi-AeHTic Cn. Monbwal/ BHECEHHS 3MiH O peecTpaviliHnX 6e3 peyenma UA/0391/01/02
12: no 12 TabneTok y ABeHTiC YkpaiHa" 30.0., Monblua; YropluHa marepianis: 3miHu | Tuny -
6nicTepi; no 1 6nictepy XIHOIH 3aBop BBE/IEHHS [10[]JaTKOBOrO PO3Mipy
B KQPTOHHIli kopo6Lii; Ne dapmMayleBTUYHUX Ta cepii roToBOro Nikapcbkoro 3acoby
24: no 24 Tabnetkn y XimiyHux MpoaykTis (ansa supobHrka CaHodi-ABeHTIC
6nictepi; no 1 6nictepy MpaisiT Ko. /IT4. Cn. 3 0.0., Monbwa) - 1008 kr, wo
B KapTOHHIi kopo6uj; Ne Mignpuemctso 2 BMPOGIEHNIA LLASAXOM
60: no 60 TabneTok y (nignpnemcteo roMoreHisadii BoX 3aTBepKeHnx
[,03YHOUOMY KOHTEHepi, Bepelwegpbxas), cepili rpaHynsTa no 504 kr.
3aKpUTOMY KPULLKOKO 3 YropwumHa 3anponoHoBaHo: 504 kr (3 600
3aXMCHOK CTPIYKOIO Bif, 000 Tabnetok); 1008 kr (7 200 000
BiAKPUTTSA; No 1 TabneTok); 3MiHu | Tuny -
[103yI0HOMY KOHTeHepy BHECEHHS He3HAYHWX 3MiH Y
B KaPTOHHIli kopo6Lii; Ne npotec BUpobHULTBA, 30Kpema:
100: no 100 TabneTok y 36i/IbLLEHHS KiNbKOCTI cybcepili
dhnakoHi; no 1 dpnakony MaKCMMyM [10 YHOTUPBLOX. 3MiHU
B KapTOHHIii kopobui 3 06yMOB/IEHI MOTYXHICTIO
HaKNeko Ha KopoobLi 06nagHaHHsA, Wwo
NS KOHTPOJIIO NepLLOro BUKOPWCTOBYETLCA [/151 BOSIOrOi
BIAKPUTTSA rpaHynauii - 3milysaya 3 BUCOKMM
3CyBOM
187. | ONIMETEK NntoC TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [aiui CaHkio FOpoyn HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHnX 3a peyernmom UA/17624/01/01
N1iBKOBOK 060JI0HKOIO, Pecny6bnika M6X marepianis: 3miHa 3asBHUKa

20 mr/12,5 wr; no 14
Tabnetok y 6nictepi, no
2 6nictepa y KapTOHHil

(BnacHvika peecTpadujiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bia 23.07.2015 Ne 460): 3MiHK
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nauuj

BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Loao
HaliMeHyBaHHs Ta
MiCLie3HaXOPKEHHSA 3asBHUKA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLIB NiCNsA 3aTBEPLKEHHS.
3miHu | TUNYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. BeeaeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 3AiiCHEHHSA
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
hapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocob6u, BiANOBIAA/ILHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itova pegakuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pejakLis:
NMogmuna dininosa, MD / Ludmila
Filipova, MD. 3miHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0cobu,
BignoBiganbHoI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M ynoBHOBaXKeHOI 0co6bu
3asBHMKa, BiANOBIAA/IbHOI 3a
chapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 macTep-
thaiina Ta oro Homepa. 3miHa
MicuUsi 3AiACHEHHS1 OCHOBHOT
LiSNbHOCTI 3 thapmakoHarnsay.

188.

ONMETEK N/t0C

TabneTkn, BKPUTI
N/1iBKOBOK 060JI0HKOH,
20 mr/25 wr; no 14
TabneTok y 6nictepi, no

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aiui CaHkio HOpoyn
meX

HimeuunHa

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3MiHa 3asBHUKa
(BnacHuka peecTpadiiHoro

nocBigyeHHs) (3rigHo Hakasy MO3

3a peyenmom

UA/17624/01/02

161




189.

Ne

Hasga siikapcbko20
n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)
2 6nicTepay KapTOHHIi

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

naui

Bif 23.07.2015 Ne 460): 3miHu

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ONMETEK NntoC

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,

40 mr/12,5 mr; no 14

3eHTiBa, K.C. Yecbka

Pecny6nika,

[aiui CaHkio FOpoyn

m6X

HimeuunHa

BHECEHO B iHCTPYKLilo Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Lwoa0

HaliMeHyBaHHA Ta

MiCLIe3HaXOKEeHHSA 3asBHUKA.

BBefeHHs1 3MiH NpoTArom 6-u

MiCSLLIB NiCNs 3aTBEPPKEHHS.

3MiHu | TURYy - 3MiHK Woa0
6e3nekn/eeKkTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa yNOBHOBaXeHOI 0cobw,

BiANoBiAa/IbHOI 32 3AjACHEHHS

thapMakoHarnagy; KOHTaKTHOI

0cobu 3 hapmakoHarnsgy
3as1BHMKA 4115 34iiCHEHHS
hapMakoHarnagy B YkpaiHi, Ko

BOHa BiMiHHA Bif, yNIOBHOBaXEHOI

oco6w, BiANoBiAa/IbHOT 3a
3[jicHeHHs1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI faHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHIIKA,
BignoBiganbHoOI 3a
thapmakoHarnsg. flivoua pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. MNponoHoBaHa pefakuis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. 3miHa

KOHTaKTHUX JaHUX KOHTaKTHOT
0Co6M YNOBHOBaXKEHOI 0CO6YU
3as1BHYKA, BignoBigasbHOI 3a

hapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaxX0MKeHHs MacTep-

thaiina Ta iioro Homepa. 3miHa
MicLA 3AiACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnagy.
BHECEHHS 3MiH O peecTpaviliHnX
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(Br1acHvKa peecTpauiiHoro

3a peyernmom

UA/17624/01/03




Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TabneTtok y 6nictepi, no
2 6nicTepa y KapTOHHii
nauui

noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): 3miHu
BHECEHO B IHCTPYKLil0 A1A
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby oo
HaliMeHyBaHHA Ta
MiCLie3HaXOMKEHHS 3a8BHMUKA.
BeefieHHs1 3MiH NpoTsrom 6-Tn
MicALiB Nicnsa 3aTBepAKEHHS.
3Mminu | TUny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeeaeHHs abo
3MiHU [0 y3araslbHEHKX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXeHOI 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BiIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOUN KOHTAKTHI faHi)
Ta/ab0o 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) 3miHa
YMNOBHOBAXEHOT 0CO6U 3asBHYKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsg. fiova pegakuis:
CopiHa JliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pefaxuis:
Nogmuna @ininosa, MD / Ludmila
Filipova, MD. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOI ocobw,
BignoBiganbHOI 3a
hapmakoHarnag. 3miHa
KOHTaKTHUX JAaHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobum
3asBHYKa, BignoBiganbHOI 3a
hapMakoHaraag B Ykpaini. 3miHa
MiCLIe3HaxXOKeHHs1 macTep-
(haiina Ta iioro Homepa. 3miHa
MicLs 3AiACHEHHS OCHOBHOT
AiSNIbHOCTI 3 dpapmakoHarnagy.

190.

ONMETEK N/0C

TabneTkun, BKPUTI
N1iBKOBOK 060/10HKOIO,

3eHTiBa, K.C.

Yecbka
Pecny6nika

[aivi CaHkio FOpoyn
v6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
mMartepianis: 3mMiHa 3asBHUKA

3a peyenmom

UA/17624/01/04
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

40 mr/25 wmr; no 14
Tabnetok y 6nictepi, no
2 6nicTepa y KapTOHHii
nauuj

(BnacHvika peecTpadujiHoro
noceigyeHHs) (3rigHo Hakaly MO3
Big 23.07.2015 Ne 460): 3miHK
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCYBaHHS
nikapcbKoro 3acoby Loao
HalilMeHyBaHHs Ta
MiCLie3HaXOPKEHHSA 3asBHUKA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLIB NiCNsA 3aTBEPLKEHHS.
3miHu | TUnYy - 3MiHK Woao0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3@ 3AiiCHEHHSA
thapmakoHarnsgy; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHS
chapmakoHarnsgy B YkpaiHi, SKLio
BOHa BifjMiHHa Bif, YyNOBHOBaXeHOI
ocob6u, BiANOBIAA/IbHOI 3a
3[jicHeHHs1 hapmMakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-caiina cucremu
hapmakoHarnagy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHNIKa,
BignoBiganbHOI 3a
thapmakoHarnag. [itova pegakuis:
CopiHa fliaHa Mato / Sorina Liana
Paiu, MD. NponoHoBaHa pejaxLis:
Nogmuna dininosa, MD / Ludmila
Filipova, MD. 3miHa KOHTaKTHUX
[aHyX YNOBHOBaXeHOI 0cobu,
BignoBiganbHoI 3a
hapmakoHarnng. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M YNnoBHOBaXKEHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a
thapmakoHarnsg B Ykpaiti. 3miHa
MiCLIe3HaxoKeHHs1 MacTep-
thaiina Ta oro Homepa. 3miHa
MicuUsi 3AiACHEHHS1 OCHOBHOT
LiSNbHOCTI 3 thapmakoHarnsay.

191.

OPTAH®

Kpansi o4Hi, 0,1%; no 5

CaHteH AT

PiHnsaHAgIA

BrnpobHuK

PinnsHgin/

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a peyenmom

UA/5051/01/01
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Ne

Hassa nikapcbko20 Popma sunycky 3asssHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
AEKCAMETA3O0OH My chiakoHi 3 BiANOBigabHNI 3a Higepnavgn | matepianis: 3miHu | TURy - 3MiHu 3
KpanenbHuueto; no 1 BMPOGHULITBO in AKocTi. [0TOBWIA Nikapcbkuii 3aci6.
(h/1aKOHY B KapTOHHIii bulk, nepBuHHy Ta 3MiHM Y BUPOBHULITBI. 3MiHa
Kopoo6Li BTOPVHHY YMaKoBKY, iMnopTepa/3miHu, L0 CTOCYIOTLCA
KOHTPO/Ib SIKOCTI: BUMYCKY Cepii Ta KOHTPOJIO AKOCTI
Hekct®apma AT, roTOBOrO NikapcbKoro 3acoby
PiHNAHAIR; (3amiHa abo fofaBaHHA
AnbTepHaTUBHUIA BMPOGHMKa, L0 BiAnoBigae 3a
BUPOGHUK, BBe3eHHA Ta/abo Bunyck cepir) -
BiANOBigabHNIA 3a He Bkntovarouu
BTOpPUHHE KOHTPO/Ib/BUNPOBYBaHHSA cepii -
nakyBaHHS: 3MiHa MicLe3HaxomKeHHS
MaHyhakTypiHr NPOBaKEHHS AIANbHOCTI
MakariHr ®apmaka BMpOGHMKa CaHTeH AT,
(MMNo®) 6.B., ®iHNAHAIA, BIANOBIAANLHOIO 3a
Higepnangw; BUMYCK cepii. [litoya pegakuis:
Brpo6HMK Brpo6HuK BignoBiganbHuii 3a
BiAnoBiganLHUii 3a BUNYyCK cepii: 3MiHN BHECEHO B
BWMNYCK Cepil: IHCTPYKLilO ANs MeanyHOro
CaHTeH AT, 3aCTOCyBaHHA Wo040
PiHnaHais MiCLLe3HaX0MKEeHHSI BUPOOHMKa 3
BiANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKW NikapcbKoro
3acoby. BBefileHHs 3MiH NPOTSArom
6-TV MicsLiB NicNs 3aTBEPKEHHS.
192. | OPTAH® Kpanni o4Hi no 10 mny CaHTeH AT PiHNAHAIA Brpo6HuK, PiHnanpin/ BHECEHHS 3MiH O peecTpaviliHnX 3a peyernmom UA/5593/01/01
KATAXPOM hnakoHi 3 BiANOBIAaNbHUIA 38 Higepnangn | matepiasis: 3MiHW | TUNY - 3MiHK 3

KpanesnbHuueto, no 1
h/1aKoHY B KapTOHHIi
Kopoo6Li

BMPOBHMUTBO in
bulk, nepsuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTI:
Hekct®apma AT,
diHNsaHgjN;
Brpo6HMK
BiANOBIAaNbHUIA 3a
BUNYCK cepil:
CaHTeH AT,
PiHNAHAA;
AnbTepHaTUBHUIA
BMPOGHMUK,
BiANOBIAaNbHUIA 3a
BTOPWHHE
nakyBaHHS:
MaHyhakTypiHr
MaxkariHr ®apmaka
(MMNo) B.B.,
Higepnangm

SKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIOTLCA
BUNYCKY Cepii Ta KOHTPOJIHO SKOCTI
rOTOBOrO JlikapCbKoro 3acoby
(3amiHa abo fofaBaHHSA
BMPOGHMKa, L0 BigMOBigae 3a
BBE3EHHs Ta/abo BuMyck cepil) -
He skntovaroum
KOHTPO/Ib/BUNPOGYBaHHS cepii -
3MiHa Micue3Haxo4KeHHS
NPOBaPKEHHSA AIANbHOCTI
BNpPO6HMKa CaHTeH AT,
diHNgaHAia, BignNoBiAabHOrO 3a
BWMNYCK cepii. 3MiHN BHECEHO B
IHCTPYKLil0 4N MeguyHoro
3aCTOCyBaHHS LL0A0
MiCLie3HaXOMKEHHS BUPOOHMKA 3
BigMOBIAHMMM 3MiHAMM Y TEKCTI
MapKyBaHHS1 yrakoBKMN NiKapCbKoro
3acoby. BBejeHHs 3MiH NPOTAroM
6-TN MicALIB Nic/is 3aTBEPHKEHHS
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
193. | NTAHAZON TabneTky Wwunyui; no 2 nakcoCwmiTKnsiiH Benvka damap A.B.E. peuis/ BHECEHHS 3MiH A0 peecTpauiiHnx 6e3 peyenma UA/2691/02/01
EKCTPA Tabnetkn y KoHcblomep BpuTaHis AHTOCa NNaHT, IpnaHgis marepianis: 3miHu | Tuny -
barartoLlapoBoMy Xenckep (FOK) Mpeuis; AMIHICTpaTVBHI 3MiHU. 3MiHa
cTpuni; no 6 cTpunis y TpengiHr Nimiteq, nakcoCmitKnaiiH HaliMeHyBaHHSA Ta/abo agpecu
KapTOHHI Kopo6uj; no 4 [aHrapsaH Nimites, MiCLii MPOBAKEHHS AiS/IbHOCTI
Tabnetkn y IpnaHgis BMpPOGHMKa/iMnopTepa rotToBoro
baraToLiapoBoMy NiKapcbKoro 3acoby, BKAYaum
CTpuni; no 3 cTpunu y OinbHWL BUNYycKy cepii abo micue
KapTOHHI KOpoo6Li npoBefileHHSA KOHTPOJIK0 AKOCTI.
(misnbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOpPTEp, BK/IKOYAKOUYM
BUMYCK cepiid) 3MiHa agpecu
BMpOGHUWKa 13 damap A.B.E.
AHTOCa nnaHT, pewis
(naTuHWLEeto) Ta KoperyBaHHs
HaliMeHyBaHHS1 BUPO6HUKiB /13,
6e3 3MiHN MicLA BUPOGHMLTBA.
3MiHV BHECEHO B iHCTPYKLiO AN
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby o0
HaliMeHyBaHHA Ta
MiCLLe3HAXOKEHHSI BUPOBHMKA.
BeefieHHs1 3MiH NpoTsrom 6-Tn
MicsILiB Micns 3aTBepAKEHHS
194. | NIPAUETAM PO34MH ANns iH'ekuin, 200 MAT "Tanuuchapm” YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx 3a peyenmom UA/0901/01/01

Mmr/mn; no 5 mn B
amny”ni; no 5 amnyny
KOHTYPHIli YapyHKOBIl
ynakoBLi; N0 2 KOHTYPHI
YapyHKOBI YNakoBKW Yy
nauui

mMartepianis: 3MiHu | TUNy - 3MiHK
Loao 6esnekn/edeKTMBHOCTI Ta
hapMakoHarisgy. 3miHn y
KOPOTKili XapakTepucTuL,i
NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHs
reHepuyHnX/ribpnaHnx/6ionodioHn
X niKkapcbknx 3acobiB nics
BHECEHHA Ti€i caMoi 3MiHN Ha
pethepeHTHW npenapaT (3MiHa He
noTpebye HafaHHS XOAHMX HOBUX
[04aTKOBUX AaHWX) - 3MiHU
BHECEHO [0 po3fainis
"®apmMakosoriyHi BnactneocTi”
(oonoBHeHHS iHdopMmaLiT),
Moka3aHHs" ( AONOBHEHHSA
iHdhopmawii), "B3aemogis 3 iHWummn
nikapcbkMun 3acobamu Ta iHLWi
BMAM B3aemogiit”, "OcobnmBocTi
3acTocyBaHHS", "34aTHiCTb
BM/IMBATW Ha WBWAKICTb peakuii
npu KepyBaHHi aBTOTPAHCNOPTOM
a60 iHWKYMK MexaHismamu",
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

"Cnocib 3acTocyBaHHs Ta fo3n"
(yTouHeHHs iHchopmauii), "MobiyHi
peaxuii” BigNoBiAHO A0 OHOBMEHOT

inchopmauii pechepeHTHOro
npenapaty HooTtponin, po3uvH
0N iHekuii 200 mMr/mn BeeAeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

195.

NMPEHECA®

Tabnetku, no 8 mr, no 10
TabneTtok y 6nictepi; no
3 abo no 6, abo no 9
6nicTepiB B KAPTOHHIlA
Kopo6ui

KPKA, a.4., Hoso
MECTO

CnoBeHisa

KPKA, a.4., HoBo
mMecTo, CrnoBeHis
(BUpPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYyCK cepii);
KPKA, a.4., Hoso
mMecTo, CrioBeHis
(kOHTpOSIb cepii)

CnoseHisi

BHECEHHS 3MiH 10 peecTpaviiHnxX
martepianis: 3MiHu | TUNy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHn y
KOPOTKIli XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHs
reHepuYHMX/ribpuaHnx/6ionodioHn
X nikapcbkux 3acobis nicns
BHECEHHS Tiei caMoi 3MiHM Ha
pedhepeHTHW1 Npenapar (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX
[04aTKOBMX AaHKWX) - 3MiHK
BHEeCeHi B iIHCTPYKL,jto ANns
MeZMNYHOro 3aCTOCyBaHHs
NiKapcbKoro 3acoby Ao po3ginis
"MpoTunokasaHHsa" Ta “IMNo6iyHi
peakuii" BignosigHo Ao iHhopmauii
pedepeHTHOrO NiKapCbKoro
3acoby (MPECTAPIYM®,
TabneTku, BKpUTI NNIBKOBOO
0060/10HKO10). BBeeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS.

3a peyenmom

UA/5145/01/03

196.

MPOTE®NA3IA®

kpanni; no 30 mn abo no
50 M1y CKNstHOMY
donakoHi 3 Npo6Koto-
KpanenbHuLeto; no 1
(h/1aKOHY B KapTOHHiii
nauuj

TOB "HBK
"Ekochapm”

YKpaina

BMPOGHMLITBO 3a
NOBHUM LIIK/TOM;
BUNYCK Cepil:
TOB "HBK
"Exohapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSt MPOBAMKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NikapcbKoro 3acoby, BKIOUaUn
OinbHULU BUNYycKy cepii abo micue
NpPOBeAEHHSI KOHTPOJIO SIKOCTI.
(misnbHICTb, 3a AKy BigNoBifae
BMPOGHUK/IMNOPTEP, BK/IKYAKUM
BUMYCK cepili) 3MiHa agpecu micus
NPOBaKEHHS AISNbHOCTI
BMpO6GHMKa 13 TOB "HBK
"Ekochapm"”, YkpaiHa
(BUPOGHMLTBO 3@ NOBHVM LMK/IOM;

3a peyenmom

UA/4220/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BUMYCK cepii), 6e3 3mMiHn micusa
BMPOGHMLTBA: 3MiHN BHECEHO B
IHCTPYKLiO 4N MeguyHoro
3aCTOCYBaHHS LWoA0
MiCLie3HaXOMKEHHSI BUPOOHMKA 3
BiANOBIAHMMM 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBKU NiKapcbkoro
3acoby. BBegeHHs 3MiH NPOTAroM
6-TN MicALIB Nic/1sa 3aTBEPIKEHHS

197.

NPOTE®/NA3IA®

cynosuTopii; no 5
CynosuTopiiB No 3ry
6nictepi; no 1, abo 2,
ab6o 3 6nictepun y nayyi 3
KapToHYy

TOB "HBK
"Ekodhapm”

Ykpaina

TOB "®apmekc
pyn", YkpaiHa; TOB
"HBK "Ekochapm",
YKpaina

YKpaina

BHECEHHS 3MiH A0 peecTpauiiHnx
mMartepianis: 3miHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHsA Ta/abo agpecu
MicLA MPOBaKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NiKapCcbKoro 3acoby, BK/OYaum
OinbHUL BUNYycKy cepii abo micue
NpoBefeHHS KOHTPOJTO AKOCTI.
([isnbHICTb, 3a sKy BignoBigae
BMPOGHUK/IMNOpPTEp, BK/IKOYAKOYM
BUMYCK cepili) 3MiHa agpecy micua
NPOBaKEHHS Lisi/TbHOCTI
BMpO6GHMKa 13 TOB "HBK
"Ekochapm”, YkpaiHa
(BUPOGHMLTBO 3@ NOBHUM LMK/IOM;
BUMYCK cepii), 6e3 3MiHn Micus
BMPOGHULITBA: 3MiHWN BHECEHO B
IHCTPYKLil0 4N MeguyHoro
3aCTOCYyBaHHSA LWOA0
MiCLie3HaXOMKEHHS BUPOOHMKA 3
BigMOBIAHMMM 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TN MicALIB Nic/is 3aTBEPHKEHHS

3a peyenmom

UA/4220/02/01

198.

PAMIMAKC

TabneTku, no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
ynakosLi; no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y
KapTOHHI ynakoBLi

CKAH BIOTEK T4

IHais

BadgHa
dapmacboTikanc
nra.

IHais

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3minu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3BW Jlikapcbkoro 3acoby. 3miHa
TOProBOi Ha3BW /iKapCbKOro
3acoby. 3aTBepaeHo: BOJI-
PAH® HEO. 3anponoHoBaHo:
PAMIMAKC. 3miHu | Tuny - 3miHn
oao 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM 00 p. «MapKyBaHHs».
3arsepakeHo: MapkupoBka.
Mpunaraetcs. 3anpornoHoBaHo:
Mapkuposka. CornacHo
YTBEPXAEHHOMY TEKCTY

Ne 10 — 6e3
peyenma; Ne
100 —3a
peyernmom

UA/10268/01/01
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Ymosu

Homep

Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

MapK1poBKU. MapKnposka
ynakoBku in bulk npunaraetcs
3MiHM Y TEKCTi MapKyBaHHs A1

ynakoBku in bulk, a came -

BBEJEHHA MiKHapPOAHNX
no3Ha4yeHb OAVHNLb BUMIPIOBAHHS
y TEKCTi MapKyBaHHS NikapCbKoro
3aco0y. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKU Nikapcbkoro
3ac06y 3 BHECEHHAM iHchopmalii
LLLOZ0 3a3HaYeHHS OAVNHNLB
BUMIpIOBaHHSA y cuctemi Sl.

UA/10269/01/01

199.

PAMIMAKC

Tabnetku, in bulk: no
1000 TabneTtok y
KOHTelHepax

CKAH BIOTEK NITA,

IHgis

BadgHa
dapmachboTikanc
nra.

IHais

BHECEHHS 3MiH A0 peecTpauiiHnx
mMaTtepianis: 3mMiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
Has3BM JikapCbKoro 3acoby. 3miHa
TOProBOi Ha3BW /iKapCbKOro
3acoby. 3atBepakeHo: BOJ-
PAH® HEO. 3anponoHoBaHo:
PAMNIMAKC. 3MiHu | TUny - 3MiHn
Loao 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
3MiHM [0 p. «MapKyBaHHsA».
3arBepakeHo: MapkmMpoBka.
Mpwunaraetca. 3anponoHOBaHO:
MapkupoBka. CornacHo
YTBEPXEHHOMY TEKCTY
MapKMpoBKK. MapkupoBska
ynakoBku in bulk npunaraetcs
3MiHW Y TEKCTI MapKyBaHHA Ans
ynakoBku in bulk, a came -
BBEJEHHA MiKHapOAHNX
no3HavyeHb OAVHNLb BUMIPIOBAHHS
y TEKCTi MapKyBaHHS NikapCbKoro
3aco06y. OHOB/EHHS TEKCTY
MapKyBaHHS YNakoBKU Nikapcbkoro
3acoby 3 BHECEHHSIM iHhopMaLii
OO0 3a3HaYeHHS OANHNLbB
BMMIiptOBaHHSA y cuctemi Sl.

200.

CONNAAEH
AKTUB

TabneTku Lwunyui; no 2
Tabnetkn y
6araToLiapoBoMy
CTpuni; no 6 cTpunis y
KapTOHHI kopobuj; no 4
Tabnetkn y
6araToLlapoBomMy
cTpwni; no 3 cTpuna 'y
KapTOHHiiA KOpo6L

"nakcoCmiTKnsiiH
KoHcblomep
Xenckep (KOK)
TpengiHr Nimiteq,

Benuka
BpuTaHis

damap A.B.E.
AHTOCA NNaHT,
Mpeuis;
nakcoCmiTKnaiH
[anrapsaH fimites,
Ipnangjs

Ipeuis/
IpnaHgis

BHECEHHS 3MiH [0 peecTpavuiliHnX
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLSi MPOBAKEHHS AiANbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
NikapcbKoro 3acoby, BKIOUaUn
OinbHUL BUNYycKy cepii abo micue
NpPOBeAEHHSI KOHTPOJIO SIKOCTI.
(AisnbHICTb, 3a SIKY BigNoBigae

6e3 peyenma

UA/12392/01/01
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Ne Ha3ssa nikapcbko20 dopma sunycky 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsioYeHHs
BMPOGHUK/IMNIOPTEp, BKIKOYAKOYM
BUMYCK Cepiii) 3miHa agpecu
BUpo6Huka N3 damap A.B.E.
AHTOCa nnaHT, Mpevis
(naTuHWLEID) Ta KoperyBaHHs
HaliMeHyBaHHS1 BUPOGHUKiB /13,
6e3 3MiHN MicLA BUPOGHMLTBA.
3MiHN BHECEHO B iHCTPYKLil0 ANs
MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby Lwoa0
HaliMeHyBaHHA Ta
MiCLLe3HaxopKeHHS BUPOBHYKA.
BBefeHHs1 3MiH npoTArom 6-u
MiCALIB MiC/1A 3aTBEPKEHHS
201. | TAHTYM BEPAE® NbOAAHUKNA 3 M'ATHUM AsieHge Kimike ITanisa BignosiganbHuii 3a LBeliuapia/ | BHeECEHHS 3MiH [0 peecTpaLiiHuX 6e3 peyenma UA/3920/03/01
cMakom no 3 mr, no 10 PiyHiTe AHxeniHi BMPOBGHULITBO dpaHuia/ MaTtepianis: 3miHu | Tuny -
NbOASHUKIB Y CTiKy; No 2 PdpaHyecko Hepo3acoBaHol ITanis AMIHICTpaTVBHI 3MiHW. 3MiHa
ab0 3 CTikM B KapTOHHil AK.P.A®.C.nA. NpoAyKLii, NepBuUHHe kogy ATX 3MiHN BHeCeHo [0
nauui Ta BTOPVIHHE IHCTPYKUi AN MeguyHoro
nakysaHHsa: AL AT, 3aCTOCyBaHHS NiKapCcbKoro 3acoby
LBeliuapis; [0 posainy
BignosigansHuii 3a "apmakoTepaneBTMyHa rpyna”
NoBHWiA umkn: M'EP BifNOBIAHO A0 MKHAPOAHOro
PABP MEJIKAMAH Knacudpikatopa BOO3
MPOAHOKCBHOH, (http://www.whocc.no/atc_ddd_ind
PpaHuis; ex/): 3aTBepAxeHo:
BignosiganbHuii 3a CrtomaTosoriyHi 3aco6u. IHLwi
BTOPVHHE 3aco06u 4711 MiCLEeBOro
nakyBaHHs, 3aCTOCyBaHHS B MOPOXHWHI poTa.
KOHTPO/1b AKOCTi Ta Kog ATX AO1A DO2.
BMNYCK cepil: 3anponoHoBaHo: 3acobwu, Lo
AsieHge Kimike BM/IMBAIOTb Ha pecnipaTtopHy
PiyHiTe AHxeniHi cuctemy.
dpaHyecko 3acobu, L0 3aCTOCOBYOTLCS Npyn
AKP.A®. CnA, 3aXBOPIOBaHHAX ropna. IHLWi
ITanis; npenaparu, Lo 3aCTOCOBYHOTLCA
BignosigansHuii 3a npwv 3axXBOPIOBaHHSX ropsia.
nepBuHHE Ta BeH3nagamiH. Kog ATX RO2A X03.
BTOPWHHE
nakysaHHs: IM'EP
®ABP MEJIKAMAH
MPOAOKCBHOH,
dpaHuis
202. | TIBIKEW TabneTtku, BKPUTI BiiB Xenckep FOK Benvka BupobHuk Benvka BHECEHHS 3MiH [0 peecTpav,iliHnx 3a peyenmom UA/14146/01/01
N/1iBKOBOK 06GOJI0HKOHO, Nimiten BpuTtaHis Hepo3dacoBaHoi BpuTaHis/ mMarepianis: 3mMiHu | Tuny - 3miHn 3
no 50 wr; no 30 a6o no npoaykKujii: Icnanis sKocCTi. [O0TOBWIA Nikapcbkuii 3aci6.

90 TabneToK y dh1akoHi;
no 1 chsiakoHy B

nakco OnepeWiLuHc
HOK NimiTeq, Benvka

CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
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Ne
n/n

Hasga nikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI KOpoo6Li

BpuTaHis;
Brpo6HWK ans
nakyBaHHs Ta
BUMYCKY Cepii:

nakco Bennkom
C.A,, IcnaHis

36epiraHHsi FTOTOBOTO J1iKapCbKOro
3aco06y (36iNbLUEeHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - 1 ToproBoi ynakoBkn
(nigTBEPAXKYETLCA AaHUMN
peasibHOro yacy) 36i/bLUeHHs
TepMiHy NpUAATHOCTI TOTOBOro
nikapcbKoro 3acooby.
3arBepaKeHo: 2 poku
3anponoHoBaHo: 5 pokis 3MiHK
BHECEHO B iHCTPYKLil0 Ans
MeAMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y p. "TepmiH
npugatHocTi". BBeAeHHs 3MiH
npoTsrom 6 Micauis nicns
3aTBEPAKEHHS.

203.

TOMOIEKCON®

po34uH ANa iH'ekuiid, 300
mr oay/mn, no 20 mn B
amnyni; no 5 amnyny
naJui 3 KapToHy; no 20
mn a6o 50 mn, abo 100
My chrakoHi; no 1
hnakoHy y nauui 3
KapToHYy

AT "dapmak”

YKpaina

AT "dapmak”

Ykpaiva

BHECEHHS 3MiH O peecTpaviliHnX
marepianis: 3miHu Il Tuny - 3miHn
3 skocTi. A®|. Bupo6HMUTBO.
3MiHa BMpOGHMKa
BVXifHOro/NpoMmiXHoro
npoaykTy/pearexTy, Lo
BUKOPVCTOBYHOTHCS Y
BMPOGHUYOMY npotieci APl, ab6o
3MiHa BUPOGHUKa (BKOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTposito sikocTi) APl (3a
BiCYTHOCTI cepTudiikaTa
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBepmKkeHoMy
[ocbe)(BBEAEHHSI HOBOTO
BMPOGHUKa APl 3 HaAaHHAM
macTep-gpaiina Ha Adl) -
BBefeHHA [o4aTkoBoro
BUPo6HUKa A®I Norekcon
Zhejiang Haizhou Pharmaceutical
Co., Ltd., China 3 HagaHHAM
Mavictep-chaiiny Ha Adl.
3aTtBepmkeHo: Interpharma Praha,
a.s., Czech Republic Zhejiang
Starry Pharmaceutical Co., LTD,
China 3anponoHosaHo:
Interpharma Praha, a.s., Czech
Republic Zhejiang Starry
Pharmaceutical Co., LTD, China
Zhejiang Haizhou Pharmaceutical
Co., Ltd., China

3a peyenmom

UA/7853/01/02

204.

TOMOIEKCON®

pO34nH ANs iH'ekuiid, 350
Mr hogy/mn, no 20 M B

AT "®apmak"

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
mMartepianis: 3miHu Il TMNy - 3MiHK

3a peyenmom

UA/7853/01/03
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

amnyni; no 5 amnyny
nauui 3 KapToHy; no 20
M a6o 50 mn, a6o 100
My dhnakoHi; no 1
chnakoHy y nauui 3
KapToHYy

3 aKocTi. A®l. Bupo6HuLTBO.
3MiHa BMpOGHMKa
BUXiAHOro/NPOMIKHOIO
nNpoAyKTy/pearexTy, Lo
BUKOPVCTOBYHOTBCS Y
BMpo6HUYOMY npoueci APl abo
3MiHa BMPOGHUKa (BKOYatoun, ge
HeobxiAHO, MicLe NpoBeAeHHS
KOHTPOI0 sKOCTi) APl (3a
BiCYTHOCTI cepTudiikata
BiANOBIAHOCTI EBpoONechbkil
thapmakonei y 3aTBepKeHoOMy
[ocbe)(BBEAEHHS HOBOMO
BMPOGHMKa APl 3 HaAaHHAM
macTep-gpaiina Ha Adl) -
BBefeHHA [04aTKOBOrO
BUPo6HUKa A®| Norekcon
Zhejiang Haizhou Pharmaceutical
Co., Ltd., China 3 HagaHHAM
Mavictep-chaiiny Ha Adl.
3aTtBepmkeHo: Interpharma Praha,
a.s., Czech Republic Zhejiang
Starry Pharmaceutical Co., LTD,
China 3anponoHoBaHo:
Interpharma Praha, a.s., Czech
Republic Zhejiang Starry
Pharmaceutical Co., LTD, China
Zhejiang Haizhou Pharmaceutical
Co., Ltd., China

205.

TOMOIEKCON®

PO34nH ANA iH'eKuUiid, 240
mr hogy/mn, no 20 M B
amnyni; no 5 amnyny
nauui 3 KapToHy; no 20
mn abo 50 mn, abo 100
My dpriakoHi; no 1
hnakoHy y nauuj 3
KapToHY

AT "®apmak"

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
mMartepianis: 3miHu Il TURYy - 3MiHK
3 aKocTi. A®l. Bupo6HMUTBO.
3MiHa BUPOGHMKa
BWXiAHOTro/NPOMIXKHOTO
npoayKTy/peareHTy, Wo
BMKOPUCTOBYIOTbCSA Y
BMPOGHUYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/IKoYatouu, ae
HeoOXxifHO, MicLie NpoBeAeHHS
KOHTPO/0 sIKOCTi) AdI (3a
BifICYTHOCTI cepTudikaTa
BiNOBIAHOCTI €BPONENChKIit
thapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHA HOBOrO
BMPOGHUKa APl 3 HAAAHHAM
macTep-goaiina Ha Adl) -
BBegeHHs 4oAaTkoBOro
BUpO6HIKa ADI orekcon
Zhejiang Haizhou Pharmaceutical

3a peyenmom

UA/7853/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Co., Ltd., China 3 HagaHHAM
Mavictep-chaiiny Ha Adl.
3aTtBepmkeHo: Interpharma Praha,
a.s., Czech Republic Zhejiang
Starry Pharmaceutical Co., LTD,
China 3anponoHoBaHo:
Interpharma Praha, a.s., Czech
Republic Zhejiang Starry
Pharmaceutical Co., LTD, China
Zhejiang Haizhou Pharmaceutical
Co., Ltd., China

206.

TPUTALE N/HOC®
10 Mr/12,5 MI

Tabnetku Ne 28 (14x2):
no 14 TabneTtok y
6nicTepi; no 2 6rictepu
B KAPTOHHIli KOpo6L

TOB "CaHodhi-
ABEHTIC YKpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITanisa

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

thapmakoHarnsgy. BeegeHHs a6o

3MiHN [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnisgy,

3MiHa yNOBHOBaXEHOI 0co6Y,
BiiNOBIAAbHOT 32 3[iICHEHHS
hapMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 3MiAICHEHHS
hapmakoHarsagy B YkpaiHi, SKLO
BOHa BifiMiHHa Bif, yNOBHOBaXeHOI|
ocobw, BiANOBIAA/ILHOI 3a
3[iiCHEHHS (hapmakoHarnagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - amiHa

YMNOBHOBaXeHOT 0COOM 3as1BHUKA,

BignoBigabHOI 3a
hapmakoHarnag,
MponoHoBaHa pegakuis:
XopakiBcbka TeTsiHa
BsyecnagiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXeHOI 0co6u
3as1BHVKA, BignoBigasibHOI 3a
thapmakoHarnag,

3a peyenmom

UA/10165/01/01

207.

DOATOLED

NOPOLLOK A8 PO3YNHY
A8t iv'exuii no 1000 wmr;
1 chnakoH 3 NOPOLLKOM Yy
KapTOHHiiA KOpo6L

BPOC NIT],

Ipeuis

BPOC NTA,

Mpevis

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHU | TUMY - 3MiHW
oo 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy

(BBEAEHHSA Y3araslbHEHMX AaHWX

3a peyenmom

UA/0783/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cuctemy chapmakoHarnisgy,
3MiHa yNOBHOBaXEHOI 0co6y,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnagy
3asBHUKA ANA 3AiAICHEHHS
hapmakoHarnsgy B YkpaiHi, SKLo
BOHa BiMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BiANoBiAabLHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IOYAKOUM KOHTAKTHI faHi)
Ta/ab0o 3MiHW Y PO3MILLEHHI
mMacTep-thaiina cuctemm
thapmakoHarnsgy) - a3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0co6U 3asBHWMKa, BiANOBIAAbHOI
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
IBacbkoBa Anna BacunisHa. 3MiHa
KOHTaKTHUX JaHNX KOHTaKTHOT
0Cco6M ynoBHOBaXKEHOI 0cobu
3asBHMKa, BiANOBIAA/IbHOI 3a
hapmakoHarnsg B Ykpaiti

208.

DA3/TOLEKC

PO34nH ANA iH'eKuiid, 250
mr/5 mn, no 5 mn
pO34MHy B nonepeaHbo
3arnoBHEHOMY CK/IAHOMY
LUNPWLi 3 KOHTPOSIEM
nepLUoro BigKpUTTA; No 2
nonepeaHbL0 3anoBHEHI
LUNPULM B KOHTYPHIl
YapyHKOBIli ynakoBLj 3
ABoma 6e3nevyHnmu
rosikamu «BD
SafetyGlide™»; no 1
KOHTYPHIll YapyHKOBIlA
yNakoBLi B KAPTOHHIN
KopooLi

AcTpa3eHeka FOK
Nimiten

Benuka
BpuTaHis

Brpo6HMK
NiKapcbKoro 3acoby
"in bulk", nepBrHHa

ynakoBka,

Bi3ya/IbHWi
KOHTPO/1b, KOHTPO/Ib

AKOCTI 3a
NoKasHMKaMu: onwc,

iaeHTudikauis,

KiflbKicHe

BU3HAYEHHS
oynBecTpaHTy,
npoAyKTn
aerpagaduji, 06’em

iH eKuii B

KOHTelHepax,

MeXaHiuHi

BK/TIOYEHHS
(HeBMAMMI YacTkm),
CTepPUsbHICTb,
©HA0TOKCUHM,
yHKLiOHaNbHE
BMNPOGYyBaHHsA PFS,
BMICT eTaHony,
BMICT CMpTy
6eH3110B0r0, BMICT

Benuka
BpwuTaHis/
HimeuunHa

BHECEHHS 3MiH 10 peecTpavLiiHnX
MaTepianis: 3MiHu | Tuny -
AOMIHICTpaTVBHI 3MiHN. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHYMKa (B/1acHMKa
peecTpavuiiHOro NocBifYEHHS) -
3MiHa afpecu 3asiBHUKa
(BBEAEHHS 3MiH MPOTArOM 6-Tn
MiCALB Nicna 3aTBepIKEHHS)

3a peyenmom

UA/5440/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6eH3nnbeHsoarta:
BetTep ®apma-
depTuryH Nm6X ta
Ko. KI', HimeuuuHa,;
Brpo6HuK,
BiAnoBiganLHUii 3a
BTOPVHHY YNakoBKY,
KOHTPO/Ib SIKOCTI,
BUNYyCK cepil:
AcTpa3eHeka FOK
NimiTen, Benvka
BpuTaHis;
Bupo6GHNK,
BiANOBiAa/IbHWIA 32
Bi3yasibHUiA aHani3:
BetTtep ®apma-
®epTuryH N'mbX Ta
Ko. KI', HimeuuunHa;
BUpO6GHNK,
BiANOBiAa/IbHWIA 3a
TecTyBaHHS
CTEepWIbHOCTI:
BetTep ®apma-
depTuryH Nm6X ta
Ko. KI', HimeuuuHa,;
Brpo6HuK,
BiAnoBiganbHUii 3a
KOHTPO/Ib AKOCTI (3a
nokasHMKkamm
CTePUSbHICTb,
MeXaHiuHi
BK/TOUYEHHS,
€HOO0TOKCUHN):
BetTtep ®apma-
®epTuryH N'mbX Ta
Ko. KI', HimeuunHa

209.

®AHIFAH

Tabnetku, no 4
Tabnetku y 6nictepi; no
25 6nictepiB y
KapTOHHII ynakoBsL,i; no
10 TabneTok y 6nicTepi;
no 10 6nictepiB y
KapTOHHI ynakoBuUi

TOB "Tneggapm
nTa

Ykpaina

Kycym Xentxkep
MeT 14, IHAis; TOB
"KYCYM ®APM",
YKpaina

IHgis/
YkpaiHa

BHECEHHS 3MiH A0 peecTpauiiHnx
martepianis: NOMU/IKMA NOB'A3aHi 3
nepeknagomM abo nepeHeceHHAM
iHchopmawii, siki 6ym gonyLeHi
nif, yac NpoBefeHHa npoLeaypu
BHeCeHHs 3MiH (Haka3 Ne60 Big,
16.01.2021p.). Y meToauui
BU3HAYEHHA NOKa3HUKa
«Po3unHeHHs» Byna fonylueHa
NOMUJIKa NpW 3a3HavYeHHi OAUHNLL
BMMIpY HaBaxkku HaTpito dhocdhaty
popekarigpaty y iHdopmadii Lwozao
NpUroTyBaHHs cepefoBuLla

3a peyenmom

UA/7260/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

po3urHeHHs (chocdhaTHmin Bychep
pH 7,2). CepepoBuLle
pO34nHEHHST (hocchaTHuii bydep
pH 7,2): TouHo 3BaxytoTb 19,0 T
HaTpito chocdhaty goaekarigparty
Ta po3umHATL y 1000 M1 Bogun
OYMLLEHOI, NePEeMILLYIOTb Ta
[oBoAATb pH po3unHy Ao
3Ha4YeHHsA 7,2 3a [J0NOMOroto
KUC/IOTW X/I0PUCTOBOAHEBOT
KOHUEHTPOBaHOI. 3a3HayeHe
BUNpaBfieHHs Bignosigae
marepianam peecTpauiiHoro
f[0Cbe

210.

DAHIFAH

Tabnetky, in bulk
Ne10x88: no 10
Tabnetok y 6nictepax;
no 88 6nictepis y
KapTOHHI KOpooLj

TOB "Tneagapm
nTar

YkpaiHa

Kycym Xentxkep
Mt N14, IHAia; TOB
"KYCYM ®APM",
YkpaiHa

IHpis/
YkpaiHa

BHECEHHS 3MiH 10 peecTpavLiiHnxX
mMartepianis: NOMW/IKM NOB'A3aHi 3
nepeknagom abo nepeHeceHHs M
iHchbopmawuii, siki 6ynun fonyLueHi
nif, yac NpoBefieHHA npoLeaypu
BHECEHHS 3MiH (Haka3 Ne60 Big,
16.01.2021p.). ¥ meToaunLi
BU3HAYEHHSA NOKa3HUKa
«Po3unHeHHs» Byna gonylieHa
NOMW/IKa NPU 3a3Ha4YeHHi OANHULb
BMMIipY HaBaxkKu HaTpito dhocgparty
pofekarigparty y iHdhopmadii woao
NpUroTyBaHHA cepeosuLLa
po3urHeHHs (chocdhaTHmin Bychep
pH 7,2). CepepoBuLle
PO34UnHEHHST (hocdhaTHuii 6ydep
pH 7,2): TouHo 3BaxytoTb 19,0 1
Hatpito chocdaTy goaekarigpary
Ta po3unHATL y 1000 M1 BoAM
OUMLLLEHOT, NEPEMILLYIOTbL Ta
£[0BoAATb pH po3unHy o
3HaYeHHA 7,2 3a AoMNOMOrow
KWUCMOTU X/TOPUCTOBOAHEBOT
KOHLUEHTPOBaHOI. 3a3HayeHe
BUMNpPaB/IEHHSA BiANOBifae
martepianam peecTtpauiiHoro
[0Cbe

UA/12274/01/01

211.

®DEHTAHIN

PO3YUH A5 iH'EKLLNA,
0,05 mr/mn, no 2 mn B
amnyni; no 5 amnyny
6nictepi; no 1 a6o 2,
abo 20 6nicTepiB y
KOpo6Lii 3 KAPTOHY

TOB "Xapkiscbke
hapmaLeBTNUHE
nignpUeEMCTBO
"30pos'sa Hapoay"

YkpaiHa

ToBapucTso 3
06MeXEHOI0
BiAMNOBIAA/ILHICTIO
"Xapkiscbke
hapmaueBTUUHe
nignpueMcTBo
"340poB'a Hapoay"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavitHnx
marepianis: 3MiHu | TUNY - 3MiHN 3
sKocCTi. [O0TOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHoCTi abo ymoBax
36epiraHHsa roTOBOrO J1iKapCbKOro
3ac006y (36iNbLUEHHSA TEPMIHY
NPWUAATHOCTI FOTOBOTO NiKapCbKOro

3a peyenmom

UA/5185/01/01
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Ne
n/n

Hassa slikapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby) - 18 ToproBoi ynakoBKn
(nigTBEPAXKYETLCA AaHUMMN
peasibHOro vacy) - 36i/bLUeHHS
TepMiHy NpUAATHOCTI TOTOBOrO
nikapcbkoro 3acoby 3 3 pokiB fo 5
POKiB. 3MiHV BHECeHi B po3ain
"TepMmiH npugatHocTi” B
IHCTpYKLilO ANs MegnyHOro
3aCTOCYBaHHS NiKapCbKoro
3acoby. BBefeHHs 3MiH NpOTSArom
3-X MicsLiB nicns 3aTBEPAKEHHS

212.

LE®TPUAKCOH

NOPOLLOK A8 PO3YNHY
051 iH ekyin no 1000 wr,
no 1 a6o 10 dpnakoHiB 3
MOPOLLKOM Y KapTOHHilA
Kopo6ui

AAP ®APMA ®3-
nnc

O6'egHaHi
ApabCbki
Emipatu

3elicc
dapmac’toTikenc
Mer. 114,

IHais

BHECEHHS 3MiH 10 peecTpavLiiHnxX
MaTepiasiB: 3MiHa 3asBHUKaA
(BnacHvika peecTpadujiiHoro

NocBiAYEHHSR); 3MiHW | TUMy - 3MiHK

oo 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

BHeceHHs 3MiH fo po3giny MKA:

MAPKVPOBKA [itoya pegakuis:

MAPKVPOBKA B cooTBeTCcTBUM C

YTBEPXEHHbIM TEKCTOM
MapK1UPOBKN KOTOPbIN
npunaraetcs. NponoHoBaHa
pepaxuis: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXAEHHbLIM
TEKCTOM MapKnpoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHs ynakoBKu
nikapcbkoro 3acoby BignoBigHO A0
BMMOT Haka3y MO3 Ykpainu Big,

23.07.2015 p. Ne460 3 BHECEHHAM

iHhopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHS 3MiH NpOTArom 6-Tu
MiCSILiB MicNsi 3aTBEPAKEHHS

3a peyenmom

UA/17571/01/01

213.

LUMHAPU3NH

MOPOLLIOK (CybCTaHLis) y
nakeTax noaBiliHUX
nonieTUIeHoBUX ANns
BMPOOHULTBA
HecTepuIbHNX
NiKapcbknx hopm

AT "dapmak”

YKpaiHa

Xikan Nimiteq

IHais

BHECEHHS 3MiH 1O peecTpaviliHnX
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
Ha3Bu A®l abo [ONOMIXHOT
PEeYoBUHM -
3aTtBepaKeHo: LmHHapusuH
3anponoHoBaHo: LinHapusunH

UA/12861/01/01

FeHepanbHU AUpeEKTOop
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AnpekToparty hapmaueBTUYHOro 3a6e3neyeHHs 0.0. Komapiga
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