Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

no 2,5 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepa B kopobu,i 3
KapToHY

MepiognyHICTb NOAAHHS
perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHM
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NPOMNMOHYKOTbLCA A0 AEPXXABHOI PEECTPALI
Ne Ha3ssa snikapcbko20 dopma sunycky 3asasHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina Ymosu Pexknavys Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asiBHUKa BUPOGHUKa npoyedypa BiOnycKy aHHs peecmpayjiliHo2o
ynakoska) nocsi0YeHHs1
1. INPATPONIKO NOpPOLLOK (cybeTaHuis) y CninbHe YkpaiHa HEYNAHL IHAis peecTpauist Ha 5 pokis - He UA/18542/01/01
BPOMIA noABiHMX YKpaiHCbKO- NABOPATOPI3 nionseae
noslieTUIEHOBMUX MilLIKax icnaHcbke NIMITEL
ans chapmaueBTUYHOTO nignpueMcTBO
3aCTOCYyBaHHA "Cnepko YkpaiHa"
2. KCENAN® ras MeguyHuii TOB "IHFA3" YkpaiHa TOB "IHFA3" YkpaiHa peecTpauist Ha 5 pokis minbKu 0715 He UA/18543/01/01
CTUCHEHUIA y 6anoHi No crieyianizos nionsieae
2n aHux
MeOoUYHUX
3aknadis
3. NETPO30/1 ACTPA TabneTku, BKpUTI TOB YkpaiHa TOB Ykpaina peecTpauis Ha 5 pokis 3a He UA/18544/01/01
N/1iBKOBOK 060JI0HKOIO, "ACTPAGAPM" "ACTPA®APM" peyenmom nionsizae




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

3a3HavYeHIMn y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

MAHIEH

niodpinizat Ana po3umHy
Ans iH'ekuivi no 40 mry
chnakoHi, no 10
donakoHiB y kopobL

Acnipo ®apma
Nimiten

IHais

Acnipo ®apma
NimiTeq

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOrO 3BITY 3
6e3neku, BiAnoBiAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULii
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3710pOB'A YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMmn y
nepioAnMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
niosnsieae

UA/18545/01/01

POJVHIP

NOPOLLOK A/18 OpasibHOT
cycneHsii no 250 mr/5
M/, no 60 mn, 100 mny
dhnakoHi; no 1 dpakony
3 MipHOIO JTOXKOIO B
Kopo6ui

POTA®APM
INAYNAPI NTA,.
LTI

TypeuunHa

PapmaBixH CaH.
Be Tigx. A.LL.

TypeyunHa

peecTpauis Ha 5 pokis

MepiognyHICTb NOAAHHS
perynspHo
OHOB/IOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTuULil
Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y

3a
peyenmom

He
nionsieae

UA/18546/01/01




n/n

Hasga snikapcbko20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina
npoyedypa

Ymosu
BiOnycKy

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

pefakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB's YKpaiHu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTbL: 3riHO

3i cTpokamu,

3a3HavYeHMun y

nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

UA/18547/01/01

TOBPAMIUNHY
CYNb®AT

NMOpPOLLOK (cybcTaHUis) y
aOMIHIEBMX MNSALLIKAX
ans hapmauesTUUHOro
3aCTOCYBaHHSA

TOB "HOpia-®apm”

YKpaiHa

NiB3oH pyn
®yuwxoy PykCiH
dapmacbioTikan

Ko., Ita

KuTtaii

peecTpauist Ha 5 pokis

He
niosnsieae

FeHepanbHUW AUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2
Ao Hakasy MiHicTepcTBa 0XOpPOHMU

34,0pPOB’A YKpaiHn

ANb®A-2B

1 cdonakoH 3
niogpinizaTtom y kopobui
3 KapToHy; 1 dhnakoH 3
niogpinizaTom y
KOMNekTi 3
PO3YMHHKKOM (BOAA AN1st
iH'eKUili) no 2 Mmn B
amny’i B kopobui 3
KapTOHY

(nakyBaHHs 3
dhopmum in bulk
hipMn-BMpobHMKa
TOB «HaykoBo-
BMPOGHMYA
KoMnaHis
«IHTepcapmbioTek
», YkpaiHa)

OHoBeHO iHhopmaL,ito
B IHCTPYKLU|i ANns
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHsa",
"B3aemopjs 3 iHLWMMK
nikapcbknmy 3acobamu
Ta iHWi BUAn
B3aemMogiji",
"Oco6nmBoCTi
3acTocyBaHHs", "Mo6iyHi
peakujii" BianosigHo Ao
iHhopmaLii cToCoBHO
6e3neku, Aka 3a3HayeHa
B Matepianax
peecTpauiiHoro 4ocCbeE.

MepioanyHIiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciyHs 2007

Ne
NEPEJIK
NIKAPCbKIX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI MEPEPEECTPALIII
Ne Ha3sBsa nikapcbko2o ®dopma sunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapceka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
ynakoska) nocsioYeHHs
1. ANb®ANEr® - C niogpinizaT 4519 po3UnHY TOB "BAJTAPTIH YkpaiHa TOB "BAJTAPTIH YkpaiHa MepepeecTpauis Ha 3a He UA/14620/01/02
MNEFNHTEP®EPOH Ons iH'ekuii no 100 mkr; DPAPMA" DPAPMA", YkpaiHa HeobMeXeHuli TepMiH. peuyenmom niossieae




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

ANb®ANEI® - C
NErFIHTEP®EPOH
ANNb®A-2B

niocpinizaTt 4Ns posunHy
ONs iH'ekuin no 120 mkr;
1 donakoH 3
niogpinizaTtom y kopobui
3 KapToHy; 1 chnakoH 3
niocpinizaTom y
KOMM/IEKTI 3
PO34MHHMKOM (BOAa Anis
iH'ekyjiil) Nno 2 mn B
amMnyni B KopoobLi 3
KapTOHY

TOB "BAJTAPTIH
PAPMA"

Ykpaina

TOB "BAJIAPTIH
DAPMA", YkpaiHa
(nakyBaHHS 3
dopmu in bulk
hipMmn-BMPOGHYMKa
TOB «HaykoBo-
BMPOGHMYA
KoMnaHis
«IHTephapmbioTek
», YKpaiHa)

YkpaiHa

MepepeecTpavis Ha
HeobMeXxeHuli TepPMiH.
OHoBeHO iHhopmaLito

B IHCTPYKLU|i ANs
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3ginax

"TpoTunokasaHHsa",

"B3aemogijs 3 iHWmmun
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco6nuBocTi
3acTocyBaHHsA", "Mo6iYHi
peakuii" BianosigHo A0
iHcbopMmaLii CTOCOBHO
6e3neku, sika 3a3HaveHa
B Matepianax
peecTpauiiHoro AoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuua 2007
poky 3a Ne 73/13340 (y

3a
peyernmom

He
niosnsieae

UA/14620/01/03




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.

ANb®AMNEN® - C
NErNHTEP®EPOH
ANb®A-2B

niocpinizaTt 4N posunHy
05 iH'ekuivi no 150 mkr;
1 chnakoH 3
niocpinizaTom y kopoo6u;i
3 KapToHy; 1 donakoH 3
niogpinizatom y
KOMM/IEKTi 3
PO34MHHMKOM (BOAA A5
iH'ekyjin) no 2 mn B
amnyni B Kopoo6Li 3
KapTOHY

TOB "BAJIAPTIH
DPAPMA"

YkpaiHa

TOB "BA/NIAPTIH
PAPMA", YkpaiHa
(nakyBaHHs 3
hopmu in bulk
hipMmn-BMPOGHYMKa
TOB «HaykoBo-
BMpOGHUYa
KoMnaHis
«IHTepcapmbioTek
», YKpaiHa)

YKpaiHa

MepepeecTpavisa Ha
HeobMeXeHuli TepPMiH.
OHoBreHo iHdhopmaL,ito

B IHCTPYKUIT Ansa
MeNYHOro
3acToCcyBaHHSA
niKapcbKoro 3acoby y
posginax

"MpoTunokasaHHsa",

"B3aemopis 3 iHLWMMU
nikapcbknmy 3acobamu
Ta iHWi B1an
B3aemogiit",
"Oco6nuBocCTi
3acTocyBaHHs", "IN06iuHi
peaxuii” BignosigHo A0
iHhopmaLii CTOCOBHO
6e3neku, sika 3a3HaveHa
B MaTepianiax
peecTpaLiniHOro fOChLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’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

3a
peyenmom

He
nionsieae

UA/14620/01/04




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpoHK
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

BOPTE3OMIB-BICTA

NopoLUOK A/1A
NPUroTyBaHHA PO3UMHY
A8 iH ekyin no 3,5 mr 1
(h/1aKOH 3 MOPOLLKOM Y
KapTOHHI Kopo6Lyi

Mictpan Kenitan
MeHeXMeHT
Nimiteq

AHrnisA

CiHpaH ®apma
C.P.N

PymyHis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHthopmaL,ito

B IHCTPYKLUi ANns
MeAnYHOro
3acToCcyBaHHS
nikapcbKkoro 3acoby y
posginax
"PapmMakoTepanesTuyHa
rpyna" (LoAo Ha3Bsw),
"Mo6iyHi peakuii”
BiA4MNoBIgHO A0
iHchopmauii
pedyepeHTHOro
nikapcbKoro 3acoby
(BENKEWA®, niodinizat
AN PO34MHY ANns
iH'exuii no 3,5 mr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iCHEeHHS
dhapmakoHarnsagy,
3aTBEPHKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’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 OXOpPOHU
300pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne

3a
peyenmom

He
nionsieae

UA/15234/01/01




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

ANKNODEHAK-
340POB'A ®OPTE

renb, 30 mr/r,no50ryr
Ty6i; no 1 1y6i B
KapTOHHI KopobLyi

ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
"@apmavueBTuyHa
KOMnaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
06MexeHoto
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KoMmnaHis
"3p0pos'a”

YkpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHthopmaL,ito

B IHCTpYKUii Ans
MeAnYHOro
3acTocyBaHHsA
nikapcbKkoro 3acoby y
posginax

"MpoTunokasaHHs",

"Oco6nuBocTi
3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog
BariTHoOCTi abo
rogyBaHHs
rpyaaro” (yTouHeHHs
iHcbopmawii), "MobiyHi
peaxuii" BignosigHoO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekn 3acToCyBaHHSA
Lit0Y0i pevyoBUHN.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO

6e3
peyenma

nionsieae

UA/1539/01/02




KO/IbOpY MO 2 Mr +
TabneTku, BKpUTI
060/10HKOI0, POXEBOIO
Konbopy, 2 Mr/1 mr;
KOMGi-ynakoBka Ne 21:
11 tabnetok 6inoro
Konbopy + 10 TabneTtok
POXeBOro Konbopy y
6nicTepi 3 KanieH4apHO
LwKasoto; no 1 6nictepy
Y KapTOHHIlA nauvui

BHeceHO OHOB/EHY
iHdhopmauito B
IHCTpYyKLUito Ans

MeAn4yHOro
3acTocyBaHHS
nikapcbkoro 3acoby Ao
po3sginis
"®apMaKkoiorivHi
BnacTusocTi"
(iHdhopmauist 3 6esneku),
"TpoTunokasaHHsa",
"B3aemogis 3 iHWmmun
nikapcbknuMmn 3acobamm
Ta iHWi BUan
B3aemog;it",
"Oco6nuBocTi
3acTocyBaHHs"
BiANOBIAHO A0
OHOB/IEHOI iHchopMaLii,
fka 3a3HaveHa B
mMartepianax
peecTpauiiiHoro JoChbE.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOBJIHOBAHOIO 3BITY 3

Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
6. 130AUNBYT® MiKPOKPUCTaNiuHMNIA AT "dapmak” Ykpaina AT "dapmak" YkpaiHa nepepeecTpavis Ha - He UA/15061/01/01
NopoLLoK (cybcTaHuis) y HeobMeXeHwWi TepMiH nionsizae
nakeTax noABiiHNX
nonieTuneHoBux ans
thapmMaLeBTUYHOro
3aCTOCyBaHHSA
7. KAMNOCENIH NOPOLLIOK KpUCTaivyHniA LI3sHcy FOHaHb Kutaii LI3sHcy FOHaHb Kutai MepepeecTpauis Ha - He UA/15603/01/01
abo kpuctanu dapmachbioTikan dapmacbioTikan HeobMeXeHwWi TepMiH niosisieae
(cybeTaHuifn) y naketax Ko., N14. Ko., N14.
noaBiHNX
nonieTuNeHoBux ans
hapmaLeBTUYHOro
3aCTOCyBaHHSA
8. KNIMEH® TabneTku, BKpUTI AngoreH IMNKo Trokcembypr LOENBb®APM PpaHuis MepepeecTpaLis Ha 3a He UA/4856/01/01
060/10HKOI0, 6inoro C.ap.n NiNnnb CAC HeobMeXeHuli TepMiH. peyenmom nionsieae




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

6e3neku, BiANOBIAHO A0
Mopsagky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpainu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyns 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
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

KOMMN/NEPA®

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO,
no 200 mr/25 mr/245 wr,
no 30 TabneTok y
hnakoHi, No 1 dpnakoHy
Y KapPTOHHIl navui

TOB "[JKOHCOH i
J[>KOHCOH YKpaiHa"

YkpaiHa

Bupo6HuLTBO
Hepo3gacoBaHoro
npoaykTy Ta
nepBuHHA
ynakoBka:
MaTeoH IHK.,
KaHaga;
MNepBuHHa
ynakoBka:
lneapg CaiteHcns
Alieneng tOK,
IpnaHgjs;
BTopuHHa
ynakoBka Ta
BUMYCK Cepii:
AncceH-Cinar
C.n.A., ltanis

KaHapa/
Ipnangis/
ITania

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.
3MiHn | TURY - 3MiHK
om0
6e3nekun/edeKkTUBHOCTI
Ta chapmakoHarnsgy.
BBegeHHs1 abo 3MiHU A0
y3arasnibHeHUX AaHnx
npo cuctemy
dhapmakoHarnsgy
(BBEAEHHA
y3arasibHeHNX AaHnX
npo cuctemy
hapmakoHarnagy, smiHa
YMOBHOBAXXEHOT 0CO6M,
BignoBigasibHOI 3a
3[iACHEHHS
thapmakoHarnsgy;
KOHTaKTHOT 0co6u 3
thapmakoHarnsgy
3asBHUKA NS
3[1iiCHEHHS
chapmakoHarnsgy B
YkpaiHi, SKLO0 BOHA
BigMiHHa Bif,

3a
peyenmom

He
nionsieae

UA/14475/01/01
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
YMOBHOB&XEHOI 0coby,
BignoBiganbHOI 3a
3AjiCHEHHS!

(BKTHOYAKOYMN KOHTAKTHi

thapmakoHarnsigy

[AaHi) Ta/abo 3MiHM y
PO3MiLLeHHI MacTep-
thaiina cuctemu
thapmakoHarnsgy)
3MiHa YyNoBHOBaXeHOT
0COo6U 3asBHKKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. fivoua
pepaxuis: Dr. Laurence
Oster-Gozet.
lMponoHoBaHa pefakuis:
ApHayToBa tOnis
NeoHigiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U
3as1BHYKa,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
Micus 3AiiCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaXOAKEHHS
macTep-ghaiina (6e3
Homepa). 3miHu Il Tvny -
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHW y KOpOTKilA
XapakrepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTpYyKUIii ans
MeAnYHOro
3aCTOCYBaHHSA Yy 3B’A3KY
i3 HOBUMW JaHuMK 3
AKOCTI, AOK/IHIYHUMMU,
KAIHIYHUMW AaHMun Ta
JaHumm 3
thapmakoHarnsagy -
3MiHV BHECEHO A0

IHCTPYKUiT Ans
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
MeAn4YHOro
3acTocyBaHHs

nikapcbkoro 3acoby Ao
po3ginis "B3aemogis 3
iHLWIMMK NiKapCbKUMU
3aco6amu Ta iHLWi BUan
B3aemMogiji",
"Oco6nmBoCTi
3aCTOCyBaHHA",
"3paTHiCTb BNIMBATU Ha
LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLWIMMKU MexaHismamn',
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BigNoBigHO A0
iHcbopMmawii CTOCOBHO
6e3neku, sika 3a3HaveHa
B MaTepiasniax
peecTpavuiiHoro AochLE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHeHHs
dhapmakoHarnsagy,
3aTBEPHKEHOr0 HaKka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’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 OXOpPOHU
300pOoB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3Ha4YeHMu y
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
10. KO-CEHTOP® TabneTku, BKpUTI BAT "legeoH YropwuHa BUMyCK cepii: BAT YropwuHa/ MepepeecTpauis Ha 3a He UA/10087/01/03
NNiBKOBOI 060I0HKOHD, PixTep" "l'epeoH PixTep", Monbwa HeobMeXeHuli TepMiH. peuyenmom nionsieae

no 100 mr/12,5 mr no 10
TabneTok y 6nictepi; no
3 6nicTepyn B KAPTOHHIl
ynakoBLi

YropLumHa;
KOHTPO/Ib AKOCTI,
[103BiN Ha BMNYCK

cepir;
BVPOGHMLTBO
Hepo3gacoBaHoro
NpOAyKTY,
nepBuHHA
ynakoBka,
BTOPUHHA
ynakoska: TOB
"l'epeoH PixTep
Monba",
MonbLia

OHoBEHO iHthopmaL,ito
B IHCTPYKLUi ANns
MeAnYHOro
3acTocyBaHHS
nikapcbKoro 3acoby y
po3ginax "B3aemopis 3
HLIMMKN NiKapCbKMK
3aco6amMu Ta iHWi Buan
B3aemogiit",
"Oco6nuBocCTi
3acTocyBaHHs", "[N06i4Hi
peaxuii" BignosigHo A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekun Aitunx
PeyoBWH N03apTaHy i
rigpoxnoporTiasnay.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHK
340pOB’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 OXOpPOHU
300pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHMn y
nepioAnMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
11. MOMETAS3O0OHY NopoLLOoK (cybcTaHuis) y XoBioH MopTyranis XoBioH MopTyranis MepepeecTpauis Ha - He UA/15088/01/01
DYPOAT nonieTuneHoBmx dapmaCbeHcia CA dapmaCbeHcia CA HeobMeXeHui TepMiH niossieae
nAsLwkax Ta Miwkax gns
thapmMaLeBTUYHOro
3aCcTOCyBaHHSA
12. HE®POAON TabneTkn, BKpUTI TOB Ykpaina MpAT “"TexHonor" YkpaiHa MepepeecTpavis Ha 6e3 nionsieae UA/15033/01/01
060/10HKO0, N0 10 "®apmaLeBTuyHa HeobMeXeHuli TepMiH. peyenma
Tabnetok y 6nictepi; no KoMnaHis OHoBEHO iHhopmaLito
6 6nicTepis y naywj i3 "CANKOTAPIC" B IHCTPYKLUi ANs

KapToHy

MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3gaini "3actocyBaHHs Y
nepiog, BaritTHocTi abo
roflyBaHHs rpyaa”
BigNoBigHO A0
iHchopMmaui
pedyepeHTHOro
nikapcbKoro 3acoby
KAHE®POH® H
(TabneTkn, BKpUTI
060/10HKO1).

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
MiHicTepcTBa 0XOpoHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogMYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
6e3neku.

13. MAPALIETAMO/ KpucTaniyHmii NopoLloK AT "dapmak” YkpaiHa Xebeii LI3ixeH KuTai nepepeecTpawis Ha - He UA/15280/01/01
(cybeTaHuin) y (Fpyn) HEOBMEXEHUI TEPMIH nionsieae
noAaBiliHMX dapmacbloTikan
nonieTuneHoBmX Ko., N1A4.
nakeTtax abo
[ABOLLAPOBUX HACUMHUX
Milkax ons
hapmaLeBTUYHOro
3aCTOCyBaHHSA

14. MNIK/IOH TabNETKU, BKPUTI AT "KMIBCbKM YkpaiHa AT "KMIBCbKIN YkpaiHa MepepeecTpallis Ha 3a He UA/5283/01/01
MNiBKOBOI 0GO/OHKOIO, BITAMIHHUIA BITAMIHHW HeoBMeXeHNIi TEPMIH. peuenmom nionsizae
no 7,5 mr, no 10 3ABO/" 3ABOL" OHoB/eHo iHhopmaLito

Tabnetok y 6nictepi; no
1 6nictepy B nauui

y po3ginax
"Moka3aHHA"(YyTOUYHEHHS
), "MpoTunokasaHHsA",
"B3aemogis 3 iHWmMun
niKkapcbknumy 3acobamm
Ta iHWi Bnan
B3aemogiit",
"Oco6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHsA y nepiog,
BariTHoCTi abo
rogyBaHHs
rpyaaro” (yTouHeHHs
iHchopMmawii), "3aaTHicTb
BMN/IMBATW Ha LIBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaAHCMOPTOM abo
HLLIMMK
MexaHisMamu'"(yTOYHEHH
51 iHchopmau,ii), "Cnocio
3aCTOCyBaHHA Ta
[031"(YTOUHEHHSA
iHchopmawi),
"Mepepo3yBaHHA",
"Mo6iyHi peakwi"
IHCTPYKUIiT Ans
MeAnYHOro
3acToCyBaHHsA
NiKapcbKoro 3acoby
Bi4NOBIAHO A0
OHOB/IEHOT iHdopMaLli
oo 6e3sneku
3aCTOCYBaHHA fAitoyoi
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
PEeyOoBUHN.
MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOr O 3BITY 3
6e3neku, BigNoBifHO A0
Mopsaky 34jiACHEHHS
chapmakoHarnsagy,
3aTBEPAKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOoHU
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cCTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
15. MAKOLWA EeKCTPaKT Cyxui AT "dapmak” Ykpaina AnbaH Mionnep dpaHuin MepepeecTpavis Ha - He UA/15417/01/01
3BUYAHOIo (cybcTaHuis) B nakeTax IHTEepHeLHN HeobMeXeHwWi TepMiH nionsizae
nncTA YOTMPLOXLLAPOBUX AN
hapmaLleBTUYHOro
3aCTOCyBaHHSA
16. MPErFABANIH NnopoLLoK (CybecTaHLis) B AT "dapmak” YkpaiHa OJIOH Ec.Ni.En. ITanisa MepepeecTpauis Ha - He UA/15219/01/01
MilLKax NnoABiHMX HEOOMEXEHUIA TEPMIH nidnsieae
nonieTuNeHoBux ans
hapmaLeBTUYHOro
3aCTOCyBaHHSA
17. POBAMILUVH® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I C.IN.A. ITanis MepepeecTpaLis Ha 3a He UA/6053/01/01
06010HKOt0, No 1500 ABeHTIC YkpaiHa" HeobMeXeHuli TepMiH. peyenmom nionsieae
000 MO; Nel6 (8x2): no
8 TabneTtok y 6nictepi; OHoB/eHo iHhopmaLito
no 2 6nictepu B B IHCTPYKLU|i ANs
KapTOHHI Kopo6Li MeZNYHOro
3acTocyBaHHS
nikapcbKoro 3acoby B
po3gini "Mo6iuHi peakuii”
BiAnoBigHO A0
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

mMarepianis
peecTpaLiiiHoro Aocbe.

MepioanyHICTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHK
3,0p0B'A YKpaiHu Big, 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

18.

POBAMILVH®

TabneTku, BKpUTI
060/10HKOI0, No 3 000
000 MO; Nel10 (10x1):
no 10 TabneTtok y
6nictepi, no 1 6nictepy
B KapTOHHIin kopobui

TOB "CaHodi-
ABeHTIC YkpaiHa"

YkpaiHa

CAHO®I C.I.A.

ITanis

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.

OHoBreHo iHdhopmaL,ito
B IHCTPYKUIT Ansa
MeAnYHOro
3acTocyBaHHSA
nNiKapcbkoro 3acoby B
po3gini "Mo6iuHi peakuii"
BigNoBigHO A0
MaTtepianis
peecTpaLiniHOro fOChLE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iiCHEeHHS
dhapmakoHarnsgy,

3a
peyenmom

He
nionsieae

UA/6053/01/02

17




n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
Ykpainu 29 ciyHs 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
nepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

19.

CUHTOMILWVH

NiHiMeHT s
30BHILUHLOIO
3acTocyBaHHs, 50 mr/r;
no 25 ry Ty6i; no 1 Ty6i
B Naui 3 KapTOHYy

NAT
"Ximthapm3asos,
"YepsoHa 3ipka"

YkpaiHa

NAT
"Ximchapm3asopg
"YepBoHa 3ipka"

YKpaiHa

MepepeecTpavia Ha
HeobMeXeHuli TepMiH.
OHoBEHO iHthopmaL,ito

B IHCTpYKUii Ans
MeAnYHOro
3acToCyBaHHsA
nikapcbKoro 3acoby y
po3aini "OcobnunBocCTi
3aCcToCyBaHHA",
BigNoBigHO A0
OHOBNEHOT iHhopMaLli 3
6e3nekn 3acTocyBaHHsA
LjiroY0T Ta AONOMDKHMX
PEYOBUH.

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 3AiCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTui
Ykpainu 29 ciyHs 2007

6e3
peyenma

niosnsieae

UA/15277/01/01
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n/n

Ha3sBsa nikapcbko2o
3acoby

Popma sUnyCcKy
(nikapcbka gpopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsioYeHHs

poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
300pOB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

20.

CUHTOMILWVH

NiHIMeHT ans
30BHILLUHLOTO
3acTocyBaHHs, 100 mr/r;
no 25 ry Ty6i; no 1 Ty6i
B NauLli 3 KapTOHY

NAT
"Ximchapmszasog,
"UepBoHa 3ipka"

Ykpaina

NAT
"Ximcpapmsasos
"UepBoHa 3ipka"

YkpaiHa

MepepeecTpavis Ha
HeobMeXxeHuli TepPMiH.
OHoBeHO iHhopmaLito
B IHCTPYKUiT Ans
MeAn4yHOro
3acTocyBaHHS
NiKapcbKoro 3acoby y
po3gaini "OcobnuBocTi
3aCTOCyBaHHA",
BiA4MNoBIgHO A0
OHOBJIEHOT iHhopMmaLii 3
6e3nekn 3acToCyBaHHsA
Ai0YOoT Ta JOMOMDKHUX
PEYOBUH.

MepiognyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,

6e3
peyenma

nionsieae

UA/15277/01/02
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
3a3HaveHmMn y
nepioAMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
21. CO®DTEH3UN® TabneTtku AT "Codchapma” Bonrapis Bupo6HMLTBO Bonrapis MepepeecTpaLis Ha 3a He UA/14809/01/01
NPOJIOHrOBaHOI Aji No Hepo3chacoBaHo| HeobMeXeHuli TepPMiH. peyernmom nions2ae
1,5 mr no 10 TabneTok y NpoAyKLUii, OHoBreHo iHdhopmaL,ito
6nicTepi; no 3 6nictepu nepBrHHa Ta y po3sginax "B3aemogis 3
Y KapPTOHHIl navui BTOPUHHA IHLIMMKN NiKapCbKMM
yrnakoBka: 3acobamu Ta iHLWi BUAn
AT "Codpapma”, B3aemogiit",
Bonrapisi; "Oco6nmBocTi
[o3Bin Ha Bunyck 3aCTOCyBaHHA",
cepit: "3acTocyBaHHA y nepiog
AT "Codpapma”, BariTHOCTi abo
Bonrapis rogyBaHHs

rpyaato” (yTouHeHHs
iHchopmawii), "MoGiyHi
peakuii" iHCTpyKLUii gns
MeAnYHOro
3acToCyBaHHS
nikapcbKoro 3acoby
BigNoBigHO A0
OHOB/IEHOT IHdopmaLlii
00 pedepeHTHOro
niKkapcbKoro 3acoby
Tertensif® SR 1.5 mg
tablet (B YkpaiHi He
3apPEECTPOBAHWN).

MepiognyHiCTb NOAAHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BiANoBiAHO A0
Mopsaaky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHU
340pOB’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 0XOpOHU
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
300pOoB's YkpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHImMn y
nepioANYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
22, CTPENCI/IC® BE3 NbOASHUKM MO 8 PekkiTT BeHkizep Benvka PekkiTT BeHkizep Benvka MepepeecTpavis Ha 6e3 nionsieae UA/4927/01/01
LYKPY, 31 CMAKOM NbOASHUKIB y 6nicTepi; Xenckep BputaHis Xenckep BputaHis HeobMeXeHuli TepPMiH. peyenma
NAMOHA no 2 6nictepu B IHTEpHELUHN IHTepHeLwHN OHoBEHO iHhopmaLito
KapTOHHI kopobuj; no Nimiteq Nimiteq B IHCTPYKLU|i ANs

12 nboAsAHUKIB Y
6nicTepi; no 1 abo no 2
6nicTepy B KapPTOHHIi
Kopoo6Li

MeAn4yHOro
3acTocyBaHHS
nikapcbKoro 3acoby B
po3ginax
"PapmMakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs TekCTy
6e3 3MiHu kogy ATX),
"Oco6nuBocTi
3actocyBaHHs", "Cnocio
3acTocyBaHHs Ta no3n”
(yTouHeHHs iHchopmauii),
"Mo6iuHi peakwyii"
BigNoBigHO A0
marepianis
peecTpauiiHoro JoChbE.

MepioAnyHICTb NOAAHHSA
perynsipHo
OHOB/IIOBAHOT O 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 34iACHEeHHS
dhapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3om
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 0XOpOHK
300pOoB's YKpaiHu Big 26
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Ne Ha3sBsa nikapcbko2o ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA npoyeoypa Bionycky aHHs peecmpayjitiHo2o
yrnakoska) nocsioYyeHHs
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepioAnMYHOCTI NoAAaHHSA
perynsipHmx 3BiTiB 3
6e3neku.
23. CYNb®AAVNMETOKC | kpucCTasliuHuiA NOPOLLIOK ToBapucTBo 3 YkpaiHa YKEL3AH KUTAVCBKA nepepeecTpawis Ha - He UA/15533/01/01
NH (cybeTaHuis) y obmexeHoto LIBFOYXOY HAPOOHA HeobMeXeHuin TepMiH nions2ae
noaBiHNX BiANOBiAA/IbHICTIO ®APMACBIOTIKA | PECMYB/IKA
nonieTuneHoBmX "PapmavueBTuyHa N KO., NTA4.
naketax onas KOMnaHis
hapmaLeBTUYHOIO "3popos'a”
3aCTOCyBaHHSA

FeHepasibHUIA gUPEKTOpP
AvpekTopaTty dpapmaLeBTUUHOro 3a6e3neyeHHs
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MEPENIK

AopaTok 3
Ao Hakasy MiHicTepcTBa 0XOPOHU
3A0pOB’A YKpaiHu

Ne

NIKAPCbKUX 3ACOBIB, WOA0 AKNX MPOMOHYETLCA BHECEHHSA 3MIH 40 PEECTPALJIAHNX MATEPIANIB

mn abo no 100 mny
onakoHax i3 nonieTuneny
abo ckna, no 1 chnakoHy 3
MipHOIO JTOXKOK Y
KapTOHHI ynakoBLi

npvBeAeHHs pefakLii 3a3HauyeHHs
ymoB 36epiraHHsa B MKA N13 go
BuMOr HactaHoBu «/likapCbki
3aco6u. BunpobyBaHHs
cTabinbHoCTI. HactaHoBa 42-
3.3:2004» 6e3 3MiHM hakTUIHUX
ymoB 36epiraHHs: 36epiratv npu
Temneparypi He Buwe 25 °C, B
3axyLLieHoMy Bif CBiTNa Ta
HeZoCTyNHOMY ANs AiTelt Micui.
3anponoHoBaHo: YMOBU
3BEPITAHHSA. 36epiratn npu
Temnepartypi He Bulle 25 °C B
opvriHanbHii ynakosL,i. BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY -
3MiHM Wwoao

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JNliKapcbKo20 (nikapcbka ¢popma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1. 5-HOK® TabneTku, BKpUTI CaHpo3 CnoBeHis Nek CnoBeHis BHECEHHS 3MiH 0 peecTpaLliiHux | 3a peyenmom UA/8295/01/01
060/10HKO10, 1o 50 mr, No dapmacbioTikans g.4. PapmaneBTUYHA martepianis: 3MiHU | TUNY - 3MiHK
50 TabneToK y KOHTelHepi; KoMnaHis 4.4, Loao 6e3nekn/edreKTMBHOCTI Ta
no 1 KoHTelHepy y thapmakoHarnsgy (iHwi 3MiHn) -
KapTOHHI KOpoo6Li OHOB/IEHHS TEKCTY MapKyBaHHs
yNakoBKM MikapcbKoro 3acoby 3
BHECEHHSM iHchopMmallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
3amiHa po3giny “I'padivHe
0hopMNIEHHS YNakoBKN” Ha
“MapkyBaHHs" B MKA /13;
3anponoHoBaHo: MAPKYBAHHA
3rigHo 3 3aTBEPIKEHVM TEKCTOM
MapKyBaHHSA.
TepMmiH BBeEHHS 3MiH: MPOTSAroM
6 MicALiB nicnsa 3aTBEPAKEHHS
2. L-UET® cupon, 2,5 mr/5 mn no 60 TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 peyenma UA/8612/02/01
DAPM" marepianis: 3MiHu | TUNy -
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po34iny
«MapKyBaHHs» 3anponoHOBaHO:
3rigHo i3 3aTBEpAXEHUM TEKCTOM
MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3aco6y 3 BHECEHHSAM iHchopMmalii
LLI0A0 3a3HAYEHHS OANHNLb
BMMIpIOBaHHA Y cuctemi Sl, a
TaKoX BHECEHHS iHchopMmauil
3rigHO 3 IHCTPYKUiEto ANs
MeJUYHOIO 3aCTOCYBaHHSI
nikapcbKoro 3acoby Wwoao
nokasaHb Ta BIKOBOI kaTeropii
AiTei. BBeAeHHS 3MiH NpoTarom 6-
TV MicsiLiB nicnsi 3aTBEpPAKEHHS

AJQANTON®

Tabnetku no 500 mr; no 10
TabneTtok y 6nictepi; no 2
6nictepn B navui

AT "OnaitHchapm"

Natsis

AT "OnaiiHdpapm"

Nartsia

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHOT 0COBU YNOBHOBaXeHOT
0Cco6u 3asiBHMKA, BiANOBIAA/IbHOT
3a thapmakoHarnsg, B YkpaiHi.
MponoHosaHa pepgakis: Mpuckoka
AHgpiin Onerosuy. 3miHa
KOHTaKTHUX AaHUX KOHTakKTHOI
0Cco6U YyNOBHOBaXXEHOI 0CO6YU
3as1BHVIKA, BignoBiAa/IbHOT 32
hapmakoHarniag B Ykpaini

6e3 peyenma

UA/2785/01/01

AJELVKNON

nopoLuok, 400 mr/5 mn Ta
PO3YMHHVK AN PO3YMHY

KYMN®EP BIOTEX,
YAB

JintoBcbKa
Pecny6nika

BIOME/ZIKA
POCKAMA

ITanisa

BHECEHHS 3MiH O peecTpaLiiHmnx
MaTepianis: 3MiHu | TNy - 3MiHK

3a peyenmom

UA/15300/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

Ans iH'ekui; 5 dhnakoHis 3
nopoLuKom i 5 amnyn 3
pO34MHHMKOM (L-ni3unH (50
% BOAHWUIA PO3UUH), Y
nepepaxyBaHHi Ha L-ni3uH,
HaTpito rigpokecusa, Boay
ANs iH'eKuin) no 5 mny
KOHTYPHIli YapyHKOBIi
ynakoBLii; N0 1 KOHTYpHIlA
YapyHKOBIli ynakoBLji y
naui

IHOYCTPIA KIMIKO
®APMACBIOTIKA
CnA

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHsA" MKA 13"
3aTBepKeHo: MapkyBaHHS.
JopaeTtbeca 3anponoHoBaHo:
MapkyBaHHs. 3rifgHo
3aTBEPPKEHOrO TEKCTY
MapkyBaHHA OHOB/IEHHSA TEKCTY
MapKyBaHHS! yNakoBKW JliKapCbKoro
3ac06y 3 BHECEHHSAM iHthopMmalii
LLIO0A0 3a3HAYEHHS OAVHNLb
BMMIptOBaHHA y cuctemi Sl
BBegeHHs 3MiH npoTsirom 6-Tn
MiCALiB Nicna 3aTBepAKEHHS;
3MiHW | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoBifaE
BMPOGHMK/IMNOpPTEpP, BKOYaUN
BWMYCK Cepiii) - 3MiHa Ha3Bu Ta
YTOYHEHHS afpecy BUPOGHUKa,
6e3 3MiHN MicLA BUPOBGHMLTBA
(BBegeHHs 3MiH NpOTAroM 6-Tn
MicALiB Nicnsa 3aTBepIKEHHS)

3a peyenmom

UA/5272/01/01

AAPEHANIH-
OAPHULA

PO34MH AN iH'exuin, 1,8
mr/mn, no 1 mn B amnyni,
no 5 amnyn y KOHTYpHii
YapyHKOBIN ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBkM B naull; no 1 mn
B amnyni, no 10 amnyny
KOHTYPHili YapyHKOBIi
ynakoBLii, N0 1 KOHTYPHIiA
YapyHKOBI yNakoBL,i B
nauvui

MpAT
"GapmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)

Ta/ab0 3MiHWN Yy PO3MILLEHHI
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,
3anponoHoBaHo: Typok B'ayecnas
B'ayecnasosuy

A3SUTPOMILUVH

NMOPOLLIOK (CybCTaHLis) ans
hapmaLeBTUYHOro
3aCTOCYBaHHS y NOABIAHNX
NnosieTUNEHOBUX MiLLKax

CnifnlbHe yKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"CMEPKO YKPAIHA"

YKpaina

Epkpoc, C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
nofaHHs OHOB/IEHOTO
CepTudbikaty BignosigHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2007-206-Rev 02
(nonepepHs Bepcis R1-CEP 2007-
206-Rev 01) Bif BXE
3aTBEPKEHOIO BUPOGHMKA
ERCROS S.A,, IcnaHisa gns A®l
AsutpomiuuHy (y dopmi
ourigpaTty) Ta, sk Hacnigok,
BHECEeHHS 3MiH [0 po34iny
«3asINLLKOBI KiNIbKOCTI OpraHiyHmx
PO3UVHHUKN» METOiB KOHTPOJTHO
akocTi 13

UA/5732/01/01

A3SUTPOMILUVH
€BPO

TabneTku, BKPUTI
060/10HKO10, M0 125 Mmr; no
6 TabneTok y 6nictepi; no
1 6nictepy y kopobui

"FOHiK
PapmacboTnKasl
Na6opartopiz"
(BigainerHs cipmu
"Ix. B. Kemikans eHpg,
dapmacboTrKan3
Nt

IHais

FOHiK
PapmacboTukan
Na6opaTopis
(BigaineHHs dipmn
"x. Bb. Kemikans
eHp
PapmacboTVKan3
ntp")

IHais

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHs» MKA N13;
3anponoHoBaHo: MapKyBaHHs.
3rifgHO 3aTBEPKEHOTO TEKCTY

MapkyBaHHS. OHOBMIEHHSA TEKCTY

MapKyBaHHs NepBUHHOT Ta

BTOPWHHOT YNaKkoBKM NiKapCbKOro

3aco0by. BBefieHHs 3MiH NPOTSArom

3-x micsLiB nicnsA 3aTBEpAYKEHHSA

3a peyenmom

UA/7280/01/01

A3SUTPOMILUVH
€BPO

TabneTkun, BKpUTI
060/10HKO10, NO 250 Mr; no
6 TabneTok y 6nictepi; no
1 6nicTepy y kopobui

"HOHiK
dapmMacboTUKasl
Nab6opartopiz"
(BigaineHHs dipmu
"Ix. B. Kemikan3s eHpg,
PapmacboTrKan3
nTat)

IHgis

FOHiK
dPapmacboTuKan
NabopaTtopi3
(BigaineHHs dipmmn
"Ix. b. Kemikan3s
eHp
dapmacboTukan3
nrp.)

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHa» MKA 13,
3anponoHoBaHo: MapKyBaHHS.
3rigHoO 3aTBEPKEHOr0 TEKCTY

MapKyBaHHS. OHOB/IEHHSA TEKCTY

3a peyenmom

UA/7280/01/02

26




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHs NepPBUHHOT Ta
BTOPVHHOT YNakoBKM NiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTSArom
3-X MicsLiB nicns 3aTBEPAKEHHS

A3SUTPOMILUVH
€BPO

TabneTku, BKpUTI
060/10HKO0, No 500 Mr; no
3 TabneTtkun y 6aictepi; no
1 6nicTepy y kopobui

"tOHiK
PapmacbioTnKasl
Nab6opartopiz"
(BiogineHHs dipmu

"Ix. B. Kemikans eHg

PapmacboTrKan3
Nta.")

IHAjsA

tOHiK
PapmacboTvKan
NlabopaTtopi3
(BipAineHHs hipmun
"x. B. Kemikan3
eHf
dapmacboTVKan3
NTa.")

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA /13;
3anpornoHosaHo: MapKyBaHHs.
3rifHO 3aTBEPYKEHOIO TEKCTY

MapKyBaHHs. OHOB/IEHHA TEKCTY

MapKyBaHHA NepBUHHOT Ta

BTOPUHHOI YNakoBKMW NikapCbKoro

3acoby. BBefieHHs 3MiH NPOTSArom

3-x MicsUiB nicns 3aTBEPKEHHS

3a peuenmom

UA/7280/01/03

10.

ASNUNH®

TabneTku, BKPUTI
060/10HKOt0, N0 500 Mr no
3 TabneTkn y KOHTYpHil
YapyHKoBIli ynakosLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayui

MpAT
"®bapmMaueBTNYHa
ipma "OapHuus”

YkpaiHa

MpAT
"papmaLeBTUYHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOI 0co6H,
BiANOBIfA/IbHOT 32 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BigNOBiAabHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - 3amiHa

YMOBHOBaXEHOT 0CO6Y 3asBHMKA,

BiANOBIAA/IbHOT 32
hapmakoHarnsag.
3anponoHoBaHo: Typok B'auecnas
B'ayecnasosuy

3a peyenmom

UA/0137/02/01

11.

AKKYNPO®

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOI0, MO
5 wr; no 10 TabneTok y
6nictepi; no 3 6nictepn y
KapTOHHiiA KOpo6L;

M®ANIEP IHK.

CLWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MrmeXx

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
OHOBJ/IEHHSA afipecy B/lacHUKa
mMacTtpe-gpaiina Ha Adl, a came
Farmhispania, S. A., a Takox
npmBeAeHHs Ha3BW BUPOGHNYOI

3a peyenmom

UA/1570/01/01

27




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

AinbHuui Rolabo Outsourcing S.L.
Yy BifMoOBIAHICTb J0 AOKYMeHTaL,i
BUpOo6HMKa (3aTBepokeHo: Rolabo
S.L.); 3miHu | TUNY - BUNYYeHHSA
BMPOGHWYOT AinbHNLi Ans AdI,
Farmhispania, S.A.
3anponoHosaHo: Rolabo
Outsourcing S.L; 3miHu | Tuny -
3MiHK o po3giny 3.2.S.2.2. Onuc
BMPOBHMYOrO NpoLecy Ta ioro
KOHTPO/II0, @ caMe A0AaHHSA onucy
LLIOZI0 BUKOPUCTAHHSA
BiJHOB/IEHOTO PO3YMHHMKA
(aueToHITpUNY) Ha OCTaHHIl cTagji
cuHTe3y A®L. [aHwuii npouec
BMKOPVICTOBYBCS i paHille, ane He
6yB onuncaHwin B nonepeaHix
Bepcisix MmacTep-gpaiina Ha Adl,
3MiHW | TUMY - HE3HAYHI 3MiHW Y
BMPOGHMYOMY npoueci A®| Ha
nepuiii cTagii cuHTesy, a came
BUKOPWUCTaHHS TPUETUIAMIHY Ha
nepuiii ctagii cuHTesy 6yno
3aMiHeHO Ha BUKOPUCTaHHA
HaTpito kapboHaty; 3miHu | Tuny -
OHOBJ1IEHHSA 3aKPUTOT YacTUHK
macTep-gpaiina Ha APl 3 EDMF-
RP-106/0608 Am. 0518 Ha EDMF-
RP-106/0608 Am. 1118; 3miHu |
TUNy - 36iNbLIEHHS Po3Mipy cepii
A®I 3 200 kr go 248,8 kr +/- 27,5
Kr; 3MiHW | TUNy - YAOCKOHaUIEHHS
YNaKkoBKW N5 rapaHTyBaHHS
BignosigHocTi cneyudikauii API
1040 BMIiCTY BOAW 3riHO BUMOram
EP. MNepBuHHa ynakoska
3a/IMWAETLCA NOABINHOK
nonieTUIEHOBOK NIBKOK HU3bKOI
LWINbHOCTI, ane MK BHYTPILHIM i
30BHILLUHIM NOMIETUIEHOBNMM
MilLKaMu-BKIaguwamm AOAaETbCA
MILLOK 3 OcyLLyBayeM, Takox
TOBLLUMHA MilLKa 36iNblUyETbCA 3
300 go 500 kanibpy, B NOPIBHSAHHSA
3 nonepeAHbLO0 YNaKoBKOIO;
3MiHM | TUMY - CKOPOYEHHs nepiogy
NOBTOPHOro TecTyBaHHA Ad| 3 48
Micauis Ao 36 micsuiB; 3MiHM |
TUMY - NpuBeAeHHs cneundikawii
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10 mr; no 10 TabneTok y
6nictepi; no 3 6rictepn y
KapTOHHIiA KOpoo6Li

[Loiunens MeX

OHOBJ/IEHHS afipecy B/lacCHUKa
mMacTpe-thaiina Ha Adl, a came
Farmhispania, S. A., a Takox
npuBefeHHs Ha3Bu BUPOBHNYOT
AinbHuui Rolabo Outsourcing S.L.
Y BiANOBIZHICTb 40 AOKYMeHTaLT
BMpO6HUKa (3aTeepmxeHo: Rolabo
S.L.); 3MiHK | TRy - BUNYyYEHHS
BMPOGHWYOT AinbHNLi ans AdI,
Farmhispania, S.A.
3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHu | Tuny -
3MiHM go po3giny 3.2.5.2.2. Onuc
BMPOBHMYOrO NpoLecy Ta ioro
KOHTPO/I0, a caMe JoAaHHS onucy
LLI0A0 BUKOPUCTaHHSA
BiJHOB/IEHOTO PO3YMHHMKA
(aueToHiTpUNY) Ha OCTaHHIl cTagji
cuHTe3y A®I. laHwii npouec
BMKOPUCTOBYBCS i paHile, ane He
6yB onuncaHuin B nonepeaHix
Bepcisix MmacTep-palina Ha Adl,
3MiHK | TUNY - HE3HAYHI 3MiHN Y
BMPOGHMYOMY npoueci A®| Ha
nepLuiin cTagii cuHTesy, a came
BMKOPWCTaHHS TpUeTuIaMiHy Ha
nepuiii ctagii cuHTesy 6yno
3aMiHEHO Ha BUKOPUCTaHHSA
HaTpilo kapboHaty; 3miHu | Tuny -
OHOBJIEHHA 3aKPUTOI YacTUHU
macTep-goaiina Ha APl 3 EDMF-
RP-106/0608 Am. 0518 Ha EDMF-
RP-106/0608 Am. 1118; 3MiHu |
TUMYy - 36iNbLEHHA Po3Mipy cepil
A®I 3 200 kr go 248,8 kr +/- 27,5
Kr; 3MiHW | TUMY - YAOCKOHA/IEHHS
yNakoBKW 717 rapaHTyBaHHsA
BiAMNOBIAHOCTI cneumdikauii Ad|
00 BMICTY BOAY 3rigHO BUMOram
EP. MNepBrHHa ynakoBka
3aMLWa€eTbCS NOABIHOK
nonieTUIEHOBOK NAIBKOK HU3bLKOT
LLi/TBHOCTI, @/1e MK BHYTPILLHIM i

30BHILWHIM NONIETUIEHOBAMU

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
A®I kBiHanpwny rigpoxnopugy y
BiANOBIAHICTb A0 MoHOrpadii EP
Quinapril hydrochloride
12. AKKYNPO® TabneTkn, BKPUTI MOANIEP IHK. CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/1570/01/02
N1iBKOBOK 060/10HKOHO, MO MeHtodhekyypuHr marepianis: 3miHu | TUny -
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Ymosu

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MilLKaMu-BKNaguLwammn 4oaaeTbes
MILLOK 3 OCyLLyBayeM, Takox
TOBLUMHA MilLKa 36i/1bLUYETHCA 3
300 go 500 kanibpy, B NOPIBHSAHHSA
3 nonepeAHbLOI0 YNaKoBKOIO;
3MiHM | TUMY - CKOPOYEHHS Nepioay
NMOBTOPHOro TecTyBaHHA Ad| 3 48
MicsiliB Ao 36 micsuiB; 3miHK |
UMY - NpUBeAEHHS cneuundikawi
A®| kBiHanpwny rigpoxnopugy y
BiANOBIAHICTb A0 MoHOrpadii EP
Quinapril hydrochloride

UA/1570/01/03

13.

AKKYMPO®

TabneTkn, BKPUTI
NNiBKOBOK 06GO/MOHKOL0, NO
20 wr; no 10 TabneTtok y
6nictepi; no 3 6rictepn y
KapTOHHiA KOpoo6Li

MN®ANSEP IHK.

CLA

Mdpaiizep
MeHtodhekyypuHr
[Loiunens M6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
OHOBJ/IEHHS afipecy B/lacCHUKa
MacTpe-thaiina Ha Adl, a came
Farmhispania, S. A., a Takox
npuBefeHHs Ha3Bu BUPOBHNYOT
AinbHuui Rolabo Outsourcing S.L.
Y BiANOBIAHICTb 40 AOKYMeHTaLT
BMpO6HUKa (3aTeepmxeHo: Rolabo
S.L.); 3MiHK | TURy - BUNYyYEHHS
BMPOGHWYOT AinbHNLi ans AdI,
Farmhispania, S.A.
3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHu | Tuny -
3MiHM go po3giny 3.2.5.2.2. Onuc
BMPOBHMYOrO NpoLecy Ta ioro
KOHTPO/I0, @ caMe A0AaHHSA onucy
LLI0A0 BUKOPUCTaHHSA
BifJHOB/IEHOTO PO3YMHHMKA
(aueToHiTpUNY) Ha OCTaHHIl cTagji
cuHTe3y A®I. laHwii npouec
BMKOPUCTOBYBCS i paHile, ane He
6yB onuncaHuin B nonepeaHix
Bepcisix MacTep-palina Ha Adl,
3MiHK | TUNY - HE3HAYHI 3MiHN Y
BMPOGHMYOMY npoueci A®| Ha
nepLuii cTagii cuHTesy, a came
BUKOPWCTaHHA TPUETUIaMiHy Ha
nepuiii ctagii cuHTesy 6yno
3aMiHEHO Ha BUKOPUCTaHHSA
HaTpilo kapboHaty; 3miHu | Tuny -
OHOBJIEHHA 3aKPUTOT YacTUHU
macTep-goaiina Ha APl 3 EDMF-
RP-106/0608 Am. 0518 Ha EDMF-
RP-106/0608 Am. 1118; 3MiHu |
TUMYy - 36iNbLEHHA Po3Mipy cepil
A®I 3 200 kr o 248,8 kr +/- 27,5

3a peyenmom
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Kr; 3MiHW | TUMY - YAOCKOHaUIEHHSA
YNaKoBKN 151 rapaHTyBaHHS
BiANOBIAHOCTI cneumdikauii AdD|
LLIOA0 BMICTY BOAM 3riHO BUMOram
EP. MNepBunHHa ynakoska
3a/IMLWAETLCA NOABIHO
nonieTMIEHOBO NAIBKOK HU3bKOT
LLibHOCTI, @/1e MK BHYTPILLHIM i
30BHILLUHIM NOMiIeTUIEHOBNMM
MilLKaMu-BKNaguLwammn oaaeTbCs
MILLOK 3 OCyLLyBayeM, Takox
TOBLUMHA MilLKa 36i/1bLUYETHCA 3
300 go 500 kanibpy, B NOPIBHSAHHSA
3 nonepeAHbLO0 YNaKoBKOIO;
3MiHM | TUMY - CKOPOYEHHS Nepioay
NMOBTOPHOro TecTyBaHHA Ad| 3 48
MicsiliB Ao 36 micsuiB; 3MiHK |
UMYy - NpUBeAEHHS cneumnadikaii
A®| kBiHanpwny rigpoxnopugy y
BiANOBIAHICTL A0 MoHOrpadii EP
Quinapril hydrochloride

14.

AKHETIH®

Kancynu no 8 mr no 10
kancyny 6nictepi; no 3
6nicTepn y KapTOHHiiA
Kopobui

AapaH-IaneHceknii
Na6opartopiii 4.4.

Xopgaris

C.M.B. TexHonomxi
CA

Benbris

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHMKA, BiANOBIAa/IbHOI 3a
dhapmakoHarsiag B YkpaiHi

3a peyenmom

UA/10316/01/01

15.

AKHETIH®

kancynu no 16 mr no 10
Kancyn y 6nictepi; no 3
61icTepn y KapTOHHIN

AapaH-TaneHcbkuii
Nab6opartopiii 4.4.

Xopsaris

C.M.B. TexHonomxi
CA

Benbrig

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
o0 6e3nekn/edyekTMBHOCTI Ta

3a peyenmom

UA/10316/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Kopobui thapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHVIKa, BiANOBIAAbHOT 38
hapmakoHarnsg B Ykpaini
16. ANEPIOMAKC TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/10913/01/01
N1iBKOBOK 060JI0HKOIO, MO 06MexeHoto obmMexeHoo marepianis: 3MiHu | TUNy -
5 mr, no 10 TabneTok y BigNoBiga/IbHICTIO BiAMOBIAA/IbHICTIO BBEEHHS 404ATKOBOro
6nicTepi; no 1 6nictepy B "®apmMaueBTNYHa "papmaLeBTUYHa TMNOpOo3Mipy 6nicTepy, LWo
KOpo6Li 3 KapTOHY KoMnaHis "3g0pos'a” KOMnaHis BK1afaeTbcs B kKOPo6ky Ne 10
"3popoB'sa", YkpaiHa (10x1) po 3aTBEPAKEHOrO PO3MIpY
(Bci cTapgji ynakoBok (Ne 10 (10x1)). AkicHuii
BMPOGHULITBA, Ta KinbKicHUIA cknag, nakyBaslbHOro
KOHTPO/Ib SIKOCTI, mMartepiany 3a/mwmnBcs 6e3 3miH
BUNYCK cepii);
ToBapucTso 3
06MEXEHO
BiANoOBiAANbHICTIO
"®APMEKC rPyn",
YkpaiHa (Bci cTagii
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI)
17. ANNECTA® TabneTkn, BKpUTI AJTKANOIA, ALl Ckon'e Pecny6nika AJNTIKANOIQ AL Pecny6nika BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyenmom UA/4290/01/02
N1iBKOBOK 060J10HKO, MO MiBHiYHA Ckon'e MiBHiYHA mMaTtepianis: TeXHIYHa NoOMUIKa
20 mr: no 10 TabneTtok y MakeaoHis MakenoHis (3rigHo Haka3y MO3 Big,

6nicTepi; no 3 6rictepu B
KapTOHHI Kopo6ui; no 14
TabneTtok y 6nictepi; no 2
6nicTepn y KapTOHHI
KopooLi

23.07.2015 Ne 460) - TexHiuHy
NMOMWJIKY BUNPAB/IEHO Y TEKCTi
MapKyBaHHs NMEePBUHHOT YNaKoBKN
Ne 28. 3anponoHoBaHo: 2.
KINBbKICTb AI0YOT PEHOBUHIA
20 mr (mg). 3a3HaveHe
BMNpPaB/IEHHS BignoBigae
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
marepianam peecTpauiiiHoro
[0CbE

18. ANb®ANEN® - niogpinizat gns po3unHy TOB "BAJIAPTIH YkpaiHa TOB "BAJNIAPTIH YKkpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/14620/01/02
C A8 iv'exuii no 100 mkr; 1 DAPMA" DAPMA" maTtepianis: 3miHu | Tuny -
MEFNHTEP®EP | dnakoH 3 nioguinizatom y (nakyBaHHSA 3 AJMiHICTpaTVBHI 3MiHW. 3MiHa
OH A/Tb®A-2B KOpo6Lii 3 KapToHy; 1 chopmu in bulk HaliMeHyBaHHA Ta/abo agpecu

donakoH 3 niocpinizatom y
KOMMJ/IEKTI 3 PO3YNHHUKOM
(Boga Ans iH'ekuiit) no 2
M/ B amnysi B Kopobu,i 3
KapToHYy

ipMU-BUPOGHMKA
TOB «HaykoBo-
BMPOGHMYA
KOMnaHisi
«IHTEepdhapmbioTek»,
YkpaiHa)

MiCLst MPOBaKEHHS AisiSIbHOCTI
BMPOOHMKa (BKtOYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOJH0 SIKOCTi), ab0o BfiacHuKa
MacTep-chaiina Ha A®l, abo
nocravanbHvka A®l/BuxigHoro
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLLLIO
3a3HayYeHo Y AOCbE Ha Nikapcbknii
3acib) 3a BigCyTHOCTI cepTudiikaTta
BiJNOBIAHOCTI €BpoONeichkit
hapmakonei y 3aTBepgKeHomy
[ocbe, abo BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3Hay4YeHo Y JOCLE) - 3MiHA
aapecy BMpo6Huka A®l TOB
«HaykoB0-BMPOGHMYA KOMNaHIs
«|HTepdhapmbioTek», YkpaiHa, 6e3
3MiHW Micust BUPOGHMLTBA. 3MiHK |
T™Mny - 3MiHu Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHs" MKA /13:
3atBepmkeHo: flogaeTbes.
3anponoHoBaHo: BignosigHo Ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3aco6y 3 BHECEHHSM iHGhopMaLi
LLOA0 3a3HaYeHHS OAVHNLb
BUMIpOBaHHA Y cuctemi Sl.
BBefeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BK/IKOHa0um
AinbHULI BUNYCKY cepii abo Micue
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
NpoBeAeHHS KOHTPOJIIO AKOCTI.
(misnbHicTb, 3a Ky Bignosigae
BMpPOGHUK/iMNopTep, He
BK/IO4A0UM BUMYCK CEpiid) -
BHECEHHS 3MiHM [0 MaTepianis
peecTpaujiHoro Aocke, a came,
3MiHa agpecu BUPOGHMKa
npenaparty y copwmi in bulk TOB
«HBK «IHTepcapmbioTek»,
YkpaiHa, 6e3 3miHu micus
BMPOGHMLTBA
19. ANb®ANEN® - niogpinizat gns po3unHy TOB "BAJIAPTIH YkpaiHa TOB "BAJNIAPTIH YKpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/14620/01/03
C A8t iv'exuii no 120 mkr; 1 DAPMA" DAPMA" MaTtepianis: 3miHu | Tuny -
MEFHTEP®EP | dnakoH 3 nioguinizatom y (nakyBaHHSA 3 AJMiHICTpaTVBHI 3MiHW. 3MiHa
OH A/Ib®A-2B KOpo6Lii 3 KapToHy; 1 chopmu in bulk HaliMeHyBaHHA Ta/abo agpecu

donakoH 3 niocpinizatom y
KOMM/IEKTI 3 PO3YNHHUKOM
(Boga Ans iH'ekuiit) no 2
MJ/1 B amnysi B Kopobu,i 3
KapToHYy

ipMU-BNPOGHMKA
TOB «HaykoBo-
BMPOGHMYA
KOMnNaHisi
«IHTEepdhapmbioTek»,
YkpaiHa)

MiCList MPOBaKEHHS AisiSIbHOCTI
BMPOOHMKa (BKtOYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPOJI0 SIKOCTi), ab0o BfiacHuKa
MacTep-haiina Ha Adl, abo
nocravanbHvika A®l/BuxigHoro
marepiany/peareHTy/NPoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
BMPOGHULTBI ADI (AKLLIO
3a3HayYeHo y AOCbE Ha NikapCcbknii
3acib) 3a BigCyTHOCTI cepTudiikaTa
BiJNOBIAHOCTI €BpoOneichkiit
hapmakonei y 3aTBepgKeHomy
[ocbe, abo BUPOOHMKA HOBOT
[OMOMDKHOT PEYOBUHY (AIKLLIO
3a3HayYeHo Y JOCbE) - 3MiHA
aapecy BMpo6Huka A®l TOB
«HaykoB0-BMPOGHMYA KOMNaHIs
«|HTepdhapmbioTek», YkpaiHa, 6e3
3MiHW Micust BUPOGHMLTBA. 3MiHK |
T™Mny - 3MiHu Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHs" MKA /13:
3atBepmkeHo: flogaeTbes.
3anponoHoBaHo: BignosigHo Ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS YNakoBKW JliKapCbKoro
3aco6y 3 BHECEHHSM iHGhopMaLi
LLOA0 3a3HaYeHHS OAVHNLb
BUMIpOBaHHA Y cuctemi Sl.
BBefeHHs1 3MiH MPOTAroM 6-Tu
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

MiCALIB NiCNA 3aTBEPLKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiNbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKOYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHSI KOHTPOJO SKOCTI.
(@isnbHicTb, 3a AKy Bignosigae
BMPOGHUK/iMnopTep, He
BK/IO4A0UM BUMYCK CEpild) -
BHECEHHS 3MiHM [0 MaTepianis
peecTpaujiiiHoro AockE, a came,
3MiHa agpecu BUPOBGHUKa
npenaparty y copwmi in bulk TOB
«HBK «IHTepcapmbioTek»,
YkpaiHa, 6e3 3miHu Micus

BMPOGHMLTBA
20. ANb®PANEr® - niodpinizaT Ana posymHy TOB "BAJNTAPTIH YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14620/01/04
C Ans iH'ekuiii no 150 mkr; 1 PAPMA" DPAPMA" marepianis: 3miHu | Tuny -
MEFNHTEP®EP | dhnakoH 3 nioginizatom y (nakyBaHHs 3 AAMIHICTpaTVBHI 3MiHK. 3MiHa
OH A/Tb®A-2B KOpoO6Li 3 KapToHy; 1 hopmum in bulk HalimeHyBaHHs Ta/abo agpecu
thnakoH 3 niogpinizatom y hipMun-BUPOGHMKA MiCLA NPOBaKEHHSA AiANIbHOCTI
KOMMNJIEKTi 3 PO3YNHHNKOM TOB «HaykoBo- BMPOGHMKa (BK/THOYAKOUM, 3a
(Boga ans in'ekyiin) no 2 BMPOGHMYA Heo6XxiaHOCTI, MicLe NpoBeAeHHS
M1 B amny’ii B Kopobui 3 KOMnaHis KOHTPO/II0 AIKOCTI), a60 BiacHuka
KapTOHYy «|HTepcthapmbioTek», MacTep-thaiina Ha A®l, abo
YkpaiHa) nocravyasnbHuka A®I/BuxigHoro

martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BMPOGHULTBI ADI (sKLL0
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - 3MiHa
agpecyu BupobHmka A®lI TOB
«HaykoB0-BMPOGHMYA KOMMNAHIs
«IHTepdapmbioTek», YkpaiHa, 6e3
3MiHM MicUs BUPOOHMLTBA. 3MiHN |
TMny - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
BHECEeHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA J13:
3arBepmpkeHo: [loaaeTbes.
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Ne
n/n

JliKapcbKo20

Hassa

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3anponoHoBaHo: BignosigHo Ao
3aTBEPPKEHOrO TEKCTY
MapKyBaHHs. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3aco6y 3 BHECEHHSAM iHchopMmalii
LLIO0A0 3a3HAYEHHS OANHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicna 3aTBepoKEHHS.
3MiHu | TURNY - AgMiIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/iMNopTep, He
BK/IO4aA0UM BUMYCK Cepiid) -
BHECEHHS 3MiHM [0 MaTepiasiB
peecTpauiiiHoro Aocbe, a came,
3MiHa afpecyn BUpO6HUKa
npenaparty y cpopmi in bulk TOB
«HBK «IHTepdapmbioTek»,
YkpaiHa, 6e3 3miHn micus
BMPOGHULITBA

21.

ANNb®AXOJIH

®

PO34MH AN iH'exuin, 1000
Mr/4 M1 no 4 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIN ynakosLi; no 1
KOHTYPHili YapyHKOBIi
ynakosLi y nayi

MpAT
"®apmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOI 0COOU 3asIBHMKA,

3a peyenmom

UA/17917/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
3anponoHoBaHo: Typok B'ayecnas
B'ayecnaBosuy

22,

AMBPOKCO/-
JAPHULA

Tabnetku no 30 mr no 10
TabNeTOK Y KOHTYPHIiA
YapyHKOBIN ynakoBsLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKMW y nauli

MpAT
"®apmMaLeBTnYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTniHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBiAa/IbHOI 3a
hapMmakoHarnsng,.
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnaBosuy

6e3 peyenma

UA/5703/01/01

23.

AMBPOTAPA
75

Karncynu nposioHroBaHol
4ii no 75 mr, no 10 kancyn
y 6nicTepi; no 1 6nictepy
B MayLi 3 KapToHY

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-

BUPOGHNUNIA LEHTP
"BopLuariBcbkuii
Ximiko-
thapmMaueBTUYHUI
3asof”

Ykpaina

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3asofg”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BifgnosigHoO [0 3aTBEPKEHOTO
TekcTy mapkyBaHHA. OHOBNEHHA
TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBaHHS Y CUCTEMI

Sl. BBefleHHs1 3MiH NpoTArom 6-Tu

MicsILiB NicNs 3aTBEPAKEHHSA

6e3 peyenma

UA/2814/01/01

24.

AMIAKY
PO34MH 10%

PO34MH A/19 30BHILUHBOrO
3actocyBaHHA 10%, no 40
My dakoHax; no 40 mn

MpAT
dapmaLeBThyHa
habpuka "Biona"

Ykpaina

MpAT
PapmaueBTUYHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. FoTOBWIA NNikapcbkuii 3aci6.

6e3 peyenma

UA/0138/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

y hnakoHi; no 1 conakoHy
B Nauyuj 3 kKapToHy; no 100
My hrakoHax

Cucrema
KOHTelHep/3aKynoptoBabHWiA
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roTOBOrO /liKapCcbkoro 3acoby (Tvn
KOHTeliHepa abo gofaBaHHs
HOBOrO KOHTeliHepa) - TBepai,
M’SKi Ta HECTEePUbHI pigki
nikapcbki hopMu - BBEAEHHS
[00aTKOBOI YakoBKK, a came
dhnakoHiB nonimepHux no 100 mn
Tuny ®BlM3-100 (MonieTunex
BMCOKOI LLINbHOCTI Mapku BL
6200) y KOMMNIEKTi 3 HacaaKo
®BIM3 Ta kpuwkoo PBMN3
(MonieTuneH BACOKOI LWLiNbHOCTI
mapku BL 6200), BupobHuLTBa
MpAT «Eninc», Ykpaina.
(3aTBepaxeHi hnakoHW CKASHI NO
40 mn 1a 100 mn, yKynopeHi
npobkamMu Ta KpuLLIKamu)

25.

AMITPEH

Kancynu no 50 mr; no 1
Kancyniy 6nictepi; no 1
a6bo no 3, abo no 6
6nicTepis B KOPO6LIi 3
KapTOHY; No 6 kancyny
6nicTepi; no 1 6nictepy B
Kopo6Lii 3 kapToHy; rno 10
Kancyn y 6nictepi; no 1
6nicTepy B kopobui 3
KapToHYy

TOB "AcTpadapm"

YkpaiHa

TOB "AcTpachapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13:
MponoHoBaHa pepakuis:

MapkyBaHHs1. BignoBigHo go
3aTBEPPKEHOrO TEKCTY

MapKyBaHHs. 3MiHN BHECEHI B

TEKCT MapKyBaHHS yNakoBKu

nikapcbKkoro 3acoby o0

3a3HayYeHHsA MXHapPOL4HNX
no3HavyeHb OAVHWLb BUMIPIOBAHHS

3a peyenmom

UA/6890/01/01

26.

AMITPEH

kancynu no 100 mr; no 1
Kancyni y 6nictepi; no 1
abo no 3, abo no 6
6nicTepiB B KOpPO6Li 3
KapTOoHy; no 6 kancyny
6nicTepi; no 1 6nictepy B
KOpoO6Lii 3 kKapToHy; Mo 10
Kancyn y 6nictepi; no 1
6nicTepy B kopobui 3
KapToHYy

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpachapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13:
MponoHoBaHa peaakuis:

MapkyBaHHs. BignosigHo o
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby woao
3a3HaYeHHS MiDKHapPOAHUX

3a peyenmom

UA/6891/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

no3HavyeHb OAVHULL BUMIPOBAHHS

27.

AMIAAPOH

Tabnetku no 200 mr; no 10
Tabnetok y 6nictepi; no 3
6nictepn y nauyu;j 3
KapToHYy

AT "KMIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: TEXHIYHa NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBieHo
TEXHIYHY NOMUJIKY B pYKOBAHOMY
BapiaHTi IHCTPYKLii A/ MegMyHoro
3aCTOCYBaHHSA NiKapcbKoro
3aco6y: 3anponoHoBaHo: Po3Ain
"Mo6iuHi peakuii" 3 60Ky cepus:
6pagvkapgisi, 3a3Bnyain noMmipHa
Ta [10303a/1eXHa; NOPYLUEHHS
NPOBIAHOCTI Miokapaa
(cvHoatpiansHa 6rokaga, AB-
610kaga pi3HoOro CTyneHs);
BUpakeHa bpagukapgis Ta, y
BUK/IOYHMX BUNaAKax, BigMoBa
CMHYCOBOTrO By3/1a, Npo siKi
MOBIJOMSNIOCA Y KiSTbKOX
Bunagkax (Ha Tni AucyHKUiT
CMHYCOBOrO BY3/1a, Y NaLjiEHTIB
NITHBLOTO BiKY); BUHUKHEHHS 260
NOripLLIEHHS iCHYHOUOT apuTMil, sAka
iHoAi CYNPOBOMKYETLCA 3YMUHKOKO
cepus; napokcusmasibHa
LLSTYHOUKOBA Taxikapgis tuny
«torsade de pointes». 3a3HaueHe
BMNpPaB/IEHHS BignoBigae
martepianam peecTpaduiiHoro
[0CbE

3a peuenmom

UA/4514/01/01

28.

AMIKALIAA,

pO34nH A4NA iH'ekuiin, 250
mr/Mn; no 2 mn aéo 4 mny
onakoHax; no 1 donakoHy
B Mayui 3 KApTOHY; N0 2 MN
a6o 4 mn y pnakoHax; no
5 (h/1aKoHIB y KOHTYpHIl
YapyHKOBIV ynakoBLyj; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B nauj 3
KapToHYy

ToBapucTBO 3
06MeXxeHot
BiANOBIAA/IBHICTIO
thipma "Hosodhapm-
biocuHTes"

Ykpaina

ToBapucTso 3
obMexeHoto
BiANOBIAALHICTIO
thipma "Hosochapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (Bk/toYaoUn
AianasoH po3Mipy cepii) rotoBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpPiBHAHO i3
3aTBEPHKEHUM PO3MIPOM) -
BBEJleHHS [10AaTKOBOro po3mipy
roToBOro slikapcbkoro 3acoby 500
n (125 Tnc. chnakoHis).
MponoHoBaHa pepakuis. Po3mip
cepii 100 n: 50 TnC. dhnakoHis (No
2 mn'y chnakoni); 25 Tuc.
thnakoHiB (Mo 4 mn 'y dakoHi).
Po3wmip cepii 200 n: 100 Tuc.

3a peyenmom

UA/15452/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
donakoHiB (No 2 mn y donakoHi); 50
TnC. h1aKkoHIB (Mo 4 mny
thnakoHi). Poamip cepii 500 n: 125
TnC. h1aKoHIB (N0 4 MmNy
dh1akoHi)
29. AMIKALWMA, pO34nH ANs iH'exw;iin, 250 ToBapucTBo 3 YkpaiHa ToBapucTso 3 YKkpaiHa BHECEHHS 3MiH [JO peecTpaLiiHnX 3a peyenmom UA/15452/01/01
mr/mn; no 2 mn abo 4 mny 06MeXeHOo 06MEXEHO marepianis: 3miHu | Tuny -
hnakoHax; no 1 dpnakoHy BiANoBifasIbHICTIO BiAMNOBIAA/IbHICTIO nofaHHsa OHOBJ/IEHOro cepTuddikara
B NayLj 3 KApTOHY; N0 2 MN thipma "Hosochapm- thipma "Hosochapm- BiJNOBIAHOCTI €Bponelichbkiit
a60 4 mn 'y chnakoHax; no BiocnHTes" BiocnHTes" papmakonei Ne R1-CEP 2010-
5 (hNakoHiB y KOHTYPHii 308-Rev 01 gna aitoyoi pevoBuHU
YapyHKOBIlA ynakosLj; no 2 Amikacin sulfate Big Bxe
KOHTYPHi YapyHKOBI 3aTBEPAKEHOr0 BUPOBHUKA, KNI
ynakoBku B nauLli 3 3MiHMB Ha3By; 3anpornoHOBaHO:
KapTOHY SHANDONG ANXIN
PHARMACEUTICAL CO., LTD.).
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNsA 3aTBEPPKEHHS
30. AMNoAuniH- Tabnetkn, no 5 mr; no 10 TOB "TeBa YkpaiHa" YkpaiHa AT YropwuHa BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/16717/01/01
TEBA Tabnetok y 6nictepi; no 3 dapmaueBTUYHNI marepianis: 3MiHK | TUNy - 3amiHa
6nicTepn y KapTOHHIiA 3aBof TEBA 3aTBeEpPAXEHOro metoay

Kopoo6Li

BunpobyBaHHA /13 3a
NnokasHUKoM «MaeHTudmKaums
amnogunuHa» (AMB-014C4/02) Ta
«KonnuectseHHOe onpegenexHne»
(AMB-014C1/01) Ha HOBWIA
3arasibHWin MeTog, BUNpo6yBaHHS
(MPC023256) 3a nokasHukamu
loeHTUdiKaLis amnoamniy,
6eH301Cy1bGIOHOBOT KNC/OTH,
KinbKiCHe BU3HAYeHHA Ta
[LOMILLKW/NPOAYKTW pO3KIagy.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS;
3MiHK | TUNy - 3amiHa
3aTBEPKEHOTO MEeToayY
BunNpobyBaHHA /13 3a
NokasHUKoM «MaeHTudmKaums
6EeH30/1CYNbIOHOBOW KNCNOTbI»
(AMB-011C7/01) Ha HOBWIA
3arasibHWin MeTog, BUNPOoGyBaHHS
(MPC023256) 3a nokasHukamu
laeHTudikalis amnogunidy,
6€eH30/1CyNIbOHOBOT KUC/IOTH,
KifIbKiCHE BU3HAYEHHA Ta
OOMILLKW/NPOAYKTW po3Knagy.
BBeneHHs 3MiH NpoTAroM 6-Tu
MICALLIB MIiCNA 3aTBEPKEHHS.;
3MiHK | TUny - 3amiHa
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

31

AM/TOAUNIH-

3aTBEPAKEHOT0 MeToay
BMNpobyBaHHA 113 3a
nokasHnkom «Mpumecu/NpoaykTbl
pasnoxeHus» (AMB-014C2/01) Ha
HOBWIA 3arasibHUiA MeTo
BMNpobyBaHHa (MPC023256) 3a
nokasHukamu lgeHtudikauis
amnoaunidy, 6eH3oncynbgoHoBol
KMCNOTK, KiNIbKiCHE BU3HAYEHHA Ta
OOMILLKW/NPOAYKTW po3Knagy.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALB Nicna 3aTBepKEHHS

TEBA

Tabnetku, no 10 wr; no 10
Tabnetok y 6nictepi; no 3
6nicTepn y KapTOHHIiA
Kopo6ui

TOB "TeBa YkpaiHa"

Ykpaina

AT

dapmaueBTUYHNI

3aBog TEBA

YropwmHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3MiHu | TUny - 3amiHa
3aTBEPKEHOT0 MeTOaY
BMNpobyBaHHs /13 3a
nokasHukom «MaeHTndpmkaums
amnogunuHa» (AMB-014C4/02) Ta
«KonmyecTBeHHOe onpegenexHve»
(AMB-014C1/01) Ha HOBWIA
3arasibHW MeTog, BUNpo6yBaHHS
(MPC023256) 3a nokasHuKamu
loeHTndikaLis amnoauniy,
6eH301CyIbGIOHOBOT KUC/OTH,
KiNbKiCHe BU3HAYEeHHA Ta
[LOMILLKW/NPOAYKTW pO3Kiagy.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCAILiB MicNs 3aTBEPAKEHHS;
3MiHK | TUNY - 3amiHa
3aTBEPKEHOr0 MeTOaY
BMNpobyBaHHsA /13 3a
nokasHukom «aeHTndpmkaums
6EeH30/1CYNbIOHOBOW KNCMOTbI»
(AMB-011C7/01) Ha HOBWMIA
3arasnibHWin MeToA, BUNPoGyBaHHS
(MPC023256) 3a nokasHukamu
laeHTndikawis amnogunixy,
6€eH30/1CyNIbIOHOBOT KNC/IOTH,
KiNIbKiICHE BU3HAYEHHA Ta
LOMILLKW/NPOAYKTW PO3KIagy.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MICALLIB MIiCNA 3aTBEPIKEHHS.;
3MiHK | TUNy - 3amiHa
3aTBEPAKEHOr0 MeToay
BunpobysaHHA /13 3a
nokasHukom «Mprumecn/MNpoaykTbl
pasnoxeHus» (AMB-014C2/01) Ha
HOBWIA 3arasibHUiA MeToz,

BMNpob6yBaHHs (MPC023256) 3a

3a peyenmom

UA/16717/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nokasHukamu laeHTudikauis
amnoaunidy, 6eH3oncynbgoHoBol
KMCNOTK, KiNIbKiCHE BU3HAYEHHSA Ta
OOMILLKW/NPOAYKTW po3Knagy.
BBegeHHs 3MiH npoTsrom 6-Tn
MiCALIB Nicna 3aTBepKEHHS

32.

AMOKCUK/NAB
®

MOPOLLIOK A/151 PO3UMHY
ONs iH'exuin, 500 mr/100
Mr, 5 dh1aKkoHiB 3
NMOPOLLKOM B KQPTOHHIl
KopooLi

CaHpos
dapmachbioTikans g.4.

CnoBeHis

CaHpo3 'm6X -
Bupo6Huya
AinbHUUA
AHTUIHGEKLiHI TN3
Ta XimiyHi Onepaduji
Kynane (AIXO N3
KyHab), ABCTpIs

ABCTpIst

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13;
3anpornoHosaHo: MAPKYBAHHA.
3rifHO 3 3aTBEPMKEHUM TEKCTOM
MapKyBaHHs1. TepMiH BBe4EHHS
3MiH: NpoTArom 6 micAuis 3 gatu
3aTBEPAKEHHS

3a peyenmom

UA/7064/03/01

33.

AMOKCUKNAB
®

MOPOLLOK /151 PO3UNHY
Ans iH'ekuiii, 1000 mr/200
Mr; 5 dhakoHiB 3
MOPOLLIKOM B KapTOHHii
Kopoo6Li

CaHpos
PapmachbloTikans g.4.

CnoseHisa

CaHpo3 'mbX -
Bupo6Huya
AinbHUUS
AHTWIHEKU,AHI TN3
Ta Ximiyni Onepadii
KyHanb (AIXO N3
KyHA/1b)

ABCTpis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby 3

BHECEHHAM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AVHNLb
BVIMIpIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA N13;
3anpornoHoBaHo: MAPKYBAHHA.
3rigHo 3 3aTBEPMKEHVM TEKCTOM
MapkKyBaHHS. TepMiH BBELEHHS
3MiH: NpoTArom 6 micsAuiB 3 gaTn
3aTBEPAKEHHS

3a peyenmom

UA/7064/03/02

34.

AMMNPUN® HD

Tabnetkn no 5 mr/25 wr,
no 10 Tabnetok y
6nictepi, no 3 a6o o 6,
abo no 9 6nictepis y
Kopo6Li; no 7 TabneTok y
6nictepi, no 2 a6o no 4,
abo no 8, abo no 12, a6o
no 14 6aictepis y kKopobui

KPKA, a.4., HoBo
MecTo

CnoBeHisa

KPKA, a.4., Hoso
MeCTO

CnoBeHis

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHu | TUNy -
noJaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI E€Bponelichkiit
thapmakonei Ne R1-CEP 2003-
026-Rev 01 ansa Ajito4oi pevyoBuHU
Ramipril Big BXe 3aTBEpPAKEHOIO
BMpo6HMKa ZHEJIANG HUAHAI

3a peyenmom

UA/4903/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

PHARMACEUTICAL CO., LTD;
3MiHK | TUNY - NoAaHHA
OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei Ne R1-CEP 2003-
026-Rev 02 ansa Ajito4oi pevyoBuHU
Ramipril Big BXe 3aTBEpPAKEHOrO
BMpo6HMKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD;
3MiHM | TUNYy - NoAaHHA
OHOBJ/IEHOTO cepTudiikata
BiANOBIAHOCTI EBpoNechkili
thapmaxkonei Ne R1-CEP 2003-
219-Rev 05 ans Ailo4oi pevoBuHN
Ramipril Big, BXe 3aTBEpAXEHOro
Bupo6Huka Neuland Laboratories
Limited, sik Hacnigok 3miHa agpecu
BUPOGBHMYOT AiNbHULL; 3MiHK | TURY
- NoJaHHs OHOB/EHOIO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2004-307-Rev 04 gnsa gitouoi
peuoBuHn Hydrochlorothiazide Big,
BXe 3aTBepPKeHOro BUPO6HMKa
Cambrex Profarmaco Milano S.r.l.

35.

AHTUTPUMNIH

TabneTky Wwunyui 3i
CMaKoM ManunHu; no 10
TabneTok y nnacTmkosomy
nexani; no 1 nexany B
KapTOHHiI nayui abo
nauui-kOHBEpTi 3
NpVUCTOCYBaHHAM A/1A
niABiLLyBaHHs; no 6
TabneTok y ctpuni; no 1
a6o 5 cTpuniB y KapTOHHIl
nauuj

TOB "bayw Xenc"

YKpaina

Hatyp MNpoaykr
®apma Cn. 3 0. 0.

Monba

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsigy - OHOBJ/IEHHS

TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HaYeHHsA

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH o po3giny
MK#A: MapkyBaHHs.
3anponoHoBaHo: MapKyBaHHs.
BignoBigHo [0 3aTBEPAKEHOTO
TEKCTy MapKyBaHHS. TepMiH
BBE/leHHs 3MiH - NPOTArom 6
MiCALIB Nic/1a 3aTBePAKEHHS

bes peyenma

UA/8803/01/01

36.

AHTUTPUMNIH

Tabnetku wunydi; no 10
TabneToK y n1acTMukoBomy
nexani; no 1 nexany B
KapTOHHIiA nauyi abo
nauyui-koHBepTi 3
NpUCTOCYBaHHAM A1
niggillyBaHHs; rno 6
Tabnetok y ctpuni; no 1
a60 5 CTpuniB y KAPTOHHIl

TOB "bayw Xenc"

YKpaiHa

Hatyp MNpoaykr
®apma Cn. 3 0. 0.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapCbKOro 3aco6by 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HaYeHHs

OAVHMLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs1 3MiH o po3giny

6e3 peyenma

UA/7235/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nauuj

MKA: mapkyBaHHSA
HoBa pegakuisi. MapkyBaHHS.
BignosigHo [0 3aTBEPKEHOTO
TEeKCTy MapkyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicALiB nicna 3aTBepaKEHHS

37.

AHTUTPUMIH

TabneTky wunyyi ans
aiteid; no 10 TabneTok y
nNacTyKoBOMY MeHani; no
1 neHasy B KAPTOHHIl
nauui abo nayui-KoHBepTi
3 MPUCTOCYBaHHAM 4151
niggillyBaHHs; Mo 6
Tabnetok y ctpuni; no 1
ab0 5 cTpuniB y KAPTOHHIl
nauui

TOB "Bayw Xenc"

Ykpaina

Hatyp MNpoaykT
$apma Cn. 3 0. 0.

Monbwa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapCbKOro 3aco6y 3 BHECEHHAM

iHhopMmauii Wwoao 3a3HaveHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs 3MiH 0 po3ainy
MKS#A: MapkyBaHHs. HoBa
pepakuis. MapkyBaHHS.
BignosigHo o 3aTBEpPKEHOrO
TEeKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - MPOTAroM 6
MicsILLiB NiCNs 3aTBEPLPKEHHS

6e3 peyenma

UA/7235/01/01

38.

ANOHIN

Tabnetku no 100 mr no 10
Tabnetok y 6nictepi; no 2
6nicTepy B KAPTOHHIi
Kopoo6Li

Megokemi NT/,

Kinp

Megokemi NTA
(3aBog AZ), Kinp;
Mepokemi N1TA
(LeHTpanbHuii
3aBog), Kinp

Kinp

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3amiHa po3giny «IpagiyHe
0hOpMNEHHS YNakoBKN™' Ha

po3gin «MapkyBaHHs» y MKA N3 :

3anponoHoBaHo: MapKyBaHHS.

3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS.

OHOB/IEHHSI TEKCTY MapKyBaHHS

yNakoBKM NMiKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao

3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.

BBegeHHA 3MiH npoTArom 3-x
MiCALiB Nicnsa 3aTBepKEHHs

3a peyenmom

UA/8715/01/01

39.

APIOCY/b®A
H®

kpem, 20 mr/r, no 15 r a6o
40 r y Ty6i; no 1 Ty6i B
KapTOHHI KOpoo6Li

TOB "bayw Xenc"

YkpaiHa

dapmzasopg Enbga
AT.

Monba

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHu | TUNy -
BHECEHHS 3MiH 1o MKA N3:
3amiHa «TekCTy MapKyBaHHs
NepBUHHOI Ta BTOPUHHOT
yNakoBKM» Ha po3ain
«MapKyBaHHA»:

6e3 peyenma

UA/1031/01/01
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

40.

APUNINPA3ON

NOPOLLOK KpUCTaniuHuii

MponoHoBaHa pepakuis:
MapkyBaHHs1. 3rifHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby LWoao
3a3Ha4YeHHsA MKHapOAHNX
no3HavyeHb OAVHNLb
BMMIipIOBaHHA. BBeAeHHS 3MiH
NpPOTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS

41.

APNDPOH®

(cybeTaHuis) y
noslieTMNEeHOBUX NakeTax
Ans papmaLleBTUYHOTO
3acTOCyBaHHS

TabneTkn, BKpUTI

XKeiizsH Xyaxaii
dapmacbtoTikan Ko.,
nra.

Ne NABOPATYAP

Kutaii

XKelizsH Xyaxaii

nro.

dapmacbtoTikan Ko.,

Kutait

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
noJaHHA OHOB/IEHOTO cepTudlikaTy
BiiNOBIAHOCTI €Bponelichkit
thapmakonei Ne R1-CEP 2014-
011-Rev 00 Big, 3aTBEPKEHOTO
BMpo6HUKa APl Apuninpasony
BMpO6HMLUTBA XKelissH Xyaxai
dapmachbtoTikan Ko., /1Ta., Kutaii
(3aTBEPAXEHNMI cCepTudikaT
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei Ne RO-CEP 2014-
011-Rev 01). Y 3B’A3Ky 3i 3MiHamMu
Yy METOAj BU3HAYEHHS AOMILLKN 7-
CBQ:.; 3miHu | TUNY - 3MiHK 3
akocTi. A®l. KoHTponb A®I (iHLwi
3MiHK) - BUKNaAeHHs MeTogis
KOHTPOJII0 SIKOCTi Ha NiKapChKuii
3aci6 Apvninpasosn, NopoLUOK
KpucTanivyHnii (cybctaHuis)
YKPaiHCbKOK0 MOBOH Y 3B'A3KY 3
BMMOramu fjo matepianis
peecTpauiiHoro AoChbe, Siki
3aTBepxeHi Hakazom MO3
Ykpainm Ne 1528 sig 27.06.2019p

UA/16161/01/01

PETAP/],

NNiBKOBOK 060/10HKOI0,
NPOIOHroBaHoi Aji no 1,5
M, 4151 BUPOGHUKaA
AH®APM MNignpruemcTso
dPapmareBTuuHe AT,
Monbuwa: no 30 Tabnetok
y 6nicTepi, no 1 6nictepy
B KOPOOGLIi 3 KapTOHY; AN
BMPOGHUKiB JlTabopaTopil

Ceps'e IHaacTpi, PpaHuis

CEPB'E€

PpaHuis

AHOAPM
MignpuemcTso
PapmaLeBTUyHe AT,
MonbLia
(BignoBifanbHUii 3a

BMPOGHULITBO,
KOHTPO/Ib SIKOCTI,

nakyBaHHS Ta

BUMYCK cepii );
Na6opaTtopii Ceps'e

IHoacTpi, PpaHuis

Monbwa/
®paHuia/
IpnaHgis

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
BHECEHO A0 IHCTPYKUiT Ans
MeJMYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby A0 po3fainis
"Oco6/MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakwii"BignoBigHO A0
pekomeHzauii PRAC wopao
OHOBJIEHOI iH(hopMmaLii 3 6e3nekn

Ail040T peYOBUHY.

3a peyenmom

BBefeHHs 3MiH MpoTAroM 6-Tu

UA/1001/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ta Ceps'e (IpnaHgis) (BignoBiganbHuii 3a MicSLiB NicNs 3aTBEPAKEHHS
IHpacTipc /114, IpnaHgis: BMPOGHMLTBO,
no 15 tabnetok y KOHTPO/1b SIKOCTI,
6nictepi, no 2 6nictepn y nakyBaHHs Ta
KOpOoO6Lii 3 KapTOHY BMMNYCK cepii );
Ceps'e (IpnaHgis)
IHgacTpic f1Ta,
IpnaHgjsa
(BignoBifanbHWiA 3a
BMPOGHWLITBO,
KOHTPO/Ib SIKOCTI,
nakyBaHHS Ta
BMMNYCK cepii)
42, ACKOPBIHOBA | po3uuH ans iH'ekuiid, 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/2991/01/01
KNC/OTA- Mr/M/1, N0 2 M1 B amnyni; "®GapmMaLeBTnYHa "papmaLeBTniHa marepianis: 3MiHU | TUMY - 3MiHW
AAPHUUSA no 5 amnys y KOHTYpHil ipma "JapHuus” ipma "JapHuus” Lofo 6e3nekn/ed)eKTMBHOCTI Ta
YapyHKOBIli ynakoBLj; no 2 thapmakoHarnsgy. BeegeHHs abo
KOHTYPHI YapyHKOBI 3MiHW [0 y3arasibHEHUX JaHuX npo
yNakoBKM y mavu,i cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBiAa/IbHOI 3a
hapMmakoHarnsng,.
3anponoHoBaHo: Typok B'auecnas
B'ayecnasosuy
43. ACKOPBIHOBA | po3uunH ans iH'ekuiid, 100 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/2991/01/02
KWNC/NOTA- Mr/mn, no 2 mn B amnyni, "®apmMaueBTNYHa "papmaLeBTUiHa martepianis: 3mMiHU | TUNY - 3MiHK
AAPHULA no 5 amnyn B KOHTYpPHIli thipma "apHuug" thipma "apHnus" Loao 6e3nekn/edeKTMBHOCTI Ta

YapyHKOBIl ynakosLj; no 2
KOHTYPHi YapyHKOBI
yNakoBKW B nauLyi

hapmakoHarnsagy. BeegeHHs abo
3MiHM [0 y3araslbHEHNX JaHWX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHUX AaHux
npo cuctemy chapMmakoHarnsgy,
3MiHa YNOBHOB&XeEHOi 0cobu,
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 3A4ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
3anponoHoBaHo: Typok B'auecnas
B'ayecnasoBuy

ATPOMIH-
JAPHULA®

PO34MH ANA iH'eKLii, 1
mr/mn; no 1 mn B amnyri;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI
yNnakoBKM B nauLi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAALHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,

BiAMNOBIAA/IbHOT 32
thapmakoHarnag,
3anpornoHoBaHo: Typok B'auecnas
B'auecnaBoBuy

3a peyenmom

UA/3928/01/01

45,

AYPOKCETUN

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0, MO
250 wr; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHiii Kopo6Lli

Aypo6iHgo ®apma Ntg,

IHais

Aypo6iHao ®apma
Nimitepn, HOHIT VI,
Bnok D

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

TEKCTY MapKyBaHHs yNnakoBKu

3a peyenmom

UA/12973/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs1 3MiH o po3giny
“MapkyBaHHA" MKA N13;
3anpornoHosaHo: MAPKYBAHHA.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs

46.

AYPOKCETUN

TabneTkun, BKPUTI
N/1iBKOBOK 060JI0HKOIO, MO
500 wr; no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI KOpooLj

AypobiHgo ®apma Ntg,

IHAis

Aypob6iHgo dPapma
Nimiteq, FOHIT VI,
Bnok D

IHais

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy - OHOB/IEHHSA

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHeceHHs 3MiH o po3gainy
“MapkyBaHHsA" MKA N13;
3anpornoHoBaHo: MAPKYBAHHA.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs

3a peyenmom

UA/12973/01/02

47.

A®IHITOP

TabneTtku, Lo
aucnepryroTses, no 5 wmr,
no 10 TabneTtok y
6nicTepi; no 3 6rictepu B
KapTOHHIA KOpoo6Li

HoBapTic ®apma Al

LLiBeiiuapis

HoapTic ®apma
LUTeiiH AT,
Lseliuapis

(BUPOOHMLTBO 3a

NOBHUM LUK/IOM);

dapmaHanituka CA ,
Llseiuapis
(KOHTPO/Ib AKOCTI (3a

BUHSATKOM TecTy

MikpobiosoriyHa
ynucToTa))

LLiBeiuapis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
«MapkyBaHHA» MKA /13:
3anponoHoBaHo: Po3gin

«MapkyBaHHs1» MapKyBaHHSI.
3rigHO 3aTBEPAXKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHSA TEKCTY

MapKyBaHHS yMakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalii
L0 3a3HaYEeHHS OANHNLL
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NicNs 3aTBEPKEHHS

3a peyenmom

UA/11439/02/01

48.

A®IHITOP

TabneTtku, Lo
avcnepryoTses, no 3 mr,
no 10 Tabnetok y
6nictepi; no 3 6nictepu B
KapTOHHiiA KOpo6L;

HosapTic ®apma Al

LLiBeiiuapis

HosapTic ®apma
LLiTeiH AT,
LBeiiuapis

(BMPOGHMLTBO 3a

MOBHWUM LMK/IOM);

dapmaHanituka CA ,
LBeiiapis
(kOHTPO/b SIKOCTI (32

BUHATKOM TecTy

Mikpo6ionoriyHa
yncToTa))

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHA» MKHA /13:
3anponoHoBaHo: Po3gin

«MapKyBaHHs» MapKyBaHHS.
3rifgHO 3aTBEPKEHOTO TEKCTY

MapkyBaHHS. OHOBNIEHHS TEKCTY

MapKyBaHHS! yNakoBKW JlikapCbKOro

3a peyenmom

UA/11439/02/03

48




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3ac06y 3 BHECEHHAM iHthopMmalii
LLOA0 3a3HaYeHHS OAVHNLb
BUMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB NicNs 3aTBEPPKEHHS

49.

ALETUNCAILL
WNOBA
KUCNOTA-
JAPHULA

Tabnetku no 500 mr; no 10
TabNeToK Yy KOHTYPHMX
YapyHKOBMX yrakoBkax; no
10 TabneTOK Y KOHTYPHIlA
YapyHKOBI ynakosLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi B nauLi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
3anponoHoBaHo: Typok B'auecnas
B'AuecnaBoBuy

6e3 peyenma

UA/2992/01/02

50.

BA/Ib3AMIYHUN
N NIHIMEHT
(3A
BULUHEBCbKU
M)

NiHiMeHT; no 40 r y Ty6i;
no 1 Ty6i B nayui 3
KapToHYy

My6niyHe akuioHepHe
TOBapuCcTBO "HaykoBo-

BMPOGHNUNIA LEHTP
"BopLuariBcbKuii
XiMiko-
hapmaLeBTUYHNI
3asofg"

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BUPOBHNUUIA LEHTP
"BopLyariBcbKuii
Ximiko-
chapmaLeBTUYHWMIA
3aBog”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby 3

BHECEHHAM iHdhopMauii Wwoao
3a3Ha4YeHHs oANHNLb
BVIMIpIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHoO [0 3aTBEPKEHOTO
TEKCTY MapKyBaHHS yMNaKkoBKK.
TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 MicALiB nicna 3aTBEPAKEHHS

6e3 peyenma

UA/6273/01/01

51.

BENANTIH

Tabnetku; no 10 TabneTok

My6niyHe akuioHepHe

YkpaiHa

My6niyHe

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHmnx

6e3 peyenma

UA/6226/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
y 6nicTepi; no 1 6nictepy TOoBapuCTBO "HaykoBo- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHW
B NayLj 3 KapToHy BMPOGHUUUIA LEHTP TOBapUCTBO Loao 6e3nekn/edyeKTMBHOCTI Ta
"BopLuariBcbKuii "HaykoBo- hapmakoHarnagy (iHwi 3MiHu) -
XiMiko- BMPOGHNYNIA LEHTP 3amiHa po3giny “I'paciyHe
hapmaLeBTUUHNI "BopLyariBcbKuii 0hOPM/IEHHS YNAaKOBKM” Ha
3aBof" XiMiKo- “MapkyBaHHs" B MKA N13;
hapmaueBTUYHWI 3anponoHoBaHo: MapKyBaHHs
3aBof", YKpaiHa, BignoBigHo 4o 3aTBEpKEHOro
ToBapucTso 3 TekcTy MmapkyBaHHA. OHOBNEHHA
06MEXEHOI TEKCTY MapKyBaHHS yNakoBKm
BiANOBIAALHICTIO NiKapCbKOro 3acoby 3 BHECEHHAM
"ArPOPAPM" iHbopMmauii Woao 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MiCALiB Nicna 3aTBepAKEHHS;
3MiHW | TUNY - 3MiHK 3 AKOCTI.
["0TOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa nocTavasibHNKa
nakyBasibHUX martepianis abo
KOMMEKTYUMX (SKLO 3a3Ha4YeHo
B [1OCbE) (BUTyUEHHS
nocravyasibHvKa) - BHECEHHS 3MiH
0o p.3.2.P.7.Cucrema
KOHTelHep/3aKynoptoBabHWi
3acib, 30kpemMa: BUyYeHHs
HaliMeHyBaHHS NocTavasibHYKIB
nakyBaJIbHUX MaTepianis 3
mMarepianis peecTpauiiiHoro Aocke
(nniBka MNBX, donbra antomiHiesa)
52. BEPNITIOH® KOHUEHTpAaT A1 PO34nHYy BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/6426/01/02
600 O Ans iHdoysiii, 600 O/, (600 HimeuuunHa (Bunyck MaTepianis: 3MiHu | TNy - NnogaHo

mr)/24 mn; no 24 mn B
amnyni; no 5 a6o 10
amnys y KapTOHHil
Kopobui

cepinn); EBEP
dapma Mena rm6X ,
HimeuunHa
(BTOpUHHE
nakyBaHHs! (B TOMY
yncni MapKyBaHHs
amnyn)); EBEP
dapma Mena Mm6X,
HimeuunHa
(BMPOGHMLTBO "in
bulk", nepeuHHe
nakyBaHHS,
KOHTPO/b Cepiit);
3ircppig, XamesnbH
m6X, HimeuyunHa
(BUPOGHMLTBO «in

[0ONyCTUMI MEeXi 3a MOKa3HMKOM
«LlinicHicTb pinbTpa» y
cneumdikadisx nig yac

BMPOGHMUTBA BUPOGHNKOM EBEP
dapma Mena Mm6X, HimeuunHa
(3aTBepmxeHo: passed;
3anponoHoBaHo: forward flow test
value: < 12 ml/min; bubble point
test value: = 3180 mbar); 3miHu |
TUNY - 3BYXXEHHA JOMYCTUMUX MEX
3a NOKa3HUKOM
«BbioHaBaHTaXeHHs» y
crneungikalisx nig vac
BMPOGHMLTBA BUPO6HUKOM EBEP
dapma Viena Mv6X, HimeuunHa
(3aTBepmxeHo: max. 100 CFU/10
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

bulk», nakyBaHHs,
KOHTPO/Ib cepiid)

ml; 3anponoHoBaHo: max. 100
CFU/100 ml); 3miHu | Tuny -
3BY)EHHS JOMYCTUMMX MEX 3a
NnoKa3HUKOM «BioHaBaHTaXKeHHS»
y cneyudikauisix nig yac
BUPOGHMLTBA BUPOBHNKOM
3irdbpug XamensH MoX,
HimeuyumHa (3anponoHoBaHO: max.
100 CFU/100 ml); 3miHm | Tuny -
[04aHO0 a/lbTEPHATUBHY METOANKY
(meTog BEPX) ans ineHTudpikauii
TIOKTOBOI KUCNOTW, KifIbKiCHOTO
BM3HAYEHHS TIOKTOBOI KNCNOTU Ta
07151 BU3HAYEHHS JOMILIOK (Kpim
nonimepis), sika 3aCTOCOBYETLCA
o6oma B1pobHnkamu EBEP
dapma Mena Mm6X, HimeuunHa Ta
3ircopug XamesnsH MmM6X,
HimeuunHa. BBefeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMAKEHHS; 3MiHM | TVNY -
noAaHo pesybTaTy 3aBepLUeHnX
[0BrOCTPOKOBUX AOCNIMKEHD
cTabinbHocTi N3 Big BUPOGHMKA
EBEP ®apwma Viena Mm6X,
HiMeuuunHa; 3miHM | Tuny - 3MiHa
yMOB 36epiraHHs 113
(3aTBepmXeHO: 36epirat B
3axuLLEeHOMy Bif, CBiTNa MicCLyj;
3anponoHoBaHo: 36epirati B
3axuLLeHoMy Big, CBiTNa Micui Ta 'y
30BHILLHIl KOPOO6L); 3MiHM | TURNY -
3BY)EHHS [OMYCTUMUX MEX Y
cneumdikauii Ha Adl 3a
nokasHukoM «bakTepianbHi
€eHA0TOKCUHMW» (3aTBEPKEHO: HE
6inble 0,58 MO/wr;
3anpornoHoBaHo: He Ginbe 30
MOIT)

53.

BI-NMPEHENIA®

Tabnetkv no 4 mr/5 mr; in
bulk: no 10 TabneTtok y
6nictepi; no 648 6nictepis
B KOpo6Lji (no 9 6nictepis
B Mauui; No 72 nayku B
Kopoo6Li)

TOB "APTEPIYM
nTa”

Ykpaina

Apavepg ®apma C.A.

Monbwa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
noJaHHa HOBOro cepTudikaty
Bi4MOBIAHOCTI €BPONECLKOT
hapmakonei gna A®l amnoguniHy
6ecunary (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big BXe
3aTBEPIXEHOr0 BUPOOHMKA
HETERO DRUGS LIMITED, IHgis;

UA/17797/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHM | TUNYy - NnoAaHHA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNeicbkol
hapmakonei gns A®l amnoguniHy
6ecunarty CEP No. R1-CEP 2006-
003-Rev 04 (nonepeaHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big, BXe 3aTBEPAKEHOIO
BMpo6HuKka HETERO DRUGS
LIMITED, Ingis

54.

BI-MPEHENIA®

Tabnetkv no 8 mr/10 mr; in
bulk: no 10 TabneTtok y
6nicTepi; no 648 6nictepis
B Kopob6ui (no 9 6nicTepis
B Nauyvyj; No 72 nayku B
Kopo6ui)

TOB "APTEPIYM
nTa"

YKpaina

Apamep ®apma C.A.

Monba

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
noJaHHs HOBOro cepTudikaty
BiANOBIAHOCTI EBponeicbkol
hapmakonei gna APl amnoguniHy
6ecunarty (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big Bxe
3aTBEPKEHOrO BUPOBHMKA
HETERO DRUGS LIMITED, IHgis;
3MiHM | TUNY - NoAaHHS
OHOB/IEHOTO cepTudikaTy
Bi4MOBIAHOCTI €BPONECLKOT
hapmakonei gna A®l amnoguniHy
6ecunnaty CEP No. R1-CEP 2006-
003-Rev 04 (nonepeaHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big BXe 3aTBEPAKEHOrO
BMpo6bHnka HETERO DRUGS
LIMITED, IHgis

UA/17797/01/02

55.

BI-NMPEHENIA®

Tabnetku no 4 mr/5 mr no
10 TabneTok y 6nicTepi,
no 3 6nictepun y naui

TOB "APTEPIYM
nTar

YkpaiHa

MNAT
"Knismegnpenapar”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TUny -
noJaHHA HOBOro cepTudikary
BiiNOBIgHOCTI €BpONelicbkol
thapmakonei ana A®l amnoguniny
6ecunarty (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big BxXe
3aTBEPKEHOr0 BUPOGHUKA
HETERO DRUGS LIMITED, IHgis;
3MiHM | TUNY - NogaHHSA
OHOBJ/IEHOTO cepTudikaTty
BiANOBIAHOCTI EBpoNeicbKol
hapmakonei gns A®l amnoguniHy
6ecunarty CEP No. R1-CEP 2006-
003-Rev 04 (nonepeaHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big, BXe 3aTBEPAKEHOrO
BMpo6HMKa HETERO DRUGS

3a peyenmom

UA/17826/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
LIMITED, Ingis
56. BI-MPEHENIA® | Tabnetku no 8 mr/10 mr no TOB "APTEPIYM YkpaiHa MAT YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17826/01/02
10 Tabnetok y 6nicTepi, nTa" "Kvismegnpenapart” marepianis: 3MiHu | TNy -
no 3 6nictepun y navuy,i noJaHHs HOBOro cepTudikarty
BiANOBIAHOCTI EBpoNeicbkol
hapmakonei gna A®l amnoguniHy
6ecunarty (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big Bxe
3aTBEPKEHOrO BUPOBHMKA
HETERO DRUGS LIMITED, IHgis;
3MiHK | TUNY - NoAaHHA
OHOB/IEHOTO cepTudikaTy
Bi4MOBIAHOCTI €BPONECLKOT
hapmakonei gna A®l amnoguniHy
6ecunnaty CEP No. R1-CEP 2006-
003-Rev 04 (nonepeaHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big BXe 3aTBEPAKEHOrO
BMpo6bHnka HETERO DRUGS
LIMITED, Ingis
57. BINnPONON Tabnetkn no 5 mr no 10 My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyenmom UA/3800/01/01
Tabnetok y 6nictepi, no 3 ToBapucTBO “"HaykoBo- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
abo 6 6nicTepn y nauui 3 BMPOGHUUMIA LLEHTP TOBapuCTBO Loao 6e3nekn/edeKTUBHOCTI Ta
KapToHy; no 60 a6o no 90 "BopLyariBCbkuii "HaykoBo- thapmakoHarnsagy (iHwi 3MiHn) -
TabneTok y KoOHTeliHepi 3 Ximiko- BMPOGHWYNIA LEHTP BHECEHHS 3MiH 0 po3ainy
KPWLLKOIO 3 KOHTPOSIEM hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHa" MKA /13;
nepLuoro pos3kpuTTH; no 1 3asofg" XimiKo- 3anpornoHoBaHo: MapKyBaHHS.
KOHTeliHepy y nauui 3 thapmaLeBTUYHWI BignoBigHo 40 3aTBEpPKEHOrO
KapToHY 3aBof" , YKpaiHa TekcTy mapkyBaHHSA. OHOBNEHHA
(BUPOGHMLTBO 3a TEKCTY MapKyBaHHS ynakoBKu
MOBHUM LMK/IOM); NiKapPCbKOro 3aco6by 3 BHECEHHAM
ToBapucTBo 3 iHbopMauii Wwoao 3a3HaYeHHsA
obmexeHoro OAVHMLb BUMIPIOBAHHSA Y CUCTEMI
BiANOBIAA/IbHICTIO Sl. BBeAeHHS 3MiH NpoTArom 6-Tu
"Arpodhapm”, MiCALiB Nicnsa 3aTBepKeHHs
YkpaiHa
(BMpO6HMLTBO,
nakyBaHHS1, BUNYyCK
cepiii); ToBapucTBO
3 06MexeHo
BiAMNOBIAA/ILHICTIO
"Hatyp +", YkpaiHa
(KOHTpPO/Ib Cepii)
58. BINnPONON Tabnetku no 10 mr no 10 My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3800/01/02
Tabnetok y 6nictepi, no 3 TOoBapuUCTBO "HayKoBo- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
ab6o 6 6nicTepu y nayui 3 BYPOGHNYMNIA LEHTP TOBapUCTBO o0 6e3nekn/ed)ekTMBHOCTI Ta
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KapToHy; no 60 a6o no 90 "BopLuariscbkuii "HaykoBo- thapmakoHarnsagy (iHwi 3MiHn) -
TabneTok y KoHTeliHepi 3 Ximiko- BMPOGHWYMNIA LEHTP BHECEHHS 3MiH [0 po3ainy
KPUWLLKOIO 3 KOHTPOSIEM hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHa" MKA N3;
nepLuoro pos3kpuTTA; no 1 3asofa” XimiKo- 3anpornoHoBaHo: MapKyBaHHS.
KOHTeliHepy y nauui 3 thapmaueBTUYHWI BignoBigHo 4o 3aTBEpKEHOr0
KapTOHY 3aBog" , YKpaiHa TekcTy MmapkyBaHHA. OHOBNEHHA
(BUPOGHMLTBO 3a TEKCTY MapKyBaHHS yNakoBKu
NMOBHUM LMK/IOM); NiKapCbKoro 3acoby 3 BHECEHHAM
ToBapucTBo 3 iHbopMmauii Wwoao 3a3HaYeHHS
obmexeHoro OAVHWLb BUMIPIOBAHHS Y CUCTEMI
BiANOBiAA/IbHICTIO Sl. BBeeHHS 3MiH NpoTArom 6-Tu
"Arpodpapm”, MicALiB nicnsa 3aTBepKEHHS
YkpaiHa
(BUpO6HULTBO,
nakyBaHHS1, BUNYyCK
cepiit); ToBapncTBO
3 06MEXEHOI
BiANOBIAANILHICTIO
"Hatyp +", YkpaiHa
(KOHTpOJIb Cepii)
59. BICENTON® Tabnetku no 100 mr/20 wmr, AT "Apamep ®apma” MonbLa AT "Apamep, Monbla BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3027/01/01
no 20 TabneTtok y dapma” MaTepianiB: TexHiuyHa noMuka
6nicTepi; no 1 6nictepy B (3rigHo Haka3y MO3 Big,
KapTOHHii Kopobuj, no 23.07.2015 Ne 460) -
1000 TabneTtok y BUNPaBIEHHS TEXHIYHOI MOMUIKN
MeTasIeBOMy KOHTelHepi B OHOBNeHnX MK4, aki
3aTBepxeHi Hakaszamn MO3
Ykpainm Ne 1134 Big 17.05.2019,
Ne 2205 Big 31.10.2019 1a Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TexHiuHa nomunka
noB'A3aHa 3 nepeHeceHHAM
iHhopmawii Woao 3a3HaYeHoro
nokKasHuka po3sgainy
"Cneumdikauin” MKA.
60. BICENTON® Tabnetku no 400 mr/80 wmr; AT "Apameg dapma" Monbwa AT "Apamepn Monba BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/3027/01/02
no 20 TabneTok y dapma” Marepianis: TexHi4yHa noMunka

6nicTepi; no 1 6nictepy B
KapTOHHii kopobuj; no 14
Tabnetok y 6nictepi, no 1
6nicTepy B KapTOHHiIl
Kopo6ui; no 1000
TabneTok y MetasieBomy
KOHTeliHepi

(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) -
BWMPaBIEHHS TEXHIYHOT MOMUIIKU
B OHOBNEeHuX MK4A, aki
3aTBepAKeHi Hakaszamn MO3
YkpaiHu Ne 1186 Big 28.05.2019,
Ne 2205 Big 31.10.2019 Ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TeXHiYHa noMusIKa
noB'si3aHa 3 NepeHeceHHsIM
iHchopmauii LWoAo 3a3Ha4YeHoro
nokasHuka posginy
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
"Cneundikauis” MKA.
61. BICENTON® Tabnetku no 100 mr/20 wmr, AT "Apavepn ®apma" Monbla AT "Apamep, Monbwa BHECEHHS 3MiH A0 peecTpaLinHmx - UA/3028/01/01
in bulk: no 5 kr TabneTok y dapma” MaTepianis: TexHiyHa noMunka
noslieTUIEHOBOMY MILLIKY, (3rigHo Hakasy MO3 Big,
BMiLLleHOMY Y 23.07.2015 Ne 460) -
nonieTnneHoBuii BUMNpPaBIEHHA TEXHIYHOT MOMUIIKN
KOHTelHep B OHOBNeHnx MK, siki
3aTBepxeHi Hakazamn MO3
YkpaiHn Ne 1134 Big 17.05.2019,
Ne 2205 Big 31.10.2019 Ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TeXHIYHa noMuska
NnoB'si3aHa 3 NepeHeceHHsIM
iHhopmaii Wwoao 3a3HaveHoro
nokKasHuka po3sgainy
"Cneumdikauin” MKA.
62. BICENTON® Tabnetku no 400 mr/80 wmr, AT "Agameg dapma” Monbwa AT "Apames Monbuwa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3028/01/02
in bulk: no 5 kr TabneTok y dapma” MaTepianis: TexHiyHa noMunka
nonieTMIEHOBOMY MILLKY, (3rigHo Hakasy MO3 Big,
BMiLLLEHOMY Y 23.07.2015 Ne 460) -
nonieTnneHoBuii BUMNpPaBNEHHA TEXHIYHOT NOMUIIKN
KOHTeliHep B OHOB/ieHUX MKS, aki
3aTBepxeHi Hakazamn MO3
YkpaiHu Ne 1186 Big 28.05.2019,
Ne 2205 Big 31.10.2019 Ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TeXHIYHa noMuska
noB's3aHa 3 nepeHeceHHAM
iHhopmaii WwoJo 3a3Ha4YeHoro
nokKasHuka po3sgainy
"Cneumdikayin” MKA.
63. BOHAPOHAT® | Tabnetku, BKpUTI ATHac ®apma FOK Benuka Bupo6bHuuTBO LLBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/5557/02/01
NiBKOBOK 060JI0HKOIO, MO Niviteq BpuTaHis Hepo3dacosaHol Benuka marepianis: 3MiHa 3asBHVKa
50 mr, no 7 TabneTok y npoaykuii, BputaHis (BnacHvka peecTtpaujiiHoro
6nictepi, no 4 6nictepn y BMNPO6YBaHHSA noceigyeHHs) (3rigHo Hakasy MO3
KapTOHHI nauui KOHTPO/II0 AKOCTI, Bif 23.07.2015 Ne 460); 3miHu |
BWMNYCK Cepil: TUny - 3MiHK 3 AKoCTi. [0TOBWMIA
®.XohpmaHH-/1a nikapcbkuii 3aci6. 3MiHn y
Pow NTp, BMPOGHMLTBI. 3amiHa abo
LLiBeiuapis; BBEJEHHSI A0AATKOBOI Ai/TbHUL
Bupo6bHuuTBO BMPOOHULTBA 4191 YACTUHU abo
Hepo3dacoBaHol BCbOr0 BMPOBHMYOrO npoLecy
npoaykuii, roTOBOrO JliKapCbKoro 3acoby
BMNPO6YBaHHSA (AiNnbHULA 4N BTOPUHHOTO
KOHTPO/IIO AKOCTI: nakyBaHHs) - BBE,EHHS
MeHH [04aTKOBOT [ibHULL BUPOBGHMLTBA
dapmachbioTikan roTOBOrO NikapCcbKoro 3acoby -
Cepsices /174, Bevimelig MC, Benvika BpuTtanis

Benvka bpuTaHis;

AN1A BTOPUHHOIO NakyBaHHA; 3MiHK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
IBepc-/i AT,
LLiBeiiuapis;
MNepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IH0 SKOCTI:
®.XohpmaHH-/15
Pow NTp4,
LLBeiuapis;
MNepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
Belimelig MC,
Benuka BpuTaHis

| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYTbCA
BUWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI
roToBOro NikapcbKoro 3acoby
(3amiHa abo gofgasaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) -
He Br/tovatoun
KOHTPO/b/BMNPOGYBaHHSA cepii -
[opasaHHsa BUpo6HYKa - Belimelig,
MNC, Benvka Bputanis
BiANOBIAa/ILHOIO 3a BUNYCK cepil
roTOBOrO JliKapCbKOro 3acoby.
3MiHN BHECEHO B IHCTPYKLilO A5
MeAMYHOro 3acTOCyBaHHA LLOAO
HaliMeHyBaHHs Ta
MiCLie3HaxX0AKeHHSI BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTi
MapKyBaHHS YMakoBKV Nikapcbkoro
3acoby; 3miHu | Tuny - 3MiHK 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3amiHa abo
BBEJEHHSI OAATKOBOI Ai/TbHUL
BMPOGHULITBA 47151 YaCTUHU abo
BCbOro BUPOGHMYOro npouecy
roTOBOrO NikapCbKoro 3acoby
(BinbHULA ANA NepBUHHOTO
nakyBaHHs) - BBeeHHs
[04AaTKOBOI [iNbHULL BUPOBGHMLTBA
roTOBOrO JliKapcbKoro 3acoby -
Beiimeiig MNC, Benuka bputaHis
[N NePBUHHOTO MaKyBaHHS; 3MiHW
| TYINy - 3MiHK Woao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnagy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHS y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
0cobw, BiANoBiAa/IbHOI 32
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3[jlicHEHHS1 chapMakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
hapmakoHarnsg,. fivoua pegaxuis:
[Op. Bipaxitt F'ennept / Dr. Birgitt
Gellert, MD. MponoHoBaHa
pegfakuis: KatepuHa KenHi /
Catherine Kenny. 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
oco6w, BignoBiAabHOI 3a
hapmakoHarnag,. 3miHa
KOHTaKTHOT 0COBU YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
[itoya pegakuis: MowHiHa Onbra
IBaHiBHa. [MponoHoBaHa pefakuis:
Tepelukosa Jlinis MukonaisHa.
3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a hapmakoHarnsag B Ykpaii.
3MiHa Micus 34iACHEHHS1 OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy.
3MiHa MicLLe3Hax0MKEHHS MacTep-
thaiina cuctemun chapmakoHarnsgy
Ta lioro Homepa

64.

BOPTE3OMIB
ANBOrEH

MOPOLLOK /151 PO3YNHY
ONs iH'exuii no 1 mr 1
h/1aKOH 3 NOPOLLKOM B
KapTOHHIN nauuj

AnsoreH IMKo C.ap.n

JNokcembypr

Loxi |
$apmachboTikanc
Ntp., Bonrapisa
(BTOpUHHE
nakyBaHHs); ITECT
nnc, c.p.o., Yecoka
Pecny6nika
(mikpobionoriyHe
TeCTYBaHHS);
KBIHTA-
AHANITUKA c.p.o,
Yecbka Pecnybnika
(ximiko/qpi3nyHe
TecTyBaHHs); Jlabop

Bonrapis/
Yecbka
Pecny6nika/
HimeuunHa/
IcnaHis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMauii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHs" MKA 13. BBegeHHA
HanucaHHsa oauHuLb Sl
natuHeueto (4o4aTKoBO A0
KMpUNnL) y TEKCTI MapKyBaHHS.

JNIC CE & Ko.KT, BHeceHHs 3MiH fo po3giny
HimeuunHa “MapkyBaHHA" MKA /13"
(mikpobionoriyHe 3anponoHoBaHo: MapKyBaHHSI.
TeCTYBaHHS); 3rifiHO 3 3aTBEPHKEHUM TEKCTOM
OHKome[, MapKyBaHHs. TepMiH BBE4EHHS

3a peyenmom

UA/15644/01/01
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

65.

BOPTE3OMIB

MOPOLLIOK A/151 PO3UNHY

AngoreH IMNKo C.ap.n

MaHyhakTypuHr
a.c., Yecbka
Pecny6nika

(BMpPOGHMLTBO "in

bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
TecTyBaHHSA
BUNYLLEHOI cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(Ximiko/gpi3nyHe Ta
MikpobionoriyHe
TecTyBaHHS,
Bignosigae 3a
BMMNYCK cepii)

3MiH - NpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

ANBOTEH

Ans iH'ekuiii no 3,5 mry
donakoHi; 1 pakoH 3
MOPOLLKOM B KapTOHHii
nauuj

TMokcembypr

i |
dapmachboTikanc
Nt4., Bonrapis
(BTOpPUHHE
nakysaHHs); ITECT
nnac, ¢.p.o., Yecbka
Pecny6nika
(mikpobionoriyHe
TEeCTyBaHHS);
KBIHTA-
AHANITUKA c.p.o,
Yecbka Pecny6nika
(ximiko/cpi3nyHe
TecTyBaHHs); Jlabop
NC CE & Ko KT,
HimeuyunHa
(mikpobionoriyHe
TEeCTyBaHHS);
OHKomeq,
MaHyhakTypuHr
a.c., Yecbka
Pecny6nika
(BUPOGHMLTBO "in
bulk", nepBnHHe Ta
BTOPWHHE
nakyBaHHS,
TecTyBaHHS
BUNYLLIEHOI cepil);

CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/thi3nyHe Ta
MiKpobionoriyHe

TEeCTyBaHHA,

Bonrapis/
Yecbka
Pecny6nika/
HimeuunHa/
IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3

BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA J13. BBegeHHA
HanMcaHHsa oanHuLb Sl
natuHeleto (40AaTKoBO [0
KMPUNULL) Y TEKCTI MapKyBaHHS.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHSA" MKHA 13"
3anpornoHoBaHo: MapKyBaHHS.
3rigHo 3 3aTBEPKEHVM TEKCTOM

MapkKyBaHHS. TepMiH BBELEHHS

3MiH - NpPOTAroM 6 MicAuiB nicns

3aTBEPAKEHHS

3a peuenmom

UA/15644/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Bianosigae 3a
BMMNYCK cepil)
66. BOPTE3OMIB MOPOLLOK A1 PO3UNHY AnsoreH IMKo C.ap.n | Jllokcembypr i | Bonrapis/ BHECEHHS 3MiH O peecTpaLifiHnX - UA/15645/01/01
ANBOIrEH A8 iH'exUii no 1 mr in dapmacbtoTikanc Yecbka marepianis: 3MiHu | TURY - 3MiHK
bulk: 1920 donakoHis 3 nra., Bonrapis Pecny6nika/ Loao 6e3nekn/edyeKTUBHOCTI Ta
NMOPOLLKOM B KAPTOHHOMY (BTOPUHHE HimeuunHa/ thapmakoHarnsagy (iHwi 3MiHn) -
KOpooi nakyBaHHs); ITECT IcnaHis OHOBJIEHHS TEKCTY MapKyBaHHsI
nnioc, €.p.o., Yecbka yNaKoBKM NliKapCbKoro 3acoby 3
Pecny6nika BHECEHHSAM iHthopMmalLlii LLoao
(mikpob6ionoriuHe 3a3HaYeHHs O4MHNLb
TEeCTyBaHHS); BMMIpIOBaHHA y cuctemi Sl.
KBIHTA- BHeceHHs 3MiH fo po3giny
AHANITUKA c.p.o, “MapkyBaHHa" MKA N13.
Yecbka Pecnybnika OHOB/IEHHSI TEKCTY MapKyBaHHS
(ximiko/chisnyHe NepBMHHOT Ta BTOPUHHOI YNakoBKY
TecTyBaHHs); Jlabop N3, BBEAEHHSI HANUCaHHSA
NIC CE & Ko.KT, oAuHUUb S| naTuHelero
HimeuunHa (OoaaTkoBO [0 KMPUAWL) Y TEKCTI
(mikpob6ionoriuHe MapKyBaHHS. BHECeHHs 3MiH 40
TEeCTyBaHHs); po3ainy “MapkyBaHHS” MKA 13”:
OHkomep, 3anpornoHoBaHo: MapKyBaHHS.
MaHyhakTypuHr 3rigHo 3 3aTBEPKEHMM TEKCTOM
a.c., Yecbka MapkyBaHHS. TeKCT MapKyBaHHS.
Pecny6nika fopaetbea. TepmiH BBEEHHSA
(BMPOGHMLTBO "in 3MiH - NpOTArom 6 MicsiLiB micns
bulk", neperHHe Ta 3aTBEpPKEHHA
BTOPUHHE
nakyBaHHs,
TecTyBaHHSA
BUMNYLLLEHOT cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/chisnyHe Ta
Mikpo6iosoriyHe
TecTyBaHHs,
BiAnosifae 3a
BMNYCK cepii)
67. BOPTE30OMIBb NOPOLLOK A1 PO3UUHY AngoreH IMKo C.ap.n | Jllokcembypr i | Bonrapis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15645/01/02
ANBOTEH Ans iH'ekuiii no 3,5 mrin PapmachbloTikanc Yecbka marepianis: 3MiHu | TUNY - 3MiHK
bulk: 1920 chnakoHis 3 Ntp., Bonrapis Pecnyb6nika/ Loao 6e3nekn/edeKTMBHOCTI Ta
NOPOLLKOM B KAPTOHHOMY (BTOpPUHHE HimeuuunHa/ thapmakoHarnagy (iHwi 3MiHK) -
KOpoo6i nakysaHHs); ITECT Icnanis OHOBJIEHHSA TEKCTY MapKyBaHHsA
nnc, €.p.o., Yecbka YNaKoBKM JliKapCbKOro 3acoby 3
Pecny6nika BHECEHHAM iHdhopMaui LWwoao
(mikpobionoriyHe 3a3HayveHHsA oguHULb
TECTYBaHHS); BVMIpIOBaHHS y cuctemi Sl.
KBIHTA- BHeceHHs 3MiH 40 po3giny
AHANITUKA c.p.o, “MapkysaHHs" MKA N3.
Yecbka Pecny6ika

OHOB/IEHHS TEKCTY MapKyBaHHsi
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(ximiko/cpisnyHe NepBUHHOT Ta BTOPVHHOI YNaKoBKU
TecTyBaHHs); Jlabop N3, BBEAEHHS HANUCaHHSA
NC CE & Ko.KT, oAuHUUb Sl naTuHeLero
HimeuunHa (804aTKOBO 40 KUPUNLL) Y TEKCTI
(mikpobionoriyHe MapKyBaHHs. BHeCeHHS 3MiH A0
TEeCTyBaHHS); po3ainy “MapkyBaHHS” MKA N13™:
OHkomep, 3anponoHoBaHoO: MapKyBaHHS.
MaHyhakTypuHr 3rigHo 3 3aTBEPKEHVIM TEKCTOM
a.c., Yecbka MapkyBaHHS. TEKCT MapKyBaHHS.
Pecnyb6nika Nopaetbesa. TepmiH BBEAEHHS
(BUpPOGHMLTBO "in 3MiH - NpPOTAroM 6 MicAuiB nicns
bulk", nepsrHHe Ta 3aTBEPAKEHHSA
BTOPWHHE
nakyBaHHs,
TecTyBaHHS
BMMNYLLLEHOT cepi);
CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/cpisnyHe Ta
MikpobiosoriyHe
TeCcTyBaHHS,
Bianosigae 3a
BMNYCK cepil)
68. BPANAAH® pO34nH ANA iH'ekuiid, 100 Lepinr-Mnay Centpan | LUBseiiuapis H.B. OpraHoH, HigepnaHay | BHeCeHHs 3MiH 40 peecTpaLiiHnx | 3a peyenmom UA/10458/01/01
mr/mn no 2 maabo 5mny lct Al Higepnanamn / CLLA marepianis: 3miHu | Tuny -

dhnakoHi; no 10 chakoHiB
Y KapTOHHIi ynakoBLi

(BUpPOGHULTBO 3a
MOBHVM LIVIK/IOM,
BKJ/THOYAOUN [03BIN
Ha BUnyck cepii);
MaTteoH
MaHydhekuypiHr
Cepsices En. En. Ci.
, CLLA
(BUPOGHMLTBO
Hepo3acoBaHol
NpoAyKLii, NepBuUHHe
nakyBaHHs,
KOHTPO/1b cepii B
nepByHHOMY
nakyBaHHi Ta nig yac
BMNpobyBaHb
cTabinbHOCTI)

BEIEHHS Yacy YTpUMyBaHHS
KOHTaKTY 3 (DiNIbTPOM 718 NepLuoi
0,2 um chinbTpay;i;
3anpornoHoBaHo: Filter contact
holding time - first 0.2 pum filtration
< 24 hours. BBeeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMHKEHHS; 3MiHN | TUNy -
BBE[IEHHS Yacy YTPUMYBaHHs
KOHTaKTy 3 oifibTpOM AN Apyroi
0,2 um dpinbTpaw;i;
3anponoHoBaHo: Filter contact
holding time - second 0.2 pm
filtration < 24 hours. BeegeHHs
3MiH NPOTArom 6-Tu MicALiB nicas
3aTBEPMHKEHHS; 3MiHM | TUNY -
3MiHa PiBHIO LUBUAKOCTI
PO3¢hacoBKM Ta YKYMOPKMK;
3anponoHoBaHo: Filling and
Capping machine rate 24.000 vials
per hour. BBegeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPMHKEHHS; 3MiHN | TUNy -
36i/1bLUEHHS PO3MIpY pe3epByapy
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

N5 3MiLLYBaHHS; 3anponoOHOBaHO:
the size of the compounding
vessel 1000 L . BBefieHHs 3MiH
NpOTArom 6-Tv MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TNy -
36inbLUEHHS po3Mmipy cepii [N13;
3anponoHosaHo: 450 L. BBefeHHA
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3BY)XEHHSI MeXi Yacy yTpyMyBaHHS
ans bulk po3unHy y npoueci
BMPOGHMLITBA; 3aMpONOHOBaHO:
the “product bulk solution holding
time” limits < 8 days. BBeAeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3BY)XEHHSI MeXi yacy yTpuMaHHs
po3chacoBaHOro NPoAyKTy Ao
nouatky cTepusisauii y npoueci
BMPOGHMLITBA; 3aMpPONOHOBaHO:
the “Filled product holding time
until start of terminal sterilization”
limits < 24 hours. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
BBefeHHA 100%
aBTOMAaTW30BaHOrO Bi3yaslbHOro
KoHTposto (AVI) sk
a/lbTEPHATUBHOIO TECTYBaHHS B
npoueci BUpobHULTBA A5
Bi3yasIbHOro ornsgy nakoHis;
3anponoHoBaHo: Visual inspection
— 100 % Automated Visual
Inspection (AVI) or 100 % Manual
Visual Inspection (MVI). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3aMiHa npoueaypv BUNpoGyBaHHS
« NPOHWUKHEHHS XN0pUAY AiTilo» Ha
BMNPOOYBaHHSA «MEeTOA, Ha
NMPOHNKHEHHS 6apBHVKa» A1
BMMIpIOBaHHS LiNiCHOCTI cuctemmn
ynakoBKM KoHTeliHepa. BBeaeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY -
BUJTYUYEHHS NOCUIAHHA Ha
noctavasibHuKa NepBUHHNX
nakyBaslbHUX Matepianis y po3gaini
3.2.P.7. BBejeHHs 3MiH NpPOTSArom
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6-TV MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TUMy - 36iNbLIEHHS po3Mipy
pesepByapy 3 Hepxasitoyol cTani
ans 36epiradHa bulk posunny;
3anponoHoBaHo: the size of a
stainless steel bulk holding vessel
1000 L. BeefeHHS 3MiH NpoTArom
6-T MicALIB Mic/1A 3aTBEPAKEHHS
69. BPIHEUPA po3unH Ans iHdysili, 30 BioMapuH Ipnangis roToBUiA Nikapcbkuii HimeuunHa/ BHECEHHS 3MiH [JO peecTpaLifiHnX 3a peyenmom UA/16841/01/01
Mr/MA; Mo 5 M1 pO3UMHY IHTepHewHN fliviTeq 3aci6: ob6pobka CnonyyeHi mMartepianis: 3MiHu | TURY - 3MiHK Y
Ans iHdy3ili y npo3opomy nikapcbkoro 3acoby Wratn npoLieci BUPO6GHMLITBA FOTOBOIO
cKknsaHomy donakoHi (cko | Ta nepBuHHE Amepukn/ nNikapcbKoro 3acoby — 3MiHN Yacy
TMny), 3aKynopeHomy nakyBaHHs Ipnangis/ BUTPVIMKIN 06 €AHAHOTO PO3UYNHY
npo6koto (byTunkayuyk) Ta (HanoBHeHHs Benukobput ONns npoMuBaHHA 36 ronH fo 72
06TUCHYTOMY rOTOBVM NiKapCbKUM aHis FOAUH; 3MiHW | TUNY - 36iNbLUEHHSA

QTHOMIHIEBOO KPULLIKOKO
Tuny flip-off seal 3
N1acTMKOBUM KOBMAaYKOM
3€/1eHOr0 Kobopy; no 2
dhakoHn 3 po34ynMHOM AN
iHCDy3iil y komnnekTi 3 1
pN1akOHOM 3 PO34YMHOM
AN npomuBaHHA (Mo 5 mMn
PO34MHY A58 NPOMUBaHHSA
y NPO30pPOMY CK/IAHOMY
donakoHi (ckno | Tuny),
3aKynopeHoMy Npo6Koto
(6yTunkayuyk) Ta
06TUCHYTOMY
/IIOMIHIEBOIO KPULLIKOO
Tuny flip-off seal 3
NAacTUKOBUM KOBMaYKoM
XOBTOrO KO/bOpY) B
KapTOHHI KOpooL;

3acobom) Ta
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(KOHTPO/b B NpOLECI
BMPOGHMLTBA:
ineHTuikaLlis,
Bi3ya/IbHWi
KOHTPO/b,
6ioHaBaHTaXeHHs Ta
KOHTPO/b NpY
BUMYCKY:
CTEepPUIbHICTb,
GakTepiasibHi
€HA0TOKCUHN)
po34nH Ans
NPOMMBaHHS:
06pobka
nikapcbKoro 3acoby
Ta nepBuHHe
nakyBaHHs
(HanoBHEHHs
PO34YMHOM A5
NPOMUBAHHSA) Ta
BMNPO6YBaHHSA
KOHTPOJIHO SIKOCTI
(koHTpO/b B Npoueci
BMPOGHMLTBA:
iaeHTndikauis,
Bi3yasibHWiA
KOHTPO/b,
GioHaBaHTaXKeHHs,
KOHTPO/b Npyn
BUMYCKY:
CTepWU/IbHICTb,

PO3Mipy cepii po3unHy Ans
npomusaHHA 3 29 n (5,000 vials)
Ha 32 n (6,000 vials); 3miHu | Tuny
- AofaBaHHsA BioMarin
International Limited, Shanbally,
Ringaskiddy, Co. Kopk, IpnaHgis B
SIKOCTi aNlbTEPHATMBHOT AiNbHNLI,
BiANOBIAA/IbHOI 32 BUMPOGYBaHHSA
KOHTPOJII0 AIKOCTI 1il040i PeYOBUHMN
uepninoHasn anbga 4ns MeToauk
BUNPo6YyBaHHA «depMeHTaTMBHA
KiHeTUKa» Ta «KifnbkicHe
BM3HAYEHHS Cy/ibhaTy aMOoHito
KOMTOMETPUYHUM METOL0M>»; 3MiHN
| TMNy - 36iNbLUIEHHS Nepiogy
36epiraHHsi Hepo3dacoBaHoT
aitoyoi pevosuHu (FBDS) 3 24
micauis fo 36 micauis. PegakuiiiHi
3MiHKM go po3giny 3.2.S.7.1; 3miHn
| TMny - 3amiHa gitovoro meToga
BMMNPO6YBaHHSA Nif Yac
BMpO6HMUTBA «KinbKicHe
BM3HAYEHHS METOA0M
eKckn3neHoi BEPX» Ha meTop,
BUNPOO6YBaHHSA «KifbKicHe
BM3HaueHHs Dot-blot», skuii
BMKOPUCTOBYETLCA A/1A
iaeHTudikawii BXigHOT gitouoi
PEYOBUHU Ha AiNbHUL
HanoBHeHHA BeTTep dapma -
depTiryHr 'm6X i Ko. KI™ (BeTTep),
nig yac npouecy BUpo6GHULTBA
FN3; 3MiHK | TUNY - 3MiHK
JOMyCTUMMX MeX y npoueci
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
b6akTepiaibHi BMpO6HMLTBA ADI, siKi BUMaratoTb
©HA0TOKCWHM) BXVBaHHA 3ax0fiB, LU0

BeTTep ®apma-
®epTiryHr F'm6X i Ko.
KI, HimewunHa
roToBuiA Nikapcbkuii
3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTPO/b B NpoLECi
BMPOGHMLTBA:
iaeHTudikauis,
Bi3yasIbHWIA
KOHTPO/b,
6ioHaBaHTaXeHHs Ta
KOHTPO/b Npw
BUMYCKY:
CTepPUSbHICTb,
6akTepianibHi
€H0TOKCHHN)
po34nH Ans
NPOMUBAHHSI:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTPO/b B NpoLECi
BMPOGHMLTBA:
iaeHTudikauis,
Bi3yasIbHWIA
KOHTPO/b,
6ioHaBaHTaXeHHs Ta
KOHTPO/b Npw
BUMYCKY:
CTepPUSbHICTb,
b6akTepiaibHi
€H0TOKCHHN)
BeTTep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimewunHa
roToBWiA Nikapcbkuii
3aci6:
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(kOHTPO/b B NpoLECi
BMPOGHMLTBA:
ineHTudikauisn) Ta
BMNPOGYBaHHSA
CTabiNIbHOCTi PO34nH
AN NPOMUBaHHSA:
06pobka

BCTaHOB/EHI B cneuudikauii ans
€HAO0TOKCMHY AN1s 3-x eTanis
XpomaTorpadii — cunbHa
aHioHoo6MiHHa konoHka (Giga Cap
Q), cnabka aHiOHOOBOMiHHA
konoHka (DEAE entoar) Ta HIC —
KonoHka (BytuncedaposHuii
entoar), a came 3 < 0,2 EO/mn gna
Giga Cap Q entoaT — Mexa, fka
BMMarae BX1BaHHSA 3axoAiB AN
eHA0TOoKCKHY >0,2 EO/mn, Ans
DEAE entoat mexa, sika Bumarae
BXVBaHHA 3ax04iB ANs
eHA0TOKCKHY >0,2 EO/mn, Ans
ByTuncedaposHuii entoar ska
BMMarae BX1BaHHSA 3axoAiB AN
eHA0ToKCMHy >0,5 EO/MA; 3MiHn |
TNy - OfAaBaHHS HOBOrO
BUMNPOOYBaHHSA 3a TECTOM
BV3HAYEHHS €HAO0TOKCHHY 3
mexamu >0,2 EO/ml ana TFS
BDS (pre filter) nicna etany
ynbTpadinbTpavii/giadinbtpauii
(Yo/40%), nogatkoBo A0
MOHITOPUHTY 6i010riYHOrO
HaBaHTaXXeHHS, KWl BXe
npoBoANTLCA. BBeAeHHS mexi,
Aka BUMarae BXMBaHHS 3axofiB
ANs eHAO0TOKCYHY nicns eTany
aHioHo06MiHHOT (AEX)
MeM6paHHoi inbTpauii > 0,2
EO/mI, gns 6ionoriyHoro
HaBaHTaxeHHs = 100 CFU/10 ml
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nikapcbkoro 3acoby
(BMpPOGHNLTBO
Hepo3dhacoBaHoro

MPOMDKHOTO PO34MHY
NS TPOMMBaHHA) Ta
BMNPOGYBaHHSA
KOHTPOJHO SIKOCTI
(koHTpO/b B Npoueci
BUpOGHMUTBA:
ineHTudbikauis Ta
BMNPOGYBaHHSA
cTabinbHOCTI)
BioMapuH
dPapmacbloTuKan
IHK., CnonyyeHi
LWtatn Amepuku
roTOBWIA NiKapCbKnii
3aci6: 36epiraHHs Ta
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(koHTpO/b B Npoueci
BMPOGHMLTBA:
Bi3yasibHWiA
KOHTPO/1b) PO34MH
AN NPOMUBaHHSA:
36epiraHHsa Ta
BMNPOGYBaHHSA
KOHTPOJHO SIKOCTI
(koHTpO/b B Npoueci
BUpOGHMUTBA:
Bi3yasIbHWIA
KOHTpOsb) BeTTep
Papma-PepTiryHr
v6X i Ko. KT,
HimeyunHa rotosuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
(KOHTpOSb NpU
BUMYCKY: KPiM
CTepunbHOCTI) Ta
BMNPO6YBaHHSA
cTabinbHOCTI Ta
BUMYCK cepii po34unH
AN NPOMUBaHHSA:
o6pobka
nikapcbkoro 3acoby
(BUPOBHULTBO

Hepo3acoBaHoro
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

70.

BPOMIEKCUH-

Tabnetku no 8 mr no 10

MPOMDKHOTO PO34MHY
NS TPOMMBaHHA) Ta
BMNPO6YBaHHSA
KOHTPOJIHO SIKOCTI
(koHTpO/b B Npoueci
BUpOGHMUTBA:
ineHTudbikauis,
KOHTPO/b NpYn
BUNYCKY: KPIiM
CTEepPWIbLHOCTI),
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BUMYCK cepil
BioMapuH
IHTepHeLwHN
Nimiten, lpnaxgis
roTOBWIA NiKapCbKnii
3aci6: BTOPUHHE
nakyBaHHs
(mMapkyBaHHs Ta
npouec KiHLeBOro
nakyBaHHs1) pO34yH
AN NPOMUBaHHSA:
BTOPWHHE
nakyBaHHs
AHpaepcoHbpekoH
(tOK) Nimitep,
Benukobputanis

JAPHULA

TabNeTOK Y KOHTYPHIiA
YapyHKOBI ynakoBsLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBoK y naui; no 10
TabNeToK Yy KOHTYPHMX
YapyHKOBMX ynakoBkax; rno
20 TabNeToK y KOHTYPHUX
YapyHKOBUX ynakoBKax

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"papmaLeBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX
npo cuctemy hapmakoHarnsgy,
3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3as9BHUKA A5 34iAICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
dhapmakoHarsiagy) - 3miHa

6e3 peyenma

UA/5902/01/01
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kancyny 6nictepi, no 4
abo 6 6nicTepis y
KapTOHHIM nayui

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA Yy3arasIbHEHVX AaHUX

npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVKA AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif, yNTOBHOB&XeHOI
ocobw, BigNoBiAabHOT 3a
3[jliCHEeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-haiina cuctemm
hapmakoHarnagy) - 3amiHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHKKa, BiANOBIAA/ILHOI
3a hapmakoHarnsag B Ykpaii.
lMponoHoBaHa pegakuisi: MNprckoka

AHapili OneroBny. 3miHa

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/bHOI 32
hapMakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'AvecnaBoBuny
71. BYNIHEKAIH PO34MH ANA iH'eKLilA no 5 My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHnx | 3a peyenmom UA/8379/01/01
MJ/1 B amnyni; no 5 amnyn B | ToBapucTBO “"HaykoBo- akuioHepHe mMarepianis: 3MiHu | TUMY - 3MiHK
KaceTi; no 1 a6o no 2 BMPOGHUUUIA LEHTP TOBapucTBO Loao 6e3nekn/edyeKTUBHOCTI Ta
KaceTu B nayLi 3 KApTOHY "BopLyariBCbkuii "HaykoBo- thapmakoHarnsagy (iHwi 3MiHn) -
XimiKo- BUPOOHNYMNIA LEHTP BHECEHHS 3MiH 40 po34iny
hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHA" MKA N13;
3aBof" Ximiko- 3anponoHoBaHo: MapKyBaHHs.
hapMaLeBTUYHWIA BignoBigHo [0 3aTBEPAKEHOTO
3asof” TEKCTYy MapKyBaHHSA yNakoBKU.
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao0
3a3HayYeHHs OAMHULb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNs 3aTBEPLPKEHHS
72. BA3OHAT® kancynv no 250 wr, no 10 AT "OnaiiHchapm" Natsis AT "Onaiincpapm" Natsis BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/9434/01/01
martepianis: 3mMiHU | TUNY - 3MiHK
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHUX JaHUX KOHTaKTHOT

0cobu ynoBHOBaXeHOT 0cobu

3asBHVIKa, BiANOBIAAbHOT 38
hapmakoHarnsg, B Ykpaini

73.

BA3OHAT®

kancynu no 500 mr, no 6
Kancyn y 6nictepi, no 5
a6o 10 6nicTepiB y
KapTOHHI nayi

AT "OnaiiHdhapm"

Natsia

AT "OnaiiHcpapm"

Nart.ia

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBigasnbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHMKa, BiANOBIAA/ILHOI

3a (hapmakoHarnisg B YkpaiHi.

MponoHoBaHa pepakuis: MNpuckoka

AHZpii Onerosuy. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHMKA, BiANOBIAa/IbHOI 3a

thapmakoHarnag B Ykpaini

3a peuenmom

UA/9434/01/02

74.

BANIAON-
JAPHULA

Tabnetku no 60 mr; no 6
a6o no 10 Tabnetok y
KOHTYPHIli YapyHKOBIi
ynakoBLii; N0 1 KOHTYpHIiA
YapyHKOBIli ynakoBLji B
nadui; no 6 a6o no 10
TabNeToK Y KOHTYPHUX
YapyHKOBUX ynakoBKax

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTnUiHa
thipma "AapHnus"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta

thapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa yNMOBHOB&XeHOi 0cobu,

BiANOBIAA/IbHOI 3a 34iiCHEHHS

thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnagy
3asBHUKaA AN 3MiICHEHHS

6e3 peyenma

UA/2993/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHeHHS1 chapMakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
3anponoHoBaHo: Typok B'ayecnas
B'ayecnasosuy

75.

BAHKOMILUWH-
BICTA

niodpinizat Ana posumHy
Ans iHgy3ii no 500 mr, 1
CKSIHUIA (NaKoH 3
niodpinizaTom, MIiCTKICTIO
10 M B KQpPTOHHil
Kopo6ui

MicTtpan Kenitan

MeHempxkmeHT NlimiTes

AHrNifA

BEM lnay CaH. Be

Tik. A.C.

TypeyunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: TEXHIYHa NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMPAaB/IEHHSA TEXHIYHUX NOMUSIOK,
3rigHo n.2.4. po3gainy VI Hakasy
MO3 Ykpaiuu Big 26.08.2005p. Ne
426 (y pepakuii Hakasy MO3
Ykpainm Big 23.07.2015 p Ne 460)
— BunpaB/ieHHsA TeXHIYHOT
NMOMW/IKK, NOB’A3aHO 3
HeBignoBigHicTio y MKHA, TekcTi
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNakoBKK, IHCTPYKLIT
0719 MeMYHOr0 3aCTOCYBaHHS
iHpopmawii, Lo npeacTasneHa B
po3gini «Cknag»: MNponoHoBaHa
pegakuisi 1 chsiakoH MiCTUTb:
[itova peyoBunHa: BaHKOMILUHY
rigpoxnopuay B nepepaxyBaHHi Ha
BaHKOMiLMH 500 Mr [JONOMiXHi
PeYOoBMHW: HATPIIO
rigpokcua/kucnorta
X/IOPUCTOBOAHEBA (MOX/IMBA
HasABHICTb Y 3B'A3KY 3
HeoOXxigHICTIo Kopekuii pH) 1
donakoH MicTuTh: [itoya peyoBmHa:
BaHkomiuuHy rigpoxnopuay B
nepepaxyBaHHi Ha BaHKOMILWH
1000 Mr [JonOMiXHi pe4oBUHM:
HaTpito rigpokeung/kucnora
X/I0pUCTOBOAHEBA (MOX/NBA
HasIBHICTb Y 3B'SA3KY 3
HeobxigHicTIo Kopekuii pH).
3a3HayeHe BUNpaBeHHs

3a peuenmom

UA/18265/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiAnNoBigae marepianam
peecTpauiiiHoro Aocke, Sk
npeAcTas/ieHi B maTepianax
PeECTPaL,iHOro A0ChE

76.

BAHKOMILUWH-
BICTA

niodpinizat Ana posumHy
Ans iHdy3ii no 1000 mr, 1
CKSIHUIA (NaKoH 3
niodpinizaTom, MiCTKICTIO
20 M1 B KAPTOHHIl
Kopobui

MicTtpan Kenitan

MeHempxkmeHT NlimiTes

AHrNifA

BEM lnay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: TEXHIYHa NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMPAaB/IEHHA TEXHIYHUX NOMUSIOK,
3rigHo n.2.4. po3gainy VI Hakasy
MO3 Ykpaiuu Big 26.08.2005p. Ne
426 (y pepakuii Hakasy MO3
Ykpainm Big 23.07.2015 p Ne 460)
— BunpaBieHHsA TeXHIYHOT
NMOMW/IKW, NOB’A3aHO 3
HeBignoBigHicTio y MKHA, TekcTi
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNakoBKK, IHCTPYKLIT
0719 MeMYHOro 3aCTOCYBaHHS
iHpopmawii, Lo npeacTasneHa B
po3gini «Cknag»: MNponoHoBaHa
pegakuisi 1 cbsiakoH MiCTUTb:
[itova peyoBnHa: BaHKOMILUHY
rigpoxnopuay B nepepaxyBaHHi Ha
BaHKOMiLMH 500 Mr [JONOMiXHi
PeYOoBMHW: HATPIIO
rigpokcua/kucnorta
X/IOPUCTOBOAHEBA (MOX/IMBA
HasABHICTb Y 3B'A3KY 3
HeoOXxigHicTIo Kopekuii pH) 1
donakoH MicTuTh: [itoya peyoBmHa:
BaHkomiuuHy rigpoxnopuay B
nepepaxyBaHHi Ha BaHKOMILWH
1000 Mr [JonOMiXHi pe4oBUHM:
HaTpito rigpokeug/kucnora
X/I0pUCTOBOAHEBA (MOXNBA
HasIBHICTb Y 3B'SA3KY 3
HeobxigHicTIo Kopekuii pH).
3a3HayeHe BUMNpaB/eHHs
BignoBigae martepianiam
peecTpauiiiHoro Aocke, Sk
npejcTasfeHi B marepianax
PEECTPALLiHOIO A0CbE

3a peuenmom

UA/18265/01/02

77.

BAPINIPVIKC™ |
VARILRIX™
BAKLVHA Ans
NPO®INAKTUK
W BITPSIHOI
BICMNV XXVBA

niodpinizat Ana posumHy
ans iH'ekuiii no 1 gosi; 1
chnakoH 3 niodpinizatom Ta
1 amnyna 3 po34nMHHUKOM
(Bopa Ans iH'ekuili) B
N1acTMKOBOMY KOHTEHepI

nakcoCmiTKnsiAH
Ekcnopt fimiteq

Benvka
BpuTtaHis

nakcoCmiTKnsiiH
Bionoaxikans C.A.

Benbrig

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | Tvny - 3MiHK 3
AkocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa y 6e3nocepeHili
ynakoBLi A®| (akicHi Ta/abo

3a peyenmom

UA/15966/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
ATEHYNOBAH B KapTOHHI Kopobuj; 1 KiNbKiCHI 3MiHK cknagy) -
A chnakoH 3 niodpinizatom Ta BBE/lEHHS HOBOTO
1 nonepefHLO 3aKynoploBasIbHOTO eN1eMEHTY
HanoBHEeHWIA Wwnpuy, 3 Bromobutyl rubber FM 457 ans
PO34MHHMKOM (BOAA ANA KOHTelHepa 3 nofieTuneHy
iH'eKLi1) y KOMNNekTi 3 BUCOKOI WinbHocTi (HDPE)
[ABOMa rosikamuv B o6’emom 5 n, wo
N1acTMKOBOMY KOHTelHepi BMKOPWCTOBYETLCA /18 36epiraHHs
B KapTOHHiii kopo6uj; 100 NPOMIXHOro NpoAykTy varicella
donakoHiB 3 niogoinizatom bulk
Ta 100 amnyn 3
pO34MHHMKOM (BOAa ANA
iH'eKL;i) (B YapyHKOBIl
yMakoBLii) B OKpeMUx
KapTOHHMX KOpOoGKax
78. BAPIIPUKC™ | | niodpinisat gnisi po3unHy nakcoCmiTKnsiiH Benvka [nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/15966/01/01
VARILRIX™ ONs iH'exui no 1 gosi; 1 Ekcnopt fimiteq, BpuTaHis Bionopxikan3 C.A. marepianis: 3miHu | TUny -
BAKUUHA ANA | dhnakoH 3 niocpinisatom Ta [ofaBaHHsA TecTiB «Sterility»,
MPO®PIIAKTUK | 1 amnysa 3 pO3YMHHUKOM «ldentity varicella virus by PCR
M BITPAHOI (BOZA ANA iH'eKLiN) B (Q-PCR)» Ta «Potency» Ha
BICNA XXUBA NNacTUKOBOMY KOHTeHepi KiHLLeBOMY eTani BUpobHULTBa
ATEHYNOBAH B KQPTOHHIli kopobu,; 1 iHOKY/TlOMY BITPSIHOT BiCMn
A donakoH 3 niodpinizaTtom Ta (Concentrated inoculum); 3miHn |
1 nonepefHbO TUMY - BUAASIEHHSA TECTIB
HaNoOBHEHWUI WNpuL, 3 «ldentity» Ta «Potency» Ha
PO34MHHMKOM (BOAa ANA NPOMiXXHOMY eTani BUpobHMLTBa
iH'eKLil) y KOMNNeKTi 3 iHOKy oMY BITPAHOT Bicnn
[BOMa ronikamu B (Inoculum virus pool); 3miHun Il TNy
NNacTKOBOMY KOHTeWHepi - 3MiHa MeToAy BMNPOOYBaHHSA 3a
B KapTOHHIii kopo6u; 100 NokasHUKOM «ldentity», skuii
donakoHiB 3 niogoinizatom BMKOHYETbLCS1 HA NPOMiXKHOMY eTani
Ta 100 amnyn 3 BMPOGHULITBA iHOKY/TIOMY BiTPSHOT
PO34MHHMKOM (BOAA ANsA gicnu (Inoculum virus pool);
iH'EKUN) (B YapyHKOBIN 3anponoHoBaHo: Identity varicella
ynakoBLi) B oKpemux virus by PCR (Q-PCR). PegakuijiiHi
KapTOHHUX KOPObKax; npasku Ao posginy 3.2.S
79. BEPAMNAMIN- TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/3582/01/02
AAPHULUA N1iBKOBOK 060/10HKO, MO "®apmMaueBTNYHa "papmaLeBTUiHa martepianis: 3mMiHU | TUNY - 3MiHK

40 wmr, no 10 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLi, N0 2 KOHTYPHI
YapyHKOBI yNakoBKM B
nauui

thipma "apHuug"

thipma "apHmus"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHVX AaHUX

npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOB&XeHOi 0cobu,

BigNoBiga/IbHOI 32 34jACHEHHSI

hapmMakoHarnagy; KOHTakTHoI
ocobu 3 papmakoHarnagy
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6V 3as1BHMKA,
BiANOBiAa/IbHOI 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'AvecnaBoBuny
80. BISBAPCUH® Q- | TabneTtku, Wwo KPKA, o.4., HoBo CnoseHisa BUPOBHUK, CnoBeHis BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/13484/01/03
TAB® AncnepryTbes B pOTOBIl MecTo BiANOBIAA/IbHWI 32 mMartepianis: 3MiHu Il Tuny -
NOPOXHUHI, No 100 mr no 1 NepBUHHY Ta BBE/I€HHSI HOBOTO BUPO6HUKa AdI|
Tabnetyi y 6nictepi; no 1 BTOPVHHY YMaKoBKy, 3 HaJaHHAM mMacTep-thaiina Ha
ab60 no 2 6nicTepn B KOHTPO/Ib Ta BUMYCK Ad| cungeHadin BnacHmka KPKA,
KapTOHHI Kopobuj; no 4 cepii: KPKA, a.4., A0.48. HoBo mecTo, CnoBeHis, sikuii
Tabnetku y 6nictepi; no 1, HoBo mecTo, Onucye HOBWI anlbTEPHATUBHUIA
abo no 2, abo no 3 CnoBeHis wax cuHtesy ROS1 gns
6nicTepy B KAPTOHHIi Bnpo6HuK, OTPVIMaHHS aKTMBHOI PEYOBUHM
Kopoo6ULi BiANOBIfaNbHWUIA 3a cungeHadin. BeefeHHs 3MiH
BMPOGHMUTBO "in NPOTSrom 6-Tu MicALiB nic/s
bulk", nepBuHHY Ta 3aTBEpPKEHHA
BTOPWHHY YNaKoBKY:
KPKA, a.4., HoBo
MecTo, C/oBeHis
81. BISBAPCUH® Q- | TabneTtku, Wwo KPKA, a.4., HoBo CnoseHis BUPOBHMK, CnoBeHis BHECEHHS 3MiH 40 peecTpavliinHmx 3a peyenmom UA/13484/01/01
TAB® [OVCNepryoTbcsa B pOTOBIl MecTo BiANOBigaIbHNIA 3a marepianis: 3miHu Il Tuny -
NOPOXHUHI, o 25 mr no 1 BMPOGHMLTBO "in BBE/IEHHS1 HOBOTO BUpPO6HUKa Ad|
Tabnetui y 6nictepi; no 1 bulk", nepBuHHy Ta 3 HaZaHHAM MacTep-chaiina Ha
abo no 2 6nictepu B BTOPUHHY YNaKOBKY, A®I| cungeHadin BnacHuka KPKA,
KapTOHHii kopobuj; no 4 KOHTPO/b Ta BUMYCK 4.4. HoBo mecTo, CnoBeHis, Akuii
Tabnetkn y 6nictepi; no 1, cepii: OMUCye HOBWI aNlbTEPHATUBHUIA
ab6o no 2, abo no 3 KPKA, a.4., HoBo wax cuHtesy ROS1 gns
6nicTepu B KAPTOHHIl mecTo, CroBeHis; OTPVIMaHHS aKTUBHOI PeYOBUHM
Kopoo6Li Brpo6HuK, cungeHadin. BeefeHHs 3MiH
BiANOBiAA/IbHWIA 32 NpoOTArom 6-T! MicAUIB micns
NepBUHHY Ta 3aTBEPAKEHHS
BTOPVHHY YNaKoBKY:
KPKA, a.4., Hoso
MecTo, C/oBeHis
82. BISBAPCUH® Q- | TabneTku, Wwo KPKA, 4.4., HoBo CnoseHisn BUPOBHMK, CnoBeHis BHECEHHS 3MiH 40 peecTpaliintHmx 3a peyenmom UA/13484/01/02
TAB® [OVCNepryoTbcsa B pOTOBIl MecTo BiANOBIgaIbHUIA 3a marepianis: 3miHu Il Tuny -

NOPOXHUHI, no 50 mr, no 1
Tabnetui y 6aictepi; no 1

NEPBUHHY Ta
BTOPUHHY YMaKOBKY,

BBEJEHHS1 HOBOro BUPOOHUKa Ad|
3 HaflaHHAM MacTep-chaiina Ha
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
abo no 2 6nictepu B KOHTPO/Ib Ta BUMYCK A®I| cungeHadin BnacHuka KPKA,
KapTOHHI Kopobuj; no 4 cepii: KPKA, a.4., A0.4. HoBo mecTo, CnoBeHis, siknii
Tabnetkn y 6nictepi; no 1, Hoso mecTo, ONUCYE HOBUIA aslbTEPHATUBHWIA
abo no 2, abo no 3 CnoBeHis wnsax cuHtedy ROS1 ana
6nicTepn B KAPTOHHIi Brpo6HuK, OTPUMAaHHS! aKTUBHOT PEYOBUHY
Kopooui BiAnoBiganLHUii 3a cungeHadin. BeegeHHs 3MmiH
BMPOGHMLTBO "in NpPOTArom 6-T MicAUIB micns
bulk", nepBuHHy Ta 3aTBEPAKEHHS
BTOPWHHY YNaKoBKY:
KPKA, 4.4., Hoso
mecTo, CnoBeHist
83. BIKC AKTUB cupon, no 30 mn abo no MpokTep eHg M'em6n LBeliLapis MpokTep eHg Fremén Himeuunna BHECEHHS 3MiH O peecTpaLifiHnX 6e3 peyenma UA/13502/01/01
MEAIHANT 90 mn, a6o no 100 mn, IHTepHeLHN MaHydhekuypiHr marepianis: 3MiHU | TUMY - 3MiHK
a6o no 120 mn, a6o no OnepeiiwH3 CA M6X Loao 6e3nekn/edyeKTUBHOCTI Ta
180 mn, abo no 240 mn 'y thapmakoHarnsagy (iHwi 3MiHn) -
naswyi; no 1 naswui BHECEHHS 3MiH 0 po3ainy MKHA:
pasom 3 MipHUM padhiuHe ohopMNEHHS YyNakoBKu.
CTaKkaH4YMKOM Yy KOpoo6Li MponoHoBaHa pepakuis:
MAPKYBAHHSA (BignosigHo Ao
3aTBEpKEHOro TekcTa
MapKyBaHHs1). 3MiHVN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby o0
3a3HaYeHHS MDXKHapOAHUX
no3HavyeHb OAVHNLb
BMMIipIOBaHHA. BBeAeHHS 3MiH
NpoTArom 6-T! MicALIB Micns
3aTBEPAKEHHS
84. BIHOPE/bBIH KOHUEHTpAaT 4151 PO34nHy EBEBE ®apma ABCTpis EBEBE ®apma AscTpisi/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4020/01/01
"EBEBE" Anst iHdysii, 10 mr/mn no lFec.m.6.X. Hdpr.KI lFec.m.6.X. Hor. KT, Himeuunna marepianis: 3mMiHu | Tvny - 3MiHK 3

1 mn (10 mr) a6o 5 mn (50
Mr) y doniakoHi; no 1
(h/1aKOHY B KapPTOHHii
Kopoo6Li

ABCTpIf (NOBHUIA
LMK BUPOOHULTBA);
Nab6op IC CE &
Ko.Kl, HimeuunHa
(TecTyBaHHs); MIMN
Mikpob6ionoriwec
Mptochnabop M6X,
ABCTpIs
(TecTyBaHHs)

akocTi. CepTudpikat
BignosigHocTI/TE-cepTucpikar
BiiNOBIAHOCTI €BpoOnelichkiit
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaIbHOT thapmakonei
fepxasu E€C (3miHa 'y
cneuuikauisx, nos'a3aHa 3i
3MiHamu B AdY, abo
€Bponelicbkin hapmakonei, abo
iHLI HavioHanbHil hapmakonei
aepxasu €C) - 3MiHa CTOCYETbCA
[ofasaHHsA papmakoneinHoro
mMeTogy BEPX an1a BU3HAYEHHSA
XpomaTtorpadiyHoi unctotn Ad|
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
85. BOJ/IbTAPEH emy/ibrenb s 'CK KoHcblomep LLiBeliyapis 'CK KoHcblomep LLiseliyapis BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/1811/01/01
EMYNbIrENb 30BHILUHLOTO Xenckep C.A. Xenckep C.A.

3actocyBaHHA 1 %; no 20
r,abono50r,abono75r,
abo no 100 ry Ty6i, no 1
Ty6i B KQPTOHHI KOpo6Li

marepianis: 3MiHu | TUny -
BBeJlEHHA aslbTepHaTUBHOI
meTogukm YEPX onst nposefeHHs
iieHT1dikaLil, KibkiCHOro BMicTy
Ta BM3HAYEHHSA BMICTY NPOAYKTIB
Jerpagauii fo Bxe
3aTBepxeHoro metoay BEPX.
[lofaTkoBO BHECEHI peaKTopChKi
npaBkn A0 3aTBEPAXEHNX METOAIB
3a nokasHukamu «poaykT
nerpagadii - avknodeHaky
[0AeumnnoBuin edpip metTogom
BEPX» Ta «KinbkicHe BU3HaYeHHs
MeToaoM BEPX»
3MiHW | TUNY - AofaBaHHsA
MOX/IMBOCTi BUKOPUCTaHHSA
anbTepHaTUBHOIO MeToAy
BMNPOGYBaHHSA B'A3KOCTI 3
BUKOPWUCTaHHAM npunagy
Brookfield LVT gns sunpobyBaHHs
CTabiNIbHOCTI, SIKNIA Ha faHuil yac
npoBoAMTLCA Ha BUNycK MN3;
3MiHU | TUNY - BUNYYEHHS
ineHTudikauii metogom TLUX, y
3B'A3KY 3 BBEAEHHS
anbTepHaTUBHOIO MeToay
ineHTudikauii metogom YEPX;
3MiHN | TUNY - 3BYXEHHSA
[OMYyCTUMUX MEX A1 NOoKa3HMKa
«3arasibHuin BMICT NpoAyKTiB
Aerpagauii» npu Bunycky N3 3
«He 6inbLue 0,6 %» Ha «He GinbLue
0,5 %>» 3 ypaxyBaHHAM DakKTUYHNX
[aHUX, OTPUMaHUX iCTOPUYHO ANs
nikapcbKoro 3acoby; 3MiHu | Tuny -
BBe[leHHA aNlbTepHAaTUBHOI
anoMiHiEBOT NamiHOBaHOT Ty6u: 3
anbTepHaTMBHUM TUNOM
NamiHyBaHHS BHYTPILLHbOI
NoBEepXHi kopnycy Ty6u, Lo Mae
GiNbLL BUCOKY XiMiUHY CTillKiCTb Ta
6iNbLL BUCOKY 3AaTHICTb
3anatBaHHs. BiacyTHi 3MiHK 0
cucTeMy yKyrnopku; 3mMiHu | Tuny -
[ONOBHEHHA creumdikavi
a/IloMiHIEBOT NamMiHOBaHOT Ty6u
BMNPOGYBaHHAM ifAeHTUdiKaLi
A5 nie4ya Ta MeM6paHun 3 METOK
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
NONINLWEHHSA KOHTPO/TI0 NEPBUHHOI
ynakoBku (gitoya cneuudikauis
MICTWUTb ifeHTUIKaLiiHWIA TeT ans
KpULLEYKM Ta BHYTPILLHBOrO
NoBepxHi kopnycy Ty6u); 3MiHu |
TUNY - BUNYYEHHS MOKa3HUKIB
crneundikavii antoMiHieBMX
namiHoBaHux Ty6, yepes ix
He3HauyLWicTb (30BHILLHE
nakyBaHHs, Po3mipn,
®yHKUIOHA/IbHWIA TECT NIErkoCTi
BiJKpYBaHHA KpuULKW, TecT
winbHocTi, MikpobionoriuHa
yncToTa)
86. BOTPIEHT™ TabneTkun, BKpUTI HosaprTic ®apma Al LBeliLapis Brpo6HMK Benvka BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/12035/01/01
NAiBKOBOK 060J1I0HKOHD, MO Hepo3dacoBaHoi BpwuTaHis/ mMarepianis: 3MiHu | TUMY - 3MiHK
200 wr; no 30 TabneTok y npoaykuii: nakco IcnaHis BHeCeHOo A0 IHCTpyKuii ans
thnakoHi; no 1 chiakoHy B OnepeiiwHc FOK MeMYHOro 3acTocyBaHHsA
KapTOHHI KOpooLj NimiTeq, Benvka NiKapcbKoro 3acoby o po3ainis
BpuTaHis; Bupo6Huk "Oco61BOCTI 3aCTOCYBaHHSA",
015 NaKyBaHHA Ta "Mo6iuHi peakwii” BigNoBigHO A0
BMNYCKY Cepii: pekomeHgauin PRAC. BBeaeHHsi
"nakco Bennkom 3MiH NPOTArom 6-Tu MicALiB nicns
C.A., IcnaHis 3aTBepAKEHHS;
3MiHu || TMny - 3MiHK BHECEHO 0
IHCTPYKUIT AN1A MeanyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby
[0 po3giny "Mo6ivHi peakuii”.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNs 3aTBEPLPKEHHS
87. BOTPIEHT™ TabneTkn, BKpUTI HoBapTic ®apma Al LLiBeiiuapis Brpo6HMK Benuka BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/12035/01/02
N1iBKOBOK 060J10HKO, MO Hepo3acoBaHol BputaHis/ martepianis: 3mMiHU | TUNY - 3MiHK
400 wmr; no 30 TabneTok y npoaykuii: Mnakco Icnanis BHECEHO A0 IHCTPYKUiT Ans

chnakoHi; no 1 chnakoHy B
KapTOHHIA KOpoo6Li

OnepeiiwHc FOK
NimiTen, Benvika
BpuTaHis; BUpobHuk
N5 nakyBaHHA Ta
BMNYCKY cepi:
"nakco Bennkom
C.A., IcnaHis

MeJIMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3fainis
"Oco6/1MBOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakw,ii" BigNoBigHO A0
pekomeHpauili PRAC. BeeeHHS
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS,;
3MiHu |l TUNYy - 3MiHW BHECEHO A0
IHCTPYKUiT AN MefuuHoro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
[0 po3giny "MNo6ivHi peakuii”.
BBefieHHs1 3MiH NpoTArom 6-Tn
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MicSLiB NicNs 3aTBEPAKEHHS
88. BYrinnga Tabnetku no 250 mr, no 10 | [My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/3954/01/01
AKTUBOBAHE Tabnetok y 6nictepi, no TOBapuncTBo "HayKoBo- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHW
10 Tab1eTOK Y KOHTYPHUX BMPOBHNYMNIA LEHTP TOBapuCTBO Lofo 6e3nekn/edheKTMBHOCTI Ta
6e34apyHKOBMX yNakoBKax "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHK) -
XimiKo- BMPOGHWYMIA LEHTP BHECEHHS 3MiH 0 po34iny
hapmaueBTUYHUI "BopLuariBcbkuii “MapkyBaHHs" MKA N13;
3asofg" XiMiKo- 3anpornoHoBaHo: MapKyBaHHS.
chapmaLeBTUYHWMIA BignosigHo o 3aTBEPKEHOrO
3aBofg” TEKCTY MapKyBaHHS YnakoBKW.
BunyuyeHHs iHdhopmauii Wwoao
ynakosku in bulk 3 maTepianis
peecTpavu,inHoro gocbe (3
TUTYNBHOI CTOPIHKK, po3ainy
«YnakoBka» Ta «MapKyBaHHs»
MKA N13) y 3B8’A3Ky 3 TUM, L0 4jt0
peecTpavLiiiHOro NocBigYeHHs Ha
N3 Byrinnsa akTeosaHe,
Tabnetku no 250 wmr, in bulk: no 1
Kr y naketax (Pl Ne
UA/10023/01/01 Bif 05.06.2020)
NPUNMHEHO 3rigHo Hakasy MO3
Ykpainm 13.11.2020 Ne 2617.
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILiB Micns 3aTBEpAKEHH
89. FEKCAKCUM® | | cycneHsia ans iH'ekuiii, no CaHodi MacTep PpaHuis NOBHUIA LMK PpaHuis/ BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/13080/01/01
HEXAXIM 0,5mn (1 po3a) B BUPOOHMLTBA, YropwuHa MaTtepianis: 3MiHu Il Tuny - 3miHK 3
BAKUWHA ANA | nonepefHbO 3anoBHEHUX BUNYCK Cepil: AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
MPO®ITAKTUK | wnpuyax 3 1-eto (abo 2- CaHodi MacTep, KOHTpOsb roToBOro MikapcbKoro
N ANDTEPII, Ma) OKPEMUMU rosikamu, PpaHuis; 3aco6y. 3miHa napameTpis
NMPABLA, no 1 WwnpuLy B KAPTOHHIl BTOPVHHE cneuudikauii Ta/abo fonycTUMmx
KALLJTHOKY ynakosui; no 0,5 mn (1 nakyBaHHs, BUMYCK MeX roTOBOro NiKapCcbkoro 3acoby
(ALENONAPH [03a) B nonepeaHbo cepii: (3miHa 3HaxoAnTbLCA No3a
nn 3anoBHEeHuX Wwnpuuax 3 1- CaHodi-ABeHTiC 3aTBepMKEeHVMU AOMYCTUMUMU
KOMMOHEHT), | et (abo 2-ma) okpemmmu Mpaisit Ko. NT4,., Mexamu cneumdikawii) - 3MiHn
FENATUTY B ronkamu, no 1 wnpvuy B Mnatdhopma KpUTEpIiB NPUAHATHOCTI ANs

PEKOMBIHAHT
HA,
noniomienitTy
IHAKTUBOBAH
ATA
3AXBOPHOBAH
b,

CTaHAAPTHO-EKCMOPTHIl
ynakoBLi, ika MiCTUTbCS y
KapTOHHI kopobui 3
IHCTpYKLUi€eo Ans
MeAMYHOro 3acTOCyBaHHS;
no 0,5 mn (1 gosa) B
nonepeaHbo 3anoBHEHWX

NOricTvKM Ta
AncTpubyLii y m.
Bypanewr,
YropumHa

BUNPOBYBaHHSA IMyHOreHHOCTI
npaBLEeBOro aHaTokcuHy (Tetanus
immunogenicity assay) Ta
aLesioNIAPHOro KOMMNOHEHTY
Kawntoky (Pertussis
immunogenicity assay), 0CKiflbku
pedoepeHc-BakumHa binblue He
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
CNPUYNHEHWN wnpuuax 3 1-eto (abo 2- BVIKOPVCTOBYETLCS. 3MiHU [0

X
HAEMOPHILUS
TMny B
KOH''OroBAH
Al
ALCOPBOBAH
A, PIOKA

Ma) OKPEMUMM FofIKamu,
no 10 wnpwuuis B
KapTOHHI ynakosL,; no
0,5wmn (1 gosa) B
nonepeaHbO 3anoBHEHNX
wnpuuax 3 1-ewo (abo 2-
Ma) OKPEMUMM FofIKamu,
no 10 wnpwuuis B
CTaHA4apTHO-EKCMOPTHIl
yMakoBLij, sika MiCTUTbCA y
KapTOHHI Kopobui 3
IHCTpYKLUi€O Ans
MeAMYHOro 3aCTOCyBaHHS;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
h1aKOHIB y KapTOHHiIl
ynakosui; no 0,5 mn (1
[o3a) y hnakoHax, no 10
h/1aKkoHIB B CTaHJapTHO-
€KCMOPTHI ynakoBLi, ska
MICTUTBCS Y KapPTOHHIi
KopooLi

cKnagy nikapcbkoro 3acoby B
PeecTpadiiHoMy nocBigyeHHi,
MKS#A, IHCTpyKUii NS meguuHoro
3aCTOCYBaHHSA, TEKCTI MapKyBaHHSA
YyNaKoBOK (fofasaHHSA iHdhopMauii
LLOA0 a/TOMIHIK0 B SIKOCTI
[OMOMDKHOT peYOBVHY B CKNagi
BaKLVH, AOAaBaHHA Perynatopis
pH «NaOH, ouToBa kucnota i/abo
HCl»). OHOBReHHS po3ainis
peecTpadiiHoro gocee 3.2.P.2.3,
3.2.P.5.4, 3.2.P.6. 3MiHV BHECEHO
B iIHCTPYKL0 4519 Mean4YHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
y po3gin "Cknag", B KOPOTKY
XapakTepucTuKy Nikapcbkoro
3aco6y y po3ainn "2. FAKiCHWi i
KinbkKicHWI cknag.”, "6.
dapmaneBTMYHa iHchopmauis: 6.1.
[JonomixHi pe4yoBmHW." Ta
BiZANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y. TepMiH BBeEHHS 3MiH
npoTarom 6 micAuis nicns
3aTBEpMKEHHS; 3MiHu |l Tuny -
3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa y meTofax BUNpo6yBaHHsA
roTOBOrO NikapCbKOro 3acoby
(cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHOMOriYHOMY/iMyH
OXiMiYHOMY MeToZi BUNPO6yBaHHsA
abo meTogi, y ikomy
BVKOPUCTOBYETLCS GIO/IOrYHWIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenaparty
NOPIBHAHHA (CTaH4APTHOro
npenapary), Wo He 3a3Ha4YeHuii y
3aTBEPAKEHOMY NPOTOKONI) -
3aMiHa aHani3y BU3HauYeHHs
aKTMBHOCTI [il04MX PEYOBUH ANA
npodpinakTukn andptepii
(npoBokaLiiiHe BUNPo6YyBaHHAM 3
AN TEPIHUM TOKCUHOM NpK
BHYTPILLUHBOLLKIPHOMY BBEEHHi
MOPCbKVM CBMHKaM), NpasLs
(npoBokaLiiiHe BUNpobyBaHHAM 3
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npaBLEBVM TOKCMHOM Ha MULLAX)
Ta Kall/oKy (aLentonsapHui
KOMMOHEHT) (TeCT iMyHOreHHOCTI
Ha MULLAX) EAVHUM CEPOOTIYHUM
aHani3oM Ans Tpbox Ailumx
PeYOoBWH (BU3HAYEHHAM
iMyHOTE€HHOCTI Ail04nX peyoBunH
AN npodhinaktukn gudtepii,
npaBLs Ta KaLLoKy
(auentonsapHWii KOMNOHEHT) Ha
MOPCbKMX CBUHKaXx). TepMiH
BBEEHHS 3MiH - XXOBTeHb 2021

90.

FEMUUTABIH-
BICTA

NOPOLLOK NiodpinizoBaHuin
[ONs po34nHy AN iHdys3ii
no 200 mr, 1 dakoH 3
NMOPOLLKOM B KQPTOHHIl
KopooLi

MicTtpan Kenitan
MeHepKMeHT JlimiTeq

AHrNIA

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHs" MKA 13"
3anpornoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKV NiKapcbKoro
3aco6y 3 BHECEHHAM iHchopMalii

LLIOA0 3a3HaYeHHs OANHULB
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPKEHHS

3a peyenmom

UA/14136/01/01

91.

FEMUNTABIH-
BICTA

MOPOLLIOK NiodinizoBaHmi
[ONs po34nHy ANs iHAys3iii
no 1000 wmr, 1 cpnakoH 3
MOPOLLKOM B KAPTOHHIA
KopooLi

Mictpan Kenitan
MeHexMeHT JlimiTep,

AHrNIs

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHsA" MKA 13"
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPKEHOrO TEKCTY

MapKyBaHHs. OHOBMIEHHSA TEKCTY

MapKyBaHHS YMakoBKV NikapcbKoro
3aco0by 3 BHeCEHHSAM iHdhopMauii

LLIOAO 3a3HaYeHHS OANHULb
BVMIiptOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAKEHHSA

3a peyenmom

UA/14136/01/02

92,

FEMUUTABIH-
BICTA

MOPOLLIOK NiodoinizoBaHmi
NS po34nHy ANs iHdys3iii
no 2000 wmr, 1 cpnakoH 3
MOPOLLKOM B KAPTOHHIA
Kopooui

Mictpan Kenitan
MeHexMeHT JlimiTep,

AHrNIsA

AkTaBic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHs" MKA /13"

3a peyenmom

UA/14136/01/03
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3anponoHoBaHo: MapKyBaHHsI.
3rigHO 3aTBEPLKEHOrO TEKCTY
MapKyBaHHs. OHOBMIEHHSA TEKCTY
MapKyBaHHS! yNakoBKW JlikapCbKOro
3aco6y 3 BHECEHHSAM iHchopMmalii
LLIO0A0 3a3HAYEHHS OANHNLb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicna 3aTBepKEHHS
93. FENTPAN® NOpPOLLOK NiodpinizoBaHuin A660TT Jlabopartopi3 HimeuunHa BMPOBHMLTBO, ITania/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/6993/02/02
[ONS po34MHY AN iH'eKLiR rM6X nepBrHHE ®paHuia/ martepianis: 3MiHU | TUNY - 3MiHK
no 500 mr, 5 CKNSAHUX nakyBaHHs, Mpevis Loao 6e3nekn/edeKTMBHOCTI Ta
(pN1aKoHIB 3 MOPOLLIKOM KOHTPO/Ib SIKOCTi Ta thapmakoHarniagy. BeeaeHHsi abo
niochinizoBaHnm Ta 5 BWMYCK Cepiii 3MiHW [0 y3ara/ibHeHVX JaHux npo
amny/i 3 PO34YMHHUKOM (L- po3unHHKKa in bulk: cuctemy chapmakoHarnsgy
Ni3VH, HaTpItO TigpPOKCKA, damap A.B.E. (BBEAEHHS y3araslbHEHUX AaHUX
BOAA ANs iH'eKLiin) no 5 mn Animoc MNnaHT 63, npo cuctemMy hapmakoHarnagy,
B KOHTYPHII1 YapyHKOBIl Ipeuis 3MiHa YyNOBHOBaXeHOi 0cobu,
ynakoBLi, 3aneyaTaHiii ab0 BMPOGHULTBO, BigNoBiga/IbHOI 32 34iACHEHHSI
/1IOMIHIEBOIO (PONBIOLO; nepBrHHE hapmakoHarnagy; KOHTakTHOI
no 1 KOHTYPHIlA YapyHKOBIi nakyBaHHS Ta ocobu 3 hapmakoHarnagy
yNakKoBLi Y KAPTOHHIN KOHTPO/Tb SKOCTi 3as1BHVKA AN 34INCHEHHS
Kopoo6Li PO3UMHHYMKA: chapmakoHarnagy B YkpaiHi, AKLwo
Bionogxici ITanis BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
Na6opaTtopis C.P.J1., ocobw, BigNoBiAa/IbHOT 3a
ITanis BUpOGHMLTBO, 3[jiCHeHHs1 hapMakoHarnagy
nepBuHHe (BK/IHOYAKOYUN KOHTaKTHI faHi)
nakyBaHHs Ta Ta/ab0 3MiHWN Yy PO3MILLEHHI
KOHTPO/Tb AKOCTI macTep-chaiina cuctemm
nopoLLka hapmakoHarnsgy) - 3miHa
niocpinizoBaHoro; YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BTOPVHHE BignoBiganbHoI 3a
nakyBaHHS, thapmakoHarnag,
KOHTPO/Ib SIKOCTi Ta MponoHoBaHa pegakuis: Thomas
BWMYCK Cepiii Nisslein, DVM, PhD / Tomac
roToBOro Hiccnaii, DVM, PhD. 3miHa
niKapcbKoro 3acoby: KOHTaKTHUX i@HNX YNOBHOBaXKEHOI
Bionogxici ITanis 0co6u 3asiBHMKA, BiANOBiAa/bHOT
Na6opaTtopisz C.P.J1., 3a (hapmakoHarnsg,
ITania abo
Hendapm CeH Pewmi,
PpaHuis
94. FENTPAN® Tabnetkun AG6OTT /labopaTtopis HimeuunHa AG6BI C.p.n. ITanis BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/6993/01/02
KMLLKOBOPO34MHHI no 500 v6X

Mmr; no 10 TabneTok y
6nicTepi; no 2 6rictepu 'y
KapTOHHIA KOpoo6Li

martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
0ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BigNOBiAa/IbHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAA/IbHOI 32
thapMakoHarnsag.
MponoHoBaHa pegakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX [aHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg,

95.

FENTPAN®

TabneTku
KMLLKOBOPO34MHHI no 400
Mmr, no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepn y KapTOHHIiA
ynakoBLi

A660TT Jlabopartopi3
rvmeX

HimeuunHa

A66BI C.p.n.

ITanis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapMakoHarnag.

3a peyenmom

UA/6993/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg,
96. FENTPAN® NOpPOLLOK NiodpinizoBaHuin A660TT Jlabopartopi3 HimeuunHa BMPOBHMLTBO, Ipeuis/ BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/6993/02/01
015 NPUroTyBaHHA rM6X nepBrHHE ITania/ martepianis: 3mMiHU | TUNY - 3MiHK
PO34MHY AN iH'eKUili No nakyBaHHs, PpaHLis Loao 6e3nekn/edeKTMBHOCTI Ta
400 ™r, 5 CKIAHMX KOHTPO/Ib SIKOCTi Ta thapmakoHarniagy. BeeaeHHsi abo
hnakoHiB 3 BWMYCK Cepiii 3MiHW [0 y3ara/ibHeHVX JaHuxX Npo
nioghinizoBaHnm po3unHHKKa in bulk: cuctemy chapmakoHarnsgy
nopowkom Ta 5 amnyn 3 damap A.B.E. (BBEAEHHS y3araslbHEHUX AaHUX
PO3UYMHHUKOM (L-Ni3nH, Animoc MNnaHT 63, npo cuctemMy hapmakoHarnagy,
HaTpilo rigpokecug, soga Byn. Ar. [imiTpiy, 3MiHa YyNOBHOBaXeHOi 0cobu,
08 iH'exuin) no 5 mny Mpeuist; BigNoBiga/IbHOI 32 34iACHEHHSI
KOHTYPHI YapyHKOBIlA BMPOGHMNLITBO, chapmakoHarnsgy; KOHTakTHol
ynakoBLii, 3anevaraHii nepsuHHe ocobu 3 hapmakoHarnagy
THOMIHIEBOIO (hONLIOLO; nakyBaHHs Ta 3as1BHMKA AN 34INCHEHHS
no 1 KOHTYPHIli YapyHKOBIi KOHTPO/Ib AKOCTI thapmakoHarnagy B YkpaiHi, AKLo
YNaKoBLii B KAPTOHHil nopoLLka BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
Kopo6ui niocpinizoBaHoro; ocobw, BiANoBiAa/IbHOT 3a
BTOPWHHE 3fjiicCHeHHs hapmakoHarnagy
nakyBaHHs, (BK/IHOYAKOYUN KOHTaKTHI faHi)
KOHTPO/Ib SIKOCTi Ta Ta/ab0 3MiHWN Yy PO3MILLEHHI
BWMYCK Cepiii MacTep-caiina cuctemun
roToBOro hapmakoHarnsgy) - 3miHa
NiKapcbKoro 3acooby: YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
Bionogxici ITanis BignoBiganbHoI 3a
Na6opartopis C.P.J1., thapmakoHarnag,
ITanis abo damap MponoHoBaHa pegakuis: Thomas
Nernb, PpaHuis Nisslein, DVM, PhD / Tomac
Hiccnaii, DVM, PhD. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
0co6u 3asiBHMKA, BiANOBiAabHOT
3a (hapmakoHarnsg
97. riAPOKOPTU3 CycneHsis Ans iH'ekuii AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/3288/01/01
OHY ALETAT 2,5% no 2 mn B amnyni; no marepianis: 3miHu | TUny -

10 amnyn B nayui 3
KapTOHy; N0 2 M/ B
amnyni; no 5 amnyny
6nicTepi; no 2 6nictepu B
nauuj 3 KapToHy

BHeCeHHS 3MiH y Cneyudikadiito/
MeToguky BunpobysaHHs 13 3a
NnokasHUkKom "CTepusbHiCTb",
30Kpema: BUyYEHHS MOBHOIO
onucy NpoBefeHHs MeTOLUKN;
[OMOBHEHHS BiANOBIAHUM
NOCUNaHHAM Ha fjtouy pefakLito
EP 1a A®Y; 3miHK | Tvny -
BBE/IEHHS1 &/IbTEPHATUBHOIO
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMPOGHMKA NEPBUHHOI YNaKOBKM -
amnyn cknaHux Cangzhou Four
Stars Glass Co., Ltd, China.
3anponoHoBaHo: MontaBcbknii
3aB0oj, MeAUYHOro ckna, YkpaiHa.
Cangzhou Four Stars Glass Co.,
Ltd, China
98. rNOBA Kancynu rno 40 mr no 10 MElA TainaHg BMPOGHMK in bulk, TainaHpg, BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/3693/01/01
Kancyny 6nictepi; no 3 JIAV®CAVEHCI3 BUMNYCK cepil i marepianis: 3MiHU | TUMY - 3MiHK
6nictepn y nakeTi 3 Mab6nik KomnaHi KOHTPO/Ib SIKOCTI: Lofo 6e3nekn/edheKTMBHOCTI Ta
honbru antomiHiesoi; no 1 Nimiten Mera flaiichcaiieHcis thapmakoHarnagy - BHECEHHS 3MiH
nakeTy B KapTOHHIl nayuj; Mabnik KomnaHi [0 po3sgainy “MapkysaHHA" MKA
no 10 kancyn y 6nictepi; Nimiteq, TainaHg n3:
no 3 6nictepu y nakerti 3 BMPOGHMK in bulk, 3anponoHoBaHo: MapKyBaHHSI.
honbrv anomiHiesoi; no 2 nepBUHHE i 3rifHo 3aTBEPAYKEHOIO TEKCTY
nakeTn B KAPTOHHIN nauvuy; BTOPVHHE MapKyBaHHs1. OHOB/IEHHS TEKCTY
no 10 kancyn y 6nictepi; nakyBaHHs: Mera MapKyBaHHS YMakoBKV Nikapcbkoro
no 6 6nicTepiB y KAPTOHHIl NalidpcaiieHcis 3ac06y 3 BHECEHHAM iHthopmalii
nauui Mab6nik Komnawi LLIOA0 3a3HAUYEHHsT OANHULb
NimiTen, TainaHg BMMIpIOBaHHA y cuctemi Sl.
TepMmiH BBELlEHHS 3MiH - MPOTArom
6 MicALiB Nic/ia 3aTBEPAKEHHS
99. riNOTIA3SNA® Tabnetku no 25 mr; Ne 20: TOB "CaHodhi-ABEHTIC YkpaiHa XIHOIH 3aBog YropwuHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/7593/01/01
no 20 TabneTok y YkpaiHa" PapmaLeBTUYHUX Ta marepianis: TEXHIYHa NOMUIIKa
6nicTepi; no 1 6nictepy y XimiyHnx MpoaykTis (3rigHo Hakasy MO3 Big,
KapTOHHIA KOpoo6Li MpatisiT Ko. fTa,. 23.07.2015 Ne 460) - BunpaBneHo
MignpuemcTao 2 TEXHIYHY NOMWJIKY Y TEeKCTI
(nignpuemcTso MapKyBaHHS ynakosku J13.
Bepelweabxas), 3AMPOINMOHOBAHO: 17. IHWE
YroplmHa HasiBHa iHdhopmaLlist WoAo WTpux-
Kogy. Jlorotun komnaHii
3a3HayaloTbCsA 0gUHNL
BMMIPIOBaHHS | CUMBO/IN BEINYNH
Ha naTUHWUL MiCNSA HanMcaHHA Ha
YKpaiHCbKili MOBI Y BiANOBIAHOCTI
Ao Hakasy MEPT Ne914 (mg)
BHYTpILLHI TEXHIYHI MO3HAYKN
BMPOGHMKa (NaKyBaslbHi koau)
Ta/abo iHWi 3aX1CHI Koau.
3a3HaueHe BUNpaBeHHs
BignoBigae apxiBHUM MaTtepianam
peecTpaviiHoro focke
100. | FINOTIA3NA® Tabnetkun no 100 mr; Ne TOB "CaHodi-ABEHTIC YkpaiHa XIHOIH 3aBog YropwuHa BHECEHHS 3MiH 40 peecTpauliiHux | 3a peyenmom UA/7593/01/02

20: no 20 TabneTok y
6nictepi; no 1 6nictepy y
KapTOHHI KOopoo6Li

YkpaiHa"

dapmMaLeBTUYHUX Ta
XimiuHux MpoaykTis
Mpaiisit Ko. NTa,.
MignpuemcTeo 2
(nignpnemcteo

mMaTepianis: TeXHIYHa NoMusIKa
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - BunpasneHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHs ynakosku J13.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Bepelwwepapxas)

3AMNPOMNOHOBAHO: 17. IHWE
HasiBHa iHhopmaList Woao WTpux-
KoAy. JloroTvn KoMnaHii
3asHavalTbCs OguHULI
BUMIPIOBaHHS | CUMBONN BE/IMYMH
Ha naTuHULI NicNs HanMcaHHs Ha
YKpaiHCbKiil MOBI Y BiANOBIAHOCTI
no Hakaszy MEPT Ne914 (mg)
BHYTPILLHI TEXHIYHI NO3HAYKU
BMPOGHMKA (NaKyBasibHi koaw)
Ta/abo iHLi 3axXMUCHI Koaw.
3a3HauyeHe BUNpaBeHHs
BiANOBIAa€e apxiBHMM MaTepianam
peecTpaLiiHoro Jocke

101.

FNIOKATEH® 1
MI" FINOKIT

niogpinizat gns po3unHy
Ans iv'exuivi no 1 mr (1
MO); 1 donakoH 3
MOPOLLKOM Y KOMNJIEKTi 3
PO34MHHMKOM (BOga Ans
iH exUili no 1 MmNy wnpuui
Ne 1) y nnacTuKoBii
Kopo6ui

A/T Hoso Hopgaick

[OaHis

A/T Hoso Hopgick,
[aHis (BUpo6HMK
nikapcbKkoro 3acooby,
nepBuHHe
nakyBaHHs,
niodpinizain Ta
KOHTPO/1b FOTOBOIO
NiKapcbKoro 3acooby;
KOHTPO/Ib SKOCTI
roToBOro
NiKapcbKoro 3acooby;
BUPOGHVK ANs
36MpaHHs,
MapKyBaHHs Ta
yNaKoBKM,
BTOPVHHOIO
nakyBaHHs; ); A/IT
Hoso Hopgaick,
[JaHis (BUpO6HUK
nNiKapcbKoro 3acooby,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs1); A/IT
Hoso Hopgaick,
[NaHis (BUPOBHNK,
BiANOBIAA/IbHWI 32
BWMYCK Cepiii
KiHL,EBOro
NPOAYKTY);
KataneHT benbris
CA, Benbrist
(BUPOGHWMK
PO3YMHHKKA
(cTepunbHa Bofa

[Oania/
Benbris

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy hapmakoHarnsay,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAAIbHOT 33 34iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHS dhapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0C0o6U YNOBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a
3AiicHeHHA thapMakoHarnagy B
YKpaiHi

3a peyenmom

UA/13221/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ONs iH'eKUin y
Lnpui),
KOHTPO/1b/BUNPOGYB
aHHs cepiit
PO34YMHHMKA)

102.

FNIOKATEH® 1
MI" FINOKIT

niogpinizat gns po3unHy
Ans iv'exuivi no 1 mr (1
MO); 1 donakoH 3
NOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOoga Ans
iH exUili no 1 MmNy winpuui
Ne 1) y nnacTuKoBii
Kopobui

A/T Hoso Hopgick

[JaHis

A/T Hoso Hopgick,
[aHis (BUpo6HUK
nikapcbkoro 3acoby,
nepBuHHe
nakyBaHHs,
niodpinizavia Ta
KOHTPO/1b FOTOBOrO
NiKapcbKoro 3acooby.
KOHTpOsb SIKOCTI
roToBOro
NiKapcbKoro 3acooy.
Brpo6HWK ans
36MpaHHs,
MapKyBaHHA Ta
yNakoBKM,
BTOPVHHOIO
nakyBaHHs.); A/IT
Hoso Hopgaick,
[JaHis (BUpO6HUK
nNiKapcbKoro 3acooby,
nepBUHHe Ta
BTOPWHHE
nakyBaHHs1); A/IT
Hoso Hopgaick,
[NaHis (BUpOBHUK,
BiANOBIAA/IbHWI 32
BWMYCK Cepiii
KiHL,EBOro
NpoAyKTY);
KataneHT benbris
CA, Benbrist
(BUPOGHWMK
PO34MHHVKa
(cTepunbHa BOga
LN iH'EKUin y
Lnpu)
KOHTPO/b/BUNPOOGYB
aHHsA cepili
PO3YMHHMKA)

[Oania/
Benbris

BHECEHHS 3MiH [JO peecTpaLiiHnX
mMarepianis: 3MiHK | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy - BHECeHHs 3MiH

00 po3giny MKA: MapkyBaHHs
MponoHoBaHa pepakuis: 3rigHo
3aTBEPPKEHOIO TEKCTY

MapKyBaHHs. OHOB/IEHHSA TEKCTY

MapKyBaHHS YNakKoBKU JlikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLI0A0 3a3HaYeHHsI OANHULb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALB NicNna 3aTBePAKEHHS

3a peyenmom

UA/13221/01/01

103.

FNMIOKO3A

pO34rH aNns iHdysiid, 50
mr/mn; 200 mn, abo 250
M, a6o 400 mn, abo 500
My KOHTeliHepax
nosliMepHKX;

TOB "tOpisi-Papm”

YkpaiHa

TOB "tOpisi-Papm"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHu | TUNY - 3MiHK 3
sKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBaslbHUIA

3a peyenmom

UA/6411/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

no 200 a6o 400 mny
NAsILLKAX CKASHUX

3aci6. 3MiHa y NepBUHHIl ynakoBLi
roTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo AoAaBaHHA
HOBOrO KOHTeliHepa) - BunyyeHHs
NEepPBUHHOI YNaKoBKH, L0 He
npv3BOANTL [0 NOBHOTO
BWJTyYEHHS JliKapCbKOro 3acoby 3
NEeBHOI CU/IOH0 Aji @60 y NeBHii
NikapcbKiin hopMi - BUNYYEHHS
nakyBaHHS y KOHTelHepax
nonimepHux no 100 mn, 1000 mn,
2000 mn, 3000 M, 5000 mi; 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHA
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BUnpobysaHb
(BKtOvatoun 3amiHy abo
[OMOBHEHHS)) - BHECEHHS 3MiH 10
Cneuudpikauii/MeTopgis
Bunpo6ysaHHA /13, 30kpema:
npviBeieHHA METOANKN
BMMPO6GYBaHHS 3a NOKa3HVKOM
"MeXaHi4Hi BK/THOUEHHS»
BignoBigHO Ao Bumor AdY.; 3MiHn
| Tuny - 3miHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCbKOro 3acoby.
3MiHa y meTofax BUNpo6yBaHHsA
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTodax BUNpobyBaHb
(BKKOYAOUM 3aMiHy a60
[OOMOBHEHHS)) - BHECEHHS 3MiH [0
Cneuudpikanii/MeTogais
BMNpo6yBaHHs MN13, 30kpema:
BBE/lEHHS A0AATKOBOr0O NOKasHMKa
"OcMonsANbHICTL" 3 BiANOBIAHMMM
KpUTepiamu NpuiiHaTHoOcTI (Big, 270
00 330 MOcMmonb/kr); 3miHu | Trny
- 3MiHK 3 aKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y meToAax BUNpoGyBaHHS
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM y MeTogax BunpobyBaHb
(Bktovatoum 3amiHy abo
[OMOBHEHHS)) - BHECEHHSA 3MiH 0
Cneuudpikauii/MeTogais
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Ne

n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

104.

FMIOKO®AX

Bunpo6ysaHHA 13, 30kpema:
3amiHa nokasHuika "MiporeHn" Ha
nokasHuk "baktepianbHi
€HA0TOKCUHU; 3MiHW | Tvny -
AZMiHICTPaTWBHI 3MiHU.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brrovatoun ginbHuui ansa Adl,
NPOMKHOro NpoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
AiNbHUL 415 NPOBEeAEHHS
nakyBaHHSs!, BUPOBGHMKa,
BiZANOBIAa/ILHOrO 3a BUNYCK Cepild,
MicLe NpoBeAeHHS KOHTPOII0
cepii) abo nocTavanbHyKa
BUXIAHOIO MaTepiasy, peareHTy
ab0 AONOMIXHOT peyoBUNHN (SKLLO
3a3HayeHo y JOCLE) - BUTYUYEHHSA
BUpo6HMKa ADI 'nokosa
MoHorigpat OO0 "[JHINpOBCbKWiA
KpOXMasionaTokoBWii KOMGIHAT»,
YKpaiHa

XR

TabneTkn NPOJIOHTOBaHOI
Ajii no 500 mr; no 15
TabneTtok y 6nictepi; no 2
ab60 no 4 6nictepn B
KapTOHHIiA KOpoo6Li

Mepk CaHTe c.a.c.

dpaHuin

Mepk CaHTe

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | TUny -
BHECEHHS HE3HAYHWX 3MiH [0
MeToZiB BUNPOOYBaHHS NEPBUHHOT
ynakosku N3, a came y
cneumdikauito gns
TepmodhopmoBaHoi MBX/MBAX
nniska 90 r/m2 1. «ToBLWMHA
MBX/MBAX nnisku».
3anponoHoBaHa 3MiHa CTOCYETbCA
TOYHOCTI Npunagy, SKuii MoXxHa
BMKOPWCTOBYBATU [/151
BVMIipIOBaHHS TOBLUMHU
MBX/MBAX nniBkx WNSAXom
6e3nocepeHbLOro BUMIpHOBaHHS
(3aTBEpMAKEHO: Mpsme
BMMIPIOBaHHSA (LUTaHreHUMpPKY /b
Manbmepa) abo BUMIpIOBaHHSA
Barv B rpamax; 3anpornoHOBaHo:
Mpsime BUMiptOBaHHS
(wraHreHumpkynb Manbmepa) abo
HLLNIA eKBIBa/IEHTHWIA
BMMIipIOBa/IbHWI Npunag) abo
BMMIpIOBaHHSA Baru B rpamax).
KpuTepii npuiAiHATHOCTI
3aNMWAaTbCA HE3MIHHUMU; 3MiHW
| TMNy - BHECEHHA HE3HAYHKX 3MiH
[0 MeTogiB BUNPOoGYyBaHHS

3a peyenmom

UA/3994/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

nepBuHHOT ynakosku M3y
cneuudikauii ans
XO/10[JHOKATAHOro altoMiHito, a
came 3anpornoHoBaHa 3miHa
nonsrae B OHOB/IEHHI Ha3BW TeCTy,
a TakoX Y BUaNeHHi feskux
NOTOYHUX TEXHIYHUX AeTanei, Aki
He CTOCYHTbCS Camoro metToay
BUNPOOYBaHA asne MoXyTb
3as1exaTy Bif, po3mipiB N/iBKY, LLIO
3aCTOCOBYHOTb A/151 KOHTPO/IIO.
MeTop, Ta KpuUTepil NPUAHATHOCTI
3a/1MLIATLCA HE3MIHHUMU;
3anponoHOBaHO:
n. «MoBepxHeBa Bara
XO/I0HOKATaHOrO a/TFOMiHI0»
(BumiptoBaHHsi NOBEPXHEBOI Baru)

105.

FO®EH 400

Kancysm m'siki no 400 mr
no 10 kancyn y 6nictepi;
no 1 6nictepy y
KapTOHHOMY KOHBEPTI; No
5 ab0 no 6 KapTOHHMX
KOHBEPTIB Y KAPTOHHIl
ynakoBLi

META
NIAVIOCAMEHCI3
Mabnik Komnani
Nimiteq

TainaHg

Mera JflaiichcaiieHcis
Mabnik KomnaHi
Nimiteq

TainaHg,

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHst OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA /13:
3anponoHoBaHo: p. «MapKyBaHHs»
3rifHo 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHA. TepMiH BBELEHHSA
3MiH NPOTArom 6 MicsuiB nicns
3aTBEPKEHHSA

6e3 peyenma

UA/13624/01/02

106.

FPACTUM®

pO34nH A4NA iH'ekui, 0,3
Mr/mn no 1 mMa 'y dp1akoHi;
no 1 chNakoHy B KApTOHHIi
Kopob6ui; no 1 mny
nonepeaHbLO HanoBHEHOMY
wnpuui, no 1 wnpuuy B
KapTOHHI KOpoo6Li

f-p Peppi'c
Na6opaTopic /T4,

IHgis

[O-p Peppj'c
Nab6opaTopic NTg,

IHais

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3aTBEPKEHHS a/lbTEPHATUBHOIO

TEKCTY MapKyBaHHS ynakoBKm
nikapcbkoro 3acoby i3

3a3HayYeHHSAM MiXXHaPOLHWX
no3HaYyeHb OAMHULb

BUMIpIOBaHHA. OHOBJ/IEHHS TEKCTY

MapKyBaHHA NepBUHHOT Ta
BTOPWHHOI ynakosku /13,
BBEJIeHHS HanncaHHa oanHULb Sl
natuHeLeto (4oAaTkoBo A0
KMpWAULL) y TEKCTI MapKyBaHHS.

3a peyenmom

UA/0633/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHeceHHs 3MiH 4o po3giny
“MapkyBaHHSA" MKA N3
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

107.

FPACTUM®

pO34uH AN iH'ekuiid, 0,3
mr/mn in bulk: no 1 mny
donakoHi; no 1000
ch1akoHIB y Kopobui

A-p Peppicc
Na6opaTopic /iTg,

IHAjsA

O-p Peppi'c
Nab6opaTopic /T4,

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

3aTBEPKEHHS a/IbTEPHATUBHOTO

TEKCTY MapKyBaHHs ynakoBKu
nikapcbkoro 3acoby i3
3a3HaYeHHAM MiKHapOAHMX
no3HavyeHb OAVHNLb
BUMIpIOBaHHA. [11s NikapcbKoro
3acoby y chopmi in bulk: 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, WO A0AAETHCS.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALB NicNna 3aTBePAKEHHS

UA/11872/01/01

108.

OANALVH L,

kancynu no 150 mr, no 8
Kancyn y 6nictepi; no 2
6nicTepn B KAPTOHHIi
KopooLi

M®ANIEP IHK.

CWA

®dapeBa Ambyas

PpaHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY -
nogaHHA oHosneHoro MNE-

CepTudbikaty BignosigHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[onomikHOT pedyoBuHKn Gelatin Big,
BXE 3aTBEPKEHOr0 BUPOOHMKA
Nitta Gelatin Inc; 3miHu | Tuny -
nofaHHsa oHosneHoro ME-
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkin hapmakonei Ne R1-
CEP 2000-045-Rev 04 agns
[0noMiHOT pedoBuHKn Gelatin Big
BXe 3aTBepPKeHOro BUpPo6HNMKa,
SIK HAC/MiJoK 3MiHa Ha3BM Ta
agpecu snacHuka CEP 3 PB
GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu
BMPOGHNYMNX [iMbHULb; 3MiHW |
TUNYy - NofaHHA oHosneHoro MNe-
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkin hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans

3a peyenmom

UA/1903/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

[0noMiHOT pedoBuHKn Gelatin Big
BXe 3aTBEePPKEHOro BUPO6HMKa
NITTA GELATIN INDIA LTD;
3MiHW | Tuny - BUAyYeHHs MNE-
CepTucpikaTy BignoBigHOCTI
€Bponeiicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMIXHOT PEYOBUHU XeNaTuH;
3MiHu | TUny - BUNy4YeHHs E-
CepTuchikaTy BignoBigHOCTI
€poneiicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[0MNOMIXHOT PEYOBWHM XenaTuH

109.

OANALVH L

kancynu no 300 mr; no 8
Kancyn y 6nictepi; no 2
61icTepy B KApTOHHiIl
KopooLi

M®ANIEP IHK.

CLWA

®dapeBa Ambyas

®paHuin

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
noAaHHsa oHosfeHoro ME-

CepTudbikaty BignosigHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2005-217-Rev 02 ana
AonoMmikHOT pevyoBuHK Gelatin Big
BXE 3aTBEPHKEHOr0 BUPOOHMKA
Nitta Gelatin Inc; 3miHu | Tuny -
nogaHHA oHosneHoro MNE-
CepTuchikaTy BifnoBifHOCTI
€ponevicbkiii hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0NoMXHOT peyoBuHK Gelatin Big,
BXe 3aTBEepPPKEHOro BUPO6HNMKa,
K HACNiJoK 3MiHa Ha3BK Ta
agpecu snacHuka CEP 3 PB
GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu
BMPOBOHNYMX OiNTbHULLE; 3MiHN |
TUNYy - NofaHHA oHosneHoro MNe-
CepTucpikaTy BifnoBifHOCTI
€Bponevicbkiii hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[0ONoMiXHOT pevoBuHK Gelatin Big,
BXe 3aTBEePPKEHOro BUPOGHMKa
NITTA GELATIN INDIA LTD;
3MiHW | TUny - BUNYyYeHHs MNE-
CepTudikaty BignoBigHOCTI
€poneiicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMIKHOI PEHOBUHM XeNaTuH;
3MiHu | TNy - BUNy4YeHHs IE-
CepTucpikaTy BifnoBifHOCTI
€sponeiicbkoi Papmakonei R1-

3a peuenmom

UA/1903/02/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
CEP 2004-320-Rev 00 ans
[0MNOMIXHOT PEYOBWHM XenaTuH
110. | ANTOKCUH Tabnetku no 0,25 mr no 20 | [My6niyHe akuioHepHe YKpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/7365/01/01
TabneTtok y 6nictepi; no 2 TOBapucTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TURY - 3MiHK
6nicTepn B navui 3 BMPOGHUUUIA LEHTP TOBapucTBO Loao 6e3nekn/edyeKTUBHOCTI Ta
KapTOHY "BopLuariBCbkuii "HaykoBo- hapmakoHarnsagy - BHECeHHs 3MiH
XimiKo- BUPOBHNYMNIA LEHTP 00 po3giny “MapkyBaHHs" MKA
hapmaLeBTUYHNI "BopLyariBcbKuii n3.
3aBof" Ximiko- 3anponoHoBaHo: MapKyBaHHs.
hapMaueBTUYHWIA BignoBigHo [0 3aTBEPAKEHOTO
3asof” TEKCTYy MapKyBaHHSA yNakoBKU.
BunyyeHHs iHchopmauii Lwopao
ynakoBku in bulk 3 matepianis
peecTpaujiiHoro gocke (3
TUTY/IbHOI CTOPIHKW, PO3ainy
«YnakoBka» Ta «MapKyBaHHs»
MKSA N13) y 3B’'A3KY 3 TUM, LLO Ait0
peecTpavLiiiHoOro NocBigYeHHs Ha
N3 JurokcuH, Tabnetkun no 0,25
mr, in bulk: no 1 kr y noggiliHomy
nonietuneHosomy naketi, (P Ne
UA/11082/01/01 Bif 16.08.2017)
npunNuHeHo 3rigHo Hakasy MO3
Ykpainn 13.11.2020 Ne 2617.
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHst OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB Nic/1a 3aTBePAKEHHS
111. | AaMnNiPMAAMO Tabnetku no 25 mr no 20 My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyenmom UA/8680/01/01
n TabneTok y 6nictepi, no 2 TOoBapUCTBO "Haykoso- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHK
6nicTepn B navj 3 BMPOGHNUNIA LEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
KapToHy "BopLuariBcbKuii "HaykoBo- hapmakoHarnagy (iHwi 3MiHK) -
XimiKo- BMPOGHWYNIA LEHTP BHECEHHS 3MiH 0 po34iny
hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHs" MKA N3;
3asofg" XiMiKo- 3anpornoHoBaHo: MapKyBaHHS.
chapmaLeBTUYHWMIA BignosigHo o 3aTBEpPKEHOrO
3aBof" , YkpaiHa; TEKCTY MapKyBaHHS YNakoBKW.
ToBapucTBO 3 OHOB/IEHHSI TEKCTY MapKyBaHHS
06MEXEHO0 yNaKoBKM NiKapCbKoro 3acoby 3
BiANOBIAA/IbHICTIO BHECEHHSAM iHthopMmalLlii Lwoao
"Arpocpapm” 3a3HayvyeHHs oAMHULb
BVMIptOBaHHA y cuctemi Sl.
BBeieHHs 3MiH npoTsArom 6-u
MiCALiB Nicnsa 3aTBepKEHHs
112. | AIABITEK NA po34uH Ans TOB "lOpis-®apm” YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix | 3a peyenmom UA/11876/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
1,5% nepuTOHeasnIbHOro Ajasnisy marepianis: TEXHIYHa MOMWIKa
no 2000 mn a6o no 2500 (3rigHo Haka3y MO3 Big
M1y KOHTEWHepi 23.07.2015 Ne 460) - BunpaBneHo
nonimepHomy TEXHiIYHY MOMW/IKY B TEKCTI
MapKyBaHHS ynakosku J13.
3AMNPOMOHOBAHO: 7. IHLUI
OCOB/1VBI 3BACTEPEXXEHHSA
CTepuibHO. BinbHuii Big,
6akTepiasibHUX eHAOTOKCUHIB.
TeopeTnyHa OCMOsIAPHICTL 353
MOcm (mOsm)/n (l). 3a3HayeHe
BUNpaBfeHHs Bignosigae
apxiBHUM MaTepianam
peecTpaLiiiHoro Jocke
113. | AIABITEK NA po3yYuH Ans TOB "lOpia-®apm” YkpaiHa TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/11876/01/02
2,5% NepuUTOHeasIbHOTO Aianisy MaTepianiB: TEXHIYHA NOMUIIKA
no 2000 mn a6o no 2500 (3rigHo Haka3y MO3 Big,
M/ Y KOHTeliHepi 23.07.2015 Ne 460) - BunpasneHo
nosliMmepHoMy TEXHiYHY NOMW/IKY B TEKCTI
MapKyBaHHS ynakosku J13.
3AMPOMOHOBAHO: 7. IHLUI
OCOB/IVBI BACTEPEXXEHHA
CTepusbHO. BinbHuii Big,
6akTepiasibHUX eHAO0TOKCUHIB.
TeopeTnyHa oCMOsIApHICTL 403
MOcM (mOsm)/n (I). 3a3HaueHe
BUNpaBfeHHs Bignosigae
apxiBHUM martepianiam
peecTpawiiHoro Aocbe
114. | AIATHOCTUH- NMOPOLLOK A1 OPa/IbHOTO ToBapuncTBO 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliinHmx 6e3 peyenma UA/15448/01/01
340POB'A po3unHy, no 55,318 r 06MexeHoto obmexeHoro marepianis: 3MiHU | TUMY - 3MiHK
NOPOLLKY Y nakeTi; no 6 BiANoBigasIbHICTIO BiAMNOBIAA/ILHICTIO BHeCeHOo A0 [HCTpyKuii ans
nakeTis y kopoou,i "®apmMaueBTnYHa "papmaLeBTnUiHa MeANYHOro 3acToCyBaHHS
KomnaHis "3gopos'a” KoMnaHis "3gopos'a” nikapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
BiZANOBIAHO [0 OHOBMEHOT
iHchopMmawuii 3 6e3nekn girunx
peyoBuH (Makporosy) 3rigHo 3
pekomeHgauiero EMA-PRAC
115. | AIACKAH pO34uH A4 iH'EKUIA, MO M.BioTek flimiTeq Benvka CaHoxemist ABcTpist BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyenmom UA/16444/01/01
300 mr/mn, no 50 mn abo BpuTaHis dPapmavresTuka Al martepianis: 3MiHU | TUNY - 3MiHK

no 100 mn y chnakoHax
Nel

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM MikapcbKoro 3acoby 3
BHECEHHSM iHchopMmallii Lwoao
3a3HaYeHHs OAUHULL
BMMIiptOBaHHS y cuctemi Sl.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHeceHHs 3MiH 4o po3giny
«MapkyBaHHA» MKHA 113;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NpoTArom 6-Tu MicAuiB 3 faTu
3aTBEPAKEHHS

116.

OIACKAH

pO34uH A4 iH'EKUIA, No
370 mr/mn, no 50 mn abo
no 100 mn y chrakoHax
Nel

M.BioTek NlimiTeq

Benuka
BpuTtaHis

CaHoxemist
PapmavesTuka Al

ABCTpIf

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3

BHECEeHHAM iHdhopMaui Wwoao0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHA» MKA 13,
3anpornoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. BBeieHHA 3MiH
npoTsArom 6-Tu MicsiLiB 3 gatu
3aTBEPAKEHHS

3a peuenmom

UA/16444/01/02

117.

AOKCUUWMKNIH

kancynu no 100 mr no 10
kancyny 6nictepi, no 1
6nicTepy B nauLi

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUNIA LEEHTP
"BopLyariBCbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofg"

YkpaiHa

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BMPOGHWYMIA LEHTP
"BopLyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3asof”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13;
3anponoHoBaHo: MapKyBaHHs.
BignoBigHo 40 3aTBEpPKEHOrO
TEKCTYy MapKyBaHHSA yNakoBKU.
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMaLi Wwoao
3a3HauYeHHs 0AVHNLb
BVMIpIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NicNs 3aTBEPKEHHS

3a peyenmom

UA/3292/01/01

118.

ErNOHIN®

po34nH ANa iH'ekuid, 100
Mr/2 Mn Ne6: no 2 Mmn B
amnyni; no 6 amnyny
KOHTYPHUX YapyHKax y
KapTOHHIA KOpoo6Li

TOB "CaHodi-ABEHTIC
YkpaiHa"

Ykpaina

NENb®APM ADKOH

®paHuis

BHECEHHS 3MiH A0 peecTpavlinHx
marepianis: 3miHu | TUny -
BHECEHHS 3MiH o p. 3.2.P.1
Description and composition of the
drug product, a came: 3amiHa
npsMOro Apyky iHdopmauii Ha
amnysiax Ha eTMKeTKy, Ska MiICTUTb

3a peyenmom

UA/3818/03/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
iHchopmauito npo /13;
3anponoHoBaHo: p. 3.2.P.1
Description and composition of the
drug product Container and
closure system Primary
packaging: Colorless, labeled,
type | glass ampoule of 2 ml with a
break system
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS
119. | EKBOAEPUN® kpem 1 % no 15ra6o 30T CaHpo3 CnoseHisa BMPOGHMK in bulk, AscTpis/ BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/3960/01/01
y Ty6i; no 1 1y6i B $apmacbioTikans g.4. nepBuHHE i HimeuuunHa mMarepianis: 3MiHU | TUMY - 3MiHK
KapTOHHI KOpooLj BTOPVHHE Lofo 6e3nekn/ed)eKTMBHOCTI Ta
nakyBaHHs, thapmakoHarnagy (iHwi 3MiHK) -
KOHTpO/b: Mepk OHOBJ/IEHHS TEKCTY MapKyBaHHs
KlraA & Ko Bepk yNakKoBKM NiKapCbKOro 3acoby 3
LWnitTanb, ABCTpIs; BHECEeHHAM iHdhopMaLi Wwoao0
BUMNYCK cepil: 3a3HayYeHHs OAMHULb
CaHpo3 'm6X - BMMIPIOBaHHS y cuctemi Sl.
TexOnc, ABCTpis; BHeceHHs 3MiH 40 po3giny
BMPOGHMK in bulk, “MapkyBaHHsA" MKA N13;
NepBuHHE i 3anponoHoBaHo: MAPKPOBKA
BTOPWHHE CornacHo npuiaraeMomy TEKCTY
nakyBaHHS, MapKMpOBKWU. TepMiH BBEEHHS
KOHTPO/b, BUMYCK 3MiH NpOTSArom 6 MicsLiB micns
cepii: Cantotac 3aTBEpPKEHHA
dapma 'méX,
HimeyumHa
120. | EKCIAXXAL, Tabnetku, Wo HosapTic ®apma Al LLiBeiiuapis HosapTic ®apma LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/6731/01/01
avcneprytoTtecs, no 250 LWreiiH AT marepianis: 3MiHu | TUNY - 3MiHW
M, Mo 7 TabneTokK y Loao 6e3nekn/edeKTMBHOCTI Ta
6nicTepi, no 4 6nictepu B thapmakoHarnagy - 3amiHa
Kopoo6Li po3giny «IpadiuHe odhopmaeHHs
YNaKoBKW» Ha po3ain
«MapkyBaHHs» B MKA /13:
3anponoHosaHo: Po3ain
«MapKyBaHHa» MapKyBaHHS.
3rigHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NlikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BeefeHHs 3MiH npoTarom 6
MiCALB Nic/a 3aTBepPAKEHHS
121. | EKCIAXXAL, TabneTtku, Lo HosapTic ®apma Al LLiBeiiuapis HosapTic ®apma LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/6731/01/02
avcneprytoTtecs, no 500 LteiiH AT marepianis: 3MiHU | TUMY - 3MiHK
Mr, Mo 7 TabneTok y o0 6e3nekn/ed)ekTMBHOCTI Ta
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

6nicTepi, no 4 6nictepu B
KopooLi

hapmakoHarnsgy - 3amiHa
po3gainy «IpadiyHe ohopMIEHHS
yNakoBKW» Ha po3ain
«MapkyBaHHs» B MKA N3:
3anponoHoBaHo: Po3gin
«MapkyBaHHs1» MapKyBaHHS.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMalLlii Lwoao
3a3HaYeHHs 0AUHULL
BVMIptOBaHHA y cuctemi Sl.
BBegeHHS 3MiH npoTsArom 6
MicALIB Nicna 3aTBepKEHHS

3a peyenmom

UA/7137/01/01

122.

ENIJAEN®

KpeMm A/151 30BHiLLIHbOrO
3actocyBaHHA 1 %; no 15
r,30r,60ra6o 100ry
Ty6i; no 1 Ty6i B KOpobUi 3
KapToHYy

MEJLA ®apma M'mbeX
eHa Ko. KI

HimeuunHa

MEJA
MeHblodhekuepuHr

dpaHuis

BHECEHHS 3MiH 4O peecTpauiiHnx
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapCbKOro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTto030B0ro
nNiKkapcbkoro 3acoby ans
HenapeHTepasbHOro
3acTocyBaHHsA (abo
0[IHOA,030BOr0, YaCTKOBOIO
BUKOPUCTaHHSA)) - BBELEHHSA
poaartkosux ynakosok no 30 r, 60 r
a60 100 r y Ty6i; no 1 Ty6i B
KOpOoO6Li 3 KapTOHY, 6e3 3MiHn
NepBUHHOIO NakyBaslbHOro
mMaTepiasny Ta 3 BiANOBIZHUMMU
3MiHamMu y p.«YnakoBka». 3MiHU
BHECEHO B iHCTPYKLil0 oNs
MeAMYHOro 3aCTOCYBaHHA Y p.
"YnakoBka" 3 BignoBigHUMMN
3MiHaMK y TEKCTi MapKyBaHHs
yNaKoBKM fiKapCbKOoro 3acooby.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS.
3MiHu | TURYy - 3MiHK WoA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHSA" MKHA 13"
3aTBepaxeHo: Mpadmyeckoe

odhopMIEHME YTAKOBKMU.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3anponoHoBaHo: TekcT
MapKyBaHHs. Bignosigae
3aTBEPAKEHOMY TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
010 3a3HAYEHHS OAVHNLE
BMMIpIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsuiB nicns
3aTBEPMKEHHNA.3MIHM | TMRY -
3MiHuM Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHV BHECEHO B IHCTPYKLiO AN
MEJMNYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Wwoao
OHOBJIEHHA AuKNaimvepy 3
thapmHarnsgy. BeefeHHs 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPAKEHHS

123.

ENOKCATUH®

KOHLLeHTpAaT A1 PO34UHY
Ans iHdoy3iid, 5 mr/mn Ne 1:
no 10 M/ KOHUEHTpaTy,
Lo MicTaTb 50 mr
okcaninnatuHy, y nakoHi
a60 20 MmN KOHUeHTpaTy,
o mictate 100 mr
okcaninnatuHy, y
doNakoHi; B Mia4oHi,
3anasiHoMy KpULLKOHo, B
KapTOHHiiA KOpo6Li

TOB "CaHodi-ABeHTIC
YkpaiHa"

YKpaiHa

CaHodi-ABeHTiC
[Loiunang MeX

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta

hapmakoHarnagy. 3miHa y
KOpOTKili xapakTepucTuui
NiKapcbKoro 3acoby, TKCTi

MapKyBaHHS Ta IHCTPYKLUIi AnA
Me/[IMYHOro 3acTOCyBaHHSA Ha
nigcTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NiKapcbKoro 3acoby

B nicnspeecTpavjiiiHuii nepiog, abo

SIK pe3y/ibTar OLiHKN 3BITY 3
JocnimkeHb, NPoOBeAEeHNX
BIZANOBIAHO A0 nnaHy
negiatpnyHmx gocnigxerns (PIP)

(3MiHy y3rofkeHO 3 KOMMETEHTHUM

YNOBHOB&XEHVM OPraHoM) - 3MiHU

BHECEHO [0 iHCTPYKUiT ANns
MeANYHOr0 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3giny
"Mo6ivHi peakuii" BigNoBigHO A0

OHOBJIEHOI iHChopMalLii 3 6e3nekn
Aio4oT pevoBrHN. BBeeHHA 3MiH

NPOTSArom 6-T1 MicALIB nic/s

3a peuenmom

UA/9385/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPAKEHHS

124.

EMCE®®

MOPOLLOK A9 PO3UNHY
Ans iH’ekuii no 1000 mr, 1
oNakoH 3 MOPOLLUKOM Y
KapTOHHI ynakoBLi

Abpun ®opmynenH3
MeT. /114.

IHAjsA

Hekrap
NaiidpcaiiHcis
NimiTeg-HOHiT VI

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | Tuny - 3miHn
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK)
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAMHNLb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA J13.
3arBepmxeHo: MAPKYBAHHA.
TeKCT MapKyBaHHs NepBUHHOI Ta
BTOPUHHOI YNaKkoBKW A04A€ETLCS.
3anponoHoBaHo: MAPKYBAHHA.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeEHHS
3MiH NpOTSArom 6 MicsLiB micns
3aTBEpPKEHHA. 3MiHW | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NPOBaKEHHS [iANbHOCTI
BMPOGHMKa/iMnopTepa rotosBoro
NiKapCcbKoro 3acoby, BK/OHaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeEHHS KOHTPOJIIO AKOCTI.
([isNbHICTb, 3a 5Ky BiANOBIZAaE
BMPOGHMK/iMNOpTEp, BKOYaUn
BUMYyCK cepiii) 3miHa
HaliMeHyBaHHS Ta agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPO6HUMKa 13. TepMiH BBEAEHHSA
3MiH NpOTSArom 6 MicsLiB micns
3aTBEPAKEHHS.

3a peuenmom

UA/5195/01/03

125.

EHANANPUN

Tabnetkv no 0,01 r no 10
Tabnetok y 6nictepi, no 1,
abo 2, abo 3, abo 5, abo 9
6nicTepis B nayw,

MpuBaTHe akuioHepHe
TOBapMUCTBO "Jlekxim-
Xapkis"

YkpaiHa

MpusaTHe
akujioHepHe
TOBapuUCTBO "J1eKXiM
- Xapkis"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NlikapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
OHOBNEHHA BXe 3aTBEPKEHOTO
TEKCTY MapKyBaHHs Ta BHECEHHS
3MiH [0 po3giny MKA.
MponoHoBaHa pepakuis:
MAPKYBAHHS4A BignosigHo Ao

3a peyenmom

UA/2818/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3aTBEPKEHOTO TEKCTY
MapkKyBaHHS. TepMiH BBELEHHS
3MiH NpoTArom 3 MicauiB nicns
3aTBEPAKEHHS
126. | EHANANPUN Tabnetkn no 0,01 rin bulk: | lMpuBaTHe akuioHepHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx - UA/2819/01/01
no 5000 Ta6neTok y TOBapUCTBO "Jlekxim- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHW
KOHTeliHepax Xapkis" TOBapUCTBO "J1EeKXiM Lofo 6e3nekn/edyeKTMBHOCTI Ta
- XapkiB" thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
OHOB/IEHHS BXe 3aTBEPKEHOr0
TeKCTy MapkyBaHHs in bulk: no
5000 TabneTok y KOHTeHepax
(BHECEHHA NO3HaYeHb OANHULL
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
NiTep naTMHCbKOro andgasity) Ta
BHECEeHHS 3MiH [0 po3ainy MK4A.
MponoHoBaHa pepakuis:
MAPKYBAHHSA BignosigHo ao
3aTBEPPKEHOrO TEKCTY
MapKyBaHHs. 15 nikapcbkoro
3acoby y goopmi in bulk:
BignosigHo [0 3aTBEPAKEHOTO
TEeKCTy MapKyBaHHs, LU0
[0Ja€ETbCA.
TepMiH BBEAEHHS 3MiH NpOTAroM 3
MicsILLiB NiCNsA 3aTBEPKEHHS
127. | EHAN®-H Tabnetku no 10 mr/25 wr; KPKA, a.4., HoBo CnoBeHis BMPOGHMLTBO "in CnoBeHisi BHeceHHs 3MiH [0 peecTpauiiiHiX | 3a peyernmom UA/4255/01/01
no 10 TabneTok y MecTo bulk", nepsuHHe Ta MaTepianis: TexHiyHa noMunka
6nicTepi; no 2 abo no 6, BTOPUHHE (3rigHo Haka3y MO3 Big,
abo no 9 6nictepiB y nakyBaHHs, 23.07.2015 Ne 460) - BunpaeneHo
KapTOHHIA KOpoo6Li KOHTPO/b cepii Ta TEeXHiYHY NOMUIKY B po3gini 1.
Bunyck cepii: KPKA, HA3BA NTIIKAPCbKOIO 3ACOBY
A.4., HoBo mecTo, TEKCTYy MapKyBaHHS 30HiLLHbOT
CrOBeHisi; KOHTPO/b yNaKkoBKM NiKapCbKoro 3acoby:
cepii (isnyHi Ta 3arBepaxeHo: "EHan®-H
XiMiYHi MmeToam Enananpun/rigpoxnoportiasug 10
KOHTpont0): HN30X Mmr/\25 Mr". 3anponoHoBaHo:
(HaujoHanbHi "EHan®-H
nabopartopis 3a Enananpun/rigpoxnoportiasug 10
3[paB’e, OKOME iH Mr/25 mr.
XpaHo), CnoseHisi
128. | EHAT 100 kancym m'ski 100 MO no META TainaHg Mera flaiichcaineHcis TainaHpg, BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/9439/01/02
10 kancyn y 6nictepi, no 3 NAN®CANEHCI3 Mabnik Komnai martepianis: 3MiHU | TUNY - 3MiHK
6nicTepy B KAPTOHHIi Ma6nik Komnai Nimiteq o0 6esnekn/edekTMBHOCTI Ta
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Kopoo6ui Nimiteq thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJ/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Woa0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHSA y cuctemi Sl.
TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 micauiB nicns 3aTBepkKeHHS
129. | EHAT 200 Kancynu m'siki 200 MO no MElA TainaHg Mera JflaiichcaiieHcis TainaHg, BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/9439/01/03
10 kancyn y 6nictepi, no 3 NAN®CAVNEHCI3 Mab6nik Komnai mMarepianis: 3MiHU | TUMY - 3MiHK
6nicTepn B KapTOHHIi Mabnik KomnaHi Nimiten Loao 6e3nekn/edeKTUBHOCTI Ta
Kopoo6ULi Nimiteq thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
TepMmiH BBELlEHHS 3MiH - MPOTArom
6 MicAuiB nicna 3aTBEPAKEHHS
130. | EHTEKABIP TabneTku, BKPUTI FETEPO J1IAB3 IHais [eTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/17761/01/01
NiBKOBOK 060JI0HKOIO, MO NIMITEL Nimiteq marepianis: 3MiHu | TUNY - 3MiHW
0,5 mr Ne 30 y KoHTeliHepi, Loao 6e3nekn/edeKTMBHOCTI Ta
no 1 KoHTelHepy y thapmakoHarnagy (iHwi 3MiHK) -
Kopoo6Li OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NMiKapCbKoro 3acoby 3
BHECEHHAM iHdhopMaLi Wwoao
3a3HauYeHHs 0AVHNLb
BVMIpIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNs 3aTBEPKEHHSA
131. | EHTEKABIP TabneTku, BKpUTI FETEPO JIAB3 IHAjis [eTepo /1a63 IHAisA BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/17761/01/02
nNiBKOBOK 060/10HKOHD, MO NIMITEL Nimiten martepianis: 3MiHU | TUNY - 3MiHK
1 mr Ne 30 y koHTeliHepi, oo 6e3nekn/ed)eKTMBHOCTI Ta
no 1 KoHTelHepy y thapmakoHarnsgy (iHwi 3MiHn) -
KOpo6Li OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM MikapcbKoro 3acoby 3
BHECEHHSM iHchopMmalLlii Lwoao
3a3HaYeHHs OAUHULL
BVMIptOBaHHA y cuctemi Sl.
BBeeHHs 3MiH npoTsArom 6-tv
MiCALIB Nicisa 3aTBepKEHHS
132. | ENINEH pO3unH ANA iH'ekuii, 0,3 MEJA Ab Lseuis €spochiHc [Oanis/ BHECEHHS 3MiH 0 peecTpaliiiHux | 3a peyenmom UA/14931/01/01
Mr/f03y N0 2 M1 PO3YMHY Biochapma MNpoaakt Himeuunna/ marepianis: 3MiHU | TUMY - 3MiHK
y nonepesHbO HanoBHEHI TecTiHr, JaHis CLA/ wofo 6e3snekn/edekTMBHOCTI Ta
pyuui; no 1 nonepefHbo (komnaHis, Wwo Higepnaxngu thapmakoHarnsagy (iHwi 3MiHn) -

HanoBHeHiI pyyui B Ty6i;

BignoBigae 3a

BHECEHHS 3MiH 10 po3ainy
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
no 1 Ty6i B kopobu, 3 npoBeeHHA “MapkyBaHHA" MKA N13;
KapToHY KOHTPO/IIO AKOCTi); 3anponoHoBaHo: MapKyBaHHS.
MEZOA ®apma MveX Bignosigae 3atBepmpKeHoMy
eHp Ko. KT, TEeKCTY MapKyBaHHsA. OHOBNEHHSA
HimevunHa TEKCTY MapKyBaHHS yNnakoBKu
(BUPOGHUK, niKapcbKoro 3acoby 3 BHECEHHAM

BiANOBigabHNIA 3a
BUNYCK cepii);
MepigiaH Megikan
TeKkHOMo4XMC, IHK.,
CLUA (Bpo6GHUK,
BiAnoBiganbHUi 3a
BMPOGHMLITBO
Hepo3dacoBaHoi
NpoAyKUiT
(nigroToBka,
acenTnyHa
pinbTpauis,
HanoBHEHHSA Ta
yKynopka));
MepigiaH Megikan
TeKkHOMo4XMC, IHK.,
CLUA (Bpo6GHUK,
BiAnoBiganLHUii 3a
TeCTyBaHHs Ta
KOMMeKTawito);
MN® B.B.
(MaHyhakTypiHr
MexkemKuHr
Papmaka),
HigepnaHngm
(anbTepHaTMBHWMIA
BUPOGHUK,
BiANOBigabHNIA 3a
MapKyBaHHA Ta
BTOPWHHY YNakoBKy);
MN® B.B.
(MaHydhakTypiHr
MekemxuHr
dapmaka),
HigepnaHam
(BUPOGHUK,
BiANOBigabHNIA 3a
MapKyBaHHA Ta
BTOPWHHY YNakoBKy);
POLW-OENBTA
'M6X eHp Ko. KT,
HimeuunHa
(anbTepHaTMBHWIA

iHchopmauii LWwoao 3a3HaueHHs
O4VHWLb BUMIPIOBaHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 6-Tu

MicSLB NicNs 3aTBEPAKEHHS
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BUPOBHMK,
BiANOBiAa/IbHWIA 3a
MapKyBaHHA Ta
BTOPVHHY YNakoBKy);
dapm/lor dapma
NoricTuk F'meX ,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOGHUK,
BiANOBigabHNIA 3a
MapKyBaHHA Ta
BTOPWHHY YNakoBKy);
®apm/lor dapma
Norictuk M'M6X,
HimeuyunHa
(anbTepHaTMBHWMIA
BMPOGHMUK,
BiAnoBiganLHUii 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKy)

133.

ENINEH
FOHIOP

pO34nH ANA iH'ekuii, 0,15
Mr/[03y; N0 2 M/ PO3UNHY
y nonepesHbL0 HanoBHEHIN
pyuui; no 1 nonepefHsL0
HanoBHEHiIl pyuyLi B Ty6i;
no 1 Ty6i B kopobu, 3
KapToHYy

MEA AB

Lsewis

€spochiHc
Biochapma MpogakT
TecTiHr, [aHisa
(komnaHis, LWwo
BignoBsigae 3a
npoBefeHHs
KOHTPOJIIO SIKOCTI);
MEZA ®apma M'meX
eHp Ko. KT,
HimeuunHa
(BUMPOGHUK,
BiANOBiAaNbHWIA 3a
BUNYCK cepi);
Mepigian Megikan
TekHomoaxume, IHK.,
CLUA (B1pO6HUK,
BiANOBIAA/IbHWI 32
BMPOGHMLITBO
Hepo3dacoBaHol
NpoAYKUiT
(nigroToBka,
acenTuyHa
inbTpauis,
HarnoBHEHHS Ta
YKyrnopka));
Mepigian Megikan
TekHomoaxume, IHK.,
CLUA (B1pO6GHUK,
BiAMOBiAa/IbHWIA 32

[Oania/
Himeuunna/
CLUA/
HigepnaHngn

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13;
3anpornoHoBaHo: MapKyBaHHS.
Bignosigae 3atBepgKeHoMy
TEKCTY MapKyBaHHsSl. OHOB/IEHHS
TEKCTYy MapKyBaHHs ynakoBKu

NiKapCcbKoro 3acoby 3 BHECEHHAM

iHbopMmauii Wwoao 3a3HaYeHHsA

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl. BBeieHHs1 3MiH NpoTArom 6-Tn

MicALiB nicna 3aTBeppKeHHs

3a peyenmom

UA/14932/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TeCTyBaHHs Ta
KOMMeKTawito);
MN® B.B.
(MaHyhakTypiHr
MexkemKuHr
Papmaka),
HigepnaHngm
(anbTepHaTMBHWMIA
BUPOGHUK,
BiANOBigabHNIA 3a
MapKyBaHHA Ta
BTOPWHHY YNakoBKy);

(MaHydhakTypiHr
MekemKuHr
dapmaka),

HigepnaHam
(BUPOGHUK,
BiANOBigabHNIA 3a
MapKyBaHHA Ta
BTOPWHHY YNakoBKy);
POLW-AENBTA
'M6X eHp Ko. KT,
HimeuunHa
(anbTepHaTMBHWIA
BMPOGHMUK,
BiAnoBiganbHUii 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
®apm/lor dPapma

NoricTuk MM6X ,
HimevunHa

(anbTepHaTMBHWIA
BUPOBHMK,
BiANOBiAa/bHWIA 3a
MapKyBaHHA Ta
BTOPVHHY YNakoBKy);
dapm/lor dapma

Norictuk M'M6X,
HimeuunHa

(anbTepHaTMBHWMIA
BUPOGHUK,
BiANOBigabHNIA 3a
MapKyBaHHA Ta
BTOPWHHY YNakoBKy)

134.

EPUTPOMILUVH

Tabnetku no 100 mr, no 20
Tabnetok y 6nictepi; no 1
6nictepy B nauui 3
KapTOHY

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUNIA LLEHTP
"BopLuariBcbkuii

Ykpaina

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHariagy (iHwi 3MiHK) -

3a peyenmom

UA/3701/01/01

100




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

XiMiKo-
hapmaLeBTUUHNI
3asofg"

BMPOGHNYNIA LEHTP
"BopLyariBcbKuii
Ximiko-
hapmaLeBTUYHWI
3aBof”

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo 40 3aTBEpPKEHOrO
TEKCTYy MapKyBaHHS yNakoBKU.
OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM MiKapcbKoro 3acoby 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicnsa 3aTBepKEHHS

135.

EPIAE3-
OAPHULA

TabneTkn, BKPUTI
060/10HKO, N0 5 Mr no 10
TabN1eTOK Y KOHTYPHIiA
YapyHKOBIN ynakosLi; no 1
abo no 2, abo no 3
KOHTYPHI YapyHKOBI
yNakoBKM B navi

MpAT
"®apmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapMmakoHarnag.
[MponoHoBaHa pepakuis: Typok
B'auecnas B'AyecnaBoBuy

6e3 peyenma

UA/12919/01/01

136.

ECMNEPANb®

Tabnetku no 500 mr Ne 20:
no 20 TabneTok y
dhnakoHi, no 1 dpnakoHy B
KapTOHHiiA KOpo6L

TOB "CaHoi-ABeHTIC
YkpaiHa"

YkpaiHa

Coghapumekc -
IHpycTpia Kivika e
dapmaceyrTika, C.A.

MopTyranin

BHECEHHS 3MiH O peecTpaLiiHmnx
mMarepianis: TEXHIYHa MOMWIIKa
(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) - BUNpaBneHo
TEXHIYHY MOMWUSIKY Y TEKCTI
MapKyBaHHS NEPBUHHOT YNakoBKu
N3; 3ANMPOMNOHOBAHO: 4. JATA
3AKIHYEHHA TEPMIHY
NMPNOATHOCTI MNpuaatH. ao:

3a peyenmom

UA/5332/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3a3HayeHe BUMNpaB/IeHHSA
BiANOBIgae apxiBHMM MaTepianam
peecTpaLiiHoro Aocbe
137. | ECTIBA 600 TabneTkn, BKPUTI FETEPO /1AB3 IHgis leTepo /1ab3 IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/1590/02/01
060s10HKO, No 600 Mr, no NIMITEL Nimiten martepianis: 3MiHU | TUNY - 3MiHK
30 TabneToK y KoHTeliHepi; Loao 6e3nekn/edeKTMBHOCTI Ta
no 1 KoHTelHepy B hapmakoHarnagy (iHwi 3miHK) -
KapTOHHii KOpo6Li OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
«MapkyBaHHA» MKHA /13:
3anpornoHosaHo: Mapkuposka B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKvupoBKW. BBeeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS
138. | ETAMBYTO/N Tabnetku no 400 mr no 10 My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/0136/01/03
Tabnetok y 6nictepi; no 5 TOoBapuUCTBO "Haykoso- akuioHepHe marepianis: 3MiHu | TUNY - 3MiHW
6nicTepiB y nayyj; no 120 BMPOGHNUNIA LLEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
Tab1eToK y KOHTeliHepi "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHK) -
nnacTnkosomy; no 1 XimiKo- BMPOGHWYNIA LEHTP BHECEHHS 3MiH 0 po34iny
KOHTelHepy B mauui; no hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHs" MKA N3;
1000 Tabnetok y 3asofg" XiMiKo- 3anpornoHoBaHo: MapKyBaHHS.
KOHTEliHepi hapmaueBTUYHWIA BignosigHo [0 3aTBEpPOKEHOTO
nnacTmMacoBomy 3asoq” TEKCTY MapKyBaHHS yNakoBKU.
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NMiKapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
BBeieHHs 3MiH npoTsArom 6-tu
MiCALiB Nicnsa 3aTBepKeHHs
139. | E®EPA/TTAH Cyno3uTopii peKkTasibHi No YIMNCA CAC dpaHuin YIMNCA CAC dpaHuis BHECEHHS 3MiH 40 peecTpaliinHmx 6e3 peyenma UA/5237/03/01

80 mr; no 5 cynosuTopiis y
6nictepi; no 2 6nictepu B
KapTOHHi Kopoo6Lli

marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeeaeHHs abo
3MiHU [0 y3araJlbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIfA/ILHOT 32 3[iICHEHHS
hapMakoHaraisgy; KOHTaKTHoi
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsgy: nponoHoBaHa
pepakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHnX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
dapmakoHarnsgy

140.

E®EPA/ITAH

Cyno3nTopil peKkTasibHi No
150 mr; no 5 cynosuTopiis
y 6nicTepi; no 2 6nictepu
B KQPTOHHIli Kopobu,i

YMNCA CAC

dpaHuin

YMCA CAC

dpaHuis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnisgy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BignoBigasbHOI 3a 3AjACHEHHSI

thapmakoHarnsgy: nponoHoBaHa

pegakuisi: Lilit Khatchikian, MD,

MS. 3MiHa KOHTaKTHMUX AaHuX

YMNOBHOBaXEHOT 0CO6U 3as1BHMKA,
BigNoBiga/IbHOI 32 34iACHEHHSI

dhapmakoHarnsgy

6e3 peyenma

UA/5237/03/02

141.

E®EPANTAH

Cyno3nTopii peKkTasibHi No
300 wmr; no 5 cynosuTopiis

YMNCA CAC

PpaHuis

YMNCA CAC

PpaHLin

BHECEHHS 3MiH O peecTpaLiiHmnx
mMartepianis: 3MiHU | TURy - 3MiHK

6e3 peyenma

UA/5237/03/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

y 6nicTepi; no 2 6nictepu
B KapTOHHI kopobuj

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/bHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsgy: nponoHoBaHa
pepakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHuUX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANoBiga/bHOI 3a 3MjACHEHHSI
dhapmakoHarnsgy

142.

E®EPA/ITAH

PO34MH opanibHuiA 3 %; no
90 mMn y donakoHi; no 1
oNakoHy B KOMM/IEKTi 3
MipHOI JTOXKKOI Y
KapTOHHIA KOpoo6Li

YMNCA CAC

dpaHuin

YMCA CAC

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBAXXEHOI 0COOU 3asIBHMKA,

6e3 peyenma

UA/5237/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BiANOBIAA/IbHOI 3a 3AiiCHEHHS
dhapmakoHarnsgy: MponoHosBaHa
pegakuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHWX AaHuX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy

143.

E®EPANTAH

Tabnetku wunydi no 500
Mr; o 4 TabneTkn y
cTpuni; No 4 cTpunn y
KapTOHHIiA KOpoo6Li

YMNCA CAC

PpaHuin

YMNCA CAC

®paHuin

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/edheKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3ara/ibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXXEHOT 0CO6M,
BignoBigasbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiaanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,

BiANOBIAAILHOT 33 34iICHEHHS
dhapmakoHarnsgy: MponoHosaHa
pepakuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHOI 3a 3MjACHEHHSI
thapmakoHarnsgy

6e3 peyenma

UA/5237/01/01

144.

E®EPA/ITAH 3
BITAMIHOM C

Tabnetku wunyui, 330
mr/200 wr; no 10 TabneTok
y Ty6i; no 1 a6o no 2 1yém
B KapTOHHI kopobuj

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH A0 peecTpavLintHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOB&XeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarniagy; KOHTakTHoi

6e3 peyenma

UA/7278/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

ocobu 3 hapmakoHarnagy
3asiBHMKa AN 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOB&XEHOI
oco6w, BignoBiAabHOI 3a
3[jlicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsgy: MNponoHosaHa
pepakuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX JaHnX
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
chapmakoHarnsgy

145.

€BPO
LUNTPAMOH®

Tabnetku no 10 a6o 20
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHiIl
nauui

mi6e Tm6X

ApuHaiimiTTens

HimeuunHa

mibe MTm6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
OHOBJ/IEHHS cepTudikaTty

BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei R1-CEP 1998-022-
Rev 03 gns A®| Caffeine Big Bxe
3aTBEPKEHOIO BUPOGHMKA
Siegfried PharmaChemikalien

Minden GmbH , BHacnnifoK 3miHu

BMPOGHUYOT AinbHuLi A®| 3 BASF

PharmaChemikalien GmbH & Co.

KG Ha Siegfried
PharmaChemikalien Minden
GmbH

6e3 peyenma

UA/10827/01/01

146.

E€BPOKCUM

NOPOLLOK AN iH'eKLili No
750 mr, 1 a6o 10
oNakoHIiB 3 NOPOLLKOM B
KapTOHHiiA KOpo6L

€Bpo Navichkep /Ta

Benvka
BpuTtaHis

EliCiEc [o6dap
C.M.A.

ITanisa

BHECEHHS 3MiH [JO peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MicSILB NiCNs 3aTBEPKEHHS

3a peyenmom

UA/12560/01/01

147.

E€BPOKCUM

MOPOLLIOK AN15 iH'EKUI/ No
1,51, 1 abo 10 chnakoHiB 3

€Bpo Navichkep /T

Benvka
BpuTtaHis

EliCiEc [lo6dap
C.IMN.A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK

3a peyenmom

UA/12560/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MOPOLLKOM B KAPTOHHI
KopooLi

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yMakoBKM MiKapCcbKoro 3acoby 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicna 3aTBepKEHHS

148.

E€BPOHEKC

PO3uMH Ans iH'ekuin, 100
Mmr/mn, no 5 mn B amnyni,
no 5 amnyn y KapTOHHiiA
Kopobui

€BPO NIANPKEP
MPAVBIT NIMITEL

IHgis

Crepin-[xeH Nand
CaiiHcic (Mi) NimiTepq,

IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicna 3aTBepipKeHHs

3a peyenmom

UA/18021/01/01

149.

3ANI3A
AMOHIiHOIO
UUTPAT

MOPOLLIOK (Cy6CcTaHuis) y
NoslieTUIEHOBMUX MilLKax
Aansi hapmaueBTUYHOro
3aCTOCyBaHHsI

CninbHe yKpaiHCcbKo-

icnaHcbke
nigNpPUEMCTBO

"Cnepko YkpaiHa"

YkpaiHa

Ap. Mayn JlormaHH
v6X & Ko. KraA

HimeuunHa

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TRy -
AMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
MiCLA NMPOBaMKEHHS Ai/TIbHOCTI
BMPOOHMKa (BKtOYatoun, 3a
HeobXiAHOCTI, MicLie NpoBeAeHHS
KOHTPO/I0 SIKOCTI), a60 BriacHuka
MacTep-haiina Ha A®l, abo
noctavyanbHvka A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLLO
3a3HayYeHo y J0CbE Ha Nikapcbkuii
3acib) 3a BiACYTHOCTI cepTudpikara
BiiNOBIAHOCTI €Bponeiichkiit
thapmakonei y 3aTBepKeHOMy
[ocbe, abo BUPOOHMKA HOBOT
[OMNOMDKHOT PEHOBUHY (AIKLLLIO
3a3HayeHo y A0CbE) - 3MiHa Ha3BU
BMpOGHMKa A®| 3aniza
amMoHiliHoro uuTparty, 6e3 3miHu
MicLsi BUPOBGHULTBA

UA/6441/01/01

150.

3APCIO®

PO34uH A5 iH'eKLiin abo
iHdpysii, 30 mnH OA/0,5
m; o 0,5 Ma po3unHy B

CaHpo3 'm6X

ABCTpis

A4 [i Ti Bionorika
'm6X, HimeuunHa
(BignoBiganbHuiA 3a

HimeuumnHa/
AscTpist

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
o0 6e3nekn/ed)ekTMBHOCTI Ta

3a peyenmom

UA/12447/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
nonepegHL0 3anoBHEHOMY BMPOGHMLTBO, thapmakoHarnsagy (iHwi 3MiHn) -
LUMPWLL, OCHALLEHOrO nakyBaHHs, BHECEHHS 3MiH O po3ainy
NOPLUHEM, iH'EKLIHO KOHTPO/b cepil); “MapkyBaHHA" MKA N13;
rO/IKOl0, KOBMNa4kom Ta CaHpo3 M'mbX — 3anponoHoBaHo: MapKyBaHHs.
3aXMCHVM MPUCTPOEM A5 BisHec nigpo3gain BignoBigHo 4o 3aTBEpKEHOr0
3anobiraHHa TEXHOMOri4yHa TEKCTy MapKyBaHHS. OHOB/EHHS
MOLLKOKEHHS FO/IKOI0 po3pobka Ta TEeKCTy MapKyBaHHS ynakoBKu
nicns 3acToCyBaHHs, y BUPOGHMNLITBO NiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepHili ynakosuj; no 1 6ionoriyHnx iHbopMmauii Wwoao 3a3HaYeHHS
abo 5 6nictepHux nNikapcbkunx 3acobis OAVHWLb BUMIPIOBAHHS Y CUCTEMI
yMakoBOK B KAPTOHHIl LWadgpTeHay (BTAM Sl. BBeeHHS 3MiH NpoTArom 6-Tu
Kopobui ANC), Asctpis MicALiB nicnsa 3aTBepKEHHS
(BignoBifanbHuii 3a
BMPOGHMLTBO,
nakyBaHHSl,
KOHTPO/b cepii Ta
BMMNYCK cepil)
151. | 3APCIO® PO34MH ANA iH'eKLin abo CaHpio3 'm6X AscTpis A i Ti Bionorika HimeuunHa/ BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/12447/01/02
iHdpysiii, 48 mH O/0,5 'mM6X, HimeuyunHa ABCTpIst mMarepianis: 3MiHu | TUMY - 3MiHK
M/, no 0,5 Mn po3unHy B (BignoBiganbHWii 3a Loao 6e3nekn/edyeKTUBHOCTI Ta
nonepeaHL0 3anoBHeHOMY BMPOGHULITBO, thapmakoHarnsagy (iHwi 3MiHn) -
LUNpWLi, OCHALLEHOTO nakyBaHHs, BHECEHHS 3MiH 40 po34iny
MOPLUHEM, iH'EKLHO0 KOHTPO/Ib cepi); “MapkyBaHHA" MKA N13;
r0/IKOt0, KOBNa4kom Ta CaHpi03 F'M6X — 3anponoHosaHo: MapKyBaHHs.
3aXUCHMM NPUCTPOEM A/1S BisHec migpo3gain BignoBigHo [0 3aTBEPAKEHOTO
3anobiraHHa TEXHOMOori4yHa TEKCTy MapKyBaHHA. OHOB/IEHHS
MOLLKOXKEHHS rO/IKOI0 po3pobka Ta TEKCTYy MapKyBaHHs ynakoBKu
nicns 3acTocyBaHHS, Y BMPOBGHULITBO NiKapCcbKoro 3acoby 3 BHECEHHAM
6nicTepHili ynakosuj; no 1 6ionoriyHmnx iHbopMmauii Wwoao 3a3HavYeHHsA
abo 5 6nictepHux nNikapcbKunx 3acobis OAVHNLb BUMIPIOBaHHSA Y CUCTEMI
YNaKoBOK B KAPTOHHIi LWadpteHay (BTAM Sl. BBeieHHs1 3MiH NpOTArom 6-Tn
KopooLi AnC), Aectpis MicALiB nicna 3aTBepipKeHHs
(BignoBiganbHuii 3a
BMPOBHMLTBO,
nakyBaHHs,
KOHTPO/b cepii Ta
BMNYCK cepii)
152. | 3EPKANIH® PO34MH HaLLKipHWiA, 1 % no ApapaH-TaneHcbkuit Xopsaris AapaH-TaneHcbkuii Xopsaris BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/12443/01/01

30 mMn y cknaHomy
chnakoHi; no 1 chnakoHy B
KapTOHHIA KOpoo6Li

Nab6opartopiii 4.4.

Na6oparopiii A.4.

marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,
3MiHa yNMOBHOB&XeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iAiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
0Cco6U 3 hapmakoHarnsay
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3asBHUKA 415 34ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBiAaIbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX faHWUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3as1BHVIKa, BiANOBiAabHOT 3a
hapmakoHarnsg B Ykpaini
153. | 3MaoByavH pO34uH opasibHUiA no 50 FETEPO NNAB3 IHAjsA [eTepo /1a63 IHAja BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17965/01/01
mr/ 5 mMn no 240 mny NIMITEL Nimiteq marepianis: 3MiHU | TUMY - 3MiHW
donakoHi, no 1 dpnakoHy Lofo 6e3nekn/ed)eKTMBHOCTI Ta
pasom i3 10 M Wnpuuom thapmakoHarnagy (iHwi 3MiHK) -
AN nepopasibHOro OHOBJ/IEHHS TEKCTY MapKyBaHHs
[03yBaHHsA i 1,5 mn yNakKoBKM NiKapCbKoro 3acoby 3
[03yBa/IbHAM LUNPULIOM Y BHECEHHAM iHdhopMaLii LWoAo
KapTOHHI KOpoo6Li 3a3HayvyeHHs 0AMHULb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPIKEHHS
154. | 30NTEPO KOHLeHTpaT A1 PO34nHY FETEPO JIAB3 IHAis [eTepo N1la63 IHAisa BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/14961/01/01
Ans iHdysii, 4 mMr/5 Mn; no NIMITEL Nimiten martepianis: 3mMiHK | TUNY - 3MiHK
5 M KOHUeHTpaTy y Loao 6e3nekn/edeKTMBHOCTI Ta
chnakoHi; no 1 chnakoHy y thapmakoHarnsgy (iHwi 3MiHn) -
KapTOHHi KOpo6Li OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM NMiKapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA /13:
3anponoHosaHo: MAPKYBAHHA.
BignoBigHo 40 3aTBEpPKEHOrO
TEKCTy MapKyBaHHs. BBefeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
155. | IBAHAPOHOB KOHUEHTpAaT 4151 PO34nHYy MicTtpan Kenitan AHrnia CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/16132/01/01
A KUCNOTA- ANst iHy3iiA, 1 mr/mn; no 6 MenempxkmeHT NlimiTeq C.N., IcnaHis Mapokko marepianis: 3MiHU | TUMY - 3MiHW
BICTA My chnakoHi; no 1 (KOHTpOSIb SKOCTI, Loao 6e3nekn/edreKTMBHOCTI Ta

(h/1aKOHY Y KapTOHHiiA
Kopoo6Li

BUMYCK Cepii);
Cotema, Mapokko
(BUpO6HMLTBO,
nakyBaHHs)

hapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHSA" MKA 13"

3anponoHoBaHo: MapKyBaHHS.

3rigHo 3aTBEPAKEHOr0 TEKCTY
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Ne

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBK/ NikapcbKoro
3aco6y 3 BHECEHHSAM iHdhopMaii
LLI0A0 3a3HaYeHHsI OANHULb
BVMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

156.

IBPAHC

Kancynu no 100 mr, no 7
Kancyn y 6nictepi; no 3
61icTepn y KapTOHHiN
KopooLi

MOANSEP ENY.CLII.
KOPMOPEMLLUH

CLWA

Mdpaiizep
MeHtohekuypuHr
[oiiuneng MueX

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
noAaHHsa oHosseHoro ME-

CepTudbikaty BignosigHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2000-045-Rev 04 ana
AonomikHOT pevyoBuHu Gelatin Big
BXeE 3aTBEePKEHOro BUPOOHMKA,
SIK HAcCnNigoK 3MiHa Ha3BK Ta
agpecu BnacHuka CEP 3 PB

GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecu
BUPOGHNYMNX [iNTbHULL; 3MiHW |
TUNY - NofaHHA oHoBneHoro MNE-
CepTudbikaty BignosigHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2005-217-Rev 02 ana
AonomikHOT peyoBuHK Gelatin Big
BXE 3aTBEPHKEHOr0 BUPOOHMKA
Nitta Gelatin Inc; 3miHu | Tuny -
nogaHHA oHosneHoro ME-
CepTucpikaTy BifnoBifHOCTI
€ponevicbkiii hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[0NoMKHOT pevoBuHK Gelatin Big,
BXe 3aTBEePPKEHOro BUPOGHMKa
NITTA GELATIN INDIA LTD;
3MiHW | TUny - BUNYyYeHHs ME-
CepTudikaty BignoBigHOCTI
€Bponeiicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans

[LOMOMIKHOI PEHOBUHM XeNaTuH;

3MiHu | TNy - BUNy4YeHHs IE-
CepTucpikaTy BifnoBifHOCTI
€sponeiicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[OMNOMDKHOT PEYOBUHM XenaTuH

3a peuenmom

UA/15747/01/02

157.

IBPAHC

Kancynu no 125 wmr, no 7
kancyny 6nictepi; no 3
6nicTepn y KApTOHHIi

MPAN3EP EVY.CL.MI.
KOPIMOPEWLUH

CLA

Mdpaizep
MeHtohekypuHr
[Hoiunena MrveX

HimeuunHa

BHECEHHS 3MiH A0 peecTpavLintHmx
marepianis: 3miHu | TUny -
nofaHHsa oHoseHoro ME-

3a peyenmom

UA/15747/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Kopoo6ui

CepTuchikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0noMikHOT pedoBuHKn Gelatin Big
BXe 3aTBeppKeHOro BUpPo6HuMKa,
AK HAC/MiJoK 3MiHa Ha3BM Ta
agpecv BnacHuka CEP 3 PB
GELATINS Ha TESSENDERLO
GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BM Ta agpecu
BMPOGHNYUX [iNMbHUL; 3MiHW |
TUNY - NofaHHA oHosneHoro MNe-
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2005-217-Rev 02 gns
[0noMikHOT pevoBuHKn Gelatin Big
BXe 3aTBEePPKEHOro BUPO6HMKa
Nitta Gelatin Inc; 3MiHu | TUny -
noAaHHsa oHosneHoro ME-
CepTucpikaTy BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[onomixHoT pevoBuHK Gelatin Big,
BXe 3aTBepPKeHOro BUPO6HMKa
NITTA GELATIN INDIA LTD;
3MiHM | Tuny - BUnyyeHHs ME-
CepTuddikaty BignoBigHOCTI
€poneiicbkoi Papmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMDKHOT PEYOBUHM XeNnaTuH;
3MiHM | Tuny - BUAyYeHHs MNE-
CepTucpikaTy BignoBigHOCTI
€Bponeiicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[OMOMIXHOT PEYOBUHM XenaTuH

158.

IBPAHC

Kancynu no 75 mr, no 7
Kancyn y 6nictepi; no 3
6nicTepn y KapTOHHIiA
Kopoo6ULi

MPAN3EP EVY.CL.II.
KOPMOPEWNLLIH

CLA

Mdpaiizep
MeHtodeKUypUHT
[oiiuneng rmeX

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
nogaHHA oHosneHoro ME-

CepTucpikaTy BifnoBifHOCTI
€ponevicbkiii hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0NoMKHOT pevoBuHK Gelatin Big,
B)XE 3aTBEpAKEHOr0 BUPOOHMKA,
K HACNifoK 3MiHa Ha3BK Ta
agpecu snacHuka CEP 3 PB
GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu

3a peyenmom

UA/15747/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BMPOGHNYUMNX [iNbHULb; 3MiHW |
MMy - nogaHHA oHosneHoro ME-
CepTuddikaty BignoBigHOCTI
€sponeiicbkiin hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[onoMikHOT pedoBuHu Gelatin Big,
B)XE 3aTBEPKEHOr0 BUPOOHMKA
Nitta Gelatin Inc; 3miHu | Tuny -
noAaHHsa oHosneHoro ME-
CepTuchikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[0noMikHOT pevoBuHKM Gelatin Big
BXe 3aTBEePPKEHOro BUPO6HNMKa
NITTA GELATIN INDIA LTD;
3MiHW | Tuny - BUNyyYeHHs MNE-
CepTucpikaTy BignoBigHOCTI
€Bponeiicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[L0MOMIXHOT PEYOBUHU XeNaTuH;
3MiHK | TUny - BUNy4YeHHs Me-
CepTuchikaTy BignoBigHOCTI
€poneiicbkoi Papmakonei R1-
CEP 2004-320-Rev 00 ans
[0MOMDKHOT PEYOBUHM XenaTuH

159.

130VBYT®

MiIKpOKpUCTasTiYHNIA
MOPOLLIOK (Cy6CcTaHLis) y
nakeTax noABiHMX
nonieTMIeHoBUxX Ans
hapmaueBTUYHOro
3acToCyBaHHS

AT "®dapmak”

YKpaina

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: -3miHun | Tuny -
AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavuiitHOro NocBiA4YeHHs) -
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
PeECTpaL,iiiHOro NocBiAYEHHS);
3MiHu | TUNYy - AOMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI
BMPOGHMKa (BK/OYaouH, 3a
HEeOoO6XiAHOCTI, MicLe NPOBEAEHHS
KOHTPO/IH0 SIKOCTI), a60 BriacHUKa
macTep-thaiina Ha A®l, abo
noctavyasibHuka A®I/BnxigHoro
marepiany/peareHTy/nPoMiXHOIo
NPOAYKTY, L0 3aCTOCOBYIOTLCH Y
BMPO6HULTBI ADI (SKW0
3a3HayeHo y AOCbE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikata

UA/15061/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BIANOBIAHOCTI EBpONenchbkili
thapmakonei y 3aTBeppKeHOMY
nocbe, abo BUPOOHUKA HOBOT
[OMOMDKHOT PEYOBUHY (AIKLLLO
3a3Ha4YeHo y A0CbE) - 3MiHa
HaliMeHyBaHHS BUPOOHMKa
cybcTaHUii, 6e3 3MiHK micuA
BMPOGHMLTBA
160. | IBOKET® cnpeli opoMyKo3HuiA, 1,25 Nabopmeg-dapma PymyHis ABapa LLIeHHOH Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/3055/01/01
mr/go3sy, no 15 mn (300 C.A. PapmacboTukan HimeuunHa martepianis: 3MiHU | TUNY - 3MiHK
[03) y dhnakoHi; no 1 Cepsices JlimiTepg, Loao 6e3nekn/edeKTMBHOCTI Ta
(pNakoHy B KAPTOHHIN Ipnangjs hapmakoHarniagy (iHwi 3MiHK) -
KOpoo6Li (BMPO6HMLTBO "in OHOBJIEHHSA TEKCTY MapKyBaHHS
bulk" yNaKoBKM NiKapCbKoro 3acoby 3
aNlbTEPHATUBHUNA BHECEHHSM iHGhopMaLii Woa0
BUPOGHMK 3a3HaYeHHs OAUHULb
nepBUHHOIO BMMIptOBaHHA y cuctemi Sl.
nakyBaHHs, BHeceHHs 3MiH 4o po3giny
HamnoBHEHHA «MapkyBaHHA» MKHA /13:
chnakoHiB); Eiicika 3anponoHoBaHo: MapKyBaHHs.
dPapmacboTVKan3 3rigHo 3 3aTBEPKEHMM TEKCTOM
vM6X, HimeuunHa MapKyBaHHs. TepMiH BBeeHHSA
(BTOpPUHHE 3MiH - NPOTAroM 6 MicsLiB nicns
nakyBaHHs); Eiicika 3aTBEPAKEHHSA
dapmacboTVKan3
M6X, HimeuunHa
(BTOpUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTI
NepBUHHOTO
nakysaHHs "in bulk",
BiAnosifae 3a
BMnyck cepii); Konen
Naynxaiim M6X eHg
Ko. KI', HimewunHa
(nepBuHHE
nakyBaHHs,
HamnoBHEHHSA
NaKoHIB)
161. | IBOMPUHO3WH | Tabnetkn no 500 mr, no 10 | TeBa PapmareBTikan 13painb AT YropwmHa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/8389/01/01
Tabnetok y 6nictepi; no 1, IHpacTpi3 NT4. dapmMaLeBTUYHUIA MopTtyranis marepianis: 3MiHu | TUNy -
abo 2, abo 3, abo 5 3aBog TEBA, nofaHHs OHOBJ/IEHOTO
6nicTepiB y KOpoo6Li YropwuHa BanigauiliHoro 3BiTy Ans
(BTOPUHHA MeTOAMKM aHasni3y roToBoro

ynakoBka, j03Bi/1 Ha
BUNYCK cepii);
IHdhocaymxi -
IHCTiITYTO AXi

nikapcbKoro 3acoby 3a
NOKa3HWKOM «ETaHos ».
OHoBreHa Bepcis
VRRS/SOPT500/001 Bkto4ae
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
dapmaceo i HaCTYMHi 3MiHW: - 6y BK/IOYEHI

IHoBaceo im Caypxi
YHinecoan, /ga.,
MopTyranis
(kOHTpONb Ccepiif);
Ny3omepikameHTa
TekHikan
dapmaveBTikan
Cocbepage, C.A.,
MopTyranis
(BMpPOGHNLTBO
Hepo3acoBaHol
nNpoAykKLuii, NnepBuHHa
ynakoBKa, BTOPYHHA
ynakoBka, A03BiN Ha
BWMNYCK Cepil,
KOHTPO/Ib Cepiid)

yci pe3ynbTaTy Ta xpomarorpamu,
a BanigauiiHuii npouec 6ys
onucaHuii 6inbLl NoBHO. MeTof
KOHTPOJTIO AKOCTi 3@ NOKa3HUKOM
«ETaHo1» He 3MiHUBCS; 3MiHK |
TUMY - NOAAHHS OHOB/IEHOTO
BanigauiiHoro 3BiTy Ans
METOAMKM aHanizy rotoBoro
nikapcbKoro 3acoby 3a
nokasHukom «MikpobionoriyHa
yuctoTa ». OHoBNeHa Bepcis AVR
167.02 BK/IHOYAE HACTYMHI 3MiHU: -
NoBTOpHA BanifaLis BU3Ha4YeHHs
«TYMC» 3 BUKOPUCTaHHAM
Cabypo [eKCTpOo3HOro arapy +
xnopodyeHikony (SDA+). -
HeBesVKi 3MiHVU B ODOPMIEHHI
OOKYMeHTa; 3miHun | Tuny -
He3HayHa 3MiHa hOpMYy/IHOBaHHS
BUMOT ANA nokKasHuka "oOnuc"y
cneuudikaLii roToBoro
nikapcbKoro 3acoby
(3anponoHoBaHo: MNpoaosrysari
TabneTku 6inoro abo maixe
6inoro KosbOpy 3 NiHiEl po3omMy
Ha ogHoMmy 6oui. Bes 3anaxy a6o 3
NerkUM 3anaxom amiHis).
PeasnibHWii 30BHiLLHI BUTNSAA
TabneTkn He 3MIHIETbCA. 3a
6axaHHSAM BUPO6HMKaA
cneyudikayii Ha TepMiH
NpVAATHOCTI Ta Ha BUNYCK
06'eiHaHi B 0AWNH JOKYMEHT. 3MiHN
BHECEHI B po32in "OCHOBHI
(hi3nKo-XiMiuHi BnacTneocTi" B
IHCTPYKLi0 ANS MegnyHOro
3aCTOCYBaHHSA NiKapCcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHK | TUMY - JONOBHEHHSA
crneuudikaLii HOBUM MNOKA3HUKOM
"3a/IMLLKOBUIA PO3UMHHIKK: eTaHoN"
MeTOoZOM ra3oBoi xpomatorpadii.
Bumoru cneyudpikauii Ans HoBoro
nokasHWKa BCTaHOB/IEHI Ha PIBHI
"He Ginblue 1,0%". BBeAeHHA 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS; 3MiHUM | TVNY -
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

3BY)XEHHS JOMYCTUMUX MEX Y
cneuudikaLii rotoBoro
niKkapcbKoro 3acoby 3a

NoKa3HUKOM "3asInLLIKOBI
PO34YNHHMKN: ETaHoN" 3 "He
6inbLwe 1,0%" fo "He 6inblwe 0,5
%". BBejeHHA 3MiH NPOTArom 6-Tu

MicALIB NiCNsA 3aTBEPKEHHS;

3MiHK | TUNY - 3aMiHa AeTanibHOro
onucy MeToauK 415 NOKa3HMKIB
BCTAHOB/IEHNX Y cneuudikauii, mig
yac BMPOGHMLTBA FOTOBOrO
nikapcbKoro 3acoby Ha BifnoBifHi
nocunaHHa Ha EP;
3MiHU | TUNY - BBEAEHHSA
aflbTEPHATMBHOIO NpoLecy
BMPOGHMLTBA NiKapCbKOro 3acoby

ons posmipy cepii 1430,0 kr, 3

BUKOPWUCTaHHSIM 06/1aiHaHHS
IpaHynsATop-cylwapka B

«KANASHOMY LIapi»; 3MiHW | Tuny -
[loflaBaHHs ONMCY KOMMOHEHTIB, 3
AKUX CKafaeTbes giloya
peyoByvHa I30NprHO3MH y po3ain
3.2.P.2.1.1 peecTpaLjiiiHOro AOCLE
3 METOH rapMoHisadii iHdhopmaldli;
3MiHU | TUNY - BHECEHHSA
HEe3Ha4YHWX 3MiH 40 po3giny
3.2.P.1 peecTpaduiiiHOro foChbE -
3a3HayeHHs onucy rotoBoro
NiKapcbKoro 3acoby; 3a3HauyeHHs!
CVHOHIMIB Ha3BU Ail040i peUYOBUHMY;
He3HauHi KoperyBaHHs y
npuMiTKax Ao cknagy; 3miHu | tuny
- [LOMOBHEHHS cneuudikawii
roToBOro Nikapcbkoro 3acoby
albTEPHATUBHUM HOBUM
nokasHukom "laeHTudikauis
IHO3MHY Ta Aueao6eHy(MeTonomM
PX-Y®-AMA)". BBeAeHHS 3MiH
NpoTArom 6-T MicAUIB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
NoJaHHs OHOB/IEHUX JaHUX
BWBYEHHSA CTabiNIbHOCTi rOTOBOrO
niKkapcbKoro 3acoby, Lo
niATBEPAXYE 3aTBEPAKEHNN
TEepPMiH NPUAATHOCTI NiKapCbKoro
3acoby — 5 pokiB. TepmiH
npuaaTHOCTI Ta YMOBW 36epiraHHs
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Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,

3asBHUK

KpaiHa

Bupo6Huk

3acoby

ynakoska)

3asiBHUKa

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

162.

IMIBALA,

MOPOLLOK /151 PO3UNHY
Ans iHdysii, 500 mr/500

My6niyHe akuioHepHe

YKpaiHa

My6niyHe

NiKapCbKoro 3acoby He 3MiHNANCS;
3MiHK | TUMY - JONOBHEHHSA
cneuudikavii roroBoro
nikapcbKoro 3acoby Ha BMMyCcK
nokasHukom "Po3unHeHHs"(Q=75
% uepe3 30 XBUIUH), AKUIA yxe
KOHTPO/IIOETLCA NPOTATOM TEPMIHY
NpVAATHOCTI, 3 METO
rapMoHisauii Bumor y cneuudikadii
3aTBEPMAXEHOT B YKpaiHi 3
cneuudikauieto BUpo6HuKa. Mexi
Ha BMNYCK Taki X 5K i Ha TepMiH
npugaTHocTi. MeToguka 3a
nokKasHUKoM "Po3unHeHHs" 6yna
3aTBEepAKeHa i He 3MIHIETLCS.
BBefeHHs 3MiH NpoTarom 6-Tu
MiCALIB NiCNA 3aTBEPKEHHS;
3MiHW | TUMY - 3BY)EHHS
JonycTUMMX Mex y cneuudikawii
roTOBOrO JlikapcbKoro 3acoby ans
nokasHuka "lrpoayktv posnagay:
rinoKcaHTUH Ta 4-aMiHo6eH30lHa
kucnota" 3 "He 6inblue 0,3 %" go
"He 6inbLue 0,15 % y cneumdikaui
rOTOBOrO /iKapCbKOro 3acoby.
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB Nicna 3aTBepoKEHHS;
3MiHW | TUMY - 4ONOBHEHHS
cneuudikalii roToBoro
nikapcbKoro 3acoby
anbTepHaTUBHVM HOBUM
nokasHuKoMm "laeHTudikauis:
[vmenpaHon 3 BiANOBIAHUM
MEeTOA0M BUNPOOYBaHHS — rasoBa
XpomaTorpadis. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

Mr, Mo 1 dolakoHy 3
NOPOLLKOM Yy nauui

TOBapuCTBO "HaykoBo-
BMPOBHNYMNIA LEHTP

"BopLuariBcbKuii
XiMiko-

hapmaueBTUYHUI

3asofg”

akujioHepHe
TOBapWCTBO
"HaykoBo-
BUPOGHNUUI LLEHTP
"BopLuariBcbkuii
XiMiKo-
dhapmaLeBTUYHWMIA
3aBofg”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHs" MKA N13;

3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHS YNaKoBKU.
OHOB/IEHHSI TEKCTY MapKyBaHHS

3a peyernmom

YNaKoBKM NiKapcbKoro 3acoby 3

UA/17123/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BHECEHHSM iHdhopMaLii Woa0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB NicNs 3aTBEPPKEHHS

163.

IMOBAH®

TabneTkun, BKpUTI
060/10HKOI0, N0 7,5 Mr; Ne
20 (20x1): no 20 TabneTok
y 6nicTepi, no 1 6nictepy
B KQPTOHHIli Kopobu,i

TOB "CaHogi-ABeHTIC
YkpaiHa"

YkpaiHa

CaHodi BiHTpon
IHgacTpia

PpaHLis

BHECEHHS 3MiH [JO peecTpaLifiHnX
martepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy. 3MiHu y
KOPOTKIi XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi Ans
MEJMNYHOr0 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKNIHIYHUMMN, KIIHIYHUMYN
JaHuMKn Ta AaHumm 3
thapmakoHarnagy. 3MiH1 BHeCeHO
[0 [HCTpyKLUii g5 MmeguyHoro
3aCcTOCyBaHHS /likapCbKoro 3acoby
o po3gainy "OcobnuneocTi
3acTocyBaHHsA". BBefieHHs 3MiH
NPOTSrom 6-Tn MicALiB nic/s
3aTBepMKeHHs. 3MiHu Il Tuny -
3MiHu Wwoao
6e3nekn/etheKkTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUIi AnA
MeJIMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMKN
[aHVMK Ta JaHuMK 3
hapmakoHarsagy. 3mMiH1 BHECEHO
00 IHCTPYKUiT ANs MeanyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby
[0 po3giniB "MNMoka3aHHs"
(yTouHeHHs iHdopMmauii),
"B3aemogis 3 iHWMMK NliKapCbKumu
3acob6amu Ta iHWi BUAn
B3aemMogiit”, "OcobnnBoCTi
3acTocyBaHHs", "Cnoci6
3acTOCyBaHHSA Ta Ao3n” (aogaHa
iHchbopmauis 3 6e3nekn). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMKEHHS.

3a peyenmom

UA/5634/01/01

164.

IHAOBEHON

renb no 40 ry Ty6i; no 1
Ty6i B NayLi 3 KapTOHY

My6niyHe akuioHepHe
TOBapuCcTBO "HaykoBo-

YKpaiHa

My6niyHe
akuioHepHe

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK

6e3 peyenma

UA/2152/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMPOGHNUNIA LLEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
"BopLuariBcbkuii "HaykoBo- thapmakoHarnsgy (iHwi 3MiHn) -
XiMmiKo- BMPOGHUYMIA LEHTP BHECEHHS 3MiH 0 po34iny
hapmaLeBTUYHNI "BopLyariscbkuii “MapkyBaHHA" MKA N13;
3asofg" Ximiko- 3anpornoHoBaHo: MapKyBaHHS.
thapmaueBTUYHWIA BignosigHo [0 3aTBEPKEHOTO
3aBog" TekcTy mapkyBaHHA. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Wwoao 3a3HaueHHs
O4VHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 6-Tu
MicSLB NicNs 3aTBEPAKEHHS
165. | IHCYBIT® HNP CycneHsist oNns iH'ekuiid, BITANN ®apma Mm6X HimeyunHa BiokoH NimiTeq, IHais/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14838/01/01
100 MO/mn; no 3 My IHpia; AT "dapmac”, YKpaiHa marepianis: 3MiHu | TNy -

KapTpuaxi; no 5
KapTpuaxiB y 6nictepi; no
1 6nicTepy y nadui; no 10
M1y dhrakoHi; no 1
hnakoHy y nauui

Ykpaina

AAMIHICTpaTVBHI 3MiHK. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavuiiiHOro NocBig4YeHHs) -
3MiHa agpecu 3asABHMKa. 3MiHU
BHECEHO B iHCTPYKLit0 4115
MeJMYHOro 3aCTOCYBaHHs
nikapcbKkoro 3acoby o0
MiCLie3HaXOMKEHHS 3asBHUKA
(BBefEeHHs 3MiH NpOTSArom 6-Tn
MiCAILiB nicNs 3aTBEPKEHHS);
3MiHW | TUny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSNbHOCTI
BMPO6HMKa/iMnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKOHaoum
AinbHULI BUNYCKY cepii abo MicLe
NpoBeieHHs KOHTPOJIO SIKOCTI.
([isnbHICTB, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEpP, BKKOYAOUN
BUNYCK Cepiii) - 3MiHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKA, 6e3 3MiHM Micusa
BMPOGHMLUTBA. 3MiHV BHECEHO B
IHCTPYKLi0 ANA MegUYHOro
3aCTOCyBaHHA WOo40
HaliMeHyBaHHS Ta
MiCLIe3HaxX0pKeHHS BUPOOHUKA 3
BiANOBIAHMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YMakoBKV NiKapcbKoro
3acoby (BBeeHHs 3MiH NpOTArom
6-Tv MicsauiB nicns
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPMKEHHS); 3MiHU | Tvny -
3MiHM Wwoao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA /13:
3arBepgxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TEKCTY
MapKyBaHHs. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS. OHOBNIEHHSA TEKCTY
MapKyBaHHS YMakoBK/ Nikapcbkoro
3ac06y 3 BHECEHHSAM iHchopMmalii
LLIO0A0 3a3HAYEHHS OANHNLb
BMMiptOBaHHA y cuctemi Sl
(BBegeHHs 3MiH NpPOTAroM 6-Tn
MicALiB Nicnsa 3aTBepIKEHHS)

166.

IPUHOBICTA

KOHLIEHTpaT A4/19 pPO34nHy
ans iHdoysii, 20 mr/mn, no
5 mn(100 mr) a6o no 15
M1(300 mr), a6o no 25 mn
(500 Mr) koHUeHTpaty y
thnakoHi; no 1 chiakoHy B
nauui

MicTtpan Kenitan
MeHepKMeHT JlimiTeq

AHrNIA

Faynt ®apma

BonbhpatcxayseH

'mM6X,

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

hapmakoHarssgy - BHECEHHS 3MiH
00 po3giny “MapkyBaHHSA" MKA

n3"
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHs. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKV NiKapcbKoro
3aco6y 3 BHECEHHSAM iHchopMmalii

LLI0A0 3a3HaYEHHS OANHULb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPLPKEHHS

3a peyenmom

UA/17306/01/01

167.

KAMATONPEC-
JAPHULA

Tabnetku, no 10 TabneTok
Y KOHTYpHIli YapyHKOBIlA
yMakoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBKu B
nauui

MpAT
"GapmaueBTMyHa
thipma "apHuug"

YKpaina

MpAT

"@apmavueBTuyHa
thipma "apHnus"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHK | TUNY - 3MiHK
[0 cneumndikauii Ta meTogis
KOHTposlo AdI, a came:
BWTYYEHHS po3iny «Baxki
MeTasin». BBeAeHHs 3MiH
npoTArom 6-x MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
CYNyTHS 3MiHa - 3MiHM 3 SIKOCTi.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo

3a peyenmom

UA/8156/01/02

119




Ne

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

168.

KAPBAMAGSENI

BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA ADI (iHLWi 3MiHK) -

3MiHM [0 cneundikaLii Ta MeToais

KOHTpOsIt0 A®I 3a nokasHUKamu:
-«lpeHTndikauin», «Mpo3opicTb
PO3UUHY», «pH PO3UNHY>»,
«[lomiwka F», «CynpoBigHi
OOMiLKn», «BTpaTta B Maci npu
BUCYLLYBaHHi», «KinbkicHe
BM3HAYEHHS»- BHECEHI peaakuiliHi
npasku, Lo odopMIIeHi
BiANOBIAHO A0 pekomeHAaLiin Ta
ctunictukn Y. HopmyBaHHS Ta
METOAVKN KOHTPOSIO 3aUTULLIEHI
6e3 3MiH. BBeieHHs 3MiH
npoTArom 6-x MicAuiB nicas
3aTBEPAKEHHS

169.

H-JAPHULA

KAPBAMASENI

Tabnetku no 200 mr, no 10
TabNeTokK y KOHTYPHIl
YapyHKOBIli ynakoBLj; no 2
ab0 No 5 KOHTYPHUX
YapyHKOBMX YNaKkoBOK y
nauvui

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo o 3aTBEpPKEHOrO
TEKCTY MapKyBaHHs. TepmiH
BBEJEHHS 3MiH - MPOTAroMm 6
MicsILLiB NiCNsA 3aTBEPLPKEHHS

3a peyenmom

UA/2579/01/01

170.

H-®©C

Tabnetku no 200 mr; in
bulk: no 6 kr y nakeri,
BK/1afleHOMY Y KOHTelHep

TOB "ACIHO
YKPAIHA"

YKpaina

TOB "®dapma Crapt”

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLintHmx
marepianis: 3miHu | TUny -
nogaHHsa oHossieHoro CEP ansa
A®| Kapb6amaseniHy Ne R1-CEP
1997-102-Rev 06 Big,
3aTBEpPAKEHOro BUpOoGHMKa Amoli
Organics Private Limited, IHgjis
MonepepaHi Bepcii: CEP Ne R1-
CEP 1997-102-Rev 05

UA/9472/01/01

KAPBAMASENI
H-®C

Tabnetku no 200 mr; no 10
Tabnetok y 6nictepi; no 1,

no2,no5a6ono 10

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | TUny -
nofaHHa oHossieHoro CEP ansa

3a peyernmom

UA/9471/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepiB y nauui A®| KapbamaseniHy Ne R1-CEP
1997-102-Rev 06 Big,
3aTBEpAKEHOro BUpo6HKa Amoli
Organics Private Limited, IHgjis
MonepepaHi Bepcii: CEP Ne R1-
CEP 1997-102-Rev 05
171. | KAPBOMNATU KOHLEHTPAT 4151 PO34MHY Megak Nesenbluadt HimeuunHa BTopuHHe HimeuunHa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/10829/01/01
H MEAAK ans iHdoysii, 10 mr/mn; no dorop KNiHiwe nakyBaHHs, martepianis: 3mMiHU | TUNY - 3MiHK
5 mn a6o 15 mn, a6o 45 Lneujansnpenapare MapKyBaHHs, Loao 6e3nekn/edeKTMBHOCTI Ta
ms1, abo 60 m, abo 100 M6X KOHTPO/Ib Ta BUMYCK thapmakoHarniagy. BeeaeHHsi abo
My dprakoHi; no 1 cepii: Mepak 3MiHW [0 y3ara/ibHeHVX JaHuxX Npo
(h/1aKOHY B KapTOHHii lesenbwadt drop cuctemy chapmakoHarnsgy
Kopobui KNiHiwe (BBEAEHHS y3araslbHEHUX AaHUX
Lneujanbnpenapat npo cucTemy hapmakoHarnsgy,
e M6X, HimeuunHa 3MiHa YyNOBHOBaXeHOi 0cobu,
Bupo6HMLTBO "in BigNoBiga/IbHOI 32 34iACHEHHSI
bulk", neprHHe hapmMakoHarnagy; KOHTakTHOI
nakyBaHHs Ta ocobu 3 hapmakoHarnagy
KOHTPO/b Cepii: 3as1BHMKA AN 34INCHEHHS
OHKoTek ®apma thapmakoHarnagy B YkpaiHi, AKLo
MpogakwwH MmoX, BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
HimeuunHa ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6MN YNMOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/bHOT
3a hapmakoHarnsag B Ykpaii.
MponoHoBaHa pegakuis: bakyH
AHHa OnekcaHgpiHa. 3miHa
KOHTaKTHUX AaHuX KOHTaKTHOT
0C0o6U YNOBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a
hapmakoHarnsg, B Ykpaini
172. | KAPOAK TabneTkv BKpUTI Aypo6iHgo ®apma tg, IHAis Aypo6iHgo ®apma IHAisa BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/11834/01/03

NNiBKOBOK 060/0HKOI0, MO
40 wmr, no 10 TabneTok y
6nicTepi, no 3 6rictepu 'y
nadui 3 KapToHy

Nimiteq - KOHIT 111,
IHgia; Aypo6iHao
dapwma J1g,
dopmyneiwH KOHIT
XV, IHgis

mMarepianis: 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHu y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS [0AAaTKOBOI Ai/IbHUL
BMPOGHULITBA 47151 YACTUHN a60
BCbOro BUPOBGHMNYOro npouecy
roToOBOrO Nikapcbkoro 3acoby
(BinbHMUSA, Ha AKIM NPOBOAATLCA
6yab-Aki BUPO6HUYI cTagji, 3a
BWHATKOM BUNYCKY Cepiii,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KOHTPO/IHO SIKOCTI, MEPBUHHOTO Ta

BTOPVHHOTIO NakyBaHHSA, A1
HeCcTepUIbHUX NiKapCbKnx
3aco6iB)
CynyTHS 3MmiHa
- 3MiHK 3 AKOCTi. FOTOBMWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS A0AATKOBOI Ai/IbHUL
BMPOGHULITBA A48 YaCTUHN abo
BCbOro BUPOOHMNYOro npouecy
roToBOro NikapcbKoro 3acoby
(AinbHUUSA ANS BTOPUHHOMO
nakyBaHHs);
- 3MiHK 3 AKOCTi. FOTOBMWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEJEHHS [0AATKOBOI Ai/IbHUL
BMPOGHUMLITBA 4715 YaCTUHN abo
BCbOr0 BUPOOHMNYOro npouecy
roToBOro NikapcbKoro 3acoby
(8inbHULSA ONA NEePBUHHOTO
nakyBaHHS) - BBeJeHHsI
[04aTKOBOT AifbHULL BUPOOHULITBA
Aypobingo ®apma /174,
dopmyneiwH OHIT XV, IHaia
(BBefeHHs 3MiH NpOTArom 6-1u
MICALIB MiCNSA 3aTBEPKEHHS);
3MiHW | TUnY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHoOCTI/TE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
thapmaxonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOTO

CEP (R1-CEP2005-255-Rev 01)
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
ana A®l Simvastatin Big, HOBOro

BMPOGHMKA (4ONOBHEHHS)
ZHEJIANG JIANGBEI
PHARMACEUTICAL CO.LTD,
China. BBeieHHS 3MiH NpOTArom
6-Tn MicAUIB NicNsA 3aTBEPAKEHHS;
3MiHW | TUny - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOpPTEpP, BKOYAUN
BWMYCK CEPiii) - yTOUHEHHS agpecu
MicLSi MPOBAMKEHHS AisNIbHOCTI
BMPOGHMKa (AypobiHao Papma
Nimitep - KOHiIT IIl) roToBOrO
nikapcbkoro 3acoby; nprBeAeHHs
y BignoBigHIiCTb A0 BucHOBKY
00 NiATBEPAKEHHSN
Bi4NOBIAHOCTI BUPOOHMLTBA
nikapcbknx 3acobis Bumoram HBIM,
BMAAHOro Jepxnikcyx6oto
YkpaiHu. BBeeHHS 3MiH NpOTAromM
6-TV MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHW | TUnY - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJO SKOCTi
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LLO BiAnoBigae 3a
BBE3eHHA Ta/abo BMNYCK cepii) -
Btoyatroun
KOHTPONb/BUNPOGYBaHHSA cepil -
[0AaBaHHA BUPOOHMKA -
Aypobingo ®apma /174,
dopmyneiwH KOHIT XV, IHgis.
BBefeHHs 3MiH NpoTarom 6-Tu
MicALIB NiCNsA 3aTBEPKEHHS;
3MiHU | TUNY - 3MiHK 3 AKOCTI.
CepTucpikat BignosigHocTi/lE-
cepTudikaTt BiANOBIAHOCTI
€Bponeiicbkiit

hapmakonei/moHorpadii.
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MoaaHHA HoBOro abo OHOBMIEHOTO

cepTudpikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT peYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
nofaHHsa oHosneHoro CEP (R1-
CEP2005-255-Rev 02) gns Adl
Simvastatin Big, 3aTBEpAXEHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China;
3MiHM | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHoOCTI/TE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
nofaHHsa oHosneHoro CEP (R1-
CEP2005-255-Rev 03) gns Adl
Simvastatin Big, 3aTBEpAXEHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China.
3MiHU BHECEHI B iHCTPYKL0 ANs
MeAMYHOro 3aCTOCYBaHHA Y p.
"Bupo6HuK", "MicLe3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBAaKEHHSI 10r0 Ais/IbHOCTI" 3

BiANOBIAHUMW 3MiHAMW B TEKCTI
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MapKyBaHHS ynakoBOK

173. | KAPAAK TabneTkv BKpUTI Aypo6iHgo ®apma Ntg, IHais Aypo6iHao ®apma IHais BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/11834/01/01
nNiBKOBOK 060J1I0HKOID, MO Nimiteg - FOHIT 11, mMartepianis: 3MiHu | Tuny - 3MiHK 3
10 mr, no 10 TabneToK y IHais; Aypo6iHao AKOCTI. [OTOBWMIA NTikapCbkunii 3acib.
6nicTepi, no 3 6rictepu 'y dapma /174, 3MiHU y BUPOGHMLTBI. 3amiHa abo
nauuj 3 KapToHy dopmyneiwH FOHIT BBEieHHSA A0AATKOBOT AifIbHULL

XV, IHgis BMPOGHULTBA 419 YacTUHU abo

BCbOro BUPOBGHMNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHMLA, Ha SKIN NTPOBOASATLCSA
6yab-AKi BUPOGHUUI cTagji, 3a
BWHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTI, NePBUHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HEeCTePUsIbHUX NIKaPCbKNX
3aco6iB)
CynyTHSA 3MiHa
- 3MiHK 3 AIKOCTi. TOTOBMWIA
NiKapCbKuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3amiHa abo
BBEeHHSA A0AATKOBOT AifIbHULL
BMPOGHULTBA 4719 YacTUHU abo
BCbOro BUPOBHMNYOro npouecy
roToBOro NikapcbKoro 3acoby
(AiNbHUUSA 4N BTOPUHHOIO
nakyBaHHs);
- 3MiHK 3 AIKOCTi. TOTOBMWIA
NiKapCbKuii 3aci6. 3miHN y
BMPOGHMLTBI. 3amiHa abo
BBEeHHSA A0AATKOBOT AifIbHULL
BMPOGHULTBA 4719 YacTVHU abo
BCbOro BUPOBHMNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHMLA 4Ns1 NePBMHHOTO
nakyBaHHS) - BBeJeHHsI
[04aTKOBOI [iIbHULL BUPOBHMLTBA
Aypob6iHgo dapma 14,
dopmyneiwH KOHIT XV, IHais
(BBEAEHHSA 3MiH NPOTATrOM 6-Tn
MiCSILiB MiCNsi 3aTBEPOKEHHS);
3MiHU | TUNY - 3MiHW 3 AKOCTI.
Ceptucpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkii
hapmakonei/moHorpadii.
[MogaHHA HOBOTO ab0 OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata

BiNOBIAHOCTI EBpONENChKil
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
HoBuii cepTudikat Bif, HOBOro
BMPOGHMKa (3aMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOTO
CEP (R1-CEP2005-255-Rev 01)
ana A®l Simvastatin Big HOBOro
BMPOGHMKA (4ONOBHEHHS)
ZHEJIANG JIANGBEI
PHARMACEUTICAL CO.LTD,
China. BBeieHHS 3MiH NpOTArom
6-Tn MicAUIB NicNA 3aTBEPKEHHS;
3MiHW | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSiSTbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYyCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOPTEpP, BKOYaUN
BWMYCK CEPiii) - yTOUHEHHS agpecu
MicLSi MPOBAMKEHHS AisNIbHOCTI
BMPOGHMKa (AypobiHao Papma
Nimiten - KOHiIT IIl) roToBOrO
nikapcbkoro 3acoby; nprvBeAeHHs
y BignoBigHIiCTb A0 BucHOBKY
00 NiATBEPAKEHHSN
Bi4NOBIAHOCTI BUPOOHMLTBA
nikapcbkux 3acobis Bumoram HBIM,
BMAAHOro Jepxnikcyx6oto
Ykpainu. BBeeHHS 3MiH NpOTAromM
6-TV MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHW | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJO SKOCTi
roTOBOrO NikapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, Lo BiAnoBigae 3a
BBE3EeHHA Ta/abo BMNYCK cepii) -
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Britouaroun

KOHTPO/b/BMNPOGYBaHHSA cepii -
[ofaBaHHA BUPOOHMKaA -
Aypobingo ®apma /174,

dopmyneiiwH KOHIT XV, IHais.

BBeneHHs 3MiH NPOTAroM 6-Tu

MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.

CepTudpikat BignosigHOCTI/TE-

cepTudiikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudiikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT peYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
nofaHHsa oHosneHoro CEP (R1-
CEP2005-255-Rev 02) ansa Adl
Simvastatin Bif 3aTBEpAKEHOr0
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China;
3MiHW | TUNY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHOCTI/TE-
cepTudiikat BiANOBIAHOCTI
€Bponeiicbkii
thapmaxonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT peYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkiin hapmakonei) -

OHoBEHWIA cepTudikar Bif yxe
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPKEHOrO BUPOBHYKA -
nogaHHs oHosneHoro CEP (R1-
CEP2005-255-Rev 03) ans Adl
Simvastatin Big 3aTBEpAXEHOro
BMpoGHUKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China.
3MiHM BHECEHI B iHCTPYKLit0 ANns
MEZMNYHOro 3aCTOCYBaHHS Y p.
"Bupo6HuK", "MicLie3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ois/IbHOCTI" 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBOK

174.

KAPOAK

TabneTkv BKpUTI
nNiBKOBOK 060/I0HKOIO, NO
20 wr, no 10 TabneTok y
6nicTepi, no 3 6rictepu 'y
nauuj 3 KapToHy

Aypo6iHgo ®apma tg,

IHAjsA

Aypo6iHgo ®apma
Nimiten - LOHIT 1,
IHais; Aypo6iHao
®apma /114,
dopmyneiwH FOHIT
XV, IHgis

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MiHN 3
AKOCTI. [O0TOBWMIA NTikapcbkuii 3acib.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBE/ieHHSA A0AATKOBOT AifIbHULL
BMPOGHULTBA 4718 YacTUHN abo
BCbOro BUPOBHMNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHMLA, Ha SKIN NTPOBOASATLCSA
6yab-Aki BUPOGHUUI cTagji, 3a
BWHATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTI, NePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHsA, 41
HecTepUbHUX NiKapCbKnx
3aco6iB)
CynyTHSA 3MiHa
- 3MiHK 3 AIKOCTi. TOTOBMWIA
NiKapCbKuii 3aci6. 3miHN y
BMPOGHMLTBI. 3amiHa abo
BBE/i€HHSA A0AATKOBOT AifIbHULL
BMPOGHULTBA 419 YacTUHU abo
BCbOro BUPOBGHMNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHUUSA 4N BTOPUHHOIO
nakyBaHHs);
- 3MiHK 3 AIKOCTi. TOTOBMWIA
NiKapCbKuii 3aci6. 3miHN y
BMPOGHMLTBI. 3amiHa abo
BBE/i€HHSA A0AATKOBOT AifIbHULL
BMPOGHULTBA 47191 YacTUHU abo
BCbOro BUPOBHMNYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHMLA 4Ns1 NePBMHHOTO
nakyBaHHS) - BBeJeHHsI
[04aTKOBOI [iIbHULL BUPOBHULTBA
Aypob6iHgo Papma /114,

3a peuenmom

UA/11834/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
dopmyneiiwH KOHIT XV, IHgis
(BBegeHHs 3MiH NpPOTAroM 6-Tn

MiCAILiB NicNs 3aTBEPOKEHHS);
3MiHW | TUNY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/TE-
cepTudikaT BiANOBIAHOCTI
€Bponeicbkii
hapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHoCcTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCS
y BUPOGHULUTBI A®I; ans
[L,0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
HoBuii cepTudikat Bif, HOBOro
BMPOGHMKa (3aMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOIO
CEP (R1-CEP2005-255-Rev 01)
ana A®l Simvastatin Big, HOBOro
BMPOGHMKA (OONOBHEHHS)
ZHEJIANG JIANGBEI
PHARMACEUTICAL CO.LTD,
China. BBefieHHS 3MiH NpOTArom
6-Tn MicAUIB NicNA 3aTBEPLKEHHS;
3MiHW | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIUaum
AinbHUUI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIIO SKOCTI.
([isnbHICTB, 3a Ky BignNoOBifaE
BMPOGHMK/IMNOpTEpP, BKOYaUN
BWMYCK CEePiii) - yTOUHEHHS agpecu
MicLSi MPOBAMKEHHS AisiNIbHOCTI
BMPOGHMKa (AypobiHao Papma
NimiTep - KOHIT IIl) roToBOrO
nikapcbkoro 3acoby; nprBeAeHHs
y BignoBigHIiCTb A0 BucHOBKY
LLOA0 NiATBEPAKEHHSA
Bi4NOBIAHOCTI BUPOOHMLTBA

NiKapcbknx 3acobis Bumoram HBIM,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMAAHOro [epxnikcy60ot0

YkpaiHu. BBegeHHS 3MiH MpPOTSArom
6-Tn MicAUIB NicNA 3aTBEPLKEHHS;
3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI
roToBOro NikapcbKoro 3acoby
(3amiHa abo gogasaHHs
BMPOGHMKa, LU0 BiANoBigae 3a
BBE3€eHHA Ta/abo BMnyck cepii) -
Brtovaroun
KOHTPO/b/BMNPOGYBaHHSA cepii -
[ofaBaHHA BUPOOHMKaA -
Aypobingo ®apma /174,
dopmynenwH KOHIT XV, IHgis.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHoOCTI/TE-
cepTudikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MoaaHHA HoBOro abo OHOBMIEHOTO
cepTudikaTa BignosigHocTi abo
BW/IyUYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONenchbkili
thapmakonei: ans A®l; ans
BUXiAHOIO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI API; Ans
[0MOMIXHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) -
OHoBreHuii cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHMKA -
nofaHHsa oHosneHoro CEP (R1-
CEP2005-255-Rev 02) gns Adl
Simvastatin Big, 3aTBEpAXEHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China;
3MiHM | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHOCTI/TE-
cepTudiikat BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

175.

KAPI3OH

cepTudikaTa BignoBigHoOCTI abo
BUyYEHHS cepTudikaTa
BiAANOBIAHOCTI EBpoNechkili
thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/nPoOMiKHOIo
NpPOAyKTY, L0 BUKOPUCTOBYIOTLCSA
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
nogaHHs oHosneHoro CEP (R1-
CEP2005-255-Rev 03) gns A®|
Simvastatin Big 3aTBEpAKEHOro
BMpOGHUMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China.
3MiHM BHECEHI B iHCTPYKLit0 AN
MeAMYHOro 3aCTOCYBaHHA Y p.
"Brpo6HuK", "MicLie3HaxomKeHHS
BMPOGHMKa Ta agpeca Micus
NPOBaKEHHS NOr0 Ois/IbHOCTI" 3
BiAMNOBIAHMMM 3MiHAMU B TEKCTI
MapKyBaHHS1 yNakoBOK

masb, 0,5 mr/r, no 15 r abo
30r, abo 50 ry Ty6i; no 1
Ty6i B KQPTOHHI/ nauLi

TOB "MIBE YKPAIHA"

YKpaina

mibe Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHa 3asBHUKa
(BnacHvKa peecTpawiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460); 3miHu |
MRy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnagy. BeeaeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,
3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/IbHOT 33 3iICHEHHS
hapmMakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLLO
BOHa BifiMiHHA Bif, yNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-chaina cuctemm

3a peuenmom

UA/10950/03/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
thapmakoHarnag,. fivoua pegaxuis:
Petra Gerecke. lNponoHoBaHa
pepakuisi: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAALHOT 32
thapmakoHarnag. 3miHa micus
3/1iiCHEHHS OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLie3HaXOMKEHHS MacTep-
dhaiina Ta ioro Homepa

176.

KETOHANI®

Kpem 5 % no 30 r y Ty6i,
no 1 Ty6i y kapTOHHii
KopooLi

CaHpos

dapmacbioTikans g.4.

CnoBeHisa

Cantotac dapma
meX

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoao
3a3HayeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA 113.
3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3 3aTBEPHKEHUM TEKCTOM
MapKyBaHHA. TepMiH BBELEHHSA
3MiH: MpoTAroM 6 micAauis nicns
3aTBEPKEHHSA

3a peyenmom

UA/8325/07/01

177.

KETOHAN®

pO34nH A4NA iH'ekuid, 100
MI/2 MJ/1; N0 2 M1 B amnyii;
no 5 amnyn y 6nictepi; no
2 6nicTepu y KapTOHHIi
KopooLi

CaHpos

®dapmacboTikans a.a.

CnoBeHis

Nex
dPapmaueBTUyHa
KoMMaHis 4.4,

CnoBeHisi

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu | TUny -
nofaHHs OHOB/IEHOro cepTudiikata
BiANOBIAHOCTI EBpONenchbkili
thapmakonei CEP R1-CEP 2003-
136-REV 06 (nonepeaHs sepcis
CEP R1-CEP 2003-136-REV 05)
Bif, 3aTBEPAKEHOr0 BUPO6HYMKa
Zhejiang Jiuzhou Pharmaceutical
Co., Ltd, China gns Aol
KeTonpoceHy

3a peyenmom

UA/8325/01/01

178.

KE®MIM

NOPOLLOK A9 PO3UNHY
Ans iH'exuii no 1000 mr y
hnakoHax Ne 1

Makneogac
dapmacbloTukanc
Nimiteq

IHais

AcTtpan Ctepitex
MpuBaT NimiTeq

IHais

BHECEHHS 3MiH O peecTpaLiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHs abo

3MiHU [0 y3araJlbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3arasibHEHNX AaHWX

3a peyenmom

UA/11188/01/01
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

npo cuctemy hapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0coby,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA AN 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOT 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/HOYAKOYUMN KOHTAKTHI JaHi)
Ta/ab0 3MiHWN Y PO3MILLEHHI
mMacTep-thaina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
dhapmakoHarnsgy: MponoHosBaHa
pegakuisi: Dr. Ashish Mungantiwar.
3MiHa KOHTaKTHUX AaHuX
yMOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 3AiAiCHEHHS
thapmakoHarnsagy. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a 34jiicHeHHs thapmakoHarnsay B
YkpaiHi: MponoHoBaHa pefakujis:
[HiTeubka Jlto6oB BanepiiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHMKa, BIANOBIAA/IbHOT
3a 3fjiicHeHHs chapmakoHarnsay B
YkpaiHi. 3MiHa HoMepa macTep-
thaiina cuctemu chapmakoHarnsgy

179.

KUCNOTA
CANMIUMNOBA

1%

PO34MH AJ151 30BHILLHBOTO
3aCTOCYyBaHHSA, CNMPTOBUIA
1 % no 25 mn a6o no 40
M1y chriakoHax

TOB "®apma Yepkac"

Ykpaina

TOB "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
NepPBUHHOT YNaKoBKU NiKapcbKoro

3acoby

6e3 peyenma

UA/18142/01/01

180.

KMIBAC 10

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0, MO
10 wmr; no 10 TabneTok y
6nicTepi; no 1 abo 3 a6o 9
6nicTepiB B KAPTOHHIlA
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNYy - 3MiHN 3
AKOCTi. [0TOBWIA flikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHNIA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JlikapCcbKoro 3acoby

3a peyenmom

UA/12971/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(3miHa KinbkoCTi 0 ANHMLb
(Hanpviknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a
AianasoHoM 3aTBepKEHNX
PO3MIpiB yNakoBKM - BHECEHHS
3MiH 40 MaTepianis
peecTpavwinHOro 4ocbe
nikapcbkoro 3acoby Knisac 10 Ta
Knisac 20, TabneTku, BKpUTI
N/1iBKOBOI 060/10HKOIO, Mo 10 Mr
Ta no 20 mr, a came fofaBaHHsA
ynakoBku Ne 90 (10x9) y
6nictepax, 6€3 3MiHM NEPBUHHOIO
nakyBasIbHOro maTepiany, 3
BiAMNOBIAHMMU 3MiHAMU A0 p.
«YnakoBka». 3MiHW BHECEHI B
IHCTpYKLUil0 ANS MeanyHOro
3actocyBaHHs /13 y p. "Ynakoska"
AK NosiBa TEKCTY MapKyBaHHS 415
[0AAaTKOBOTO NaKyBaHHS.
BBeneHHs 3MiH NPOTAroM 6-Tu
MicsILiB Nicns 3aTBEPKEHHS

181.

KNIBAC 20

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOL0, NO
20 wr; no 10 TabneTok y
6nicTepi; no 1 abo 3 a6o 9
6nicTepiB B KAPTOHHIlA
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MiHN 3
AKOCTI. [OTOBWMIA Nikapcbkuii 3acib.
Cuctema
KOHTelHep/3akynoptoBasibHUI
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO JlikapcbKoro 3acoby
(3MiHa KilbkOCTi OANHULb
(Hanpvknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a
AianasoHoM 3aTBepKEHNX
PO3MipiB yNakoBKM - BHECEHHS
3MiH 40 MaTepianis
peecTpaLiiHoro focbe
nikapcbkoro 3acoby Knisac 10 Ta
KniBac 20, TabneTku, BKpUTI
nniBKOBOK 06010HKOO, M0 10 Mr
Ta no 20 mMr, a came fofaBaHHsA
ynakoBku Ne 90 (10x9) y
6nictepax, 6€3 3MiHM NEPBUHHOTO
nakyBaslbHOrO mMartepiany, 3
BiAMOBIAHMMU 3MiHaAMK 40 p.
«YNaKoBKa». 3MiHW BHECEHI B
IHCTPYKLil0 AN MeguyHoro
3acTocyBaHHA /13 y p. "Ynakoska"
AK NosiBa TEKCTY MapKyBaHHA /15
[04AaTKOBOTO NaKyBaHHS.

3a peuenmom

UA/12971/01/02
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3asBHUK

KpaiHa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

Homep

nocsBi0oYeHHs

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

BBefeHHs 3MiH NpoTArom 6-Tu
MicsILLiB NicNs 3aTBEPPKEHHS

3a peyenmom

UA/4856/01/01

AnsoreH IMNMKo C.ap.n

JNokcembypr

OENBb®APM NIN1b

PpaHLis
CAC

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -

182.

KNIMEH®

TabneTkun, BKPUTI
060/10HKO0, 6i/10r0
KOMbopy No 2 Mr +
TabneTkun, BKPUTI
0060/10HKOH0, POXEBOIO
Konbopy, 2 Mr/1 mr; Komb6i-
ynakoska Ne 21: 11
TabneTok 6inoro KONLOpPY
+ 10 TabneToK POXEBOro
Konbopy y 6nictepi 3
KasleHapHOIo LLKasolo; No
1 6nicTepy y KapTOHHIi
nauuj

TOB "bayw Xenc"

YKpaiHa

$apmsasop Enbha
AT.

MonbLua

AJMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
MiCLst MPOBaKEHHS AisiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPOJIO AKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/IMIOPTEP, BKIOYAKOUN
BWMYCK Cepiii) - 3MiHa Ha3Bu Ta
YTOUHEHHS afjpecy BUPO6HMKa,
6€3 3MiHN MicUs BUPOOHMLTBA.
3MiHV BHeCeHi y po3ginn
"BupobHuK" Ta
"Micue3HaxomKeHHs1 BUPOGHMKa
Ta iloro agpeca micus
NPOBaKEeHHA AiSIbHOCTI" B
IHCTPYKLil0 AN MeguyHoro
3aCTOCYBaHHA Ta K HacnNifokK -
BiZANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YMakoBKV NiKkapcbKoro
3acoby. BeefieHHA 3MiH MPOTArom
6-TV MicALIB NiCNA 3aTBEPLYKEHHS.
3MiHu | TURYy - 3MiHK WoA0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHSA" MKHA 13"
3aTBepKeHo: MapKyBaHHS.
BignoBigHo [0 3aTBEPAKEHOTO
TeKCTy MapKyBaHHA (Lo
[oaaeTbes). 3anponoHOBaHO:
MapkyBaHHs. 3rigHo 3
3aTBEPHKEHVM TEKCTOM
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKu
nikapcbKkoro 3acoby o0
3a3HayYeHHsA MXHapPOL4HNX
no3HavyeHb OAVHNLb
BMMIipIOBaHHA. BBeAeHHS 3MiH
NpoTArom 6-T1 MicALIB Micns
3aTBEPMKEHHS.

marepianis: 3MiHu | TUNy -

BHECEHHS 3MiH 0 peecTpaLiinHmx

3a peyenmom

UA/3512/02/01

183.

KNOBEUT®

Ma3sb, 0,5 mr/r, no 251 B
Ty6i; No 1 Ty6i B KAPTOHHIi

Kopo6ui
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMNPOBYBaHHA rOTOBOrO
NiKapCbKOro 3acoby 3a NyHKTOM
"XpomaTtorpadiyHa umcrora”, Wwo
CTOCYETbCS HE3HAYHOI 3MiHV B
onwuci aHaNiTMYHOT METOAUKM Ta
iHTepnpeTauii xpomatorpam
184. | KNOTPEKC Masb, Mo 25 1y Ty6i; no 1 My6niyHe akuioHepHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/3473/01/01
Ty6i y nauui TOBapucTBo "HaykoBo- akuioHepHe martepianis: 3mMiHU | TUNY - 3MiHK
BUPOGHNUNIA LEHTP TOBapuCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
"BopLuariBcbkuii "HaykoBo- hapmakoHarniagy (iHwi 3MiHK) -
XimiKo- BMPOGHUYMIA LEHTP 3aMiHa po3giny “IpadivyHe
thapmaLeBTUYHUI "BopLyariBCbKuii 0(POPM/IEHHS YNaKoBKN” Ha
3aBog" XiMmiKo- “MapkyBaHHs" B MKA N13;
dhapmaLeBTUYHWMI 3anponoHoBaHo: MapkyBaHHs
3aBof" BignosigHo o 3aTBEpPKEHOrO
TeKCTy MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH MPOTAroM 6-Tu
MicALiB nicna 3aTBepipKeHHs
185. | KNOTPUMA30 PO34MH A/151 30BHILLHBLOTO My6niuHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/1645/03/01
n 3acTocyBaHHs 1 % no 25 ToBapuCTBO "HaykoBo- akujioHepHe marepianis: 3MiHU | TUMY - 3MiHK
My hrnakoHax; no 25 mn BMPOGHUUMIA LLEHTP TOBapuCTBO Loao 6e3nekn/edeKTUBHOCTI Ta
y thnakoHi; no 1 chnakoHy "BopLyariBCbkuii "HaykoBo- thapmakoHarnsagy (iHwi 3MiHn) -
B Mauuj 3 KapTOHY Ximiko- BMPOGHWYMIA LEHTP OHOBJ/IEHHSI TEKCTY MapKyBaHHS
thapmaueBTUYHUI "BopLyariBCcbkuii yNaKoBKM NliKkapCbKoro 3acoby 3
3aBof" Ximiko- BHECEHHSAM iHthopMmalLlii Lwoao
dhapmaLeBTUYHWMI 3a3HayeHHs OAVHNLb
3aBog" BUMIpIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpKEHOrO
TEKCTY MapKyBaHHS yNakoBKU.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauis nicns 3aTBepkKeHHs
186. | KOAKT TabneTku, BKpUTI Aypo6iHgo ®apma /tg, IHAjis Aypo6iHgo ®apma IHAisA BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/13884/01/01
nNiBKOBOK 060/10HKOHD, MO Nimitep, OHIT-XII martepianis: 3MiHU | TUNY - 3MiHK
500 mr/125 mr no 5 oo 6e3nekn/ed)eKTMBHOCTI Ta
Tabnetok y 6nictepi; no 3 thapmakoHarnsgy (iHwi 3MiHn) -
6nicTepy B KAPTOHHIN OHOB/IEHHA TEKCTY MapKyBaHHs
Kopobui yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSIM iHdhopMaLlii LWoao
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3a3Ha4YeHHs 0AVHWLb
BVIMIiptOBaHHS y cuctemi Sl.
3amiHa po3sginy «[paciuHe
0hOpPMNEHHS YNaKOBKU» Ha
«MapKyBaHHS» B 3aTBEPKEHNX
MKS#A J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHsI
187. | KOAKT TabneTkn, BKPUTI Aypo6iHgo ®apma /T4 IHgis Aypob6iHgo Papma IHais BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/13907/01/01
N1iBKOBOK 060JI0HKOO, MO Nimiteq, OHIT-XII martepianis: 3MiHU | TUNY - 3MiHK
875 mr/125 mr no 5 Loao 6e3nekn/edeKTMBHOCTI Ta
TabneTtok y 6nictepi, no 3 hapmakoHarniagy (iHwi 3MiHK) -
6nicTepu B KAPTOHHINA OHOBJIEHHSA TEKCTY MapKyBaHHS
Kopobui yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
3amiHa po3giny «IpadiuHe
0hOPMNEHHS YNaKOBKU» Ha
«MapKyBaHHS» B 3aTBEPIKEHNX
MK$A N3. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPPKEHOTO TEKCTY
MapKyBaHHsI
188. | KOHEIPA TabneTku xysBasbHi no 50 €Bpo Navichkep /T Benuka leHechapm CA Mpeuis BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/14511/01/02
AENIOKC mr, no 1 Tabnetujy BpuTtaHis marepianis: 3MiHu | TUNY - 3MiHW
6nicTepi; no 1 6nictepy B Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI kopobuj; no 4 thapmakoHarnagy (iHwi 3MiHK) -
Tabnetkun y 6nictepi; no 1 OHOBJ/IEHHSI TEKCTY MapKyBaHHS
abo no 2 6nictepu B yMakoBKM NMiKapCbKoro 3acoby 3
KapTOHHIA KOpoo6Li BHECEHHAM iHdhopMaLi Wwoao
3a3Ha4YeHHs 0AnHNLb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILiB NicNsA 3aTBEPLKEHHSA
189. | KOHEIPA TabneTkn xyBasbHi no 100 €Bpo Navichkep /T4 Benuka leHechapm CA Mpevis BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/14511/01/03
AENHOKC Mr; no 1 TabneTtuiy BpuTaHis martepianis: 3MiHU | TUNY - 3MiHK

6nictepi; no 1 6nictepy B
KapTOHHI Kopo6uj; no 4
Tabnetku y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHI KOpoo6Li

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM MiKapcbKoro 3acoby 3
BHECEHHSM iHchopMmalLlii Lwoao
3a3HaYeHHs OAUHULL
BVMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH npoTsirom 6-Tn
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MicSLiB NicNs 3aTBEPAKEHHS

190.

KOPBAJKAMNC

Kancynu m'ski; no 9 kancyn
y 6nictepax; no 9 kancyn
y 6nicTepi; no 2 abo 3
6nicTepn y nauui

AT "KMIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

AT "KNIBCbKIN
BITAMIHHUI
3ABOA"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
BHECEHHS 3MiH Ao Cneundikauii
A®| ETnnosuii edoip anbcha-
6pomizoBasiepiaHOBOI KACIOTH,
30KpeMa: BUSTyYEHHS KOHTPOJSIIO 3a
NoKa3HNKOM "Baxki MeTanun";
3MiHM | TUMY - CynyTHA 3MiHa -
3MiHM 3 sikocTi. A®I. KoHTponb
A®|. 3miHa y MeTofax
BunpobysaHHA APl abo BuUXigHOro
MaTepiany/npoMiKHOro
NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NPOLIEC
BMpO6HMUTBa AD| (HE3HAYHI 3MiHK
y 3aTBEpMKEHNX MeTodax
BunpobysaHHs) (b.1.6.2. (a) IA),
BWUTyYEHHS BUpo6HMKa TOB
«TexHonapk-LleHTp», Pocilicbka
depepalis gna APl ETunosuii
edip anbha-6pomizoBasiepiaHOBOT
KNCNOTK; BUTYYEHHA NOCUIaHHSA
Ha P3C chipmu TOB «TexHonapk-
LleHTp» 3a nokasHukm "KinbkicHe
BM3HaYeHHSA" 3 MeToais
BMNpo6yBaHHA ADI;
3anpornoHosaHo: TOB
«PAPMXIM», YkpaiHa; 3miHun |
TUMY - BHECEHHSA 3MiH [0
Cneuucpikauii A®1 ETnnosuin edip
anbha-6pomizoBanepiaHoBoi
KUCNOTK, 30Kpema: 3a NoKasH1KOM
"BigHoCHa rycTMHa" - 3MeHLeHo
HUKHIO MeXy HOpMYyBaHHS
BiZANOBIAHO AOKyMeHTaLi chipmu-
BMpo6HMKa ADI 3 «1,277 - 1,285
r/cm3» Ha «1,275 - 1,285 r/cm3»;
3MiHW | TUMY - BHECEHHSA 3MiH [0
MeTogiB BMNpo6yBaHHs 13,
30KpeMa: BUTyYeHHS NOCUIaHHSA
Ha P3C chipmu TOB "TexHonapk-
LleHTp" 3a nokasHunkom "KinbkicHe
BU3HaYEHHA"

6e3 peyenma

UA/13448/01/01

191.

KOPBANON® K

Kancym m'siki no 10
kancyny 6nictepi; no 1
abo no 3 6nictepun y naydui

AT "dapmak"

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHu |l TUMy: 3miHKW 3
AkocTi. A®l. Bupo6HMUTBO. 3MiHa

6e3 peyenma

UA/14667/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BMPOGHMYOMY npoueci AdDl, abo
3MiHa BUpPOGHMKa (BK/TOYatouu, ae
Heob6XifHO, MicLe NpoBefeHHs
KOHTPO/H0 sIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiAANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBepKeHoOMy
[0CbE)(iHLWi 3MiHK) - BBEAEHHS
aflbTEPHATUBHOIO BUPOGHMKA
BVXifHOI cupoBuHK S.C. Aromatics
S.R.L., PymyHisi gnst BUpobHuuTBa
LitoYoi pevyoBuHY onii Xxmesnto. 3a
nokKasHukamu SKocTi BUXigHa
CUPOBVHA NPOMOHOBAaHOTO
BUPOBHMKA ifeHTUYHA CUPOBUHI
3aTBEPKEHOr0 BUPOOHUKA, TOGTO
XOOHWX 3MiH y cneuudikauii s
BXiZHOTO KOHTPOJIIO CUPOBUHY He
Bigbynocs; 3MiHu | Tuny: 3miHu 3
akocTi. A®l. KoHTponb A®l. 3miHa
y napameTpax cneuudikayii
Ta/abo fonycTUMUX MEX,
BM3HAYEHUX Yy cneundikauisx Ha
A®I, a60 BUXigHWIA/NPOMIXHWIA
NpoAyKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA Y Npoueci
BUPO6HMLTBA AD| (LONOBHEHHS
crneundikaL,ii HOBUM MOKa3HMKOM
SIKOCTi Ta BiANOBIAHNM METOAO0M
BUNPOBYBaHHS) - 40 cneundikaLji
Ha [ty PeYOBUHY PO3UUNHY
MEHTO/Y B MEHTWIOBOMY eqoipi
K1CNOTW i30BasiepiaHoBOl, A0AaHO
MoKasHWK «3arasibHa 30n1a» 3
HOpMyBaHHSM He binbuie 0,1 %, a
TakoX A0 nokasHuka «CynposifHi
[OOMILLKM» BBEAEHO BU3HAYEHHS
6yAb-AKOT OMILLKK, 3 AONYCTUMOIO
mexeto He binblue 0,1%; 3miHu |
TMny: 3MiHW 3 AkocTi. AdI.
KoHTponb A®I. 3miHa y
napameTpax crneuudikadii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIXKHWIA
nNpoAyKT/peareHT, LWo
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMKOPWCTOBYHOTbCS Y MPOLECI

BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka sKocTi
(Hanpwknag BUy4YeHHS
3acTapifioro nokasHuka)) -
BUJTyYEHO NOKa3HMK
«P0o3unHHICTb» 3 cneyudikavii Ha
Ailo4y peyoBUHY PO3UMH MEHTONY
B MEHTWUI0BOMY edipi Kucnotu
i30BasiepiaHOBOT; 3MiHM | TUMNYy:
3MmiHu 3 sKocTi. A®Il. KoHTponb
A®|. 3miHa y napameTpax
crneundikauii Ta/abo AonycTUMMX
MeX, BU3Ha4YeHuX y crneumdikaisx
Ha A®|, a6o BMXigHWA/NPOMIXHWIA
NpoAyKT/peareHT, Wo
BMKOPVCTOBYIOTbCS Y Npoueci
BUpo6HUUTBA AP (iHLLI 3MiHK) -
3MiHEHO 4acToTy BUNPOOYBaHHS
3a nokasHukom «MikpobionoriyHa
yucToTax» B cneuudikauii Ha girouy
PEYOBVHY PO3UMH MEHTO/TY B
MEHTWI0BOMY edipi KucnoTu
i3oBanepiaHoBOT — NepLuy Ta
KOXHY AecATy HacTynHi cepii, ane
He pigLwe o4HOro pasy Ha pik;
3MiHuM | TUNY: 3MiHK 3 siKocTi. AdPI.
KoHTposnb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha A®l, abo
BUXIigHWA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA ADI (iHLWi 3MiHK) -
3MiHEHO YacToTy BUNpoOyBaHHSA
3a nokasHmkom «MikpobionoriyHa
yncToTa» B cneumdikauii Ha gilody
peyoBUHY eTn1oBoro equipy a-
6pomi3oBasiepiaHoBOI KNCIOTH i3
BWU3HAYEHOI NEPIOANYHICTIO —
nepLuy Ta KOXHY AeCATY HaCTynHi
cepii, ane He pigLie ogHOro pasy
Ha piK; 3MiHK | TUNY: 3MiHK 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax sunpobysaHHa APl a6o
BMXifHOro Matepiany/npoMixHOro
NpoAayKTy/peareHTy, Lo

BMKOPWCTOBYETbLCA Y NpoLieci
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN

y 3aTBEpMHKEHNX MeTodax
BUNPO6YBaHHS) - 3MiHU 40
MeTOoAVK 3a NoKasHukamu
«laeHTudikalis» (pefakuiiHi
3MiHu), «CynpoBigHi AOMILLKM» Ta
«KinbKicHe BU3Ha4YeHHs» (YMOBU
npuaaTHOCTI XpoMaTtorpadivHoi
cucTemMu, 3MiHa CcTaHAapTHOro
3paska) MeTojax KOHTPOJI0 Ha
Ailo4y peyoBUHY PO3UMH MEHTONY
B MEHTWUI0BOMY edpipi Kncnotu
i30BasIepiaHOBOT; 3MiHM | TUMNY:
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHKN Y nNpoueci
BUPOOHWLITBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIUaum
MPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCSA MPU BUPOOHULTBI
roToBOro NikapcbKoro 3acoby
(He3HauyHa 3MiHa y npoueci
BMPOGHULITBA)- 3MiHW Y MpOLECi
BUpo6HMUTBA /13, a came aojaHo
cTagiio 6. HaHeceHHs Ha Kancynm
aHTV3/IMMAYOro areHTy
(peyvoBurHN BonuWax® P 100.11);
3MiHY | TUMy: 3MiHW 3 AKOCTI.
loToBMiA nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi
(BONOMDKHMX peYOBMHAaxX) FOTOBOTO
nikapcbKoro 3acoby (iHwWi 3MiHu) -
BUJIYYEHHS 3i cKaZy AOMOMIXHUX
PEYOBMH KOHCEPBAaHTIB (HaTpito
meTunnapabeHy (E 219) Ta HaTpito
nponinnapa6eny (E217)). | sk
Hacnigok 3 cneundikauii Ta
MeTOZjiB KOHTPO/IO AKOCTI
BUJTYYEHO NOKa3HWKN
ideHTudikaLis Ta KinbkicHe
BM3HAYEHHS KOHCEPBAHTIB. 3MiHU
BHeCeHOo A0 IHCTpyKuii ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainis
"Cknag", "Oco6mBocCTi
3acTocyBaHHA" (BUTYyYEHHS
KOHCepBaHTIB 3i cknagy
npenaparty). BeegeHHs 3MiH

NpoTArom 6-Tm MicALIB micas

141




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

192.

3aTBEPMKEHHS; 3MiHM | TUNY:
3MiHK 3 sKOCTi. FOoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKapCbKOro 3acoby.
3MiHa y meToAax BUNpoGyBaHHS
roToBOro nikapcbKoro 3acoby (45
npuBeaeHHs y BiANOBIAHICTb 3
[®Y abo €Bponeiicbkoto
thapmMakoneeto Ta BUNyYEHHS
nocunaHHs Ha 3actapinuii
BHYTPILLHI MeToA, BUNPOOYBaHHS i
ioro Homep) - BUTy4EHO
BVKNALEHHA MOBHOT METOAVKN 3a
nokasHukom «MikpobionoriyHa
4yncToTa» B METOAAX KOHTPO/O Ta
[0[aH0 NOCWIaHHA Ha 3arafbHi
ctarTi AdY A0 3aTBEpAXEHOrO
nocwnaHHa Ha EP; yTouHeHo
cneumdikauilo 3a NOKasHNKOM
«KinbKicHe BU3HAYeHHA»
(BuganeHo gpasy «metos X»);
3MiHK | TUnNy: 3MiHK WoAa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHM A0 po3giny «MapkyBaHHs».
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMaLii LWoa0
3a3HaYeHHs OAUHULb
BMMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicsILLiB NicNs 3aTBEPPKEHHS

KOPU3ANIA®

TabneTkun, BKpUTI
060/10HKOt0 M0 20
TabneTok y 6nictepi; no 2
6nicTepn y KapTOHHIiA
Kopobui

ByapoH

PpaHuis

BYAPOH

PpaHLis

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoa0
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BeefeHHs 3miH 3 01.01.2021 p.

6e3 peyenma

UA/9329/01/01

193.

KOPIMPEH 10
MI/10 Mr

TabneTkun, BKpUTI
NniBKOBOK 060/10HKOM, 10
Mr/10 mr no 14 Tabnetok y
6nicTtepi; no 1, 2 a6o 4
6nicTepn y KapTOHHIiA

Kopoo6Ui

Pekopgaati Aineng Nta,

Ipnangis

Pekopgati IHgacTpia
Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH A0 peecTpaLintHmx
mMaTtepianis: 3MiHu Il Tuny - 3MiHK
BHECEHO A0 IHCTPYKUiT Ans
MeJMYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby A0 po3fainis
"®apmMakooriyHi BnactneocTi”,

3a peyenmom

UA/11927/01/01
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Ne

Hassa

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

194.

"MpoTunoka3saHHs","B3aemogis 3
iHWKMMKW NikapcbknMK 3acobamu Ta
iHLWi BMAY B3aemogiit",
"Oco6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHa”,
"Mo6iyHi peakuyii”. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS; 3MiHM I Tuny -
3MiHV BHECEHO A0 IHCTPYKUIiT Ans
MeAMNYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby o po3ainis
"MpoTunokasaHHsA",
"3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs
rpy4ato”. BBegeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS

195.

KOPINPEH 20
Mr/10 Mr

TabneTku, BKpUTI
NiBKOBOK 060/10HKOD, 20
Mr/10 Mr no 14 Tabnetok y
6nicTepi, no 1, 2 abo 4
6nicTepn y KapTOHHiiA
Kopobui

PekoppaTi AineHg 14

Ipnangis

Pekopgarti IHoacTpia
Ximika e
dapmacesTika
C.n.A.

ITania

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3mMiHu |l TUNY - 3MiHK
BHECEHO A0 IHCTpyKuii gns
MeJNYHOro 3aCTOCYBaHHs
nNiKapcbKoro 3acoby Ao po3ainis
"®apMakosioriyHi BlacTneocTi”,
"MpoTunokasaHHA","B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamu Ta
iHWIi BUAW B3aemogijn”,
"Oco61BOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHsI
rpyaar”, "MepenosysaHHa",
"Mo6iuHi peakuii" .
BBefeHHs 3MiH MPOTArom 6-Tu
MicALiB nicnsa 3aTBepKEHHS;
3MiHM Il TUnY - 3MiHW BHECEHO [0
IHCTPYKUIT 4715 MeanYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby
[0 po3ginis "MpoTunokasaHHs",
"3acTocyBaHHA y nepiog
BariTHoCTi abo rogyBaHHs
rpyaao”.

BBefeHHs 3MiH MPOTArom 6-Tu

MicALiB nicna 3aTBepipKeHHs

3a peuenmom

UA/11927/01/02

KOPINPEH 20
Mr/20 Mr

TabneTku, BKPUTI
nNiBKOBOK 060/10HKO0, 20
mr/20 Mr no 14 TabneTok y

6nictepi; no 2 a6o 4

Pekoppati Aineng Nita,

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A.

ITanisa

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3mMiHu |l TURY - 3MiHK
BHeCeHO A0 [HCTpyKLii ans

Mean4yHOro 3actocyBaHHsA

3a peyenmom

UA/11927/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

6nicTepy y KapTOHHIN
KopooLi

NiKapcbKoro 3acoby o po3ainis
"®apmakonoriyHi BracTmBocTi”,
"MpoTunokasaHHa","B3aemogis 3
iHWMMKM NikapcbkMmn 3acobamu Ta
iHWIi BUAW B3aemogijin”,
"Oco6/1BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHa",
"Mo6iuHi peaxuii" .
BBegeHHs 3MiH npoTsirom 6-Tn
MicALiB nicna 3aTBepoKEHHS;
3MiHu | TNy - 3MiHM BHECEHO A0
IHCTpYKUIiT AN MeanYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby
00 po3ginis "MpoTunokasaHHs",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALB Nicna 3aTBepKEHHS

196.

KOPCAP® H

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOH,
320 mr/12,5 mr no 10
TabneTtok y 6nictepi; no 3
abo 6 6nicTepiB y nayui

AT "dapmak"

Ykpaina

AT "®dapmak”,
YKpaiHa
(dhacyBaHHA Ta
nakyBaHHs 3 in bulk
ipMun-BMPOGHMKaA
BankaHgapma
AynHuua AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NMiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMauii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH MPOTArom 6-Tu
MiCALiB Nicna 3aTBepIpKEHHS

3a peyenmom

UA/14295/01/01

197.

KOPCAP® H

TabneTku, BKPUTI
nNiBKOBOK 060/10HKO0, 80
mr/12,5 mr no 10 Ta6neTok
y 6nicTepi; no 3 abo no 6
6nicTepiB y navuj

AT "dapmak"

YkpaiHa

AT "®apmak”,
YkpaiHa
(thacyBaHHsA Ta
nakyBaHHs 3 in bulk
thipM-BNpOGHYMKa
BankaHgapma
AynHuua AT,
Bonrapis)

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALB Nic/a 3aTBepPAKEHHS

3a peyenmom

UA/14293/01/01

198.

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOK 060/10HKOIO,
160 mr/25 mr no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepis y naui

AT "®dapmak”

YKpaiHa

AT "®dapmak”,
YkpaiHa
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-B1POGHYKa
BankaHgapma

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3

3a peyenmom

UA/14293/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AynHuua AT,
Bonrapisi)

BHECEHHSM iHdhopMaLii Woa0
3a3HaYeHHs OAUHULb
BUMIpIOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicsILLiB NicNs 3aTBEPPKEHHS

199.

KO®EIH-
BEH30AT
HATPIIO-
JAPHULA

pO34nH ANA iH'ekuiid, 100
mr/mn, no 1 mn B amnyri;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLj
(kaceTi); Mo 2 KOHTYpHi
YapyHKOBI ynaKkoBKu
(kaceTu) B nayi

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLiiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3[iACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHA Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEHHST chapMakoHarsay
(BK/IKOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTep-thaina cuctemm
thapmakoHarnagy) - 3amiHa

YMNOBHOBaXeEHOT 0CO6U 3asBHMKA,

BiAMNOBIAA/IbHOT 32
hapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasoBuy

3a peyenmom

UA/7534/01/01

200.

KCAJIKOPI

kancynu no 200 wmr; no 10
Kancyn y 6nictepi; no 1
abo no 6 6nictepi y
KapTOHHI kopobui 3
MapKyBaHHAM
YKpaiHCbKO0 MOBOIO; NO
10 kancyn y 6nictepi; no 1
abo no 6 6nictepis y
KapTOHHI KOpoo6Li

MNOANIEP ENY.CLML.

KOPMOPENLLH

CWA

Mdpaiizep
MeHtohekuypuHr
[oituneng MrmeXx

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
nogaHHA oHosneHoro MNE-

CepTudbikaty BignosigHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[onomikHOT pedyoBuHKn Gelatin Big,
BXE 3aTBEPKEHOr0 BUPOOHMKA,
AK HAC/MiOK 3MiHa Ha3BW Ta
agpecu snacHuka CEP 3 PB
GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BwW Ta agpecu
BUPOBHNUMNX [iNbHULL; 3MiHW |
TMny - NogaHHA oHoBneHoro ME-
CepTudbikaty BignosigHOCTI
€sponeiicbkii hbapmakonei Ne R1-

3a peyenmom

UA/14081/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

CEP 2005-217-Rev 02 ans
JonomixHoT pevoBuHK Gelatin Big,
BXE 3aTBEePHKEHOro BUPOOHMKaA
Nitta Gelatin Inc; 3miHu | Tuny -
nogaHHA oHosneHoro ME-
CepTuddikaty BignoBigHOCTI
€sponeiicbkiin hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[onoMikHOT pedoBuHu Gelatin Big,
B)XE 3aTBEPKEHOr0 BUPOOHMKA
NITTA GELATIN INDIA LTD;
3MiHu | TNy - BUNy4YeHHs E-
CepTuchikaTy BignoBigHOCTI
€poneiicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMDKHOI PEYOBUHM XEeNaTuH;
3MiHM | Tuny - BUnyyeHHs ME-
CepTuddikaty BignoBiAHOCTI
€poneiicbkoi Papmakonei R1-
CEP 2004-320-Rev 00 ans
[0MNOMDKHOT peyYOBWHU XenaTuH

201.

KCANKOPI

kancynu no 250 wmr; no 10
kancyn y 6nictepi; no 1
abo no 6 6nictepis y
KapTOHHI kopobu;i 3
MapKyBaHHAM
YKparHCbKOI0 MOBOIO; MO
10 kancyn y 6nictepi; no 1
abo no 6 6nictepiB y
KapTOHHiiA KOpo6L

MPAN3EP EVY.CL.MI.
KOPMOPEWLUH

CLIA

Mdpaiizep
MeHtodhekyypuHr
[Loiunens MeX

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | TUny -
noAaHHsa oHosneHoro ME-

CepTudikaty BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0noMikHOT pevoBuHM Gelatin Big
BXE 3aTBepAKeHOro BUPOOHMKa,
SIK HACNiJOK 3MiHa Ha3BU Ta
agpecv BnacHuka CEP 3 PB
GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu
BMPOGHNYUX [iNMbHUL; 3MiHW |
MMy - NogaHHA oHosneHoro ME-
CepTudikaty BignoBigHOCTI
€Bponeiicbkiit hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[0noMikHOT pedoBuHM Gelatin Big
B)XE 3aTBEPKEHOr0 BUPOOHMKA
Nitta Gelatin Inc; 3miHu | TUny -
noAaHHsa oHossieHoro ME-
CepTudbikaty BignosigHOCTI
€sponeiicbkiii hbapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
AonoMmikHOT pevyoBuHK Gelatin Big
BXE 3aTBEPHKEHOr0 BUPOOHMKa
NITTA GELATIN INDIA LTD;

3a peyenmom

UA/14081/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3MiHW | Tuny - BUAyyYeHHs MNE-
CepTucpikaTy BignoBigHOCTI
€Bponeiicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMIXHOT PEYOBUHU XeNaTuH;
3MiHu | TUny - BUNy4YeHHs E-
CepTuchikaTy BignoBigHOCTI
€poneiicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 gns
[0MNOMIXHOT PEYOBWHM XenaTuH
202. | KCTAHAI Kancynu no 40 mr no 28 Actennac dapma Higepnanan AHpepcoHBpekoH CLlA/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14503/01/01
Kancyny 6nictepi; no 1 tOpon B.B. IHk., CLLA HigepnaHngn marepianis: 3MiHu | TUNy -
6nicTepy B KApTOHHOMY (nepBuHHE BHECEHHS 3MiH go p. 3.2.5.4.1
oyTNApI; N0 4 KAPTOHHUX nakyBaHHs); Cneuundpikauis, 3.2.5.4.2
dyTNApU y KapTOHHIl Actennac ®apma AHaniTnuHi metoguku, 3.2.5.4.3
nauui Opon B.B., Banigauisi aHaniTUYHNX MeToANK
Higepnavaun Ta 3.2.S.4.5 O6rpyHTyBaHHs
(BTOPUHHE cneuudikaLii, a came: BUyYEHHS
nakyBaHHS, BUNYCK MeTOAY BU3HAYEHHS BaXKKUX
cepii); KataneHt MeTanis gna A®| ensanytamigy
®apma ContoLlHc,
NNC, CWA
(Bupo6HuLTBO bulk);
MexkepKnH
KoopauHeiitopc,
NNC, CWA
(nepBuHHe
nakyBaHHs)
203. | NAKTYBIT® cupon, 3,335 r/5 mn, no TOB "tOpia-®apm” YkpaiHa TOB "lOpis-Papm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/12566/01/01
100 mn abo 200 mn'y marepianis: TEXHIYHa MOMUIIKa
chnakoHax nofiMepHuX; no (3rigHo Hakasy MO3 Big,
1 chnakoHy B nayui* 3 23.07.2015 Ne 460) - BunpaBneHo
KapToHy (MoXx/mBe TEXHiIYHY NMOMW/IKY B TEKCTI
fofaTKoBe BKNafaHHA B MapKyBaHHS ynakosku J13.
nayky MipHOro nNpucTpo); 3AMNPOMNOHOBAHO: 2.
no2wmn,5mvny KINbKICTb AI0YOI PEHOBUHN
KOHTeliHepax NakTtyno3sn - 3,335 r(g)/5 ma(ml)
0fiHOA,030BMX; No 10
KOHTelHepiB y naui
204. | NAMIKOH® cnpeii HalkipHuii 1%, no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux | 6e3 peyenma UA/2714/03/01

25 r y chnakoHi 3 Hacocom-
fo3saTtopom; no 1 chnakoHy
B NnaulLli 3 KapToHy

marepianis: 3MiHu | TURy -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NiKapCbKOro 3acoby 3
BHECEHHSM iHGhopMaLii Woa0
3a3HauYeHHs1 0AMHNLb
BVMIptOBaHHA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB NicNs 3aTBEPAKEHHS
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

205.

NAHTIFEH B

Kpanni opasibHi, CycrneHsis;
no 18 mn y cpnakoHi 3
KPYILLKOO-KpanenbHULEto;
no 1 chs1akoHy y KapTOHHIN
naui

BPYCYETTIHI -
C.P.N.

ITanis

BPYCYETTIHI
C.p.n.

ITanisa

BHECEHHS 3MiH 0 peecTpavLinHmx
Marepianis: TEXHIYHa NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMPAaB/IEHHS TEXHIYHMX MOMUSIOK,
3rigHo n.2.4. po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pepakuii Hakazy MO3
Ykpainu Big 23.07.2015 p Ne 460),
[onyLieHyX nig yac npoBefeHHs
npouenypw peectpadii (Hakas
MO3 Ykpainu Big 23.04.2020 p
Ne945, P UA/18057/01/01), B
cneuudikalii Ta meToauLi
BMNPOBYBaHHSA Yy 3a3HaYEeHHI
NiMITIB HOPM A/15 MOKa3HMKa
«O6'eM, L0 BUTAraeTbCsA» -
3anponoHoBaHo: (Big 18,0 go 18,5
Mi1). 3a3HaveHi BUNpaB/ieHHs
BiANOBIAAOTb apxiBHUM
martepianam peecTpadiiiHoro
[0CbE

3a peyenmom

UA/18057/01/01

206.

NAUEPAH HCT

Tabnetkn 2,5 mr/12,5 mr B
6nictepax Ne 7, Ne 10, Ne
21

CaH ®apmacbloTukan

IHpacTpi3 Nimiteq,

IHAjsA

CaH
dapmacboTukan
IHgacTpi3 Nliviteq

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKOro 3acoby 3

BHECEeHHAM iHdhopMaui Woao0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHa" MKA N3;
3anponoHoBaHo: 3rigHo
3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeEHHS
3MiH - NpOTArom 6 MicsiLiB micas
3aTBEPMAKEHHS

3a peuenmom

UA/17578/01/01

207.

NAUEPAH HCT

Tabnetkn 5 mr/25 mr B
6nictepax Ne 7, Ne 10, Ne
21

CaH ®apmMacboTuKa

IHaacTpi3 NimiTeq,

IHais

CaH
PapmacboTukan
IHpacTpi3 Nlimites

IHais

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3

BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH A0 po3giny

3a peyenmom

UA/17578/01/02
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Ne

Hassa

Popma sunycky

3asBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

208.

NEBITPA

TabneTkn, BKPUTI

“MapkyBaHHA" MKA N13;
3anponoHoBaHo: 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - NpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

209.

NEBITPA

060/10HKO, M0 5 Mr; no 1
Tabnetui y 6nictepi; no 1
6nicTepy B KApPTOHHIW
nauvui

TabneTku, BKPUTI

Baliep Al

HimeuunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
BHECEHO [10 IHCTPYKL,i AN
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby A0 po3gainis
"Oco611BOCTI 3aCTOCYBaHHS",
"Mo6ivHi peakuii" BigNoBigHO A0
pekomeHpauili PRAC. BeeeHHS
3MiH NpoTAaromM 3-x micsuis nicns
3aTBEPMKEHHS;
3MiHu Il TUNY - 3MiHW BHECEHO A0
IHCTPYKLiT Ana MeguyHoro
3aCcTOCyBaHHS /likapCbKoro 3acoby
00 po3gainis "®apmMakonorivHi
BnactusocTi”, "MpoTunokasaHHs",
"Oco6MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakuii”. BBeAeHHS 3MiH
npotarom 3-x MicAuiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/0226/01/01

210.

NEBOKIN3

060/10HKOt0, M0 20 Mr no 1
abo no 4 TabneTkn 'y
6nicTepi; no 1 6nictepy B
KapTOHHIN navui

TabneTku, BKPUTI

Baiiep Al

HimeyunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHW
BHECEHO [0 iHCTPYKLi AN
MeAUYHOrOo 3acTOCYBaHHs
nNiKapcbKoro 3acoby o po3ainis
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwii” BignoBigHO A0
pekomeHpauili PRAC. BeefeHHs
3MiH NpoTArom 3-x MicAuiB micns
3aTBEPAKEHHS;
3MiHu |l TNy - 3MiHM BHECEHO A0
IHCTPYKLi 415 MeguyHoro
3aCTOCYyBaHHS NikapcbKoro 3acoby

00 po3ginis "®apmMakonorivHi
BnacTmsocTi", "MpoTunokasaHHs",
"Oco6nNMBOCTI 3aCTOCYBaHHSA",
"Mo6iyHi peakuii”. BBefeHHS 3MiH
npoTarom 3-x MicAuiB nicas
3aTBEPAKEHHS

3a peyenmom

UA/0226/01/03

Aypo6iHgo ®apma Jitg

IHais

AypobiHgo ®apma

IHAis

BHECEHHS 3MiH 10 peecTpaLiiHmnx
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3a peyenmom

UA/13743/01/01




Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
N1iBKOBOK 060JI0HKOHO, MO Nimiteq - FOHIT VII marepianis: 3MiHU | TUMY - 3MiHW
250 mr; no 5 TabneTtok 'y BHECEHO [0 iHCTPYKLi AN
6nictepi; no 1 6nictepy B MeAUYHOro 3acToCyBaHHS
KapTOHHI KOpoo6Li nikapcbKoro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6ivHi peakui" BigNoBigHO A0
OHOBJIEHOI iHChopMmaLiii 3 6e3nekn
Aio4oi pevoBuHN. BBeAeHHS 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
211. | NEBOKIN3 TabneTku, BKpUTI Aypo6iHgo ®apma Ntg, IHais Aypo6iHgo ®apma IHais BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/13743/01/02
N/1iBKOBOK 060J1I0HKOIO, MO Nimiten - FOHIT VII marepianis: 3MiHU | TUMY - 3MiHW
500 mr; no 5 TabneTtok y BHECEHO [0 iHCTPYKUiT ANns
6nicTepi; no 1 6nictepy B Me[MYHOro 3acTocyBaHHS
KapTOHHiiA KOpo6Li nikapcbKoro 3acoby y po3ginu:
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakwii” BignoBigHoO A0
OHOBJIEHOI iH(hopMalLlii 3 6e3nekn
L0401 pevyoBMHN. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
212. | NEBOMILUETWH | po3unH AN 30BHILIHBOIO MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/8211/01/01
Y PO34YUH 3acToCyBaHHS, CMPTOBUIA dapmMaLeBThYHa dPapmaueBTUyHa mMaTtepianis: 3MiHU | TUNY - 3MiHK

CMUPTOBUIA 1
%

1 % no 25 mn y chnakoHax;
no 25 mn y cpnakoHi; no 1
donakoHy B nauui 3
KapToHy; no 25 mny
donakoHax, yKynopeHux
npo6kamu-
KpanesibHUUsAMK; no 25 mn
y h1akoHi, yKyrnopeHomy
npo6koto-kpanenbHULEto,
no 1 chnakoHy B naui 3
KapToHYy

habpuka "Biona"

habpuka "Biona"

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHs
yNaKkoBKM NiKapcbKoro 3acoby
(n.17) woao HaHeCeHHs TOpProBoi
Mapku; 3MiHK | Tuny - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTeWHep/3aKynoptoBasbHWiA
3aci6. 3miHa hopmmn abo po3mipy
KOHTeliHepa un
3aKynoproBasibHOro 3acoby
(NepBMHHOI ynakoBKu)
(HecTepunbHI nikapcbki 3acobm) -
BBEEHHS J0AaTKOBUX YNakoBOK
no 25 mn y hnakoHax 3 cknomacu
mapkm OC ($¢B-30-18),
yKynopeHux npobkamu-
KpanenbHuuamu 3 LDPE (2.2.E) Ta
Kpuwkamu (1.4 K) y nayui Ta 6e3
nayku, 3 BignoBigHMMM 3MiHaMKN [0
p. «YnakoBka». 3MiHM SKICHOTO Ta
KifIbKICHOTO CKlagy nakyBasibHOro
marepiany He Bifgbynock; 3MiHu |
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

TUny - 3MiHK 3 AKoCTi. F0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meTogax BUNpo6yBaHHSA
rOTOBOrO JliKapCbKoro 3acofby
(He3HayHa 3MiHa y 3aTBEepPAKEHNX
MeToAax BUNpobyBaHHS) -
BHECEHHS 3MiHM 4o MeTopais
KOHTPO/IO SIKOCTI JliKapCbKOro
3acoby n. «O6’eM BMICTY
YMaKOBKM» (3MEHLLEHHS KiJTbKOCTI
3paskiB, 06'eM AKMX BU3HAYAETHCS,
00 1 dnakoHy)

213.

NEBOCWH

masb, Mo 40 r y Ty6i, no 1
Ty6i B nayLj 3 KapToHy

MAT "Ximdapm3sasop
"YepBoHa 3ipka"

YKpaina

MAT
"Ximchapmsasop,
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu |l TUNY - 3MiHK 3
SKOCTi. A®l. BUpo6GHMLTBO. 3MiHa
BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO
npoayKTy/peareHTy, LWo
BUKOPWCTOBYHOTLCSA Y
BMPOGHUYOMY npoteci AdDl, abo
3MiHa BUPO6HMKa (BKIOYatouu, fe
Heob6XigHO, MicLie NPOBEeAEHHSs
KOHTPO/I0 sKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiAMOBIAHOCTI €EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOTO
BUpPO6HMKa ADI 3 HagaHHAM
MacTep-paiina Ha Adl) - cynyTHs
3MiHa: 3MiHK 3 aKoCTi. AdI.
KoHTposnb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[0NYCTUMUX MEX, BUSHAUYEHUX Y
crneungikayiax Ha A®l, abo
BUXIigHWIA/NPOMIXKHWIA
NpoAyKT/peareHT, Lo
BMKOPWCTOBYIOTHCSA Y NPOLEC
BMPOGHMLTBA ADI (3BYXKEHHS
[ONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikau,ii) - BBE4EHHS
[04aTKOBOro BUpo6Huka Ad|
meTunypaunn «Shijiazhuang
Wangwu Bio-Pharmaceutical
Science & Technology Co., Ltd.»,
KuTali Ta, ik Hacnigok 3MiHa y
napameTpax cneundikauii gns
BXifJHOro KOHTpost0 AdPI
MeTuypauma 3a NoKasHUKOM
«Baxki meTanin», a came:

6e3 peyenma

UA/8326/01/01

151




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.», Kutaii — He
6inbLlue 0,001% (10 ppm).
MponoHoBaHa pegakuis
[Jitoua peyoBuHa: MeTunypauun.
Bupo6Huk: «High Hope Int'l Group
Jiangsu Medicines&Health
Products Import&Export Corp
LTD.» Micue npoBagxeHHs: ADD:
12-13/F, High Hope Building,
No.91 Baixia Road, Baixia District,
Nanjing City Kpaina: Kutaii
[opatkoBuii BUPOGHMK:
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.» Micue
npoBa/pkeHHs: South-Baishe Bio-
Industrial Park, Zhao County
Kpaina: Kutaii

214.

NIEBO®NIOKCA
LUHY
rEMIMAPAT

MOPOLLIOK (Cy6CcTaHuis) y
noABiNHMX
nonieTMNEeHOBUX MilLKax
4ns hapmaueBTMYHOro
3aCTOCYyBaHHSA

TOB "TK "ABpopa”

YkpaiHa

LLlaHtoi LI3HCKHB
dapmacboTrKan
Ko., T,

Kutait

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
BHECEHHSA 3MiH 40 MeToaiB

KOHTpO/It0 AkoCTi Ad|

neBodhnoKcauuHy remirigpary, a
came: NpuBeLEHHS onucy

METOAUKN «3asINLLKOBI KiNIbKOCTI

OpraHiyHMX Po3ymHHKKIB. AMCO»
Y BiANOBIAHICTb [0 BUMOT

MoHorpadgii USP Ha
JNleBodpnokcaumHy remigpat

UA/10977/01/01

215.

NETPAM

TabneTky BKpUTI
MNiBKOBOK 060/10HKOIO N0
250 wr, no 10 TabneTok y
6nicTepi, no 3 6nictepu 'y
Kopoo6Li

[eTepo /1a63 JlimiTeq,

IHais

[eTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHA» MKHA /13:

3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapKupoBKN. OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaueHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBe/eHHA 3MiH NPOTArom 6-Tu

MicSILB NicNs 3aTBEPKEHHS

3a peyenmom

UA/17271/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
216. | NETPAM TabneTkv BKpUTI [eTepo N1a63 JlimiTeq, IHAis [eTepo Nla63 IHAisa BHECEHHS 3MiH 0 peecTpavLinHmx 3a peyenmom UA/17271/01/02
N/1iBKOBOK 060JI0HKOK MO Nimiteq marepianis: 3MiHU | TUMY - 3MiHK
500 mr no 10 TabneTok y wofo 6e3snekn/edekTMBHOCTI Ta
6nicTepi, no 3 6rictepu 'y thapmakoHarnsagy (iHwi 3MiHn) -
KopooLi BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHs» MKA /13:
3anpornoHoBaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapkupoBkn. OHOBMEHHS
TEeKCTYy MapKyBaHHS ynakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmauii Woao 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicnsa 3aTBepKEHHS
217. | NETPAM TabneTkn BKpUTI [eTepo /1a63 NimiTeq IHgis leTepo /1ab3 IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/17271/01/03
N/1iBKOBOK 060JI0HKOK MO Nimiten martepianis: 3mMiHU | TUNY - 3MiHK
1000 wmr, no 10 TabneTok y Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi, no 3 6rictepn y hapmakoHarniagy (iHwi 3MiHK) -
KopooLi BHECEeHHS 3MiH [0 po34iny
«MapkyBaHHa» MKA /13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKU. OHOB/IEHHSA
TEKCTY MapKyBaHHs yNakoBKu
NiKapCbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeleHHs 3MiH NpoTArom 6-Tu
MicsILLiB NiCNs 3aTBEPLPKEHHS
218. | NIAOKCAH NboAAHVKN, 5 Mr/1 Mr no TOB "CaHpo3 YkpaiHa NabopaTtopia Benbrisa/ BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/16208/01/01
MEHTON 12 nboasHWKIB y 6nicTepi; YkpaiHa" Ksanichap HB CnoBeHis marepianis: 3miHu | TUny -
no 2 6nicTepun y KapTOHHiiA (Ksanichap HB), NnoAaHHs HOBOTO cepTudikaty
Kopoo6Li Benbris BiANOBIAHOCTI €BpONENCHKMiA
(BMPOGHMLTBO 3a chapmakonei (Ne RO-CEP 2018-
MOBHWUM LMK/IOM); 081-Rev 00) gns Bxe
ek 3aTBEPKEHOr0 BUPOOHWKA AjitoHOoi
dapmaueBTUyHa PEYOBVHY X/TOPrekCuanHy
KoMnaHis g.4., avrnokoHaty MEDICHEM, S.A.,
CnoBeHis (BunycK Spain
cepiid)
219. | NIAOKCAH NbOAAHUKN, 5 Mr/1 Mr no ToBapucTBao 3 Ykpaina Nab6opaTtopia Benbris/ BHECEHHS 3MiH [JO peecTpaLiiiHnX 6e3 peyenma UA/16208/01/01
MEHTON 12 nbopsaHukiB y 6nicTepi; 06MeXeHoto Ksanichap HB CroseHis marepianis: 3MiHU | TUMY - 3MiHK
no 2 6nicTepu y KapTOHHiiA BiANOBIAA/IBHICTIO (Ksanichap HB), Loao 6e3nekn/edeKTMBHOCTI Ta
KOpOO6L "CaHfio3 YkpaiHa" benbrisa hapmakoHarnisgy (iHwi 3miHu) -
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(BUPOOHMLTBO 3a OHOBJIEHHSA TEKCTY MapKyBaHHsA
NMOBHUM LMK/IOM); yMakoBKM NMikapCbKoro 3acoby 3
Nex BHECEHHSAM iHdhopMaLi LWwoao
dapmaueBTUYHA 3a3Ha4YeHHs 0AVHWLb
KOMMaHis 4.4., BVMIipIOBaHHS y cuctemi Sl.
CnoBeHis (Bunyck BHeceHHs 3MiH 40 po3giny
cepiin) “MapkyBaHHs" MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHo 3 3aTBEPAKEHVM TEKCTOM
MapKyBaHHS. TepMiH BBELEHHS
3MiH: NpoTArom 6 micsAuiB 3 gaTn
3aTBEPAKEHHS
220. | IHE3ONIA TabneTkn, BKPUTI KPKA, 4.4., HoBo CnoBeHis BMPOBHMUTBO "in CnoBeHisi BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/16130/01/01
KPKA N1iBKOBOK 060JI0HKOO, MO MecTo

600 mr, no 10 TabneTok y
6nictepi, no 1 6rictepy B
KapTOHHiA KOpoo6Li

bulk", neperHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUMNYCK cepil:
KPKA, a.4., HoBo
mMecTo, CroBeHis;
KOHTPO/b cepii:
KPKA, a.4., HoBo
mMecTo, CnoBeHis

mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
nepiogy NOBTOPHUNX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiACYTHOCTI Y 3aTBEPAKEHOMY
[ocbe cepTudikaTa BignoBigHOCTI
€Bponeiicbkiii hapmakonei, Lo
BK/THOYA€E Nepiog, MOBTOPHOrO
BMNpo6yBaHHSA) (Nepiog,
NOBTOPHOro BUNpobyBaHHsA/nepios
36epiraHHs) - 36iNbLIEeHHsT abo
BBe/leHHs nepiofly NOBTOPHOrO
BUNPOGYBaHHs/nepioay
36epiraHHsi Ha OCHOBI pe3y/ibTaTiB
LocnimpkeHb y peasibHOMY Yaci -
36iNbLUEHHS Nepiogy NMOBTOPHUX
BMNpobyBaHb Ans Adl niHesonigy:
3arBepaKeHo: 3 poku
3anponoHoBaHo: 5 pokis; 3MiHK |
MRy - 3MiHN Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH 40 MeTogiB
KOHTPOJIO SIKOCTI J1iKapCbKOro
3acoby, po3ain «<MapkyBaHHA»
3arBepgkeHo: MapkupoBka.
CooTBeTCTBYET NpefoCTaB/IeHHO
MapK1POBKE YMakoBKY.
3anponoHoBaHo: Mapkuposka. B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKvpoBKM; 3MiHU | Tuny
- 3MiHK 3 aKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax NpUAATHOCTI
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

abo ymoBax 36epiraHHsi rOTOBOrO
nikapcbKkoro 3acoby (36inbLIeHHs
TepMiHy NpuaaTHOCTI rOTOBOro
nikapcbkoro 3acoby) - ns
TOProBOi yrnakoBKu
(niaTBEPAKYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHS
TEepMiHy NpUAATHOCTI FOTOBOrO
niKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCNIMKEHD
cTabinbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepMiH
npuaaTHoOCTI
3 poku 3anponoHoBaHo: TepMmiH
npugaTHocTi 5 pokiB BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

221.

NICOBAKT
KomMnnit
CNPEN

cnpeli OpOMYKO3HWIA,
po34yuH no 30 mny
dhnakoHi 3 TEMHOro ckna 3
HacoCOM-po3nu/oBaYem
Ta annikaropom, no 1
dhnakoHy y KapTOHHIl
Kopobui

BocHanek a.4.

BocHis i
lepuerosuH
a

BocHanek a.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
nofaHHsA OHOBJ/IEHOrO cepTudikaty
BiAMOBIAHOCTI €EBpONENCHKIl
thapmaxonei Ne R1-CEP 2007-
029-Rev 04 Big, 3aTBEPIKEHOTO
BMpO6HUKa AD| LieTunnipuauHito
xnopuay BupobHuuTtea Dishman
Carbogen Amcis Limited, IHgjs
(3aTBEpPMAKEHNI CepTudikaT
BiANOBIAHOCTI EBpoONechbkili
thapmaxonei Ne R1-CEP 2007-
029-Rev 03). 3miHa nepiogy
NOBTOPHOro TecTyBaHHA Ad| 3 36
MicsuiB Ha 60 micauis

6e3 peyenma

UA/18160/01/01

222,

NONEPAMIA

Tabnetkv no 0,002 r no 10
Tabnetok y 6nictepi, no 1
abo 2, a6o 50 a6o 100
6nicTepiB y nayui 3
KapToHYy

MpuBatHe akLioHepHe
TOBapuCTBO "J1EKXiM-

Xapkis"

YKpaina

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
OHOB/IEHHS BXe 3aTBEPKEHOro
TEKCTY MapKyBaHHS Ta BHECEHHS
3MiH o po3ainy MKA.
MponoHoBaHa peaakuis:
MAPKYBAHHSA BignosigHo fo
3aTBEPAKEHOIO TEKCTY

be3 peyenma
— Ne 10, Ne 20.
3a peyenmom
— Ne 500, Ne
1000

UA/6919/01/01
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTAroM 3 MicAuiB nicns
3aTBEPAKEHHSI

UA/2981/01/01

223.

NONEPAMIA

Tabnetkn no 0,002 rin
bulk: no 5000 TabneTok y
KOHTelHepax

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EKXiM-
Xapkis"

Ykpaina

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"JlekxiMm-XapkiB"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMauii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPIKEHOrO
TEKCTYy MapKyBaHHS AJ151 yakoBKn
in bulk: no 5000 TabneTok y
KOHTeliHepax (BHECEHHS
no3HayYeHb OANHULb
BMMIPIOBaHHS, 3 BUKOPUCTAHHSM
NiTep naTMHCbKOro andgasity) Ta
BHECEeHHS 3MiH [0 po3ainy MK4A.
MponoHoBaHa pejakuis:
MAPKYBAHHSA BignosigHo ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. [ns nikapcbkoro
3acoby y goopmi in bulk:
BignosigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHS, L0

[ofaeTbes. TepMiH BBEAEHHS 3MiH

npotsarom 3 Micauis nicns
3aTBEPAKEHHS

UA/8047/01/01

224,

norond
PO34MH

PO34MH A9 30BHILUHLOrO
3aCTOCYBaHHA Mo 251y
thnakoHi; no 1 chnakoHy B
nauii 3 KapToHy; No 25 ry
donakoHax

MpAT
dapmMaLeBThYHa
habpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3MiHW BHECEHI B TEKCT MapKyBaHHs

YyNaKoBOK NiKapCbKoro 3acoby
(n.17) woao HaHeCeHHs TOpProBoi
Mapku

6e3 peyenma

UA/9219/01/01

225.

MAAJIOKC®

cycneHsis opasibHa Ne 30:
no 15 mn y nakeri; no 30
NakeTiB y KAPTOHHIl
Kopoo6Li

TOB "CaHodi-ABEHTIC
YkpaiHa"

YkpaiHa

dapwmartic

PpaHuin

BHECEHHS 3MiH O peecTpaLiiHmnx
mMarepianis: TEXHIYHa MOMWIIKa
(3rigHo Haka3y MO3 Big
23.07.2015 Ne 460) - BUnpaBneHo
TEXHIYHY NMOMWSIKY Y TEKCTI
MapKyBaHHA ynakosku J13.
3AMNPOMOHOBAHO: 2.
KINbKICTb AII0YOT PEYHOBUHN

6e3 peyenma
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Ne Hassa
n/n JliKapcbKo20

Popma sunycky

3asBHUK

KpaiHa

3acoby

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa

BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

226.

MEAOMEKCON

Tabnetku no 0,088 mr, no
10 TabneTok y 6nicTepi;

Mepokemi T[,

Kinp

Cneuidap CA

peuis

Marhito rigpokcng / AntomiHito
rigpokcmg, 15 mn cycneHaii
MICTATb:
aOMIHI0
TIOPOKCUAY . ....veenvieiieanieenieeees 525
Mr MarHito
TIAPOKCUAY . ...evveevieiriereeeenn 600 mr
3a3HaueHe BUNpaBeHHs
BignoBigae apxiBHMM MaTepianam
peecTpaLiiiHOro Aocbe

nocsBi0oYeHHs

2217.

MEJAOMNEKCON

no 3 67icTepn B KAPTOHHIN
KopooLi

Tabnetku no 0,18 mr, no
10 TabneTok y 6nicTepi;

Mepokemi T/,

Kinp

Cneuidap CA

Mpevis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yNakKoBKM NiKapCbKOro 3acoby 3

BHECEeHHAM iHdhopMaLi Wwoao0
3a3HayYeHHs OAMHULb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHsA» MKA /13 :
3anpornoHoBaHo: MAPKYBAHHA.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBeEHHSA
3MiH NpoTsirom 3 MicsLiB micns
3aTBEPAKEHHS

3a peuenmom

UA/14904/01/01

228.

MEAOMEKCON

no 3 6nicTepy B KAPTOHHii
Kopoo6Li

Tabnetku no 0,7 mr, no 10
Tabnetok y 6nictepi; no 3

Megokemi NT/,

Kinp

Cneuichap CA

Mpevis

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHA» MKA N13 :
3anpornoHosaHo: MAPKYBAHHA.
3rigHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHSA
3MiH NpoTArom 3 MicsLiB nicns
3aTBEPMKEHHS

3a peyenmom

UA/14904/01/02

6nicTepy B KAPTOHHIiA

Kopo6ui

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

3a peyenmom

dhapmakoHariagy (iHwi 3MiHK) -

UA/14904/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NMikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWwoao
3a3HayYeHHs1 OAVHNLb
BVMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHs» MKA N13 :
3anpornoHoBaHo: MAPKYBAHHA.
3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTAaroM 3 MicAuiB nicns
3aTBEPAKEHHS

229,

MENNAMIA

TabneTku no 2 mr, no 15
TabneTok y 6nictepi, no 2
6nicTepy B KAPTOHHIN
nauui

BocHanek a.4.

BocHis i
lepuerosuH
a

BocHanek a.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3miHu | TUny -
BHeCeHHs 3MiH o CneuudikaLii
['N13, a came: CKOPOUYEHHA YacToTh
npoBefieHHA gocnigpkeHb Ha MBY
0o 1 cepii Ha pik 3aMiCTb
LOCAIIKEHHST KOXXHOI NPOMUCIOBOT
cepii, Ha OCHOBI MO3UTUBHNX
pesynbTaTiB JOBrOCTPOKOBUX
pocnigpxeHb MN13 3a n. «MBY», Ta
Yy BifnoOBIAHOCTI A0 pekoMeHAaaL,ili
HacTaHoB ICH Q6a

3a peyenmom

UA/14307/01/01

230.

MENNAMIA

Tabnetku no 3 mr, no 15
Tabnetok y 6nictepi, no 2
6nicTepy B KAPTOHHIi
nauui

BocHanek g.4.

BocHis i
lepuerosuH
a

BocHanek g.4.

BocHis i
epuerosuH
a

BHECEHHS 3MiH A0 peecTpaLintHmx
marepianis: 3miHu | TUny -
BHeCeHHs 3MiH Ao Cneuudikauii
N3, a came: CKOPOYEHHSA YacToTH
npoBefieHHsA aocnigpkeHb Ha MBY
[0 1 cepii Ha pik 3amicTb
[OCNiIKEHHS KOXHOT MPOMUCI0BOT
cepii, Ha OCHOBI MO3UTUBHNX
pe3ynbTaTiB LOBrOCTPOKOBUX
pocnipxeHb M3 3a n. «MBY», Ta
Yy BifnoOBiAHOCTI 40 pekomMeHAaaL,ili
HacTaHoB ICH Q6a

3a peyenmom

UA/14307/01/02

231.

MEHOBAS3UH

PO34UH AJ15 30BHILLHBOTO
3acTOCyBaHHS, CMPTOBUIA,
no 40 mn a6o no 100 mny
chakoHax, 3aKyrnopeHux
npo6kamu i KpuLkamu B
KapTOHHWX KOpobkax 3
KapTOHHVM MigA0HOM a6o
6e3 Hboro

TOB "dapma Yepkac”

Ykpaina

TOB "®apma
Yepkac"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS

yNaKoBKM NiKapCbKoro 3acoby

6e3 peyenma

UA/17573/01/01

232.

MEPA/IC®

cnpei HasaslbHUiA, PO34WH

ApnpaH-laneHcobkuit

Xopgaris

AgapaH-laneHcbkuii

Xopsaris

BHECEHHS 3MiH 0 peecTpaLinHmx

6e3 peyenma

UA/12207/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

0,05 % no 10 mn a6o no
15 mn po3umHy y dpriakoHi
3 103YH0UMM NPUCTPOEM;
no 1 donakoHy B KapTOHHIi
KopooLi

Na6opartopiii 4.4.

Na6opaTopiit 4.4,

marepianis: 3MiHU | TUMY - 3MiHW
Loao 6e3nekn/edyeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHM [0 y3arasibBHEHUX JaHuX npo
cuctemy dhapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0coby,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&X€EHOI
ocobw, BiANoBiAanbLHOI 3a
3[jlicHEHHS chapMakoHarnsgy
(BK/HOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLLEeHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHMUX KOHTaKTHOT
0C0o6U YyNOBHOBaXKEHOT 0CO6YU
3as1BHMKA, BignoBiga/ibHOI 3a
thapmakoHarnag B YkpaiHi

233.

MEPANIC®

cnpeli HaszalbHWIA, PO3YMH
0,1 % no 10 mn a6o no 15
MJ1 PO34MHY Y (hr1akoHi 3
[03y04MM NPUCTPOEM; NO
1 hnnakoHy B KapTOHHii
Kopoo6Li

AapaH-IaneHceknii
Na6opartopiii 4.4.

Xopgaris

Aapan-IaneHcbknin
Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHMKA, BiNOBIAa/IbHOI 3a

6e3 peyenma

UA/12207/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
hapmakoHarnsg, B Ykpaini
234. | METOTPEKCAT | po3uuH Al iH ekuiid 25 AKKoppg, Xernckea Benuka BMPOGHMLITBO, IHais/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/17982/01/01
AKKOPL mr/mn no 2 mn (50 mr), 20 Nimiteq BputaHis KOHTPO/1b AKOCTI, Benvka marepianis: 3MiHu | TUNY - 3MiHN 3
ms1 (500 mr), 40 mn (1000 nepBuHHE Ta BpwuTaHis/ AKOCTI. [OTOBWMIA NTikapCbkunii 3acib.
Mr) y donakoHax, no 1 BTOPVHHE Monbwal/ 3MiHU y BUPOGHMLTBI. 3amiHa abo
thnakoHy B navi nakyBaHHs: Icnanis BBEEHHSA A0AATKOBOT AiNIbHULL
IHTac BMPOGHULTBA 47191 YacTUHU abo

PapmacbioTikan3
Nimiten, IHais;
BTOPVHHE
nakyBaHHs; BUMYCK
cepii:
AKKOP[, XE/ICKEA
NIMITEL, Benvka
Bputais;
BTOPVHHE
nakyBaHHs:
CuHonTtun3
IHgacTpian Cn. 3
0.0., Monbua;
KOHTPO/1b AKOCTI:
NABOPATORPI
®YHOACIO LAY,
IcnaHis;
KOHTPO/Ib SIKOCTI:
ACTPOH PECbOPY
NIMITEA, Benuka
BpuTaHis

BCbOr0 BMPOGHMYOro npouecy
roTOBOro NikapcbKoro 3acoby
(AiNbHUUSA 4N BTOPUHHOIO
nakyBaHHs) - BBEEHHS
BUpO6HMKa CHONTM3 IHAacTpian
Cn. 3 0.0. / Synoptis Industrial Sp.
Z 0. 0. 3a agpecoto Byn. Pabosiuxa
15, CBaxeHas, Benmkonosnbcobke
BOEBOACTBO, 62-020, MonbLa / ul.
Rabowicka 15, Swarzedz,
wielkopolskie, 62-020, Poland,
Bi4NOBiAa/IbHOIO 3a BTOPUHHE
nakyBaHHs MN13; 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA
NiKapCbKuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCSA
BUNYCKY Cepii Ta KOHTPOJIIO SIKOCTI
rOTOBOrO JlikapcbKoro 3acoby
(3amiHa abo gofaBaHHsA AinbHUL,
Ha sKil 34iNCHI0ETbCSA
KOHTPO/Ib/BMNPOOYBaHHSA cepil) -
BBe/leHHs1 BUPOGHUKA
NABOPATOPI ®YHOACIO OAY /
LABORATORI FUNDACIO DAU
3a agpecoto 6/8, 12-14,
IHaycTpiasibHa 30Ha BinbHa 30Ha,
BapcenoHa, bapcenoHa, 08040,
Icnanis / Clc, 12-14 Pol. Ind. Zona
Franca, Barcelona, Barcelona,
08040, Spain, BignoBiganbHOro 3a
KOHTPO/b AKOCTI ['N13; 3MiHK | Tuny
- 3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCS
BUNYCKY cepii Ta KOHTPOJIHO AKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo gogaBaHHA AiNbHALI,
Ha AKili 3QiACHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BBefeHHs BUpobHuka ACTPOH
PECBLOPY NIIMITEL, / ASTRON
RESEARCH LIMITED 3a agpecoto
LOPYTUA TA TPETIV NOBEPX
CENK XAYC, 319 MIHHEP
POY[, XEPPOY, HAL 4HF,
Benuka Bputanis / 2ND & 3RD
FLOOR, SAGE HOUSE, 319
PINNER ROAD, HARROW, HA1
4HF, United Kingdom,
BiANOBIAA/ILHOIO 3@ KOHTPO/Ib
AaKocTi [N13; 3MiHu | Tuny - 3MiHK 3
AKOCTi. [OTOBWI Nikapcbkunii 3aci6.
Cucrema
KOHTeHep/3aKynoptoBasibHiA
3aci6. 3miHa 6yAb-AKOi YacTUHU
Marepiany nepBYHHOI YNakoBKH,
LLIO He KOHTaKTYE 3 FOTOBUM
nikapcbknm 3aco6om (Hanpukiag,
KOAMIP KPULLEYOK 3 KOHTPONEM
NepLLoro BiAKPUTTSA, KOMIP KOLOBUX
Kineupb Ha amnynax, KoHTeHepa
Ans ronok (pisHi BUAM nnactmacm)
(3MiHa, siKa BN/IMBAE Ha KOPOTKY
XapaKTepuCTUKY NiKapCbKoro
3aco06y) - 3MiHa Ko/1bopy
KoBnayka. 3MiHV BHeCeHi B
IHCTPYKLi0 ANS MegnyHOro
3acTocyBaHHA /13 y p. "Ynakoska"

235.

METOTPEKCAT
AKKOP[,

PO34MH ANA iH eKLiin 25
mr/mn, no 2 mn (50 wr), 20
M (500 mr), 40 mn (1000
Mr) y pnakoHax, no 1
donakoHy B nauuj

AKKoppg, Xesnickea
Nimiteq

Benuka
BpuTaHis

AKKoppg, Xesnckea
Nimiteq, Benvka
BpuvTaHis (BTOpUHHE
nakyBaHHS1; BUNYCK
cepii); IHTac
PapmacbioTikan3
Nimite, Haia
(BMPOGHMLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs)

Benuka
BpwuTanis/
IHAja

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
OHOBJIEHHSA cepTudikaty

BiiNOBIAHOCTI €Bponelichkit
thapmakonei R1-CEP 2000-024-
Rev 10 ana A®| MeToTpekcart Big,
BXE 3aTBEPHKEHOr0 BUPOOHMKA
EXCELLA GmbH & Co. KG
(Germany)

3a peyenmom

UA/17982/01/01

236.

METOTPEKCAT
-TEBA

PO34nH ANA iH'eKUild, 25
Mr/M, no 2 MA 'y chnakoHi;
no 1 chnakoHy B kopooLi

Tesa ®apmaueBTikan
IHpacTpis NTa.

13painb

dapmaxemi B.B.

Higepnangn

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
BHEeCeHi [0 IHCTpyKUii ans
MeJMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuyji" woao 6e3nekn
3aCcTOCyBaHHSA NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom

3a peyenmom

UA/9609/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3-X MicsLiB nicnsA 3aTBEPAKEHHS

237.

MIKPOJIAKC®

PO34MH peKTanbHuiA; no 5
MJ1 PO34MHY PeKTaIbHOro
B Ty0i 3 yHiBEpCa/IbHUM
ab0 yKopoueHuMm
HaKoHeYHuKoM; no 4 abo
no 12 ty6 3
YHiBEpCcasIbHUM
HaKOHEYHVKOM B
KapTOHHI kopoobLj; no 4
abo nol2 1y6 3
YKOPOYEHUM
HaKOHEYHWNKOM Y
KapTOHHI Kopobui

MakHin MpogakTc
Nimiteq

Benuka
BpuTtaHis

OENb®APM
OPJIEAH

PpaHuin

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3miHu |l TMny - 3MiHN 3
AKOCTI. [OTOBWMIA NTikapCbkunii 3acib.
Cuctema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3MiHa y NepBUHHIl ynakoBLi
roTOBOrO NikapcbKkoro 3acoby (Tun
KOHTeliHepa abo AoAaBaHHsA
HOBOIO KOHTelHepa) - CTepubHi
nikapcbki 3acobu Ta nikapcbki
3acobu
6i0N10riYHOro/iMyHO/I0TYHOTO
NOXO/PKEHHS - BHECEHHSA 3MiH A0
p. 3.2.P.7. Cucrema
KOHTeliHep/3aKynoproBasibHUIA
3aci6, a came fofaBaHHSA Le
Of1HOTO BUAY NEPBUHHOI yNaKkoBK/
NiKapcbKoro 3acoby - Ty6u 3
YKOPOYEHUM HaKOHEYHVKOM —
crnevjanbHO A1 HOBOPOKEHMX Ta
niTeli go 3-x pokiB, 3 BigNoBigHNMYN
3MiHaMK y p. «YNakoBKa». 3MiHU
BHECEHO A0 IHCTPYKLT Ans
MeJMYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3ainy
"YnakoBka", Ta, K Hacnigok, Ao
po3giny "Cnocib 3acTocyBaHHs Ta
[03u" (BHeceHo iHdhopmaLito
LLI0A0 AOfaBaHHSA YNakoBKM 3
YKOPOUYEHNM HAKOHEYHNKOM /15
3aCTOCyBaHHSA AiTAM), a TakoxX, K
HacnifoK, 3aTBEPPKEHHS TEKCTY
MapKyBaHHS AN OAATKOBOT
yNaKoBKM NiKapCbKoro 3acoby.
BeefieHHs 3MiH NnpoTarom 6
MiCALB Nic/1a 3aTBePAKEHHS

6e3 peyenma

UA/15636/01/01

238.

MIKPOJIAKC®

PO34MH peKTasbHUiA; No 5
M1 PO34MHY PEeKTasIbHOro
B Ty6i 3 yHiBEpCA/TbHUM
ab0 yKopoYeHUM
HaKoHeYHuKoM; o 4 abo
no 12 1y6 3
yHiBEpCcasIbHUM
HaKOHEYHVKOM B
KapTOHHI Kopo6uj; no 4
a6o nol2 1y6 3
YKOPOYEHUM

MakHin MpogakTc
Niviteq

AHINifA

OENb®APM
OPJIEAH

®paHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHun | Tvny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHun)-
3MiHM BHECEHO B iHCTPYKLi0 4N
MeJMYHOro 3acTOCYBaHHs
nikapcbKkoro 3acoby oo
MiCLie3HaXOMKEHHS 3a8BHUKA,
HaliMeHyBaHHs Ta
MicLIe3Hax0opKeHHs MpeAcTaBHMKa
3asBHMKa (BBeAEHHSA 3MiH

6e3 peyenma

UA/15636/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

HaKOHEYHVKOM Y
KapTOHHIA KOpoo6Li

npoTarom 6 micAuis nicns
3aTBEPMKEHHS); 3MiHM | TRy -
AAMIHICTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BnacHuKa
peecTpaviiiHoro NocBigYeHHs) -
3MiHa agpecu 3asiBHMKa
(BBegeHHs 3MiH npoTsarom 6
MiCAILiB NicNs 3aTBEPOKEHHS);
3MiHK | TUNy - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13:
3areBepaXeHo: MapkmpoBka. TekcT
MapKMPOBKW BTOPUYHON 1
NepBUYHON YNakoBK
npunaraetcs. 3anponoHoBaHo:
MapkyBaHHS. 3HiZHO
3aTBEPPKEHOrO TEKCTY
MapKyBaHHs. OHOBMIEHHSA TEKCTY
MapKyBaHHS! yNakoBKW J1iKapCbKOro
3aco6y 3 BHECEHHSAM iHchopMmalii
LLIO0A0 3a3HAYEHHS OANHNLb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHS 3MiH npoTsArom 6
MiCALB Nicna 3aTBepKEHHS

239.

MIHOKCHaun
IHTENI

PO34MH HaLLKIpHWiA, 2 %;
no 60 mn y conakoHi; no 1
doNakoHy y KOMNAEKTi 3
MipHMM HAcoCcoMm y
KapTOHHIA KOpoo6Li

3AT "IHTENI

FEHEPVKC HOPA"

Nntea

IHgacTpian
PapmaceyTika

KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -

BHECEeHHS 3MiH [0 po34iny
“MapkyBaHHsA" MKA 13

3anpornoHoBaHo: MapknpoBka. B
COOTBETCTBUW C YTBEPXKAEHHBIM

TEKCTOM MapKkMpoBKM OHOBMEHHS

TEKCTY MapKyBaHHs ynakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeleHHs 3MiH NpoTArom 6-Tu

MicsILLiB NiCNsA 3aTBEPPKEHHS

6e3 peyenma

UA/14771/01/02

240.

MIHOKCUAUN
IHTENI

PO34MH HaLLKIpHWiA, 5 %);
no 60 mn y chnakoHi; no 1
h1akoHy Y KOMMNEKTi 3
MiPH/M HacocoMm y
KapTOHHIA KOpoo6Li

3AT "IHTENI

FEHEPVKC HOPLA"

JlntBa

IHpacTpian
PapmaceyTika

KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHsA" MKA 13
3anpornoHoBaHo: Mapkuposka. B

6e3 peyenma

UA/14771/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapkupoBkn OHOB/EHHS
TEKCTY MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaueHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 6-Tu
MicsILLIB Nicns 3aTBEPPKEHHS

241.

MOKCU®/TOKC
ALUVH
CAHJ03®

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOI0, MO
400 mr; no 5 TabneTtok y
6nicTepi; no 2 6nictepu B
KapTOHHI kopoobLj; no 7
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHiIl
Kopo6ui

CaHpos
dapmacbioTikans g.4.

CnoBeHisa

C.K. CaHpgos C.P.J1.

PymyHis

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
BHECeHi 10 iHCTPYKUii ans
MeJMYHOro 3aCTOCyBaHHS
NiKapCbKOro 3acoby y po3ginu:
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwii” BigNoBigHO A0
OHOB/EHOT iHGpopMaLii 3 6e3nekn
Lito4oi pevyoBuHU. BBeAeHHA 3MiH
NpoTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS; 3MiHN | TUny -
3MiHW BHECEHI A0 IHCTPYKUIT Ans
MeJMYHOro 3aCTOCYBaHHS
NiKapCbKoro 3acoby y po3ginu:
"Oco61BOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakwii” BigNoBigHO A0
OHOB/EHOT iHGpopMaLii 3 6e3nekn
Aito4oi pevyoBuHU. BBeaeHHA 3MiH
npoTArom 6-Tm MicALiB 3 fatu
3aTBEPIKEHHS

3a peyenmom

UA/16489/01/01

242,

MOMETA3OHY
DOYPOAT

MOPOLLIOK (CybCTaHLis) y
nosieTUAEHOBUX NASALIKAX
Ta Milwkax ans
hapmaLeBTUYHOIO
3aCTOCyBaHHSA

XogioH ®apmaCbeHcia
CA

MopTyranis

XOBIiOH
dapmaCbeHcia CA

Moptyranis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNYy - 3MiHN 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTucpikar
BiiNOBIAHOCTI €BpoOnelichkiit
hapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBponechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
marepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYIOTHCS
y BUPOGHULTBI A®I; ans
[,0MOMDKHOT PeYOBUHU
(cepTuchikaT BigNOBIAHOCTI
€Bponeiicbkin dhapmakonei) -
OHoBeHWiA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOBHYKA -
MofaHHA OHOB/IEHOTO

UA/15088/01/01
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

cepTucpikaTy BignoBigHOCTI
€Bponeiicbkiin hapmakonei Ne R1-
CEP 2004-111-Rev 01 Big
3aTBEPKEHOr0 BUPOGHMKa AdDI
MowmeTasoHy chypoaty
BMpo6HULUTBa Hovione
FarmacCiencia SA, MopTyranis
(3aTBEepmXEHUIA cepTudikat
BiAANOBIAHOCTI EBpoNechbkili
thapmaxkonei Ne R1-CEP 2004-
111-Rev 00). MNpuBegeHo y
BIANOBIAHICTbL 4O MOHOrpadii 1449
€sp.dapm. Ha Mometasone
furoate, po3gin Cknag,
Cneuundpikaulis o1 NOKa3HUKIB
«lpeHTudikauis», «CynposigHi
LOMILLKM», «KinbKicHe
BM3HaUYeHHs» Ta MeToau
KOHTPO/IA 4151 NOKA3HWKIB
«laeHTudikauis», «futome
OnNTMuYHe obepTaHHs», «BTpaTa B
Maci Npy BUCYLLYBaHHI»,
«CynpoBigHi AOMILLKM»,
«KinbkicHe BU3HaYeHHs». Po3gin
YnakoBka Ta YMoBY 36epiraHHs
npuUBELEHO Y BiANOBIAHICTb A0
oHossieHoro CEP

243.

MOHOHITPOC

na

Tabnetku no 40 mr no 10

Tabnetok y 6nictepi; no 3
abo 4 6nicTepn y nauui 3

KapTOHY

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUNIA LLEHTP
"BopLuariBcbkuii
XimiKo-
thapmaLeBTUYHUI
3asofa”

Ykpaina

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3aBof", YKpaiHa
(Brpo6HMUTBO 32
NMOBHUM LUK/IOM);
TOB "Arpodchapm”,
YKpaina
(BupobHuLTBO,Naky
BaHHS, BUMYCK
cepiit); ToBapncTBO
3 06MEXEHOH
BiANOBIAA/LHICTIO
"Hatyp+", YkpaiHa
(KOHTpOJIb Cepiif)

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -

BHECEeHHS 3MiH [0 po34iny
“MapkyBaHHa" MKA N3;
3anpornoHoBaHo: MapKyBaHHS.
BignosigHo [0 3aTBEPAKEHOTO
TEKCTY MapKyBaHHS YMaKkoBKK.

OHOB/NEHHSA TEKCTY MapKyBaHHS

yMakoBKM NMikapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoa0
3a3Ha4YeHHs 0AVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALB NicNna 3aTBePAKEHHS

3a peyenmom

UA/1604/01/02

244,

MOHOIMPOCT®

Kpanni 04Hi, po3unH, 50
MKr/m, no 0,2 mn B

NNABOPATYAP TEA

PpaHuin

EKCENBI3IOH

PpaHLis

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3miHu | Tuny -

3a peyenmom

UA/16308/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
0[lHO[,030BOMY AAMIHICTpaTVBHI 3MiHW. 3MiHa
KOHTeliHepi; no 5 Ha3BW slikapcbkoro 3acoby. 3miHa
0[IHOA,030BUX

KOHTeliHepiB, 3 €gHaHNX
MK COBOI0 Y CTPiuKy
(cTpun), y cawue; no 6
calle y KapTOHHIi Kopo6ui

HasBu J13, a came, BHECEHHSA
3Hayka ® go Hasswu J13:
3aTBep/mxeHo: MoHoNpocT;
3anpornoHoBaHo: MoHONPOCT®.
BBefeHHs 3MiH NpoTarom 6-Tu
MiCALIB NiCNSA 3aTBEPKEHHS.
3MiHu Il TUnYy - 3MiHK Woa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIill XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTpyKLUii gns
MeAMNYHOrO 3aCTOCYBaHHS
reHepuyHuX/ribpugHyx/6ionogioHn
X Nikapcbknx 3acobiB micns
BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIA npenapar (3MiHa,
SIKy He0b6XiAHO B noJasbLLOMy
06r'pyHTYBaTV HOBUMU
[0AATKOBUMUW JaHUMK (Hanpuknag,
NOPIBHSAHHICTb 6i0IOMYHMX
nikapcbkux npenaparis)). 3MiHK
BHECEeHI 10 iHCTPYKLiT Ans
MeAUYHOro 3acTOCYBaHHS
nNiKapcbkoro 3acoby y po3zainv
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyHi peakwyii”
BiANOBIAHO A0 iHhopMmaLi
pechepeHTHOro ikapcbKoro
3acoby KCAJTATAH®. 3MiHu |
MRy - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy (iHwi 3miHn).
3MiHV BHECEHi A0 iHCTPYKLUii Ans
MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby LWoao
3a3HaYeHHSA KOHTaKTHUX JaHnX
npeacTaBHUKa 3asiBHYKA.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicALIB NiCNSA 3aTBEPLKEHHS.
3MiHn | TUnY - 3MiHK WoAao
6e3nekn/eheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
3MiHU BHECEHI [0 TEeKCTy
MapKyBaHHS YMakoBKV Nikapcbkoro
3ac06y (LL0A0 3a3HAYEHHS iHLWOT
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

TeXHIYHOI iHdhopmaLii). BBegeHHs
3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapMakoHarnagy (iHwi 3miHn).
3MiHM BHECEHI [0 TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3aco6by (LLoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl). BHeceHHs 3MiH g0 po3giny
«MapkyBaHHs» MKA /13:
3arBepaKeHo: MapKyBaHHS.
JopaeTbcA. 3anponoHoBaHo:
MapkyBaHHS. 3rifHO
3aTBEPKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHSA. 3MiHM | Tvny -
AAMiHIiCTpaTMBHI 3MiHK. 3MiHa
HalilMeHyBaHHsi Ta/abo agpecu
MiCLA NPOBaMKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IO4aouH, 3a
Heo6XiAHOCTI, MicLe NpoBeAEeHHS
KOHTPO/II0 SIKOCTI), a60 BracHuka
MacTep-chaiina Ha Adl, abo
noctavyasnbHuka A®l/BuxigHoro
martepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCA Y
BMPOOHULTBI ADI (AKLWO
3a3HaYeHo Y AOCbE Ha Nikapcbknii
3acib) 3a BigCyTHOCTI cepTudiikaTta
BiAANOBIAHOCTI EBpoNechkili
thapmakonei y 3aTBepKeHoOMy
[ocbe, abo BUPOOHMKA HOBOT
[0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HaYeHo y AOCkE). 3MiHa Ha3Bu
BMPOGHMKA BUXiAHOrO Matepiany,
a came pevyoBUHN
Kap6okcnnbytun doctoHiym
6poMmig, Lo 3aCTOCOBYETHCA NpK
BUPOGHMLTBI A®P| naTaHONpoCTy y
BMpOo6HMKa Chinoin
Pharmaceutical and Chemical
Works Private Co. Ltd., Hungary —
3atBepgxeHo: (UBICHEM Pharma
Manufacturing kft.);
3anponoHoBaHo: (SONEAS
Chemicals Ltd.). 3MiHu | Tuny -
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
3MiHu 3 sKocTi. FoToBUi

nikapcbkuii 3aci6. 3miHn y
BMPOBHULTBI. 3MiHa po3mipy cepii
(BKNtOYAKOUM fiana3oH po3mipy
cepil) roToBOro Nikapcbkoro
3aco6y (36inbLieHHs o 10 pasis
MOPIBHSIHO i3 3aTBEPIKEHNM
po3mipom). 3miHa po3mipy cepii
'N3 — 3aTBepaXeHo: (100 n Ta
300 n1); 3anponoHoBaHo: (100 n;
300 n; 1000 n).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbKuMit 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW y npoueci
BMPOBHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOUaum
NMPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI
roTOBOrO NikapCbKOro 3acoby
(He3HayHa 3miHa y npoueci
BUPO6GHULTBA). HEe3HaYHI 3MiHW Y
npoveci BUpo6bHULITBA, NOB'A3aHi 3
OofaHHAaM po3Mipy cepii 1000 n
[0 BXe iCHytouMX po3Mmipis cepii
100 n 1a 300 Nn: 1) yTOUHEHHSA
LLIOA0 EMKOCTI /15 PO3YNHEHHSA
naTaHonpocTy; 2) yTOYHEHHS
LWoA0 (hinbTpyroUoi cTepunisauii;
3) YTOYHEHHS LWOAO APEeHYBaHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbKuMit 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHW y npoueci
BMPOBHWLTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKOYaum
NMPOMDKHWIA MPOAYKT, WO
3aCTOCOBYETHCS MPW BUPOOHULTBI
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHW). 3MiHM y npoueci
BUpo6HUMUTBa /13, a came, 3MiHa
TpMBasIoCTi 36epiraHHA
Hepo3ghacoBaHOro BYXiZHOro
po3uunHy J13, Lo nos'a3aHa 3
[oAaHHAM po3mipy cepii 1000 n
[0 BXe iCHyIUMX po3mipis cepii
100 n 1a 300 1. 3MmiHu | TUNYy -
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU Y npoLeci

BMPOGHMLTBA rOTOBOIO
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
NiKapcbKoro 3acoby, BKOUaum
NMPOMDKHWIA MPOAYKT, WO

3aCTOCOBYETHCS MPW BUPOOHULTBI
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM). 3MiHa yacy
nepemilllyBaHHs1 PO34KMHIB, K
BMKOPWCTOBYHOTbCS AN
npuroTyeaHHs /13 3 MeTot0
BAOCKOHAIEHHA TEXHOMOTIYHOro
npouecy, Lo nos'a3aHa 3
OofaHHAaM po3Mipy cepii 1000 n
[0 BXe iCHyluMX po3Mipis cepii
100 n 1a 300 n1. 3miHuM | TMny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHULTBI. 3MiHN BUNPOOYyBaHb
abo fonyCTUMUX MEX,
BCT@HOBMEHMX Y cnevumdikayisax,
nig Yyac BUPO6GHMLITBA FOTOBOMO
nikapcbKoro 3acoby (iHLWi 3MiHN).
3MiHa YacToTu BUNPO6YBaHHSA
0HOA030BUX (P/IAKOHIB 3a
NOKa3HWKOM Maca HarnoBHEHHS,
BCTaAHOB/IEHOI Y creuugikaLlisx
nig yac sBupobHuuTea N3 (Ctagis
V HanoBHeHHS | 3aKynopoBaHHs) -
3aTBEPMAXEHO: (Maca HanoBHEHHS
nepeBIpSAETLCA NPUHANMI KOXHI 2
roguHy Ha 30 0AHOA030BUX
KOHTEWHepIB); 3anponoHOBaHO:
(maca HanoBHEHHsI NepeBIpAETbCA
KOXHY roAuHy BNPOAOBX NepLUnx
4 roiVH HaNoOBHEHHS, @ NOTiIM
KOXHI 2 roAuHN Ha 25
0HOA030BYX KOHTEHEpax).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
oTOBUIA NikapCbkuMit 3aci6. 3MiHK
Y BUPOGHULTBI. 3MiHM
BUNPO6YyBaHb abo A0NYyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac
BMPOBHWLTBA FOTOBOrO
nikapcbKoro 3acoby (fofaBaHHsA
HOBOro MeToAy BUNPO6yBaHHA Ta
gonyctuMux mex). JlogasaHHs
BMNPOBYBaHHSA LiMiCHOCTI hinbTpa
3a J0NOMOr 00 3BOJTOXEHHS
BOZI0H0 [10 ICHYOUOro

BMMPOGYyBaHHA 3@ fONOMOroH
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

3BOJIOXEHHS po3ynHoM B (Ctagis
IV. MpuroTyBaHHS KiHLEBOTO
BUXIZAHOTO PO34KHY). 3MiHM | TUNy -
3MiHu 3 sKocTi. FoToBUi
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BUWMYCKY Cepii Ta KOHTPOSIH0 SKOCTI
roToBOro NikapcbKoro 3acoby
(3amiHa abo fgogaBaHHA AiNbHALI,
Ha sKili 3QiACHI0ETbCSA
KOHTPONb/BUNPOBYBaHHSA cepir).
[oaaBaHHA asibTepHaTUBHOT
AinbHULI Mikpob6ionoriyHoro
BUNPOBYBaHHS KiHLLEBOro
npoaykTy. 3miHu | Tuny - 3MiHun 3
SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roTOBOTO NiKapCbKOro
3aco006y (36iNbLUEeHHA TepPMiHY
NPUAATHOCTI FOTOBOTO /iKaPCbKOrO
3aco0by) - Micnsa nepLuoro
pPo3KpUTTA (NiATBEPLXKYETHCA
OaHVIMKN peasibHoro vacy).
36inbLUEHHSA TEPMiHY NPUAATHOCTI
N3 nicna nepLuoro BiAKPUTTA
(cawe), Wo niaTBEPAKYETHCA
OAHUMW i3 BUBYEHHS CTabIi/IbHOCTI
B peasibHOMY Yaci: 3aTBepKeHO:
(7 pHiB); 3anponoHoBaHo: (10
OHiB). 3MiHu Il Tuny - 3MiHn 3
sKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo AOMYyCTUMUX
MeX, BCTAHOBNEHUX Y
cneuudikauisix, nig yac
BUPOOHWLITBA FOTOBOTO
NiKapcbkoro 3acoby (po3LUMpeHHs
3aTBEPMKEHNX AONYCTUMUX MEX
[N NOKa3HUKIB, AKi MOXYTb MaTu
iCTOTHWIA BNAMB Ha 3arasibHy
AKICTb FOTOBOTO J1iKaPCbKOr0
3aco6y). Po3wmnpeHHs mex,
BCT@HOB/EHMX Y cnevumdikayisax,
NS Macy HanoBHEHHS B
0HOA030BI (hNakoHu nig Yac
BUpo6HMUTBa /13 i3 0,27 T Ha
gianasoH 0,25 - 0,31 r (Cragisa V
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

HanoBHeHHs i 3aKkynoploBaHHS).

245,

MOHTEIEH

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOI0, NO
10 mr; no 10 TabneTok y
6nicTepi, no 3 6rictepu 'y
Kopoo6ULi

leTepo N1a63 JlimiTepq,

IHAjsA

[eTepo /1a63
Nimiteq

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA /13:

3anpornoHosBaHo: MAPKVPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapKnpoBKN. OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapCbKOro 3aco6y 3 BHECEHHAM

iHhopMmauii Wwoao 3a3HaveHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHS 3MiH NPOTArom 6-Tu

MiCALIB Nic/a 3aTBePAKEHHS

3a peuenmom

UA/17104/01/01

246.

MYKANTUH®

Tabnetku no 50 mr, no 10
TabneTok y ctpunax; no
10 TabneTok y cTpuni; no
3 cTpunu B naywi; no 30
TabneTokK y KOHTelHepi; no
1 KoHTelHepy y nauui; no
10 TabneTok y 6nictepax;
no 10 TabneTtok y
6nicTepi; no 3 6rictepu B
nauui

MAT "Tanuuchapm”

YKpaiHa

MAT "lranuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | Tvny - 3MiHK 3
AKOCTi. [OTOBWIA flikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHNIA
3aci6. 3miHa napameTpiB
cneuudikayin Ta/abo gonycTummx
MeX NepBUHHOT YNaKkoBKK
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHK); CYNyTHA 3MiHa - 3MiHW 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBasbHWiA
3aci6. 3miHa y meTogax
BMNPOGYBaHHSA NEPBUHHOI
yNakoBKW rOTOBOTO NiKapCbKOro
3aco6y (iHwWi 3MiHM y meTogax
BMNPOGYBaHb (BK/IKOYAKOUM 3aMiHy
abo gogasaHHs)) (B.11.r.3. (6) IB)—
BHECEHHSA 3MiHW Yy peecTpalviiiHe
pocoke M'N13, a came OHOB/IEHHSA
po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHi
3acobu, y 3B’A3KY 3 BHECEHHAM
3MiH [0 crneundikauii Ha
KOHTeNHepy NNacTuKoBi, 40
po3gainy «OCHOBHI po3Mipun»
(NpONOHYETLCA 3aMiHUTU NOKa3HMK
«HomiHanbHa MIiCTKICTb» Ha
NoKasHUK «MoBHUI 06’em» Ta
3MIHUTY 4ONYCTUMI MeXi faHoro
nokasHuka 3 20+1,5 mn go
23,941,5 M; 3mMiHa oNyCcTMMUX

6e3 peyenma

UA/1982/02/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MeX N. «BnucoTa KoHTeliHepa» 3
45+0,6 MM 0 451 MMm); 3MiHM J0
po3ainy «30BHIiLWLHIl BUrIAa»
(HapgaHa 6inbLu posLumpeHa
iHchopmauis)
247. | HASIK® cnpeii HasasbHUIA, PO34KH; Kaccenna-mepn Mm6X HimeuunHa Knoctepdpay HimeuunHa BHECEHHS 3MiH 0 peecTpaLinHmx 6e3 peyenma UA/9132/01/01
no 10 mn y donakoHi; no 1 & Ko. KI BepniH MTmM6X marepianis: 3miHu | Tuny -
dhnakoHy 3 Hacagkot Ans nofaHHs OHOB/IEHOTO
PO3NWNEHHS B KAPTOHHIl CepTuchikaTy BifnoBifHOCTI
Kopo6ui; no 10 mny €Bponeiickkin hapmakonei R1-
donakoHi; no 1 dpnakony CEP 2006-233-Rev 02
pa3oM 3 hikcoBaHO (nonepepHs Bepcis R1-CEP 2006-
Hacagkow gns 233-Rev 01) Big BXe
PO3NWNEHHS B KAPTOHHIl 3aTBEPKEHOro BUpo6GHMKa BASF
Kopobui SE ans A®l gekcnaHTteHony
248. | HEBIBONON Tabnetkn no 5 mr no 7 CTALA HimeuunHa CTALA HimeuunHa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/14970/01/01
CTALA® Tabnetok y 6nictepi; no 4 ApuHaiimitTens Al ApuHaiimitTens Al mMaTtepianis: 3mMiHu Il TUny - 3miHa y
6nicTepn y KapTOHHIl napameTpax cneuudikauii Ha AdI,
Kopoo6Li a came 3MiHa gjanasoHy
BM3HAYEHHS BMICTY nannagito B
A®I, 11,0 BUKOPUCTOBYETLCA
BMPOGHMKOM Hetero Drugs
Limited, IHAis: 3anponoHoBaHo:
Palladium (Pd) - < 15 ppm
249. | HEBIBONON Tabnetkn no 5 mr no 7 CTALA HimeuunHa CTALA HimeuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyenmom UA/14970/01/01
CTALA® Tabnetok y 6nictepi; no 4 ApuHaiimitTens Al ApuHaiimiTTens Al mMartepianis: 3miHu Il Tuny -
6nicTepn y KapTOHHIl BBEe[EHHSA [04ATKOBOro
KopooLi BMpo6HMKa AP| HebiBonony
rigpoxnopug Zhejiang Ausun
Pharmaceutical Co., Ltd. 3
HajaHHAM MaiicTep-daiina Ha
A®I; 3anponoHoBaHo: 'etepo
[Oparc Nimiteq (Hetero Drugs
Limited), IHgis; XXeaHr AycyH
$apmacstoTikan Ko., Jta,.
(Zhejiang Ausun Pharmaceutical
Co., Ltd.), Kutaii
250. | HEBIBONON Tabnetkn no 5 mr no 7 CTALA HimeuyunHa CTALA HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/14970/01/01
CTALA® Tabnetok y 6nictepi; no 4 ApuHavimitTens Al ApuHavimitTens Al marepianis: 3mMiHu | TUMYy - 3miHa Y

6nicTepn y KapTOHHIiA
Kopoobui

MeToAax BunpobysaHHsA AdI, a
came JJ0NOBHEHHS
anbTepHaTUBHOI aHaMiTUYHOT
npoueaypu BU3HAYEeHHA BMICTY
nannagito B A®l, wo
BVIKOPVCTOBYETLCS BUPOOHUKOM
13 (9001269 Pd Assay (AAS
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MeToavka))
251. | HEMWPOMYNbT | tabnetku, BKpUTI TOB «BAYLL XENIC» YkpaiHa I.J1. dapma M'véX, ABCTpIf BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/5926/01/01
nBIT nNiBKOBOK 060J1I0HKOID, MO ABCTpIsi; mMartepianis: 3MiHu | Tuny - 3MiHK 3
10 TabneTok y 6nicTtepi; BMPOBHMK

no 2 6nictepu B KOpoo6Li 3
KapToHYy

BiANOBiAaNbHWIA 3a

BUMYCK NPOAYKTY:

.. ®apma Mv6X,
ABCTpis

AKOCTI. [OTOBWMIA NTikapCbkunii 3acib.
Cuctema
KOHTelHep/3akynoptoBasibHUIA
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO /iKapCbKOro 3acoby
(3MiHa KilbkOCTi OANHULb
(Hanpvknag TabneTok, amnyn
TOLLLO) B ynakosLi:) - 3miHa y
Aiana3oHi 3aTBepkeHnX po3mipis
yNakoBKMW. 3MiHa KiflbKOCTI
TabneTok y 6nictepi, 6e3 3MiH
NepBUHHOIO NakyBaslbHOro
MaTepiasny Ta 3 BiANOBIZHUMMU
3MiHamMu A0 p.YnakoBka. 3MiHW
BHeCeHI B po3Ain "Ynakoska" B
IHCTPYKLil0 AN MeguyHoro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
(3MiHa KinlbkoCTi TabNEeTOK y
6nicTepi), K HacgoK -
3aTBEPAKEHHSA TEKCTY
MapKyBaHHs 4115 BifnoBigHOI
ynakoBku (6nictepa). BBegeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBepPKEHHS. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHst OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
3amiHa rpadiyHoro ochopMIeHHs
NepBUHHOT Ta BTOPUHHOI YNakoBOK
Ha TEeKCT MapKyBaHHS YNakoBOK 3
BiANOBIAHUMW 3MiHaMK [0
posginisa MKA N3 (po3gin
«["pahnyeckoe ochopmneHne
ynakosku»(CooTBeTcTByeT
npegocTas/iEHHOMY
rpacmyeckomy n306paxeHunio
yNakoBkun) 3aMiHEHO PO3AinoM
«MapkyBaHHs»( BignosigHo go
3aTBEPPKEHOrO TEKCTY
MapKyBaHHs)). BBefieHHs 3MiH

NPOTSArom 6-T1 MicALIB nic/s
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3aTBEPKEHHS.

252,

HEWPOM/AHT

TabneTku, BKpUTI
060/10HKO0, N0 20
TabneTtok y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHiiA KOpo6L

[Op. Binbmap LLIBa6e
m6X i Ko. KI

HimeyunHa

[Op. Binbmap LLiBabe
M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

3amiHa po3giny «padiyHe
3006paKEHHS YMaKOBKU» Ha pO34in
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEpPAKEHOr0 TEKCTY
MapKyBaHHS.
3MiHN BHECEHI B TEKCT

MapKyBaHHS YMakoBKV NiKapcbKoro

3aco06y Wo0 3a3HaYeHHs

OAVHNLb BUMIPIOBaHHSA Y CUCTEMI

Sl

6e3 peyenma

UA/0414/01/01

253.

HEMPOTPOMU
H-MEKCUBEN

pO34uH ANA iH'eKUIl 5 %,
no 2 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepn B navi 3
KapToHYy

Pyn
"Benmeanpenapartn”

Pecny6nika
Binopycb

Pyn
"Benmegnpenaparn”

Pecny6nika
Binopycb

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu | Tvny - 3MiHK 3
akocTi. A®l. KoHTponb Adl. 3miHa
y MeTogax BunpobysaHHa Adl a6o
BMXifHOro marepiany/npoMixXHOro
npoayKTy/peareHty, Lo
BUKOPWCTOBYETLCA Y MPOLIECI
BMpO6HUMLTBA AP (iHLWI 3MiHK Y
mMeToAax BUNpobyBaHHS
(BKKOYALOUM 3aMiHy a60
[0NoBHEHHS) A®| abo
BVIXiLHOro/NpoMIKHOrO MPOAYKTY) -
CYNYTHS 3MiHa: 3MiHW 3 SIKOCTI.
A®I. KoHTponb A®Il. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BU3HAYEHUX Y
cneuyudikauisx Ha A®l, abo
BUXIiAHWIA/NPOMIKHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYIOTbCS Y MPOLECI
BMPOGHMLTBA ADI (iHLWi 3MiHK) -
3MiHa y MeToAax BUNpo6yBaHHS
A®I: - MeETOA BU3HAUEHHS CYMYTHIX
[OOMILLIOK 3MIHEHO i3 3acTapisioro
TWX Ha 6inblu cyyacHuWin meTon
BEPX, ik Hacnigok 3miHa
O0NyCTUMUX MeX crieumdikaw,ii
(3anponoHoBaHo:
«ConyTcTBytoLLME NPUMECH:
nobas egyHNYHasA NnpuMech — He
6onee 0,1 %, cymMa npumecei —
He 6onee 0,5 %»)

3a peyenmom

UA/11143/01/01

254,

HEOrEMOJAE3

PO34MH ANs iHdysii no

MpuBaTHe akuioHepHe

YKpaiHa

NpuBatHe

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHnx

3a peyenmom

UA/11070/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

200 mn a6o no 400 mny
nAsiwKax

TOBapuCTBO "lHdy3isa"

akujioHepHe
TOBapWCTBO
"IHdpy3in”

marepianis: 3miHu Il Tuny -
BBEEHHA HOBOI M/IALLKN CK/ISHOT
HOMiHa/IbHOI MiTKiCTIO 250 cm3
Bif HOBOro BMpo6HMKa TOB
«MasMHIBCbKWi CK103aBoa»,
YKpaiHa, fika Ma€e He3HauHi 3MiHN
SIKICHOTO Ta KifIbKiCHOro cknagy
CKna Bifi 3aTBepKeHNX NAALLIOK
CKIAAHMX BUPOBHUKIB MpAT «bio
Me[ Ck1o», YkpaiHa Ta MpAT
«KocToninbCcbKunii 3aBog,
CK/1I0BMPOGIB», YkpaiHa. Ak
HacnifoK BHECEHHS BifNOBIAHUX
3MiH y cneyudikauito Ha CKIsHI
NAALWKN (ONOBHEHHS iHhopMaLiT
LL{0J0 HOBOTO BUPOBHMKA,
NO3HAYEHHS N/IALOK Ta MaUTHOHKa
NAALLIKA)

255,

HIKOPETTE®
3l CMAKOM
CBDKUX
®PYKTIB

ryMKa XyBasibHa
nikyBasibHa no 2 mr, no 15
rYMOK XyBa/lbHUX Y
6nictepi; no 2 6nictepn B
KapTOHHI ynakoBLi

MakHin Ab

LLiBeuis

MakHin Ab

LLIBeuis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnisgy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnag.
lMponoHoBaHa pepakuis: ArHelka
Mefiiuep- AaHH / Agnieszka
Majcher - Dann. 3mMiHa KOHTaKTHUX
[aHnX yNMOBHOBaXXEHOT 0cooM,
BignoBiganbHoI 3a
thapmakoHarnag. 3miHa Mmicugs
3[iiCHEHHS OCHOBHOI Aisi/IbHOCTI 3

6e3 peyenma

UA/8921/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakoHarnsagy. 3miHa
MicL,e3HaxX0MKEHHSI MacTep-
paiina

256.

HIKOPETTE®
3l CMAKOM
CBDKUX
®PYKTIB

TyMKa XyBasibHa
nikyBasnibHa no 4 mr, no 15
rYMOK XyBa/lbHUX Y
6nictepi; no 2 6rictepn B
KapTOHHI ynakoBLi

MakHin AB

LLiBeuis

MakHin Ab

LLIBeuis

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag.
lMponoHoBaHa pepakuis: ArHelka
Meiiuep- AaHH / Agnieszka
Majcher - Dann. 3mMiHa KOHTaKTHUX
[AaHnX yNOBHOBaXEHOT 0co6H,
BignoBiganbHoI 3a
thapmakoHarnag. 3miHa Mmicugs

3[iiCHEHHS OCHOBHOI AisiNIbHOCTI 3

thapmakoHarnagy. 3miHa
MiCLie3HaxXOMKEHHS MacTep-
chaiina

6e3 peyenma

UA/8921/01/02

257.

HIMECYNnIga

MOPOLLIOK (Cy6CTaHLis) y
noABiliHMX nakeTax 3
nonieTuneHy ans
chapmaLeBTU4YHOro
3acToCyBaHHs

MpuBaTHe akLioHepHe
TOBApPUCTBO “JIeKXiMm —
Xapkis”

YKpaiHa

AaprTi Apars flimiteq,

IHais

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNYy - 3MiHN 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTucpikar
BiiNOBIAHOCTI €Bponelichbkit
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTtudiikaTa BignosigHocTi abo
BUyYEHHS cepTudikaTa
BiANOBIAHOCTI EBponeichkili

UA/13773/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

thapmakonei: gns A®l; ana
BUXiAHOIO
matepiany/peareHTy/npoMiKHOIo
NpPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUPOGHULUTBI A®I; ans
[L0MOMDKHOT peYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) -
OHoB/EHWIA cepTUdikaT Bif yxe
3aTBEPKEHOrO BUPOGHYKA -
noJaHHA OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpoNechkili
thapmaxkonei Ne R1-CEP 2002-
046-Rev 06 (3aTBepKeHo: R1-
CEP 2002-046-Rev 05) gns
niroyoi pevosumHn Nimesulide Big
BXe 3aTBEePPKEHOro BUPO6HMKa
Aarti Drugs Limited, sik Hacnigok
3MmiHa agpecu BUpobHuka Adl
3aTtBeppxeHo: Plot. No. Ne-198,
M.L.D.C., Tarapur, Boisar, Tal.
Palghar, Dist THANE
Maharashtra, India AinsaHka Ne
N-198, M.1.A4.C., Tapanyp,
Bolicap, Tan. Manrap, p-H TaHe,
MarapaluTpa, IHais
3anponoHoBaHo: Plot. No. N-198,
M.1.D.C., Tal. Palghar, District
Thane, India -401 506 Tarapur,
Maharashtra finsiHka Ne N-198,
M.I.A.C., Tan. Nanrap, p-H TaHe,
IHAis-401 506 Tapanyp,
MarapaluTpa -3miHu 3a p.
«YnakoBKa»: 3aTBepxeHo: B
noABiliHNX NakeTax 3 NnonieTuneHy,
AIKi BMiLLLEHI Y KAPTOHHMIA 6apabaH.
Ha 6apabaH HaknewwTb
eTukeTkn. 3anponoHosaHo: B
noAgiliHNX NakeTax 3 NnonieTunexy,
AIKi BMiLLEHi y nonieTuneHosuii abo
hibpoBuii 6apabaH. Ha 6apabaH
HaKNeTb eTUKETKY. -
npuBeeHHSA METOANKM KOHTPOSO
A®| 3a NOKa3HNKOM «3aINLLIKOBI
KiNbKOCTi OpraHiyHnx
PO3YMHHNKIB» Y BIAMOBIAHICTb A0
Bumor CEP. - 3miHa B NpoekTi 3MiH
[0 MeTofiB KOHTPOJIHO AKOCTI
cybcTaHUii B cdpepi 3acTocyBaHHs
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

AdI, a came: (3aTBEpPOKEHO: ANs
BUPOGHMLITBA HECTEPUSIBHUX
nikapcbkux opm;
3anponoHoBaHo: Ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA); 3MiHuW | Tuny -
3MmiHu 3 gKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiAANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii. 3miHu,
NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb J0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujioHabHOT thapmakonei
fepxasun €C (3miHa 'y
cneuudikauisix, NnoB'A3aHa 3i
3MiHamu B ®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLWIA HavioHanbHil hapmakonel
nepxasu €C)

CynyTHS 3miHa
- 3miHu 3 skocTi. CepTudpikart
BignosigHocTI/TE-cepTucpikat
BIANOBIAHOCTI EBpONenchbkili
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaTbHOT dhapmakonei
aepxasun €C (iHLWi 3MiHK) -
npvBefeHHs cneundikavii Ta
MeToAiB KOHTponio Adly
BigNOBIAHICTb 40 BUMOT
MoHorpadii EP, 3okpema
BW/TyYEHHS MOKa3HUKa «Baxki
MeTanu», Ta NpPMBEAEHHSN
METOAMKM 3a NOKA3HVKOM
«CynpoBifHi AOMILLKM» [0 BUMOT
MoHorpadii EP.

258.

HOBAI'PA 100

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
100 mrno 1,2 a6bo 4
Tabnetkun y 6nictepi, no 1
6nicTepy B KApPTOHHIW
Kopoo6Li; no 4 TabneTkn y
6nictepi; no 2 6nictepn y
KapTOHHI KOpooU;i

€BPO JIANPKEP
MPAMBIT NIMITEL

IHAis

MapkcaHc ®apma
nig

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoa0
3a3HayYeHHs OAVHWLb

3a peyenmom

UA/9740/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALiB nicnsa 3aTBepKEHHS
259. | HOBAIPA 50 TabneTkn, BKPUTI €BPO NAVNDPKEP IHgis MapkcaHc ®apma IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/9740/01/03
N1iBKOBOK 060JI0HKOHO, MO MPAMBIT NIMITES, nth martepianis: 3MiHU | TUNY - 3MiHK
50 mrno 1, 2 a6o 4 Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetkn y 6nictepi, no 1 hapmakoHarnagy (iHwi 3miHK) -
6nicTepy B KapPTOHHiIl OHOB/IEHHSA TEKCTY MapKyBaHHS
Kopob6Li; no 4 TabneTkn y yNakoBKM NiKapcbKoro 3acoby 3
6nictepi; no 2 6nictepn y BHECEHHSM iHGhopMauii Woa0
KapTOHHii KOpo6Li 3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH MPOTArom 6-Tu
MicALiB nicna 3aTBeppKeHHs
260. | HOBOMY/NbMO | nNopoLLOK ANs iHransuii MEJA ®dapma M'meX HimeuunHa BMPOGHULITBO, HimeuunHa/ BHECEHHS 3MiH [JO peecTpaLiiHmnx 3a peyenmom UA/4376/02/01
HE [o30BaHwuii, 200 MKr/gosy; eHg Ko. Kl nakyBaHHs, IpnaHgis mMarepianis: 3mMiHu | Trny - 3MiHn
HOBOJIAN3EP | no 2,18 r nopouky (200 KOHTPO/b cepil: Loao 6e3nekn/edeKTUBHOCTI Ta
® [03) y KapTpuaxi; no 1 MEJA thapmakoHarnagy (iHwi 3MiHu).
KapTpuaKy B KOHTeHepi; MeHblodhekyepuHr 3MiHM BHECEHI A0 iHCTpyKLUii ans
no 1 KoHTelHepy y m6X, HimeuuunHa; Me[MYHOro 3acTocyBaHHsA
KOMMNEKTI 3 IHFafIITOpoOM y anbTepHaTBHe niKapcbKoro 3acoby LWoao
KapTOHHI nayui; no 2,18 r MiCLie BTOPMHHOIO KOHTaKTHUX AaHuX ons
nopotuky (200 fos) y nakyBaHHS: MOBIAOMIEHHS PO BUHWUKHEHHS
KapTpuaxi; no 1 Pow-fenbTta M'M6X, no6iYHUX peakuiii. 3mMiHu Il Tuny -
KapTpyaKy B KOHTeHepi; HimeuumnHa; 3MiHu Wwopao
no 1 KoHTelHepy y BUNYCK cepil: 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIN navui MEJA ®dapma M'meX thapmakoHarnsagy. 3mMiHu y
eHg Ko. KI, KOPOTKIiil xapakTepucTuui
HimeuuunHa; nikapcbKoro 3acoby, TEKCTi
albTepHaTBHe MapKyBaHHS Ta IHCTPpYKLUi Ans
MicLie BTOPUHHOTO MEJMNYHOro 3aCTOCYBaHHS y
nakyBaHHsl, 3B'A3KY i3 HOBUMM JaHUMU 3
KOHTPO/b cepil, SAKOCTi, AOKMIHIYHUMM, KIHIYHUMUN
BUMYCK cepii: JaHuMKM Ta AaHumm 3
MaxkJepmoT thapmakoHarnagy. 3mMiHU BHeCeHi
Na6opaTtopi3z T/A [0 IHCTPYKUIT Ana MeanyHoro
MaiinaH Oy6niH 3aCTOCyBaHHS NiKapCcbKoro 3acoby
PecnipeTopi, y po3ginu: "®apmMakosnorivHi
Ipnangis BnactusocTi", "Moka3aHHs"

(yTOUYHEeHHs iHchopmawii),
"MpoTunokasaHHsa", "B3aemogis 3
iHWMMKN NikapcbkMK 3acobamu Ta

iHWIi BUAW B3aemogiin”,
"Oco6nNMBOCTI 3aCTOCYBaHHSA",

"3acTocysaHHs y nepiog,

BariTHoCTi abo rogyBaHHs

rpyaar”, "Cnocib 3acTocyBaHHs
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Ta gosun" (iHchopmalis Lwoao
6e3neku), "OiTn" (3aTBEPAXKEHO:
"He 3acTocoByBatu AiTAM BiKOM

00 5 pokiB"; 3anponoHoBaHo: "He
3aCTOCOBYBATH AiTAM BikOM A0 6
pokis"), "lMepeno3yBaHHsA",
"Mo6iuHi peakw,ii" BigNoBigHO A0
mMarepianis peecTpaujiinHoro
[0CbE.

261.

HOPKONYT®

Tabnetkn no 5 mr no 10
TabneTok y 6nictepi, no 2
6nicTepn y KapTOHHIiA
yNakoBLii

BAT "leaeoH Pixtep"

YropuwmHa

BAT "TeneoH
PixTep"

YropwmHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
3MiHW BHECeHi A0 IHCTpyKLuii ans

MeJMYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby Ao posginis:"

MpoTunokasaHHsa", "B3aemogis 3

iHLWMMK NikapcbKMKM 3acobamu Ta

iHWIi BUAW B3aemogijn”,
"Oco6nMBOCTI 3aCTOCYBaHHSA"
L1010 6e3nekn 3acTocyBaHHs
Lit0Y0i pevyoBMHN. BBeAeHHS 3MiH
npoTsArom 3-X MicALiB nicas
3aTBEPMHKEHHS; 3MiHN | TUNy -
3MiHM Wwoao
6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
3MiHN BHECEHI A0 IHCTpyKLii ans
MeJNYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby Ao po3ainis:"

MpoTunokasaHHs", "Oco6aMBOCTI
3acTocyBaHHA", "3acTocyBaHHA Y
nepiog, BaritTHoOCTi abo rofyBaHHs
rpyaar”, "Cnocié 3acTocyBaHHs

Ta go3un” Wwoao 6esnekn
3aCTOCYBaHHSA Ait0H0I PEHOBUHMW.
BBefeHHs 3MiH NpoTArom 3-x
MicALiB nicnsa 3aTBepKEHHS;
3MiHM | TUny - 3MiHK Wwoao
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
3MiHW BHeceHi o [HCTpykLji Ans
MeJNYHOro 3aCTOCYBaHHs
nikapcbkoro 3acoby Ao po3ainy

"B3aemogis 3 iHWMMK NiKapCbKumu

3acob6amu Ta iHWi BUan
B3aeEMOSji" o0 6e3neku
3aCTOCYBaHHS Ait0HOI PEHOBUHMW.
BBefeHHs 3MiH NpoTArom 3-x

3a peyenmom

UA/7288/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

MicsILiB Nicns 3aTBEPKEHHS

262.

OKCUKOPT

aepos3osb AN
3acTOCyBaHHS Ha LUKipy,
cycneHsisi no (9,30
mr+3,10 mr)/r no 32,25ry
aepo30/1bHOMY 6as1oHi; No
1 6a/10HY B KAPTOHHIl
KopooLi

TapXoMiHCbKuiA
thapmMaLeBTUYHUI
3aBog "MNonbta" AT

Monbwa

TapXOMiHCbKWii
dhapmaLeBTUYHWMIA
3aBog, "Monbca" AT

MonbLa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHW
Lofo 6e3nekn/edheKTMBHOCTI Ta

chapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YNMOBHOBaXEHOT 0CO6M,
BignoBiganbHOI 3a 3AjACHEHHSI
thapmakoHarnsgy; KOHTakTHoT
0co6u 3 hapmakoHarnsgy
3aABHUKa A1 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI
oco6w, BignoBiAanbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/HOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - smiHa

YMOBHOBaXEHOT 0CO6Y 3asBHMKA,

BiANOBiAa/IbHOI 3a
hapMakoHarnsng,.
[MponoHoBaHa pepfakuis: Edyta
Samela. 3miHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOT 0co6M,
BignoBiganbHoI 3a
thapmakoHarnag.
3MiHa KOHTaKTHOI 0cobu
YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BiANOBiAa/IbHOI 3a
hapMakoHarnisg B YKpaiHi.
MponoHoBaHa pefakuis: YpeTii
Ceprili IBaHOBMY. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXeHOT 0cobu
3asBHMKA, BiANOBIAa/IbHOI 3a
dhapmakoHarsiag B YkpaiHi

3a peuenmom

UA/6469/01/01

263.

OKCO/IH-
JAPHULA

Ma3b, 2,5 Mr/r; no 10 ry
Ty6i; no 1 Ty6i B nayw,j

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTnUiHa
thipma "AapHnug"

YkpaiHa

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

thapmakoHarnagy. BeefeHHs abo

3MiHM [0 y3arasibHEHUX JaHuX npo
cuctemy dhapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy hapmakoHarnsgy,

3MiHa YMOBHOBaXKEHOT 0CO6MU,

6e3 peyenma

UA/6926/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 3A4ICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BK/HOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 3a
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy
264. | OKTAHIH ®© MOPOLLOK A1 PO3UNHY OkTathapma AscTpis Okracbapma fleccay | HimeuunHa/ BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/14330/01/03
1000 MO 08 iv’ekuin no 1000 MO; dapmaneBTUKa m6X , HimeuunHa ABcTpisi/ marepianis: 3miHu | Tuny -
KapToHHa kopo6ka Ne 1: MpopaykTioHcrec. (BMPOGHYMK dpaHuin OHOBJIEHHA MacTep-ghaiina Ha
no 1 dpnakoHy emHicTio 30 M.6.X. (anbTepHaTuBHUIA), nnasmy. 3anponoHosaHo: Plasma
MJ1 3 MOPOLLKOM Ansi BiANOBIAA/IbHWI 32 Master File Certificate Ne
pO34UHY ANS iH EKL;iA; BTOPVHHE EMEA/H/PMF/000008/05/11/015/G;
KapTOHHa Kopobka Ne 2: naxkyBaHHs); 3MiHU | TUNY - OHOB/IEHHA MacTep-
no 1 chsiakoHy 3 OkTadhapma thaiina Ha nnasmy.
PO34MHHMKOM (BOAa ANA dapmaLeBTuKa 3anponoHoBaHo: Plasma Master
iH'ekuUiid, 10 mn) y MpogykTioHcrec File Certificate Ne
KapTOHHI KOpOOLj pa3om M.6.X., ABCTpIst EMEA/H/PMF/000008/05/AU/016/
3 KOMM/IEKTOM A1 (BMPOGHUK, G; 3MiHM | TUNY - OHOB/IEHHSA

PO3YMHEHHA Ta
BHYTPILLUHbOBEHHOTO
BBeAeHHS (1 wnpuy,
04HOPa30BMiA, 1 KOMNAEKT
ansi nepexocy (1
[ABYXKiHLieBa ronka, 1
(inbTpoBasibHa ronka), 1
KOMNAEKT ANs iHdysili
(ronka-meTenuk), 2
NPOCOYEHUX CMIUPTOM
TaMmmnoHu); Kopobky Ne 1
Ta Ne 2 06’e4HYOTbCS MK
€06010 NNAaCTUKOBOIO
NAiBKOO

BiANOBIAaNbHUIA 3a
BMPOBHMUTBO 3a
NMOBHWM LUK/IOM);

Okrachapma,
®paHuia (BUPOBHUK,

BiANOBiAaNbHWIA 3a
BMPOGHULITBO 3a

MOBHUM LMK/IOM, 3a

BUK/IOYEHHAM
BTOPUHHOT
yNaKoBKW)

mMacTep-oalina Ha niasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/017/G;
3MiHW | TNy - OHOBNIEHHSA MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
G; 3MiHY | TUMY - OHOBNEHHA
MacTep-harina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G;
3MiHU | TNy - OHOB/IEHHA MacTep-
dhaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G; 3MiHuM | TMNY - OHOBJIEHHSA
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MacTep-haiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/021/G;
3MiHM | TUMY - 3MiHW Yy aHaNiTUYHIi
MeToAWLi 3 BU3HAYEHHS BOAM B
niocpinisoBaHUx NpogykTax 3a
meTogom Kapna ®iwepa, a came
[ofaBaHHA eTanis
nepemMillyBaHHs Ha op6iTasibHOMY
welikepi npoTsarom 30-T1 XBUIUH
Ta BiACTOIOBaHHA NpoTAromM 15-11
XBWSINH
265. | OKTAHIH © NOPOLLOK A1 PO3UNHY Okradhapma ABCTpiIs Oktathapma fleccay | HimeuuunHa/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/14330/01/01
250 MO Ans iH'ekui no 250 MO; PapmavesTmKa m6X , HimeuunHa ABcTpisi/ martepianis: 3miHu | Tuny -
KapTOHHa Kopobka Ne 1: MpopaykTioHcrec. (BUPOGHWMK dpaHuis OHOBJIEHHS MacTep-haiina Ha
no 1 chnakoHy emHictio 30 M.6.X. (anbTepHaTMBHWIA), nnasmy. 3anponoHosaHo: Plasma
MJ1 3 NOPOLLKOM AN BiANOBIAaNbHUIA 3a Master File Certificate Ne
PO34MHy A8 iH EKUi; BTOPVHHE EMEA/H/PMF/000008/05/11/015/G;
KapToHHa kopo6ka Ne 2: nakyBaHHs); 3MiHU | TUNY - OHOBJ/IEHHS MacTep-
no 1 pnakony 3 OkTachapma dhaiina Ha nnasmy.
PO34MHHMKOM (BOoga Ans dapmaveBTmKa 3anponoHoBaHo: Plasma Master
iH'exUili Mo 5 mMn) y MpopykTioHcrec File Certificate Ne
KapTOHHi KopobLji pa3om M.6.X., ABCTpiA EMEA/H/PMF/000008/05/AU/016/
3 KOMMNJIEKTOM /151 (BUMPOGHUK, G; 3MiHM | TMNY - OHOB/NIEHHSA

PO3YMHEHHA Ta
BHYTPILLHbOBEHHOTO
BBeAEHHS (1 wnpuy,
0fIHOPa30BUiA, 1 KOMNEKT
Ansa nepexocy (1
OBYXKiHLeBa rosika, 1
hinbTpoBasibHa rosnka), 1
KOMNAEKT Ans iHdyy3ii
(ronka-metenuk), 2
NMPOCOYEHNX CNMPTOM
TamrnoHu); kopobku Ne 1
Ta Ne 2 06'eAHYHOTLCS MK
c060t0 NNacTUKOBOIO
NiBKOO

BiANOBiAaNbHWIA 3a
BMPOGHULITBO 3a
NMOBHMM LMK/IOM);

Oktathapma,
®paHLis (BUPOOHUK,

BiANOBIAA/IbHWI 32
BMPOGHMLITBO 3a

MOBHWUM LMK/IOM, 3a

BUK/IOYEHHAM
BTOPUHHOT
ynakoBKM)

macTep-gaiina Ha niasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/017/G;
3MiHU | TUNY - OHOB/IEHHA MacTep-
(haiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
G; 3MiHM | TUNY - OHOBJIEHHA
mMacTep-goalina Ha niasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G;
3MiHM | TNy - OHOBNIEHHSA MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G; 3MiHY | TUMY - OHOBNEHHA
MacTep-harina Ha naasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
EMEA/H/PMF/000008/05/11/021/G;
3MiHM | TUMY - 3MiHW Yy aHaNiTUYHIi
MeToAWLj 3 BU3HAYEHHS BOAM B
niocpinisoBaHMX NpogyKTax 3a
meTogom Kapna ®iwepa, a came
[ofaBaHHA eTanis
nepemMillyBaHHs Ha op6iTasibHOMY
welikepi npoTaroMm 30-T1 XBUIUH
Ta BiACTOIOBaHHA NpoTAromM 15-11
XBWSINH
266. | OKTAHIH © NOPOLLOK A1 PO3UNHY OkTtadhapma ABCTpiIs Oktathapma fleccay | HimeuuunHa/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/14330/01/02
500 MO Ans iH'ekuin no 500 MO; PapmavesTmKa m6X , HimeuunHa ABcTpisi/ marepianis: 3miHu | Tuny -
KapTOHHa Kopobka Ne 1: MpopaykTioHcrec. (BUPOGHWMK dpaHuis OHOBJIEHHS MacTep-haiina Ha
no 1 chnakoHy emHictio 30 M.6.X. (anbTepHaTuBHWIA), nnasmy. 3anponoHosaHo: Plasma
MJ1 3 NOPOLLKOM AN BiANOBIAaNbHUIA 3a Master File Certificate Ne
PO34MHy A8 iH EKUi; BTOPVHHE EMEA/H/PMF/000008/05/11/015/G;
KapToHHa kopo6ka Ne 2: nakyBaHHs); 3MiHU | TUNY - OHOBJ/IEHHS MacTep-
no 1 pnakony 3 OkTachapma dhaiina Ha nnasmy.
PO34MHHMKOM (BOga Ans dapmaveBTmKa 3anponoHoBaHo: Plasma Master
iH'exuili Mo 5 mMn) y MpopykTioHcrec File Certificate Ne
KapTOHHi KopobLji pa3om M.6.X., ABCTpiA EMEA/H/PMF/000008/05/AU/016/
3 KOMMNJIEKTOM A/151 (BUMPOGHUK, G; 3MiHM | TMNY - OHOB/NIEHHSA

PO3YMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBeAEHHS (1 wnpuy,
0fIHOPa30BUiA, 1 KOMNIEKT
Ans nepexocy (1
OBYXKiHLeBa rosika, 1
hinbTpoBasibHa rosnka), 1
KOMNAEKT Ans iHdyy3ii
(ronka-metenuk), 2
NMPOCOYEHNX CNMPTOM
TamrnoHu); kopobku Ne 1
Ta Ne 2 06'eAHYHOTHCS MK
c060t0 NNacCTUKOBOIO
NiBKOO

BiANOBiAaNbHWIA 3a
BMPOGHULITBO 3a
NMOBHMM LMK/IOM);

Oktathapma,
®paHLis (BUPOOHUK,

BiANOBIAA/IbHWI 32
BMPOGHMLITBO 3a

MOBHWUM LMK/IOM, 3a

BUK/IOYEHHAM
BTOPUHHOT
ynakoBKM)

macTep-haiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/017/G;
3MiHU | TUNY - OHOB/IEHHA MacTep-
(haiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
G; 3MiHM | TUNY - OHOBJIEHHA
mMacTep-goalina Ha niasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G;
3MiHN | TUNY - OHOBJIEHHS MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G; 3MiHY | TUMY - OHOBNEHHA
MacTep-harina Ha naasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/021/G;
3MiHM | TUMY - 3MiHW Yy aHaNiTUYHIi
MeTOoAMLi 3 BUSHAYEHHSA BOAV B
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
niocpinisoBaHnx NpoaykTax 3a
meTogom Kapna ®iwepa, a came
[ofaBaHHA eTanis
nepemillyBaHHs Ha op6iTasibHOMY
welikepi npoTaroMm 30-T1 XBUIUH
Ta BiACTOIOBaHHA NpPoTAromM 15-11
XBWSINH
267. | OKTEHICENT po34umH no 50 mny Lonbke i Maiip Tm6X HimeuyunHa Lonbke i Maiip HimeuunHa BHECEHHS 3MiH A0 peecTpaLinHmx 6e3 peyenma UA/4056/01/01
h1akoHi 3 po3nusoBaYeM,; M6X marepianis: 3MiHu | TUNy -
no 1 chs1lakoHy B KaPTOHHIi agMiHICTPaTMBHI 3MiHW. 3MiHa
Kopo6ui; no 50 mny HalilmeHyBaHHs Ta/abo agpecu
h/1aKkoHi 3 BariHa/IbHUM MiCLA NPOBaKEHHSA Ai/IbHOCTI
annikatopom; rno 1 BMPOGHMKa (BK/THOUAKOUM, 3a
h1aKoHY B KapTOHHIi Heo6xiaHOCTI, MicLie NpoBeAeHHS
Kopo6ui; no 250 mn abo KOHTPOJII0 AIKOCTI), a60 BriacHuKa
1000 mn y conakoHax; no MacTep-thaiina Ha A®l, abo
250 y hnakoHi 3 noctavyasnbHuka A®I/BuxigHoro
po3nuioBayemM martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOGHULTBI ADI (sKLL0
3a3HayeHo y AOCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoONechbkili
hapmakonei y 3aTBeppKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - 3MiHa
HaliMeHyBaHHS BUPOGHMKa AdI
OKTEHIiAiHy avrigpoxnopuay, 6e3
3MiHW MiCLit BUPOGHMLITBA,
3anponoHoBaHo: Sterling Pharma
Solutions Ltd., United Kingdom
268. | OMENPA30/ kancynu no 20 mr, no 10 Bigkpute akuioHepHe Pecny6nika Bigkpute Pecny6nika BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/6928/01/01
Kancyny 6nictepax; no 3 TOBapuUCTBO Binopycb akujioHepHe Binopycb marepianis: 3MiHu | TUny -
6nicTepn y nauui 3 "BoprCOBCbKMIT 3aBOS, TOBapuCTBO npusBefeHHA crneundikavis N13 'y
KapToHy MeANYHUX "BopucoBCbKui BIANOBIAHICTL fO MaTepianis
npenapartis" 3aBOJ, MEANYHUX peecTpauiiHoro JOChE; 3MiHu |

npenaparis”, Lex
Ne4

TUNY - BBEEHHS B cneumdikauito
N3 3 BigNOBigHM METOAO0M
BMNPOOYBaHHA NOKa3HMKa SKOCTI
«lpeHTudikalis»; 3miHn | Tuny -
BU/TYYEHHS i3 3aTBEPAKEHOT
cneumdikauii He3HauYHNX
napamMeTpi, a came:
«lpeHTudikauis» - konboposa
peakuis Ha TUTaHy AioKCup, i
«BTparta B Maci npv BUCYLLYBaHHi»
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Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3 BifNOBIAHUMYN MeToZamu
BMNPOOYBaHHA y 3B'AA3KY i3
NpVYBEeAEHHAM [0 aKTyasbHUX
mMaTtepianis BUPOOHNKa;
3MiHK | TUNY - NpUBEAEHHSA
METO/AIB KOHTPOJIt0 AKOCTI N13 'y
BIANOBIAHICTb A0 MaTepianis
peecTpaLiiiHoro Jocke

UA/3803/02/01

269.

OHAOAHCETPO
H

PO34MH ANA iH'eKLiiA, 2
mr/mn no 2 mn abo 4 mn B
amnyni; no 5 amnyn B
KaceTi; no 1 kaceTi B nayu,

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHUUUIA LEHTP
"BopLyariBCbkuii
XiMiKO-
hapmaLeBTUYHNI
3asog"

YkpaiHa

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-

BUPOOHNYMNI LEHTP
"BopLyariBcbKuii
XiMmiKo-
hapMaLeBTUYHWIA
3aBof”

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
mMarepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13;
3anpornoHoBaHo: MapKyBaHHs.
BignoBigHo [0 3aTBEPAYKEHOTO
TEKCTY MapKyBaHHS YMaKkoBKM.
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakKoBKM NiKapCbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Woao0
3a3HayYeHHs OAVHNLb
BMMIPIOBaHHS y cuctemi Sl.
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsILLiB NiCNsA 3aTBEPIKEHHS

3a peyenmom

UA/14263/01/01

270.

OHEKNAN3

TabneTkun, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
75 wr; no 10 TabneTtok y
6nicTepi, no 3 6rictepu B
KapTOHHIA KOpoo6Li

Aypo6iHgo ®apma tg,

IHgis

Aypo6iHgo ®apma
Nimiten (FOHIT 11)

IHais

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHS
yNakoBKM NMiKapcbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs 0AUHULb
BVMIptOBaHHA y cuctemi Sl.
3amiHa po3giny «IpadiuHe
0hOpPMIEHHS YNaKOBKM» Ha
«MapKyBaHHS» B 3aTBEPIXEHUX
MK$ 13; 3anpornoHoBaHo:
MAPKYBAHHA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs

3a peyenmom

UA/11108/01/01

271.

OPMAKC

kancynu no 250 mr rno 6
a6o 10 kancyny
nnacTyKkoBoMy
KOHTeliHepi; no 1
KOHTelHepy B nauui 3

CnifnlbHe yKpaiHCbKO-
icnaHcbke
nignpyeMCcTBO
"Cnepko YkpaiHa"

YKpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
niANpMEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHK | TURY -
nofaHHs OHOBIEHOTO
CepTuddikaty BignoBigHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2007-206-Rev 02

3a peyenmom

KapTOHY
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(nonepepgHs Bepcis R1-CEP 2007-
206-Rev 01) Big Bxe
3aTBEPKEHOrO BUPOGHUKA
ERCROS S.A., IcnaHis gna A®l
AsutpomiyuHy (y dopmi
avrigpary)
272. | OPMAKC NMOPOLLOK A1 OPasIbHOT CniflbHe yKpaiHCbKO- YkpaiHa CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/11108/02/02
cycneHsii, 200 mr/5 mn; no icnaHcbke icnaHcbke marepianis: 3miHu | TUny -
11,74 r nopowky (ans 20 nignpueMCTBO niANPMEMCTBO noAaHHA OHOBJ/IEHOr0
M1 (800 mr) cycneHsii) abo "CMEPKO YKPAIHA" "Cnepko YkpaiHa" CepTudikaty BignoBigHOCTI
no 17,6 r nopoLuky (an1a 30 €Bponeiicbkili hapmakonei R1-
M (1200 wmr) cycnensii) y CEP 2007-206-Rev 02
KOHTeliHepi; no 1 (nonepegHs Bepcis R1-CEP 2007-
KOHTEliHepy 3 [03YH0400 206-Rev 01) Big Bxe
JIOXKOI0 Ta A03yUnM 3aTBEPHKEHOr0 BUPOOHMKA
LINpULOoM ERCROS S.A,, IcnaHisa gns Adl
A3nTpOMILMHY (Y dopmi
avrigparty)
273. | OPMAKC MOPOLLIOK A1 OpasTIbHOT CninbHe yKpaiHCbKo- YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/11108/02/01
cycneHsii, 100 mr/5 mn; no icnaHcbke icnaHcbke marepianis: 3miHu | TUny -
11,34 r nopouky (gns 20 nignpueMCTBO niANPMEMCTBO nofaHHA OHOBJ/IEHOro
mn (400 mr) cycneHsii) y "CMEPKO YKPAIHA" "Cnepko YkpaiHa" CepTuchikaTy BignoBigHOCTI
KOHTeliHepi; no 1 €Bponeiicbkili hapmakonei R1-
KOHTEiHepY 3 403YH04OH CEP 2007-206-Rev 02
JIOXKKOI0 Ta 03YH0UNM (nonepegHs Bepcis R1-CEP 2007-
LUNPULLOM Y KapTOHHIiA 206-Rev 01) Big Bxe
nauui 3aTBEPKEHOrO BUPOGHMKA
ERCROS S.A,, IcnaHisa gns Adl
A3nTpOMILMHY (Y dopmi
aurigpary)
274. | OPHIOA30/- po34uH A8 iHdysild, 5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/17007/01/01
AAPHULA mr/mn; no 100 mny "®apmMaueBTNYHa "papmaLeBTniHa martepianis: 3MiHU | TUNY - 3MiHK

chnakoHi, no 1 chnaxkoHy B
nauui

thipma "lapHuug"

ipma" apHmus"

Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHuX Npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/IbHOI 3a 34jACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnagy
3as1BHMKa AN 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BifIMiHHa Bif, yNTOBHOB&X€eHOI
0oco6u, BiAnoBiAa/IbHOI 3a
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3[jlicHEHHS1 chapMakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI JaHi)
Ta/ab0 3MiHN Y PO3MILLLEHHI
mMacTep-thaina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYIKA,
BiANOBIAa/IbHOI 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy

275.

ODEB®

kancysm M siki no 100 wr,
no 10 kancyn y 6nictepi,
no 6 67icTepiB y KAPTOHHIN
ynakoBLii

BepiHrep IHrenbxaimv
IHTepHeLwwHn MTM6X

HimeyunHa

MepBuHHe
(6nictepu) Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/Ib SIKOCTI,
KOHTPO/Ib SKOCTi 3a
NOKa3HUKOM
Mikpo6iosoriyHa
ynucToTa Ta BUMyCK
cepiit nikapcbkoro
3acoby: bepiHrep
IHrenbxaim ®apma
m6X i Ko.KT,
HimeuumnHa;
Brpo6HMLUTBO,
ynakoeka Ta
KOHTPO/Tb SIKOCTI (3a
BUK/TIOUEHHAM
Mikpo6ionoriyHol
4YNCTOTW) Kancyn
bulk (He
po3dacoBaHoi
npoaykuiv):
KaTaneHt
HimeuunHa E6epbax
'vm6X, HimeuunHa;
AnbTepHaTUBHI
AinbHUUI Ans
BTOPUHHOTO
nakyBaHHs Ta
MapKyBaHHS:
LteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuuunHa;
dapm/lor Papma
JlopxicTik TM6X,

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUMNY - 3MiHW Y
MeToZax KOHTPOsIH0 B MPOLLECi
BMPOGHMLTBa AD| Ans
NMPOMIXHOro NPOAYKTY
eTaHcynbgoHaTy BIBF 1120
(unmilled), a came oHOBNEHHSA
TecTy "BunpobysaHHs
3a/IMLLKOBUX PO3UMHHUKIB" (MeToz,
raszoBoi xpomaTtorpadis ). Tuck y
KOJIOHL afanTtoBaHo Ans
36i/IbLUEHHS Pi3HNL MK TUCKOM Y
BEPXHbOMY NPOCTOPI Ta TUCKOM
KOMOHKM NPW KiHLEBIl
Temneparypi; 3mMiHu | TMRy - 3MiHK
y MeToAax KOHTPO/I0 B MPOLIECi
BMPOGHMLUTBA AD| ANns Aitoyol
PEYOBUHM HIHTEAAHIO, a came
OHOBJ/IEHHS TecTy "BunpobyBaHHs
3a/IMLLIKOBUX PO3YMHHUKIB" (MeTop,
rasoBoi xpomaTtorpadis ). Tuck y
KOMOHLj aaanToBaHo Ans
36iNbLUEHHS PI3HNL MK TUCKOM Y
BEPXHbOMY NPOCTOPI Ta TUCKOM
KOJIOHKMN NpW KiHUEBIA
Temneparypi; 3MiHu | TURY - 3MiHK
y MeToax KOHTPOJI0 B NPOLECI
BMPOGHMLTBA AD| AN BUXiAHOMO
marepiany Xnopuwmig BIBF 1120, a
came OHOBJIeHHS TecTy "BTpata
Macu Npu BUCYLLYBaHHI" y
poszinax "npoueaypa” Ta "oujiHka"
Yy 3B'3Ky 3 BUKOPUCTAHHAM HOBOIO
obnagHaHHs; 3MiHu | Tuny -
He3HauHa 3MiHa B TecTi ldentity
(IR) pns1 aKTMBHOT PEYOBUHN
HiHTeAaHI6 WoA0 36iNbLUeHHs
AianasoHy xsusb Big "4000 go 600
cm-1" go "4000 go 400cwm-1"

3a peuenmom

UA/16115/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
HimeuunHa; 3MiHK | TUNY - He3HaYyHa 3MiHa B
AnbTepHaTUBHI TecTyBaHHi nanagito (AAS) ans
nab6opartopii ans Lit0Y0T pevyoBUHU HiHTeaHIb , a
npoBefeHHsA came 3miHa npo6oniAroToBKM y
KOHTPOJIH0 AKOCTi (3a 3B'A3KY 3 BNPOBaAKEHHAM HOBOIO
BUK/IOYEHHSAM o6nagHaHHA (Microwave
Mikpo6ionoriyHoi equipment)
yncToTn): A eHg Em
LWta6Tect MvbX,
HimeuumHa HysicaH
'm6X, HimeuunHa;
AnbTepHaTMBHa
naboparopia Ans
npoBefeHHs
KOHTPO/IO AKOCTI
Mikpob6ionoriuHoi
ynctotu: Crc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa
Na6op N+C AT,
HimeyunHa
276. | OPEB® Kancynu M siki no 150 wmr, BepiHrep IHresbxaiim HimeuunHa MepBuHHE HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a peyenmom UA/16115/01/02
no 10 kancyn y 6nicTepi, IHTepHeLwHa TM6X (6nicTepu) Ta mMartepianis: 3MiHU | TUNY - 3MiHN Y
no 6 6nicTepiB y KAPTOHHIl BTOPUHHE MeTofax KOHTPOsI0 B NpoLieci
yNakoBLii nakyBaHHs, BMpo6HUUTBa A®| ans
MapKyBaHHS, MPOMDKHOIO NPOAYKTY

KOHTPO/1b AKOCTI,
KOHTPO/Ib SIKOCTi 3a
NOKa3HNKOM
MiKpobiosioriyHa
yncToTa Ta BUMycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxanm ®apma
v6X i Ko.KI,
HimeuumnHa,;
Bupo6HMLTBO,
ynakoBka Ta
KOHTPO/Ib AKOCTI (3a
BUK/IOYEHHAM
Mikpo6ionoriyHol
4yncTOTH) Kancyn
bulk (He
po3dacoBaHoi
NpoAyKLii):
KartaneHt
HimeuunHa E6epbax
'M6X, HimeuuunHa;

AnbTepHaTUBHI

eTaHcynboHaty BIBF 1120
(unmilled), a came OHOBAEHHSI
TecTy "BunpobyBaHHs
3a/IMLLIKOBUX PO3YMHHUKIB" (MeTop,
rasoBoi xpomaTtorpadis ). Tuck y
KOMOHLj aaanToBaHo Ans
36iNbLUEHHS PI3HNL MK TUCKOM Y
BEPXHbOMY NPOCTOPI Ta TUCKOM
KOJIOHKMN NpW KiHUEBIA
Temneparypi; 3MiHu | TURY - 3MiHK
y MeToax KOHTPOJI0 B NPOLECI
BMPOGHMLUTBA AD| ans aitoyoi
peyvyoBuHW HiIHTeaaHi6, a came
OHOBJIEHHSA TeCTy "BunpobyBaHHs
3a/IMLLKOBUX PO3UYMHHUKIB" (MeTop,
rasosoi xpomarorpadisi ). TUCK y
KOJIOHL aganToBaHo Ans
36iNbLUEHHS Pi3HNLL MiX TUCKOM Y
BEPXHbOMY NPOCTOPi Ta TUCKOM
KOJTOHKW MPW KiHLLEBIM
Temneparypi; 3miHu | TUny - 3MiHK
y MeTofax KOHTPO/I0 B NpoLieci
BMpo6HMUTBa AP| o151 BUXIAHOTO
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
AinbHUUI Ansa matepiany Xnopuwmig BIBF 1120, a
BTOPVHHOIO came OHOBNEHHA TecTy "BTpata
nakyBaHHS Ta Macu npu BUCYLLYBaHHI" y
MapKyBaHHS: posginax "npoueaypa” Ta "oujiHka"
LLTeremaHH Yy 3B'A3Ky 3 BUKOPUCTaHHAM HOBOTO
NboHepnakyHreH o6nagHaHHs; 3MiHK | Tuny -
yHA, NoricTiwep He3HauyHa 3MiHa B TecTi ldentity
Cepsic e. K., (IR) Ans aKTUBHOT pEYOBUHY
HimeuuunHa; HiHTe4aHI6 Woa0 36iNbLUeHHs
dapm/lor dapma [nianasoHny xBwsb Big "4000 go 600
TNopxicTik TM6X, cm-1" go "4000 go 400cm-1"
HimeuuunHa; 3MiHU | TUNY - He3HaYyHa 3MiHa B
AnbTepHaTVBHI TecTyBaHHI nanagito (AAS) ans
na6opartopii gns Ait0Y0T PeYOBMHU HiHTEAaHIb , a
npoBeAeHHs camMe 3MiHa Npo6oniaAroToBKU y
KOHTPO/0 SIKOCTI (3a 3B'A3KY 3 BNPOBaAXXEHHAM HOBOIo
BUK/TIOUEHHAM obnagHaHHs (microwave
Mikpob6ionoriyHoi equipment)
yncToTn): A eHg Em
LTabTecTt MM6X,
HimeuuunHa HysicaH
'm6X, HimeuunHa;
AnbTepHaTMBHa
na6oparopis Ans
npoBefeHHs
KOHTPO/IO AKOCTI
Mikpob6ionoriyHoi
ynctotu: Crc
IHCTUTYT Ppe3eHiyc
m6X, HimeuyunHa
Nabop N+C AT,
HimeuunHa
277. | ODJTIOKAIH- Ma3b no 15ra6ono30ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/7088/01/01
AAPHULUA® Ty6i; no 1 Ty6i y nayui; no "®apmMaueBTNYHaA "hapmaleBTUYHa mMarepianis: 3MiHu | TUMY - 3MiHK

500 r a6o no 1000 r y
6aHKax

ipma "OapHuus”

hipma "JapHuus”

Loao 6e3nekn/edyeKTUBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3arasibHEHUX JaHuX npo

cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX

npo cuctemy apmakoHarnsay,

3MiHa YNOBHOBaXeHOi 0co6H,
BiANOBIAA/ILHOT 33 3iICHEHHS
hapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKA 419 3MiACHEHHS
hapmakoHarniagy B YkpaiHi, SKLL0
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobw, BiANOBIAa/IbHOI 3a
3AjiCHEHHS1 dhapMakoHarsay
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOT 32
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

278.

O®IOKCALIVH
-OAPHULSA

Tabnetku no 200 mr, no 10
Tab1eToK y KOHTYPHii
YapyHKoBIli ynakosLj; no 1
KOHTYPHIli YapyHKOBIl
ynakoBLi B nayi

MpAT
"®apmaueBTMyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
ipma "AapHnus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHVKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnsag.
[MponoHoBaHa pepgakuis: Typok
B'auecnas B'AyecnaBoBuy

3a peyenmom

UA/1805/01/01

279.

NAHKPEATVH-
340POB'SA

TabneTku, BKPUTI
060/10HKO10,
KMLLKOBOPO34MHHI no 10
Tabnetok y 6nictepi; no 1,
abo no 2, abo no 5
6nicTepiB y KAPTOHHIl
Kopobui; no 20 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIA KOpoo6Li

ToBapucTBO 3
06MEXeHOo

BiANoBigasIbHICTIO

"®apmMaueBTnYHa

KomnaHis "3gopos'a”

YKpaina

ToBapucTso 3
obmexeHoro
BiAMNOBIAA/ILHICTIO
"papmaLeBTniHa

KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3miHu Il Trny - 3MiHKn
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUPOGHMKa
BWXiAHOr0/MPOMiXXHOro
npoAyKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/THOYatouu, ae
HeobXxiAHO, MicLie NpoBeAEeHHS
KOHTpoOsto sikocTi) AdI (3a
BICYTHOCTI cepTudpikata
BifiNOBIAHOCTI E€Bponeiichkiit

6e3 peyenma

UA/7381/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

thapmakonei y 3aTBepKeHoOMy
[0Cbe)(BBE,EHHS HOBOTO
BUpO6HMKa A®PI 3 HafaHHAM
mMacTep-gpaiina Ha Adl) -
BBE/i€HHSI HOBOTO BUpPO6HUKa Ad|
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[04AaTKOBO [0 3aTBEPXKEHUX
BUPOGHUKIB. FK HACMILOK BHECEHI
3MiHM A0 BXiAHOrO KOHTpOso AdI
MaHKpeaTH 3a NoKasHWKOM
"3annLKoBa KiflbKiCTb OpraHiuHmx
PO34YMHHVKIB" BiAMOBIAHO A0 BUMOT
HOpPMAaTVBHOI JOKyMeHTaLji
BUPOGHMKa cybcTaHLi

280.

NAHKPEATVH-
340POB'SA

TabneTkn, BKPUTI
060/10HKOH0,
KMLLKOBOPO34MHHI in bulk:
no 1000 TabneTok y nakeTi
y KOHTelHepi, in bulk: no
12000 TabneToK y nakeTi y
KOHTeliHepi

ToBapucTBO 3
06MexeHot
BiANOBIAA/IBHICTIO
"GapmaueBTMyHa
KOMnaHis "340poB'a

Ykpaina

ToBapucTso 3
obmMexeHo
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
mMaTtepianis: 3miHu Il TUny - 3MiHK
3 aKocTi. A®l. Bupo6bHMLTBO.
3MiHa BUpO6HMKa
BVXiZHOr0/NPOMIiXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYHOTLCSH Y
BMPOGHUYOMY npoteci Adl, abo
3MiHa BUPOGHMKa (BK/IOYatouu, fe
HeobXigHO, MiCLie NPOBEeAEHHSs
KOHTPO/I0 sKOCTi) AP (3a
BiICYTHOCTI cepTudpikata
BiAMOBIAHOCTI €EBpONENCHKIl
hapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOTO
BUpO6HMKa ADI 3 HagaHHAM
macTep-goaiina Ha Adl) -
BBE/leHHs1 HOBOTO BUPOOHMKa AD|
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[04AaTKOBO 0 3aTBEPAKEHUX
BMPOOHMKIB. AK HAC/iLOK BHECEHI
3MiHW [0 BXiAHOro KOHTposo A®|
MaHKpeaTuH 3a NoKasHWKOM
"3annwKoBa KiflbKiCTb OpraHiuHmX
PO3UMHHKKIB" BiAMNOBIAHO 40 BUMOT
HOPMAaTUBHOI JOKyMeHTaLi
BMPO6HMKa cybCcTaHLi

UA/11222/01/01

281.

NAHKPEATVIH-
3/10POB'AA
®OPTE 14000

TabneTku, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI, no 10
Tabnetok y 6nictepi; no 1,
abo no 2, abo no 5
6nicTepiB y Kopobui

ToBapucTBO 3
0bMexeHoto
BigNoBiga/IbHICTIO
"GapmaueBTMyHa
KomnaHis "3gopos'a”

YKpaiHa

BCi cTagii
BMPOGHULITBA,
KOHTPO/Ib SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MEXEHO

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHn
3 aKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpo6HMKa
BWXiHOr0/MPOMiXHOro
NpoAyKTy/peareHty, Lo

6e3 peyenma

UA/7381/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BiAMNOBIAA/IbHICTIO BUKOPUCTOBYIOTLCA Y
"®apmaneBTuyHa BMPOGHUYOMY npoteci AdDl, abo
KoMnaHis 3MiHa BUPOOGHUKa (BKOYatoun, ae
"30poB'a", YkpaiHa, HeobXxigHO, MicLie NpoBeAEeHHS
BCi cTagii KOHTpoOsto sikocTi) AdI (3a
BUPOOHMLTBA, BiACYTHOCTI cepTucpikata
KOHTPO/1b AKOCTI: BIANOBIAHOCTI EBpONenchbkili
ToBapucTso 3 thapmakonei y 3aTBeppKeHOMY
06MEXEHO [ocbe)(BBEAEHHS HOBOrO
BiANOBIAATLHICTIO BMPOGHUMKa AP| 3 HaaHHAM
"®APMEKC Py, macTep-haiina Ha Adl) -
YKpaiHa BBEJEHHS1 HOBOro BMPOOHUKa Ad|
MankpeaTvH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[0AaTKOBO [10 3aTBEPAKEHNX
BVMPOGHWKIB . K HACMNiAOK BHECEHI
3MiHM [0 BXiAHOro KOHTposo AdI
MaHkpeaTyH 3a NOKa3HUKOM
"3anMLLKOBA KiNbKICTb OpraHivyHnx
PO34YMHHKKIB" BifMOBIAHO 40 BUMOT
HOPMaTMBHOI AOKYMeHTaL,i
BMPOGHMKa cybcTaHLii
282. | NAHKPEATWH- | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx - UA/11222/01/02
340POB'A 060/10HKOI0, 06MexeHoto obmMexeHoo marepianis: 3miHu Il Tuny - 3miHn
®OPTE 14000 KMLLKOBOPO34MHHi, in bulk: BigNoBiga/IbHICTIO BiAMOBIAA/IbHICTIO 3 AkocTi. A®I. BupobHMUTBO.
no 1000 a6o no 6000 "®apmMaueBTNYHa "papmaLeBTUYHa 3miHa BUpO6HMKa

TabneTok y nakeTi y
KOHTeliHepi

KomnaHis "3gopos'a”

KomnaHis "3aopos'a”

BUXiHOro/MPOMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPWUCTOBYHOTHCSH Y
BMPOGHMYOMY npotieci APl abo
3MiHa BMPOOHUKa (BKHOYatoun, ge
HeobxiaHO, MicLe NpoBeAeHHS
KOHTPO/IO SIKOCTi) AdI (3a
BiACYTHOCTI cepTucpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHoMy
[0Cbe)(BBEAEHHSI HOBOrO
BMpOGHMKa AP| 3 HaAaHHAM
mMacTep-gpalina Ha Adl) -
BBE/JEHHS1 HOBOrO BMPOOHUKa Ad|
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[0AaTKOBO [10 3aTBEPHKEHNX
BMPOGHWKIB . SIK HACNIAOK BHECEHI
3MiHM [0 BXiAHOrO KOHTpOsI0 AdI
MaHKpeaTnH 3a NoKasHUKOM
"3annLwKoBa KifibKiCTb OpraHivyHux
PO34YMHHIKIB" BiAMNOBIAHO A0 BUMOT
HOPMAaTMBHOI AOKYMeHTaL,i
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMPOGHMKa cybcTaHLji
283. | NAPANNIEH® cupon; Nel: no 100 mny TOB "CaHodi-ABeHTIC YkpaiHa Eii. HatTepmaHH HimeyunHa BHECEHHS 3MiH A0 peecTpaLinHmx be3 peyenma UA/10763/01/01
TAM'AH thnakoHi; no 1 chnakoHy y YkpaiHa" eHp, Caiii. TM6X marepianis: 3MiHu | TNy -
KapTOHHI KOpooLj npvBeAEeHHs y BiANOBIAHICTb 40
MoHorpadii «Sucrose liquid»
€Bponeiicbkoi thapmakonei
crneunqikaL,ii KOHTPOHO SKOCTI
[0NOMDKHOT peYOBMHUN «caxapo3n
PO34nH 67%>», y 3B'A3KY 3
HeakTyasTbHICTIO MOHOrpadii
®paHLy3bkol Papmakonei
284. | NAPALUETAMO | cupon 120 mr/5 mn, no 90 TOB "AKN YkpaiHa TOB "AKNM YkpaiHa BHECEHHS 3MiH 0 peecTpavliinHmx 6e3 peyenma UA/11525/01/01
n My 6aHuj; no 1 6aHuj "®apmavueBTuyHa "®apmaneBTuyHa Marepianis: 3MiHu | Tuny - 3miHn 3
pa3oM 3 [03YyHU0H thabpuka" pabpuka" sKoCTi. FOoTOBWIA Nikapcbkuii 3aci6.

CK/IAHOYKOIO B NnayLi

Cucrema
KOHTeWHep/3aKynoptoBasbHWiA
3aci6. 3MiHa y NepBUHHIli ynakoBLi
roTOBOrO JliKapCbkoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHsA
HOBOrO KOHTelHepa) - BunyyeHHs
NepBUHHOI YNaKoBKW, LLIO He
npv3BOANTL [0 NOBHOTO
BUJTyYEHHA NiKkapCbKoro 3acoby 3
NeBHOI0 CUNMOL0 i abo y NeBHil
nikapcbkin opMmi - 3MiHK
BHOCSTbCA Y 3B'A3KY i3
BUYYEHHAM YNakoBku - 6aHkun 60
MJ1, 3 BigMNoBIigHMM 3MiHAMK B
po3gin «YnakoBka», Ta fK
HacnifoK BUMyYEHHS NOKa3HUKa
«O6’em BMICTYy ynakoBKu» A
06’emy 60 M1y posginax
«Cneundikauis», «<Metoan
KOHTPO/H0» 3aTBepKEHO:
YMNAKOBKA Mo 60 mn a6o no 90
My 6aHKKW, 3aKynopeHi
KpuLKammn. KoxHy 6aHKy pasom 3
IHCTPYKLi€E ANA MeUYHOro

3aCTOCYBaHHs BK1a4al0Th Y Nauky.

[opaTtkoBo BK1agaloTb Yy navuky
[03yH04y CKJISIHOUKY.
3anponoHosaHo: YIMAKOBKA Mo
90 mn y 6aHLj, 3aKynopeHii
KpuLLKoto. KoxHy 6aHKy pa3om 3
IHCTPYKLi€E0 ANA MeAUYHOro

3aCTOCyBaHHA BK1afakoTh Yy Mayky.

LlofaTkoBo BK/aAal0Th Y nauky
[,03YH04Y CKISHOUKY. 3MiHU
BHECEHI B po34in "YnakoBka" B
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

IHCTPYKLi0 ANS MegnyHOro
3aCTOCYyBaHHS NiKapcbKoro 3acoby
y 3B"AA3KY 3 BU/IyYEHHSAM MEBHOro
PO3Mipy ynakoBKu, SIK HACMigokK -
BU/TyYEHHSI TEKCTY MapKyBaHHS
BiANOBIAHOT yNnakoBku. BBeAeHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS.

285.

NEKTONBAH®
L

cupon no 100 mny
donakoHi; no 1 dpnakoHy
pasoM 3 JIOXKKOH
[03YBa/ILHOKO Y NavL 3
KapToHYy

AT "dapmak”

YkpaiHa

AT "dapmak”

YKkpaiHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
MaTepianis: TEXHIYHA NOMUIIKA
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne460) - BunpasnieHo
TEXHi4Hi NOMW/IKN B €1eKTPOHHIl
Bepcii IHCTPYKLi A1 MeAnYHOoro
3acToCyBaHHSA NikapcbKoro
3acoby, Lo 6y gonyLueHi nig,
yac npoBefeHHs npoLeaypu
3MiHn (Hakaz MO3 Ne 1729 Big
30.07.2020 p.), a came 6yna
3aTBepKeHa IHCTPyKLisa ans
MeJMYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby 6e3
BpaxyBaHHS npoueaypu
nepepeectpadii (Hakaz MO3 Ne
778 Bif 06.04.2020 p.) -
npoueaypu npoxoannu
cneujanizoBaHy ekcneptusy
napasnesibHo. 3a3HavyeHe
BUNpaBeHHs Bignosigae
mMaTepianam peecTpauiliHoro
[0CbE

6e3 peyenma

UA/10675/01/01

286.

NEMETPEKCE
[-BICTA

NOPOLLIOK NioginizoBaHmit
NS NPUroTyBaHHS
KOHLieHTpaTy A/19 PO34nHY
Ans iHdysii no 100 wmr; no
100 mr y donakoHi; no 1
dh1aKkoHy 3 NOPOLLKOM Yy
KapTOHHIA KOpoo6Li

MicTtpan Kenitan
MenempxkmeHT NlimiTeq

AHINifA

i |
dapmacsbloTikasc,
Ntp., Bonrapis
(BTOpPUHHE
nakyBaHHs
nikapcbkoro
3acoby); oHkomef,
MaHyakTopiHr a.c.,
Yecbka Pecnybnika
(BMPOGHMLTBO Ta
nepBrHHe
nakyBaHHs
NiKapcbkoro
3aco6y); CiHTOH
C.p.0., Yecbka
Pecny6nika
(KOHTpOSb AKOCTI,
BiANOBiAa/IbHI 32

Bonrapis/
Yecbka
Pecnyb6nika/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
aAMiHiCTpaTVBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/KO4aouu, 3a
Heo6XxiAHOCTI, MicLie NpoBeAEHHS
KOHTPO/II0 AKOCTI), a60 BacHuka
macTep-aiina Ha Adl, abo
noctavyasnbHuka A®I/BuxigHoro
marepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLW0
3a3HayYeHo y 0CbE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponechbkili
thapmakonei y 3aTBepKeHoMy
[ocbe, ab60 BUPO6HMKA HOBOI

3a peyenmom

UA/16247/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BUNYCK cepi); [OMOMDKHOT PEYOBUHY (SIKLLLO
CiHTOH XicnaHis, 3a3HayeHo y Aocke) - BnacHuk
ASMF Laurus Labs Private

C.J1., IcnaHis
(kOHTpOSb AKOCTI,
BiANOBiAa/bHI 3a
BUNYyCK cepii)
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Limited, IHAis 3MiHMB Ha3BY Ha
Laurus Labs Limited, IHgis,
OCKiNbKM 3MiHMNacs opma
B/TACHOCTI KOMMNaHii 3 npyvBaTHOI
Ha BifKpUTe akuioHepHe
TOBapMCTBO. MicLeBNpoOBaKeHHS
[ISNbHOCTI Ta BUPOOHWYI onepavi
He 3MIHUAWCS; 3MiHW | TUNY - 3MiHK

3MiHa BMPOOGHUKa (BKOYatoun, ae

3 AkocTi. A®l. Bupo6bHMUTBO.
3miHa BUpPOGHMKa
BUWXiAHOro/MpOMiXXHOro
NpoAayKTy/peareHTy, Lo
BUKOPWUCTOBYHOTLCS Y
BMPOGHUYOMY npoteci AdDl, abo

HeobXxigHO, MicLie NpoBeAEeHHS
KOHTpoOsto sikocTi) AdI (3a
BiACYTHOCTI cepTucpikata

BIANOBIAHOCTI EBpONenchbkili

thapmakonei y 3aTBeppKeHOMY

[0Cbe)(3anponoHoBaHMiA

BMPOGHUK HaNeXuTb Ao Tiel camol

BMPOGHUWYOI rpyny NiANpUEMCTB,

Lo i 3aTBEPKEHNIA) - BNACHUK

ASMF Laurus Labs Limited, IHgjs
popas apyry ginbHuuto (Plot

NO.18) BUpo6HMLTBA A0 paHille

3areBepmxeHoi (Plot NO.21), iHwa

YyacTuHa afpecu 3annluaeTbes

He3MiHHO. 3anponoHOBaHWiA

Brpo6HuK A®I € yacTUHO TiET

camoi chapMaueBTUYHOI rpynu, Lo

i 3aTBEpPAKEHNI HA AaHWi
MOMEHT. TeXHi4Hi ymoBM,

BK/THOHAI0UN KOHTPO/IBHI npoLiecy,

MeToAu aHanisy BCiX martepianis),

cnoci6é NpuroTyBaHHs (BK/IKOYaOUM

po3mip napTii) Ta AeTanbHWiA Wasx
CUHTE3y 3a/IMLIAIThCS
HE3MIHHUMU; 3MiHW | TURY - 3MiHK 3
AakocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHUX
BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Al (3a
BiiCYTHOCTI Y 3aTBEpKEHOMY

[0Cbe cepTudiikaTa BignoBigHOCTI




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

€Bponeiicbkili hapmakonei, Lo
BK/IIOHAE Mepiog, NOBTOPHOrO
BUNPOBYBaHHSA) (iHLUI 3MiHN) -
3MEHLLEHHS Nepioay NOBTOPHUX
BMNpo6yBaHb A®I 3 36 micauiB go
24 wmicsauis. BnacHuk ASMF Laurus
Labs Limited, IHgis, ckopoTus
TepMiH nepiogy NOBTOPHUX
BMNpo6yBaHb A®I 3 36 MicaLiB 4o
24 micAuiB nicns oTpUMaHHs
Henepef6ayyBaHUX pe3y/bTaTiB
pocnimkeHHs ctabinbHocTi Adl,
BMPOG6IeHnx y 2014 ta 2015 pp.

287.

NEMETPEKCE
[-BICTA

NOPOLLIOK NiodinizoBaHmit
NS NPUroTyBaHHS
KOHLieHTpaTy A/19 PO34nHYy
Ans iHdoysii no 500 wmr; no
500 mr y chnakoHi; no 1
(pNakoHy 3 MOPOLLKOM Y
KapTOHHIA KOpoo6Li

MicTtpan Kenitan
MeHempxkmeHT NlimiTes

AHrNifA

i |
dapmacsbloTikasc,
Nt4., Bonrapis
(BTOpPUHHE
nakyBaHHs
NiKapcbkoro
3acoby); oHKkomef,
MaHyakTopiHr a.c.,
Yecbka Pecny6nika
(BUpPOGHULTBO Ta
nepBuHHe
nakyBaHHs
NiKapcbkoro
3aco6y); CiHTOH
C.p.0., Yecbka
Pecny6nika
(KOHTpOSIb AKOCTI,
BiAMNOBIAA/IbHI 3a
BUNYCK cepii);
CiHTOH XicnaHis,
C./1., Icnanis
(KOHTPOSIb AKOCTI,
BiANOBIfasbHI 3a
BUNYCK cepii)

Bonrapis/
Yecbka
Pecny6nika/
IcnaHis

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TNy -
agMiHICTPaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
MiCLA NPOBAaKEHHSA AiNIbHOCTI
BMPOGHMKa (BK/THOYAOUM, 3a
Heo6xiaHOCTI, MicLie NpoBeAeHHS
KOHTPO/II0 AIKOCTI), a60 BiacHuKa
mMacTep-thaiina Ha A®l, abo
noctavasibHvka A®l/BuxigHoro
martepiany/peareHTy/npoMiKHOIo
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOGHULTBI A®I (KLLO
3a3HayeHo y AOChE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikara
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBeppKeHoMy
[ocbe, abo BMPOOHMKA HOBOI
[O0NOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo Yy 0CbE) - BnacHuk
ASMF Laurus Labs Private
Limited, IHAis 3MiHUB Ha3BY Ha
Laurus Labs Limited, IHAjs,
OCKifIbKM 3MiHMNacs popma
B/1ACHOCTI KOMMaHiT 3 NpuBaTHOI
Ha BifKpuTe aKuioHepHe
TOBapMCTBO. MicLeBNPOBaIKEHHSA
[iSNbHOCTI Ta BUPO6HNYI onepavi
He 3MIHUANCSA; 3MiHW | TUNY - 3MiHK
3 AkocTi. A®l. BupobHMuTBO.
3miHa BUpO6HMKa
BWXiHOro/MPoMiXHOro
npoAayKTy/peareHTy, LWo
BUKOPWUCTOBYHOTHCSH Y
BMPO6HMYOMY npoueci APl abo

3a peuenmom

UA/16247/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa BUPO6HMKa (BK/IKOYatoum, ae
HeobxiaHO, MicLe NpoBeAeHHS
KOHTPO/I0 SKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechbkili
thapmakonei y 3aTBepKeHoMY
[0Cbe)(3anponoHoBaHui
BMPOGHUK HANeXuTb A0 TiEl camol
BMPOBHUYOT rpynu NigNPUEMCTB,
LLLO 11 3aTBEPAKEHUIA) - BTACHUK
ASMF Laurus Labs Limited, IHajs
nofas apyry ginsHuuto (Plot
NO.18) BMpo6HULTBa [0 paHiwe
3arBepmxeHoi (Plot NO.21), iHwa
YyacTuHa afpecu 3anuluaeTbes
HEe3MiHHO. 3anponoHOBaHWIA
Brpo6HMK A®I € yacTuHOIO TiET
camoi chapmaLeBTUYHOI rpynu, Lo
i 3aTBEPAKEHWI HA AAHWIA
MOMEHT. TeXHi4Hi ymMmoBM,
BK/THOHAI0UN KOHTPO/ILHI npoLiecy,
MeToAM aHasi3y BCIX MaTepiasnis),
cnoci6é NpuroTyBaHHs (BK/IKOYaKUM
po3mip napTii) Ta AeTanbHWIA WAsx
CUHTE3Y 3a/IMLWalThCA
HEe3MiHHUMW; 3MiHK | TUnYy - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEPAXEHOMY
[ocbe cepTudpikaTa BignoBiAHOCTI
€Bponeiicbkili hapmakonei, Lo
BK/IHOYA€E Nepiog, NOBTOPHOrO
BMNPOOYBaHHS) (iHLWi 3MiHN) -
3MEeHLLEHHS nepiogy NOBTOPHUX
Bunpo6ysaHb A®I 3 36 micauis Ao
24 wmicsuiB. BnacHmk ASMF Laurus
Labs Limited, IHAis, ckopoTus
TepMiH nepiogy NOBTOPHUX
BMNpo6yBaHb A®I 3 36 micauiB go
24 micsiuiB nicns oTpuMaHHs
HenepegbavyBaHUX pe3ynbTaTiB
[ocnimpkeHHst ctabinbHocTi Ad,
BUpo6neHnx y 2014 ta 2015 pp.

288.

NEMETPEKCE
[-BICTA

NMOPOLLOK NiodpinizoBaHuin
[ANSi NPUrOTYBaHHS
KOHLEHTpATY /151 PO34YNHY

MicTtpan Kenitan
MeHepKMeHT JlimiTeq

AHrNIA

Loxi |
dapmacbioTikasc,
Nitp., Bonrapis

Bonrapis/
Yecbka
Pecny6nika/

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3MiHU | TUMY - 3MiHKX 3
AkocTi. A®l. BupobHuuTBO. 3MiHa

3a peyenmom

UA/16247/01/03
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Ans iHdysii no 1000 wmr; (BTOPUHHE Icnanis BMPOGHMKA BUXIAHOro/NPOMIKHOTO
no 1000 mr y donakoHi; no nakyBaHHs npoayKTy/peareHTy, Lo
1 chnakoHy 3 NOPOLLKOM Y nikapcbkoro BUKOPWCTOBYHOTHLCS Y
KapTOHHI KopooL;j 3acoby); oHKoMep, BMpO6HMYOMY npoueci Adl, abo
MaHypaKTopiHr a.c., 3MiHa BUpPOGHMKa (BK/TOYatouu, ae
Yecbka Pecny6nika Heob6XifHO, MicLe NpoBefeHHs
(BUpOGHMLTBO Ta KOHTpOsto sikocTi) APl (3a
nepBuUHHe BiICYTHOCTI cepTudpikata
nakyBaHHs BiAANOBIAHOCTI EBpoNechbkili
NiKapcbkoro hapmakonei y 3aTBepaKeHoMy
3aco6y); CiHTOH [0Cbe)(3anponoHoBaHMiA
C.p.0., Yecbka BMPOOHUK HANeXuTb A0 Tiel camol
Pecnyb6nika BMPOGHMWYOI rpyny NigNPUEMCTB,
(KkOHTpOSIb SIKOCTI, LLIO i 3aTBEPAKEHNIA) - BNACHUK
BiANOBiAabHI 3a ASMF Laurus Labs Limited, IHais
BUNYCK cepi); fopas apyry ginbHuuto (Plot
CiHTOH XicnaHis, NO0.18) Bupo6HULTBaA [0 paHiwe
C.J1., IcnaHis 3aTBepaxeHoi (Plot NO.21), iHwa
(KOHTPO/Ib SIKOCTI, yacTuHa agpecu 3aInWaeTbCca
BiANOBiAa/IbHI 3a HEe3MiHHO. 3anponoHOBaHWiA
BUNYyCK cepii) Bupo6bHuK APl € yacTnHOO Tiel
camoi thapmaueBTUYHOI rpynu, Lo
i 3aTBEpPAKEHNI HA AaHWi
MOMEHT. TeXHiYHi yMOBMU,
BK/IO4A0UM KOHTPObHI NpoLecwy,
MeToAu aHani3y BCiX MaTepiasis),
Cnoci6 NpUroTyBaHHs (BK/ItOYaUU
po3mip napTii) Ta fAeTanbHW WAsx
CUHTEe3y 3a/IMLIAITbCS
HEe3MiHHUMK
289. | NEMETPO niodpinisat Ana posumHy FETEPO /1AB3 IHgis [eTepo /1ab3 IHais BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/17432/01/02
Ans iHdysiii no 500 wmr, 1 NIMITEL Nimiten martepianis: 3MiHU | TUNY - 3MiHK
thnakoH 3 niogpinizatom y Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI KOpooL; hapmakoHarnagy (iHwi 3miHK) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHGhopMauii Woa0
3a3HaYeHHs OAUHULb
BMMIptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH MPOTArom 6-Tu
MiCALiB Nicna 3aTBepIpKEHHS
290. | NEMETPO niodpinizat ANa po3umHy FETEPO NNAB3 IHais letepo /1a63 IHais BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyernmom UA/17432/01/01
Ans iHdysiri no 100 wmr, 1 NIMITEL Nimiteq
donakoH 3 niocpinizaTom y

KapTOHHiiA KOpo6L

marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKkapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWoao

3a3Ha4y€HHA O AVHNLUb
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsrom 6-Tn
MicALB Nicna 3aTBepKEHHS
291. | NEHTANIIH- Tabnetkn no 10 TabneTok TOB "ACIHO YkpaiHa TOB "dapma Ctapt” Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/2617/01/01
®C y 6nicTepi; no 1 6nictepy YKPAIHA" marepianis: 3miHu | TUny -

B nauui 3 kapToHy; no 10
TabneTtok y 6ricrepax

nogaHHa Hosoro CEP NeRO-CEP
2016-295-Rev 02 onsa A®I kogeiny
docchaty remirigparty Big HOBOro
BMpo6HMKa Macfarlan Smith
Limited, CnonyyeHe KoponiBcTBo
(ginbHMUA Annan) Ao Bxe
3aTBepxeHoro Macfarlan Smith
Limited, WoTnaHgisa (ginbHuus
Edinburg). fk Hacnigok BHECEHHsA
3MiH y p. «Cknag» MKA /13 Ha
N3, a came yTOYHEHHs Ha3BK
KofeiHy chocdpaty Hanisrigpar i
KpaiHn BUPOGHMKa
3anponoHoBaHa peakList KoaeiHy
hocchar3 Macfarlan Smith
Limited, CnonyyeHe Koponisctso3
KoAeiHy doocchaty remirigparty -
8,18 mr y nepepaxyHky Ha 100 %
peyoBUHy KoaeiHy cocdat — 8,0
MTF; 3MiHW | TUNY - NOJaHHA HOBOTO
CEP NeR1-CEP 1997-118-Rev 09
ons A®l kogeiny cocdaty
remirigpaty, CaHodi Ximi, ®paHuis
[0 BXe 3aTBepPAXEHOro
BMpO6HMKa MakdapnaH CmiT
NimiTea, CnonyyeHe KoponiBCcTBo;
3MiHK | TUny - cneundikauio Ad®I
KofeiHy dhochaTy BUPOGHULITBA
CaHodhi Ximi, PpaHLis 4ONOBHEHO
nocunaHHaMu: - «Onme», «pH»,
«CynpoBigHi AOMilLKn», «BTpaTa B
Maci Npy BUCYLLYBaHHI»,
«MikpobiosioriyHa uncToTa» Ta
«KinbKicHe BU3HaYeHHs» —
1KOHTPOJIb NapameTpy
3[iICHIOETLCSA MPY NePEeKOHTPOSI
cybcTaHUil; - «laeHTudikavis» -
2[10MyCKaETLCA NPOBOANTYN TECT
MeTog0M PamaHiBCbKOT
cnekTpomeTpii (EP 2.2.48).
Mpoueaypa nNpoBefeHHs TecTy Ta
BiA6ip Npo6 onwucaHi y BiANOBIAHWX
con
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
292. | NEPEKUCY PO34MH A/151 30BHILLHBLOTO MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4O peecTpauiiHnx 6e3 peyenma UA/7655/01/01
BOAHKO 3acTocyBaHHs, BOgHWIA 3 dapmaueBTUyHa dapmaneBTUUHA marepianis: 3MiHU | TUMY - 3MiHK
PO34YMH 3 % %, no 40 mn, a6o 100 mn, thabpuka "Biona" habpuka "Biona" wofo 6e3snekn/edekTMBHOCTI Ta
abo no 200 mny thapmakoHarnsagy (iHwi 3MiHn) -
chnakoHax CKIssHUX abo 3MiHV BHECEHI B TEKCT MapKyBaHHs
noniMepHux; no 40 mn, yNaKoBOK NiKapcbKoro 3acoby
a6o 100 mn y chnakoHax (n.17) woao HaHeceHHs TOprosoi
CK/ISIHMX ab0 NOJIMEpHHUX; MapKm
no 1 chnakoHy B navui
293. | MIAPOH TabneTku, BKPUTI TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM Ykpaina BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/9270/01/01
060/10HKO10, Mo 500 mr; no PAPM" mMarepianis: 3MiHU | TUMY - 3MiHK
10 TabneTok y 6nicTepi, Loao 6e3nekn/edeKTUBHOCTI Ta
no 1 a6o no 2 6nictepu B thapmakoHarnsagy (iHwi 3MiHn) -
KapTOHHI ynakoBui OHOB/IEHHS TEKCTY MapKyBaHHsI
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALB NicNna 3aTBePAKEHHS
294. | NIKOJIAKC® Kpanni opasnbHi 0,75 % no AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/1522/01/01

15 mn abo 30 mny
chnakoHi; no 1 chnakoHy y
nadui 3 KapToHy

marepianis: 3MiHu | TURy -
AAMiHICTpaTMBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpavuiiiHoro NocBigYeHHS) -
3MiHa HaliMeHyBaHHSA Ta agpecu
3asBHMKa (BNacHvka
peecTpaujiiiHoro NocBigYEHHS)
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM | TRy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIYaum
AinbHUUI BUNYCKy cepii abo micue
NpoBeAeHHSI KOHTPOJO SKOCTI.
(aisnbHicTb, 3a AKy Bignosifae
BMPOGHMK/iMNOpTEpP, BKOYaYN
BWMYCK Cepiit) - 3MiHa
HallMeHyBaHHs Ta agpecu
BMPOGHMKa, 6€3 3MiHM Micusa
BMPOGHMLTBA (BBEAEHHS 3MiH
NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS); 3MiHU | TVny -
3MiHuM Woao
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Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu

Homep
peecmpayiliHo2o

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

BUPOOGHUKa

6e3nekn/etheKTUBHOCTI Ta

Bionycky

nocsBi0oYeHHs

MpAT

thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH 40 po3ainy
«MapkyBaHHsA» MKA 113
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TekCTy
MapKyBaHHs1. 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHs (BBefeHHs 3MiH
NpoTArom 6-T! MicAUIB micns
3aTBEPAKEHHS)
BHECEHHS 3MiH 4O peecTpauiiHnx

3a peyenmom

UA/17779/01/01

295,

NNA3MOBEH®

PO34MH ANs iHdysii no
500 My donakoHi

MpAT
"®apmaueBTnyHa
ipma "fapHuua"

Ykpaina

"@apmavueBTuyHa
ipma "AapHnus”

marepianis: 3miHu | TUny -
NoJaHHA OHOB/IEHOro cepTudikara
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei Ne R1-CEP 2008-
105-Rev 01 gns gitoyoi peyoBuHU
Sodium chloride Big Bxe
3aTBEPAKEHOr0 BUPOBHUKA AKUIA
3MiHVB Ha3BY (3aTBEPKEHO:
AKZO NOBEL SALT A/S, flaHis;
3anpornoHoBaHo: DANSK SALT
AIS, faHis)

BHECEHHS 3MiH A0 peecTpaLinHmx

6e3 peyenma

UA/7317/01/01

296.

NOBIAOH-10J,

niHiMeHT 10% no 30 ry
Ty6i; no 1 Ty6i y nayui 3
KapToHy

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-
BUPOGHNUUIA LLEHTP
"BopLuariBcbkuii
Ximiko-
thapmMaueBTUYHUI
3asof”

YKpaina

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-

BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3aBofg”

martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BifgnosigHoO [0 3aTBEPYKEHOTO
TEKCTY MapKyBaHHS yNakoBKK.
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM likapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB Nicia 3aTBepPAKEHHS

3a peyenmom

UA/10626/01/01

297.

NMPALAKCA®

Kancynu Teepai no 75 wr,
no 10 kancyn y énictepi;
no 1 a6o 3, a6o 6
6nicTepiB y KAPTOHHIl
Kopoo6Li

BepiHrep IHrenbxainmv
IHTepHeLwwHn MTM6X

HimeyunnHa

BepiHrep
IHrenbxaivm ®apma
v6X i Ko. KI

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarniagy. 3miHn y
KOpOTKili xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii AnA

MeZMYHOro 3aCTOCyBaHHs Y
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKMIHIYHUMM, KMiHIYHMKN
[aHVMU Ta JaHUMK 3
thapmMakoHarnsagy - 3MiH1 BHECEHO
00 IHCTPYKLiT ANna MeguyHoro
3aCTOCyBaHHS NiKapCbKOro 3acoby
y po3gain "Mo6ivHi peakuii” Ta
peparoBaHo po3ain "B3aemogis 3
iHLWMMK nikapcbkMK 3acobamu Ta
iHWi BUAW B3aeMogiin". BeegeHHs
3MiH NpPOTAroM 6 MicAuiB nmicns
3aTBEPAKEHHS.

298.

n

PALAKCA®

Kancynu TBepgi no 110 wr,
no 10 kancyn y 6nicTepi;
no 6 6nicTepiB y KAPTOHHIl
Kopo6ui

BepiHrep IHresbxaiim
IHTepHeLwwHa TM6X

HimeuunHa

BepiHrep
IHrenbxaim ®apma
M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
MaTtepianis: 3miHu 1l TUny - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHariagy. 3miHn y
KOPOTKIill XapakTepucTuui
NiKapcbKOro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLii A5
MeJMNYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHMMM, KTiHIYHMMW
[aHVMU Ta JaHuMK 3
thapmMakoHarnagy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MegnyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby
y po3gain "Mo6iuHi peakuii”" Ta
pefaroBaHo po3gin "B3aemogis 3
iHWKMMKW NikapcbknMK 3acobamu Ta
iHWi BMAW B3aemogiii". BBeaeHHs
3MiH NpOTSArom 6 MicsiLiB micns
3aTBEPAKEHHS.

3a peyenmom

UA/10626/01/02

299.

n
®

PAKCBAUHA

pO34MH AN

iH exuil/iHdysiid, 2,5 r/50
M/1, Mo 50 My ¢p1akoHi;
no 2 hNaKkoHW Yy KapTOHHIl
Kopoo6Li

BepiHrep IHrenbxaim
IHTepHewwHa MTM6X

Himeyunna

Brpo6HnuTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTi Ta
BUNYCK cepil:
Bepinrep
IHrenbxanv ®apma
m6X i Ko.KT,
HimeuumnHa,;
AnbTepHaTMBHa
nab6oparopis Ans
KOHTPOJIO SIKOCTI
npoTArom
BMNPOGYBaHHS
cTabinbHOCTI:
KeoniTi AccictaHc

Himeuuunna/
Benbris

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHu | TRy -
AAMIHICTpaTUBHI 3MiHW.
BunyyeHHss BUPOGHMYOT AinbHUL
(Brtovatoun ginbHuui ans Adl,
MPOMIKHOIO NPOAYKTY abo
roTOBOrO JliKapCbKOro 3acoby,
OiNbHWL 415 NPOBEAEHHS
nakyBaHHSs!, BUPOOHMKa,
BiZiNOBIAA/IbHOTO 3a BUMYCK Cepiid,
MicLie NPOBEeAEHHS KOHTPO/IHO
cepii) abo nocTavasnbHKKa
BMXIAHOIO MaTepiasy, peareHTy
ab0 AONOMIXHOT peyoBUHU (SKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
anbTepHaTUBHOI naboparopii SGS
Institut Fresenius GmbH, Germany

3a peyenmom

UA/15467/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
CA, Benbris NS KOHTPOAo sKocTi API

BunyyeHHs BUPOOGHMYOT AinbHULL

BiZANOBIAa/ILHOrO 3a BUNYCK Cepild,

inapyuusymaby, a came
LOCNIMKEHHS CTEPU/IbHOCTI Y
npoueci BUPOOHULTBA; 3MiHN |
TMny - AGMIHICTPaTVBHI 3MiHW.

(Brrovatoun ginbHuui ansa Adl,
NPOMKHOro NpoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
AiNbHUL 415 NPOBEeAEHHS
nakyBaHHSs!, BUPOBGHMKa,

MicLe NpoBeAeHHS KOHTPOII0
cepii) abo nocTavanbHyKa
BUXIAHOIO MaTepiasy, peareHTy
ab0 AONOMIXHOT peyoBUNHN (SKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
anbTepHaTUBHOI nabopartopii
Labor L+S AG, Germany ans
KOHTpOJI0 skocTi Ad|
inapyuusymaby, a came
OOCTiIKEHHA CTEPUIBHOCTI Y
npovweci BUpo6bHULTBA; 3MiHK |
TMNY - AOMIHICTPATUBHI 3MiHN.
BunyyeHHss BUPOOGHMYOT AinbHNL
(Brtovatoum ginbHuui ans Adl,
NPOMIXHOro NPoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
OiNbHWL 415 NPOBEeAEHHS
nakyBaHHs!, BUPOGHMKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHSA KOHTPO/IHO
cepii) abo nocTavyasibHUKa
BMXIAHOIO MaTepiasty, peareHTy
ab0 AONOMIXHOT peyoBUHU (SKLLO
3a3HayeHo y JOCLE) - BUYUYEHHSA
anbTepHaTuBHOI naboparopii SGS
Institut Fresenius GmbH, Germany
[ONs KOHTpoNto skocTi 13, a came
[Nt KOHTPOJIHO TecTy
«CTepwWIbHICTb»; 3MiHK | TRy -
AAMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUPOOGHMYOT AinbHNL
(Brtovatoum ginbHuui ans Adl,
NPOMIXHOro NPoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
OiNbHWL 418 NPOBEeAEHHS
nakyBaHHs!, BUPOGHMKa,

BiANOBI4a/IbHOrO 3a BMUNYCK Cepii,
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

MicLe NpoBeAeHHS KOHTPOII0
cepii) abo nocTavanbHyKa
BUXIAHOrO MaTepiasny, peareHTy
ab0 AONOMIXHOT peyoBUHN (SKLLO
3a3HayeHo y JOChE) - BUTYUYEHHSA
anbTepHaTUBHOI nabopartopii
Labor L+S AG, Germany ans
KOHTpOJIt0 sikocTi /13, a came ans
KOHTPO/II0 TecTy «CTepUsbHICTb>;
3MiHW | TUny - AgMiHICTpaTUBHI
3MiHW. BunyyeHHst BUpO6HUYOI
OinbHUUI (BKNOYaKOUN AiNbHUL
ans A®l, npomikHOro NpoayKTy
ab0 roToBoro ikapcbKoro 3acoby,
LOinbHUL oNS NPOBefeHHs
nakyBaHHs, BUPOBHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepil,
MicLie NPOBEeAEHHSA KOHTPO/IO
cepii) abo nocTavasibHMKa
BMXiQHOrO Matepiany, peareHty
ab0 AONOMDKHOT PeYOBMHU (SIKLLLO
3a3HavYeHo y A0CbE) - BUTYYEHHS
anbTepHaTMBHOI naboparopii
BioReliance Ltd, United Kingdom
07151 KOHTPOSo AKOCTI AdI
inapyuusymaby, a came
BUNPOBYBaHHSA GaHKy KIITUH Ta
BMOIpKOBE BipyCHe Ta Mikonnasma
TeCTyBaHHS; 3MiHu | Tuny - 3MiHu 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMIKHOTO
npoayKTy/peareHTy, Lo
BUKOPWCTOBYHOTHLCS Y
BMPOGHMYOMY npoueci Adl, abo
3MiHa BUPOGHMKa (BK/TOYatouu, ae
Heo6XifHO, MicLe NpoBeeHHs
KOHTPO/H0 sIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpoNechkili
thapmakonei y 3aTBepKeHoOMy
[0CbEe)(3MiHM [0 3ax04iB,
noB'A3aHnX 3 KOHTponeMm A®l, a6o
[ofaBaHHA finbHuL, Ae
npoBOANTLCA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[oaaBaHHA afibTepHaTUBHOT
nab6opartopii Quality Assistance
SA, Belgium ans KOHTPOJtO AKOCTI
Adl inapyumsymaby npoTsarom
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

BUNPo6yBaHHA CTabiNbHOCTI;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJO SKOCTi
roTOBOrO NikapCbKOro 3acoby
(3amiHa abo goaaBaHHS OinbHUL,
Ha SIKii 3MjiCHI0ETbCS
KOHTPO/b/BMNPOBYBaHHA cepil) -
[0[aBaHHA aslbTePHATUBHOI
na6opartopii Quality Assistance
SA, Belgium ans KOHTPOsItO SAKOCTI
'N3 npoTsirom BUNpo6yBaHHS
cTabisibHoCTi

300.

NPEBEHTOP

TabneTkn, BKPUTI
N1iBKOBOK 060JI0HKOHO, MO
10 mr; no 10 TabneTok y
KOHTYPHIli YapyHKOBIl
ynakoBLi; no 3 a6o no 9
KOHTYPHUX YapyHKOBUX
yNakoBOK B navi

MpAT
"®apmaueBTnyHa
hipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnsag.
[MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasoBuy.
PekomeHayoTbCA A0
3aTBEPAKEHHS

3a peyenmom

UA/17500/01/01

301.

NMPEBEHTOP

TabneTku, BKPUTI
MNiBKOBOK 060/10HKOI0, MO
20 mr; no 10 TabneTtok y
KOHTYPHili YapyHKOBIi
ynakosLi; no 3 a6o no 9

MpAT
"®apmMaueBTnYHa
thipma "AapHnus"

YKpaiHa

MpAT
"papmaLeBTnUiHa
thipma "AapHnus"

YkpaiHa

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

thapmakoHarnagy. BeegeHHs abo

3MiHW [0 y3araJibHEHUX faHuX npo

3a peyenmom

UA/17500/01/02
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
KOHTYPHUX YapyHKOBWX cuctemy chapmakoHarnsgy
yNakoBOK B nauLli (BBEAEHHSA y3ara/lbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobwu 3 hapmakoHarnagy
3asiBHMKA ANA 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOBaX€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAAbLHOI 32
hapmakoHarnsng.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'ayecnasoBuy.
PekomeHay0TbCA A0
3aTBEPAKEHHS
302. | NPIOPUKC™ | niodpinizat ANa po3ymHy nakcoCmiTKnsiAH Benuka FnakcoCmiTKnAiiH Benbris BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/13694/01/01
PRIORIX™ ONs1 iH'exuin 1 Ekcnopt flimiTeq BpuTaHis Bionogxikans C.A. MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
KOMBIHOBAH MOHO/Z030BWi1 thnakoH (1 AKocTi. A®l. Cuctema
A BAKLUMHA [03a) 3 nioginizatom y KOHTelHep/3akynoptoBasibHUI
And KOMMNJIEKTi 3 PO3YNMHHNKOM 3aci6. 3miHa y 6e3nocepegHin
MPO®INTAKTUK | (Boga ons iH'ekuiin) y ynakoBLi A®I (skicHi Ta/abo
N KOPY, nonepeaHLO HanoBHeHOMY KiNbKICHI 3MiHU cknagy) -
EMNIAEMIYHOI LNpuvLi Ta ABOMA rosikamu BBE/lEHHS HOBOrO
O NAPOTUTY B KapTOHHii kopo6uj; 100 3aKynoproBasIbHOTO eN1EMEHTY
TA KPACHYXU MOHof030BMX (1 f03a) Bromobutyl rubber FM 457 ans
donakoHiB 3 niogoinizatom KOHTeliHepa 3 nonieTuieHy
Yy KOMM/IEeKTi 3 BUCOKOI WinbHocTi (HDPE)
PO34MHHMKOM (BO4a ANns o6’emom 5 n, Wwo
iH'ekuinn) B amnynax Ne 100 BMKOPUCTOBYETLCA AJ151 36epiraHHs
B OKpeMiil ynakosui; 1 NPOMIXHUX NPOAYKTIB measles
MyNbTUA030BUI (hNakoH bulk Ta mumps bulk
(2 po3w) 3 niocpinizatom y
KOMMNEKTi 3 PO3UMHHUKOM
(Bopa Ans iH'ekuili) B
amnyni; no 100 wTyk
dhnakoHiB Ta amnyn B
OKpeMmnX Kopobkax
303. | NPIOPUKC- niodhinizoBaHmMin NOPOLLIOK nakcoCmiTKnsiiH Benuka nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 40 peecTpaliiHux | 3a peyenmom UA/16549/01/01
TETPA™ Ans iH'ekuUiid, 1 donakoH 3 Ekcnopt Nimiteq, BpuTaHis Bionopxikans C.A. MaTepianis: 3MiHU | TUMY - 3MiHK 3
KOMBIHOBAH NMOPOLLKOM Y KOMMNJIEKTi 3 akocTi. A®l. Cuctema
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

A BAKUVHA
ons
MPO®DINAKTUK
N KOPY,
ENIAEMIYHOI
O MAPOTUTY,
KPACHYXU TA
BITPAHOI
BICMN, XXUBA
ATEHYOBAH
A

pO34MHHMKOM (BOAa ANs
iH’exuiii) no 0,5 mn (1
[03a) y nonepeaHbLo
HanoBHeHOMY Lunpuui (y
KOMNAeKTi 3 ABoMa
rofikamv abo 6e3 rosnok)
abo y amnynaxy
BaKyyMHiii CTEpUSIbHIl
ynakoBLi; no 1 BakyyMmHiit
CTepPUsIbHIl ynakoBLi y
KapTOHHI kopobuj; 1
chakoH 3 NOPOLLKOM Y
KOMM/IEKTI 3 PO3YNHHUKOM
(Boga ans iv'exuiii) no 0,5
M (1 gosa) y nonepefHbO
HarnoBHeHOMY Lunpuui (y
KOMNAeKTi 3 ABoMa
rosikammu) y BakyyMHii
CTepUsIbHIN ynakoBLi; no
10 BaKyyMHUX CTEPUSIbHUX
YNaKoBOK Y KapTOHHIiiA
Kopo6ui; 1 donakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
pO34MHHMKOM (BOAa ANA
iH’exuin) no 0,5 mn (1
[03a) y nonepeaHbL0
HanoBHEHOMY LINpUL y
BaKyyMHiil CTEPUSIbHIN
ynakosLi; no 1, 10, 20 a6o
50 BaKyyMHUX CTEPUIBHNX
YMNakoBOK Y KapPTOHHii
Kopo6Li; 1 donakoH 3
MOPOLLKOM Y KOMNJIEKTi 3
PO34MHHMKOM (BOAa NS
iH’exuii) no 0,5 mn (1
[o3a) B amnyni y
BaKyyMHiil CTEPUSIbHIN
ynakosui; no 1, 10 a6o
100 BakyyMHMX
CTEPUSIBHUX YNAKOBOK Y
KapTOHHI Kopoo6Lli

KOHTeWHep/3aKynoptoBasbHWi
3aci6. 3miHa y 6e3nocepesHiii
ynakoBLi A®I (akicHi Ta/abo
KiNbKICHI 3MiHW cknagy) -
BBEJleHHS1 HOBOrO
3aKynoproBasIbHOTO eN1eMEHTY
Bromobutyl rubber FM 457 ans
KOHTelHepa 3 nonieTuIeHy
BUCOKOI WinbHocTi (HDPE)
o6’emom 5 n, Wwo
BUKOPWUCTOBYETLCA 4151 36epiraHHs
NPOMIXHWUX NPOAYKTIB measles
bulk, mumps bulk and varicella
bulk

304.

PAHITUAVIH-
JAPHULA

TabneTkun, BKpUTI
NNiBKOBOK 060/0HKOI0, MO
150 mr no 10 TabneTok y
KOHTYPHIll YapyHKOBIlA
ynakoBLi, no 1 a6o 2
KOHTYPHI YapyHKOBI
yNakoBKM B NauLli

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

Benebris

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy apmakoHarnsay,

3a peyenmom

UA/4934/01/01
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Ne
n/n

Hassa

JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA ANA 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOBa&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOT 32
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBosuy

305.

PEMICU],

renb, 10 mr/rno 30ry
Ty6i; no 1 Ty6i B navw,j

MpAT
"®apmaueBTnyHa
ipma "fapHuua"

Ykpaina

MpAT
"@apmavueBTuyHa
dipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnisgy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBAXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
thapmakoHarnag.
[MponoHoBaHa pepgakuis: Typok
B'auecnas B'AyecnaBoBuny

6e3 peyenma

UA/3980/01/01

306.

PEOMONIIOK

IH

po34nH ANs iHdys3il, no
200 mn a6bo no 400 mn 'y
nAsWKax

TOB "tOpisi-Papm”

YkpaiHa

TOB "tOpis-Gapm"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHmnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -

3a peyenmom

UA/8337/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yMakoBKM NMikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWwoao
3a3Ha4YeHHs 0AVHWLb
BVMIipIOBaHHS y cuctemi Sl.
3amiHa po3sginy «[paciuHe
0hOPMNEHHS YNAKOBKM» Ha
po3ain «MapkyBaHHs1» y MKA N3;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTAroMm - 6 MicsiLiB nicns
3aTBEPAKEHHS
307. | PENNATAN KOHUEHTpAaT A1 PO34nHYy LLlavieep Ipnangis BiANoOBigabHUIA 3a IpnaHgis BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/15890/01/01
Ans iHdysiid, 1 mr/mn no dapmacboTikans BUMNYCK cepil: marepianis: 3MiHu | TNy -
3,5 M1 KOHLEHTpaTy y Ipnangis Nimiteq, LWaiiep AAMIHICTpaTVBHI 3MiHK. 3MiHa
dhnakoHi, no 1 dpnakoHy B PapmacbioTikan3 HalilmeHyBaHHs Ta/abo agpecu
KapTOHHiiA KOpo6Li Ipnangia Nimites 3asBHMKa (BNacHvka
peecTpavuiiiHOro NocBig4YeHHs) -
3MiHa Ha3BM Ta aipecu 3asiBHUKA
308. | PEMNATAN KOHLeHTpaT A1 PO34nHy Llaieep Ipnangis BiANOBIAaNbHMIA 3a IpnaHgis BHECEHHS 3MiH [JO peecTpaLiiiHix | 3a peyenmom UA/15890/01/01
Ans iHdoysin, 1 mr/mn, no dapmachboTikans BWMYCK Cepil: mMarepianis: 3miHu | Trny - 3MiHKn
3,5 M/ KOHLEeHTpaty y Ipnangis Nimiteq, LWaiiep Loao 6e3nekn/edeKTUBHOCTI Ta

thnakoHi, no 1 chnakoHy B
KapTOHHI KOpoo6Li

dapmacboTikan3
IpnaHgjia Nimiteq

thapmakoHarnsagy (iHwi 3MiHn) -
OHOB/IEHHS TEKCTY MapKyBaHHS
yNaKoBKM likapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaui LWoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB MiCNSA 3aTBEPIKEHHS;
3MiHK | TUNY - 3MiHK Woao
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BunyyeHHs 3 iHCTPYKUiT Ans
MeAnYHOro 3acTtocyBaHHA J13
HaliMeHyBaHHs Ta
MiCLIe3HaXOPKEHHS 3asaBHUKA.
BBefieHHs1 3MiH NpoTArom 6-Tn
MiCALIB MiCNSA 3aTBEPIKEHHS;
3MiHu | TUNy - AAMIHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiS/IbHOCTI
BMPOGHMKa/iMnopTepa rotosoro
nNikapcbKoro 3acoby, BKIOYAKUN
AOinbHULI BUNYyCKy cepii abo micue

NpPOBEAEHHS KOHTPOJIK SIKOCTI.
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

(@isnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTeEp, BKIOYaoUn
BUWMYCK Cepiii) - 3MiHa Ha3Bu Ta
agpecy BUpobHuKa, 6e3 3mMiHu
MicLS BUPOOHMLTBA
3arBepoKeHo. 3MiHV BHECEHO B
IHCTPYKLiO ANS MegnyHOro
3acToCcyBaHHS LWOA0
HaliMeHyBaHHs Ta
MiCLie3HaxX0AKeHHSI BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTi
MapKyBaHHS YMakoBKV Nikapcbkoro
3acoby (BBegeHHs 3MiH MPOTArom
6-Tn micsiuiB nicns
3aTBEPAKEHHS); 3MiHW | Tvny -
3MiHM Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHSA" MKA N3
3arBepaxeHo: MapkupoBKa.
punaraetca 3anponoHoBaHoO:
MapkyBaHHs1. 3rifHo
3aTBEPAKEHOrO TEKCTY
MapKyBaHHS; 3MiHW | Tuny - 3MiHK
3 AKoCTi. FoTOBMIA NiKapCbKuii
3aci6. KoHTposib rotoBoro
NikapcbKoro 3acoby (iHwWi 3MiHu) -
OHOB/IEHHSA BXe 3aTBEPKEHNX
MEeTOZIB KOHTPOJO AKOCTI
nikapcbKoro 3acoby, a came —
BUKNAAEHHS AepPXaBHO
(YKpaiHCbKOI) MOBOIO BCiX
po3ainis 4OKYMEHTY BiANOBIAHO A0
BMMOT YWHHOTO 3aKOHOAaBCTBa
YkpaiHu. BBeeHHS 3MiH NpoTAroM
6 micauis nicns 3aTBepAkKeHHs

309.

PUBOKCUH

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO, NO
200 wmr, no 10 TabneTok y
6nicTepi, no 5 6nictepis y
nauuj 3 KapToHy

MAT "Tanuuchapm”

YKpaiHa

NnAT
"KuiBmegnpenapar”,
Ykpaina; NMAT
"ranuudpapm”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNY - 3MiHK 3
AKOCTI. [O0TOBWMIA NTikapcbkuii 3acib.
3MiHN Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (Bktoyaoun
[iana3oH po3Mipy cepii) roToBoro
nikapcbKkoro 3acoby (36inbLIeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPKEHVM PO3MIPOM) -
BBEJleHHS 10AaTKOBOro PO3mipy
cepii roToBOro NiKapcbkoro 3acoby

- 226,05 Kr, Wwo cTtaHoBuTb 814

3a peuenmom

UA/4137/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

814 TabneTok (3 4onycTMMUM
BigxuneHHsm Big, 205,5 kr o
246,60 kr abo 740 740 TabneTok
00 888 888 Tabnetok). KopekTHe
3a3HayeHHs BXe 3aTBEPPKEHOrO
po3mipy '13. 3aTBepaKeHo:
Po3mip cepii cknagae: Big,
MiHiManibHoro po3mipy 333 333
Tabnetok (90 kr) Ao
MakCMMasibHOro po3mipy 407 407
Tabnetok (110 kr).
3anponoHosaHo: 102,75 kr, Wwo
cTaHoBuTbL 370 370 TabneTok (3
[ONYCTUMUM BigXUIEHHSAM Bif,
92,475 kr go 113,025 kr a6o 333
333 Tabnetok go 407 407
TabneTtok). 226,05 kr, Lo
cTaHoBUTbL 814 814 TabneTok (3
[ONYCTUMUM BigXUNEHHAM Bif,
205,5 kr go 246,60 kr abo 740 740
Tabnetok Ao 888 888 TabneTok);
3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI (iHLUI 3MiHK)
-BHECEeHHs 3MiH go p. 3.2.P.3.3.
Onuc BMpobHMYOro npotecy Ta
KOHTPO/II0 NpoLecy, 30KpemMa: - B
po3gini "Mopsgok hopmyBaHHsS
cepii roToBOi NpoayKuii"
3a3HayveHo iHhopmaLito Wwoao
TEOPeTUYHOro po3Mipy cepii; -
YTOYHEHHS NepioANYHOCTI
KOHTPOJII0 SIKOCTi BiMUBKYM
ob6nagHaHHA Bif 3anmwkis Al Ta
MMIOYOro 3acoby BiNoBiAHO A0
BMMOT [it040i IHCTPYKLT Ta
3aTBeEpAKEHOro rpadiky Biabopy
npo6; - yTOUHEHHS onucy
TEXHO/IOTIYHMX onepaviii
BIANOBIAHO A0 Aitounx npoueayp
Ha nigNpueMCTBI

310.

PVBOKCUH-
JAPHULA

PO34uH AN iH'eKuid, 20
mr/m, no 5 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOoBIli ynakosLij; no 2
KOHTYPHi YapyHKOBI
ynakoBku y nauyu,i; no 10
M B amnysi; no 5 amnyn'y
KOHTYPHIli YapyHKOBIl

MpAT
"GapmaueBTMyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX JaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cucTemy apmakoHarnsay,

3a peyenmom

UA/6209/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

yMakoBLii; N0 2 KOHTYPHI
YapyHKOBi YNakoBKu Y
nauui

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiga/IbHOI 3a 3MjACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3asiBHMKA ANA 34iCHEeHHS
hapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHa Bif, yNTOBHOBa&X€EHOI
oco6w, BignoBiAabHOI 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUMN KOHTaKTHI JaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - smiHa
YMOBHOBaXEHOT 0CO6Y 3as1BHMKA,
BiANOBIAANLHOT 32
hapMakoHarnag.
lMponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

311.

PULUMHOBA
onida

onisno30ra6ono 50T,

ab6o no 100 r y dhnakoHax ;

no 30 r y chnakoHi; no 1
donakoHy y nauuj

MpAT
dapmaLeBTUYHa
habpuka "Biona"

Ykpaina

MpAT
dapmaueBTUYHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -

3MiHW BHECEHI B TEKCT MapKyBaHHsA
YyNaKoBOK NiKapCbKoro 3acoby
(n.17) woA0 HaHeCceHHs TOProBoi
Mapkm

6e3 peyenma

UA/7354/01/01

312.

PIHFTEPA
PO34YMH

pO34nH ANs iHdy3ild; no
200 mn Ta no 400 mny

NAsLWKax CKAsHUX abo y
donakoHax

TOB "APTEPIYM
nTar

YkpaiHa

NAT "Tanudcpapm”

Ykpaina

BHECEHHS 3MiH O peecTpaLiiHnx
mMarepianis: 3MiHu | Tuny - 3miHu 3
sKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs roTOBOTO liKapCbKOro
3aco6y (iHLWi 3MiHN) 36inbLUEHHS
TepMiHy NpuAaTHOCTI Ha migcTasi
OofiEPXaHNX faHuX cTabinbHOCTI,
OTpUMaHNX B peasibHOMy Yaci
3artBepaxkeHo: TEPMIH
MNMPUOATHOCTI 1 pik
3anponoHoBaHo:
TEPMIH MPUOATHOCTI 2 poku
BBefeHHs 3MiH NpoTAroM 6-Tu
MicsLIB NiCNsA 3aTBEPLKEHHS.

3a peyenmom

UA/18010/01/01

313.

PIOMNAH

cycneHsis opasibHa, 800
Mr/10 mn no 10 mn B
caule; no 10, a6o no 20,
abo no 50 cawe B
KapTOHHIA KOpoo6Li

Takega 'mM6X

HimeuunHa

Takega MmM6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
mMartepianis: 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHsi TOTOBOTO J1iKapCbKOro

6e3 peyenma

UA/11741/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3ac00y (3MeHLUEeHHS TePMiHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 15191 Toprosoi ynakoBKu.
3MeHLLIEeHHS TepMiHY NpuAaTHOCTI
'N3 (rapmoHi3aLjieto TepMiHy
npuaartHocTi ans /13 PionaH,
cycneHsis opanbHa, 800 mr/10 mn
a60 1600 mr/10 M i3 BHYTPILWHIMK
npoueaypamu komnatii Takega
vM6X, HimeuunHa). 3aTBepaxeHo:
5 pokis
3anponoHoBaHo: 3 PoKW. 3MiHU
BHECEHO B iHCTPYKLit0 An1A
MeAUYHOr0o 3acTOCYBaHHS
nikapcbkoro 3acoby y p. "TepmiH
npugaTHocTi".
BBegeHHs 3MiH npoTsrom 6-Tn
MicaLiB Nicnsa 3aTBepAKEHHS.

314.

PIONAH

cycneHsist opasibHa, 1600
mr/10 mn no 10 mn B
calue; no 10, a6o no 20,
a6o no 50 cawe B
KapTOHHIA KOpoo6Li

Takega 'mM6X

HimeuunHa

Takega MmM6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
mMarepianis: 3MiHu | Tuny - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abinbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs rOTOBOrO J1iKapCbKOro
3ac06y (3MEHLLEHHS TEPMiHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 1519 Toprosoi ynakoBKu.
3MEHLUEHHS TePMiHY NMPUAATHOCTI
N3 (rapmoHi3auieto TepMiHy
npugatHocTi ans /13 PionaH,
cycneHsis opanbHa, 800 mr/10 mn
a60 1600 mMr/10 M i3 BHYTPILWHIMK
npotegypamv kKomnaHii Takega
'm6X, HimeuyunHa). 3aTBEpaKeHO:
5 pokis
3anponoHoBaHo: 3 poku. 3MiHu
BHECEHO B iHCTPYKL,il0 oNs
MeANYHOr0o 3aCTOCYBaHHS
niKkapcbkoro 3acoby y p. "TepmiH
npuaaTHocTi".
BBefeHHA 3MiH NpoTAroMm 6-Tu
MicsLiB NiCNsA 3aTBEPPKEHHS.

6e3 peyenma

UA/11741/02/02

315.

PIOMAH

cycneHsis opasibHa, 800
Mmr/10 mn, no 10 mn B
cauwle; no 10, a6o no 20,
abo no 50 cawwe B
KapTOHHIA KOpoo6Li

Takega M'mM6X

HimeuunHa

Takega MmM6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLinHmx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKocTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO /iKapCbKoro
3aco0y (iHLUi 3MiHW) - OHOBJ/IEHHSA
BXe 3aTBepKeHNX MeTofiB
KOHTPOJIH SIKOCTi JTiKapCbKOro

6e3 peyenma

UA/11741/02/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3acoby, a came BUKNafeHHs
TEKCTY Aep>XaBHO MOBOIO 3rigHO
Cy4yacHuX BUMOT.
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB NicNs 3aTBEPPKEHHS

316.

PIOMNAH

cycneHsis opasibHa, 1600
mr/10 mn, no 10 mn B
calue; no 10, a6o no 20,
ab6o no 50 cawe B
KapTOHHI KOpooL;

Takena 'm6X

Himeyunna

Takena Mm6X

HimeuunHa

BHECEHHS 3MiH [JO peecTpaLifiHnX
MaTepiasiB: 3MiHK | TUMy - 3MiHK 3
sKocTi. [OoTOBWIA Nikapcbkuii 3aci6.
KOHTpOs1b roToBOro NikapcbKoro
3aco6y (iHLWi 3MiHN) - OHOB/IEHHS
BXE 3aTBEPIAXEHUX MEeTOAiB
KOHTPOJHO SIKOCTI JliKapCbKOro
3acoby, a came BUKNaAEHHS
TEKCTy [epXaBHOK MOBOIO 3riiHO
Cy4YacHUX BUMOT.
BBefeHHs1 3MiH NPOTArom 6-Tu
MicALiB nicna 3aTBepipKeHHs

6e3 peyenma

UA/11741/02/02

317.

PO3AMET®

Kpem 1% no 25 r y Ty6i; no
1 Ty6i y KapTOHHI kopobui

AppaH-TaneHcbknii
Na6opartopiii 4.4.

Xopsartis

AppaH-FaneHcbkuit
Na6opaTopiit 4.4,

Xopsaris

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy hapmakoHarnagy

(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cucTemy hapmakoHarnsgy,

3MiHa YNOBHOBaXeHOI 0co6H,
BiANOBIAA/ILHOT 32 3iICHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YyNOBHOBaXeHOI
ocobw, BigNoBiAabHOT 3a
3[jicCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MILLEHHI
MacTtep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu ynoBHOBaXXeHOT 0cobu
3asBHVIKa, BiNOBIAAIbHOT 38
hapmakoHarnsg, B Ykpaini

3a peyenmom

UA/7256/01/01

318.

PO3APT

TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOO, NO
5 mr no 10 TabneTok y

TOB "TeBa YkpaiHa"

Ykpaina

AkTaBic 1T/,

MasnbTa

BHECEHHS 3MiH 0 peecTpaLinHmx
MaTepianis: 3MiHU | TUMY - 3MiHK 3
AKOCTi. FoTOBMIA NNikapcbkuii 3aci6.

3a peyernmom

UA/11647/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
6nicTepi; no 3 abo 9 Onuc Ta cknag (iHwWi 3MiHw) -
6nicTepiB y KOpoo6Li BHECEHHS pefaKLiiiH1X 3MiH 0 p.
«Cknagy» B 3aTBEPIKEHUX
MeTogax KoHTposto skocTi /13, a
came B OMUCI Ail040T PEYOBUHN
(6yno: posyBacTaTvH Kanblijto,
€KBiBa/IEHTHO PO3yBacTaTuHy;
CTano: po3yBacTaTuH, y BUTAL
po3yBacTaTvHy KasibLito) Ta
06010HKKM, 6e3 haKTUYHOT 3MiHN
cknaay 13
319. | PO3APT TabneTkun, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa Axtasic NT[, ManibTa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/11647/01/02
NAiBKOBOK 060J1I0HKOHD, MO MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
10 mr no 10 TabneTok y sKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nicTepi; no 3 abo 9 Onuc Ta cknag, (iHLWi 3MiHW) -
6nicTepiB y kKopobui BHECEHHS peAakLiiHMX 3MiH 40 p.
«Cknag» B 3aTBEPIKEHUX
MeTopgax KoHTposito sikocTi /13, a
came B OMuCi Ailo4oi pevoBUHN
(6yno: posyBacTaTuH KasbLijto,
€KBiBa/IEHTHO PO3yBacTaTuHy;
CTao: po3ysBacTaTuH, y BUrIAg
po3yBacTaTvHy KasibLito) Ta
060/10HKM, 6e3 PaKTUYHOT 3MiHN
cknagy N3
320. | PO3APT TabneTku, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/11647/01/03
nAiBKOBOK 060/I0HKOHD, MO MaTepianis: 3MiHU | TURY - 3MiHK 3
20 mr no 10 TabneTok y AKOCTi. [OTOBWIA flikapcbknii 3aci6.
6nicTepi; no 3 abo 9 Onuc Ta cknag (iHWi 3MiHK) -
6nicTepis y KOpoobLi BHECEHHS peAaKLifiH1X 3MiH 0 p.
«Cknagy» B 3aTBEPIKEHNX
MeTogax KoHTposto sikocTi /13, a
came B OMuCi Ait040T PeYOBUHN
(6yno: posyBacTaTuH KasblLjto,
€KBiBa/IEHTHO PO3yBacTaTuHy;
CTas10: po3yBacTaTuH, y BUrIAgi
po3yBacTaTuHy KasibLilo) Ta
060/10HKKM, 6€3 haKTUYHOT 3MiHN
cknagy N3
321. | PO3APT TabneTkun, BKpUTI TOB "TeBa YkpaiHa" YkpaiHa Axtasic NT[, ManbTa BHECEHHS 3MiH 40 peecTpaLliiHux | 3a peyenmom UA/11647/01/04
nNiBKOBOK 060/10HKOHD, MO MaTepianis: 3MiHU | TUNy - 3MiHK 3
40 vr no 10 TabneTok y AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
6nicTepi; no 3 abo 9 Onuc Ta cknag (iHwWi 3MiHw) -
6nicTepiB y KopooLi BHECEHHS pefaKLiiiH1X 3MiH [0 p.
«Cknaf» B 3aTBEPKEHNX
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MeTogax KoHTposto skocTi /13, a
came B OMUCI Ai040T PEYOBUHN
(6yno: posyBacTaTvH Kanblijto,
€KBiBa/IEHTHO PO3yBacTaTuHy;
CTano: po3yBacTaTuH, y BUrIAi
po3yBacTaTvHy KasibLito) Ta
060/10HKKM, 6€3 haKTUYHOT 3MiHN
cknaay 13
322. | PO3YBACTAT TabneTku, BKPUTI CaHpos CnoseHisa Nek CnoBeHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/12605/01/01
NH CAHA03® NAiBKOBOK 060J1I0HKOHD, MO dapmacbioTikans g.4. dapmaneBTUYHA MaTepiasiB: 3MiHU | TUMy - 3MiHK 3
5 Mmr, no 7 Tabnetok y KOMMaHis 4.4., SKocTi. [0TOBWIA Nikapcbkuii 3aci6.
6nicTepi; no 4 6nictepn 'y CnoseHis KOHTpOs1b ONOMDKHUX PEYOBYH.
KapTOHHI kopobuj; no 10 (BMPOGHMLTBO in 3MiHa y meTogax BUNpoobyBaHHs
Tabnetok y 6nictepi; no 3, bulk, TecTyBaHHs, [0MNOMDKHOT PeYOBUHMN (HE3HAYHI
6 abo 10 6nicTepiB y nakyBaHHs, BUMYCK 3MiHW Yy 3aTBEPKEHNX MeTofax
KapTOHHI KOpooLj cepii); Nek BMNPOOYBaHb) - HE3HAYHA 3MiHa Y
dapmaueBTUYHa MeToZAi BUNpobyBaHHs "Loss on
KoMnaHis g.4., drying" (BignosigHo o sumor EP)
CnoBeHis ON51 LOMOMIXKHOI pEYOBUHM
(nakyBaHHs, BUMYCK KpOXMaulb KyKypyA3aHWi
cepii)
323. | PO3YBACTAT TabneTku, BKPUTI CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH 0 peecTpauiiiiux | 3a peyenmom UA/12605/01/02
NH CAHA03® N1iBKOBOK 0BOMIOHKOM, MO | ®apmacbloTikan3 4.4, dapmaneBTUYHA Marepianis: 3mMiHun | TMny - 3MiHN 3
10 wmr, no 7 TabneTok y KOMMaHis 4.4., sKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
6nicTepi; no 4 6nictepu 'y CnoseHis KOHTpOs1b AONOMDKHUX PEYOBWH.
KapTOHHI Kopo6uj; no 10 (BMpPOGHMLTBO in 3MiHa y meTogax BUNpo6yBaHHSA
TabneTok y 6nictepi; no 3, bulk, TecTyBaHHs, [0MNOMDKHOT PeYOBUHUN (HE3HAYHI
6 abo 10 6nicTepiB y nakyBaHHs, BUNYCK 3MiHW y 3aTBEPKEHNX MeToax
KapTOHHI KOpoo6Li cepii); Nek BMNPOOYBaHb) - HE3HaYHa 3MiHa Y
dPapmaueBTUYHa MeToZi BUNpobyBaHHs "Loss on
KoMnaHis g.4., drying" (BignosigHo o sumor EP)
CnoBeHisi AN AONOMDKHOT PEYOBUHN
(nakyBaHHS, BUMYCK KpOXmaulb KyKypyA3aHWi
cepii)
324. | PO3YBACTAT TabneTku, BKPUTI CaHpo3 CnoseHisn Nex CnoBeHis BHECEHHS 3MiH 0 peecTpauiiiiux | 3a peyenmom UA/12605/01/03
MH CAHA03® N/1iBKOBOK 0B0IOHKOI, MO | ®apmacbkloTikan3 A.4. dapmaneBTUUHA Marepianis: 3mMiHu | TMNy - 3MiHN 3
20 ™mr, no 7 TabneTok y KoMnaHis g.4., siKoCTi. FoTOBWIA Nikapcbkuii 3aci6.
6nicTepi; no 4 6nictepu 'y CnoBeHis KOHTpO/1b AONOMDKHUX PEYOBVH.

KapTOHHI Kopo6uj; no 10
Tabnetok y 6nictepi; no 3,
6 abo 10 6nicTepiB y
KapTOHHI KOpoo6Li

(BUpPOGHMLTBO iN
bulk, TecTyBaHHs,
nakyBaHHs, BUNYyCK

cepii); ek
dPapmaueBTUyHa
KoMnaHis g.4.,
CnoseHis
(nakyBaHHS, BUMYCK
cepii)

3MiHa y meTogax BUNpPoGyBaHHSA
[0NOMDKHOT PeYOBUHMN (HE3HAYHI
3MiHW Y 3aTBEpPKEHNX MeToax
BMNPOOYBaHb) - He3HaYHa 3MiHa Y
MeToZi BunpobyBaHHA "Loss on
drying" (BignosigHo Ao sumor EP)
AN AOMOMDKHOT PEYOBUHN
KpOXMaulb KyKypyA3AHWI
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

325.

CAHOMEH

cnpeli HazaNbHWIA,
[030BaHwii, cycneHsisa 50
MKr/go3y no 60 a6o 120,
a60 140 [03 y KOHTEHEpi;
no 1 KoHTelHepy y
Kopooui

CaHpos
dapmacbioTikans g.a.

CnoBeHisa

Nex
dapmaueBTUyHa
KoMnaHis 4. A.

CnoBeHisi

BHECEHHS 3MiH 0 peecTpavLinHmx
marepianis: 3MiHu | TUny -
BHECEHHS 3MiH [0 p.3.2.5.4.2
AHaniTMyHi npoueaypw, a cave:
po3po6ieHa HoBa npoLieaypa Ans
3a/IMLLIKOBUX PO3UNHHWKIB Y
3B'A3KY 3 NOBTOPHOBAHHAM
BUNAJKIB BUSIB/IEHHS
HeigeHTUgIKOBaHUX 3a/IMLLIKIB
po3unHHUKIB ANs APl Big,
BMPOGHUWKa Aarti . BukoHaHO
BaslifaLito oNT1Mi30BaHOro
mMeToay TecTyBaHHs. OTxe,
aHaniTnyHa npoueaypa byna
nepernsHyTa BignosigHo [0
BMCHOBKIB BanigaLji. 3MiHn He
BMN/IMBAIOTb Ha pe3ysibTaTn abo
crneundikaLito NPoAyKTY.
BHeceHHs pefakuiiiHux npaBok
NS TECTYBaHHA 3a/INLLIKOBUX
po3unHHuKiB (methanol, ethanol,
acetone, methylene chloride,
toluene) ona A®l Bia BUpo6HMKa
Cipla: po3gain "Solution for
identification of ethyl acetate (Et-
Ac)": abpesiatypa STD
3MIHIOETLCA Ha STM; po3ain
"Standard solution (STM)" :
BMAasIeHo and mix y peyeHHi
"Close the vial immediately and
mix", 3rigHo 3BiTy Banigauii
nepeMillyBaHHs He NOTPI6HO;
3anponoHoBaHo: Module 3.2.S.4.2
Analytical Procedure Aarti New
test method Different column is
used, optimized gradient
temperature, inlet, detector and
gas phase sampler temperatures.
Change in the carrying gas,
optimized time of shaking in
headspace vial, change of solvent
to DMSO. New typical
chromatograms are added. Carrier
gas: variability of carrier gas
(Helium) up to +/- 50%
System suitability test (SST): RSD
(Astd., n=6) NMT 10.0%

3a peyenmom

UA/15870/01/01

326.

CENTIMNIM

MOPOLLIOK A/151 PO3UMHY
A8 iH'exuiv no 500 mr 1

M.BioTek NlimiTeq

Benuka
BpuTaHis

ACTPA/T CTEPITEK
MPAVBIT NIMITE[

IHais

BHECEHHS 3MiH O peecTpaLifiHnX
mMartepianis: 3MiHu | TURy - 3MiHK

3a peyenmom

UA/11484/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

h/1aKkoH 3 NOPOLLUKOM Y
nauuj 3 KapToHy

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po34iny
«MapkyBaHHA» MKA /13;
3anpornoHoBaHo: MAPKYBAHHA.
3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY
MapKyBaHHS YMakoBKV NikapcbKoro
3acoby 3 BHECEHHSAM iHdhopMauii
LLI0AO 3a3HaYeHHsI OANHULb
BVIMIiptOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpOTAroM 6-Tu
MicSLB NicNs 3aTBEPAKEHHS

327.

CENTINIM

MOPOLLOK A9 PO3YNHY
Anst iH'ekuii no 1000 mr 1
oNakoH 3 MOPOLLUKOM Y
nadui 3 KapToHy

M.BioTek NlimiTeq

Benuka
BpuTtaHis

ACTPAJT CTEPITEK
MPAUBIT NIMITEL

IHAja

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
Lofo 6e3nekn/ed)eKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA /13;
3anpornoHoBaHo: MAPKYBAHHA.
3rifHo 3aTBEPAYKEHOIO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKV Nikapcbkoro
3ac06y 3 BHECEHHAM iHthopmalii

OO0 3a3HaYEHHS OANHNLL
BMMIpIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALB NicNna 3aTBepAKEHHS

3a peuenmom

UA/11484/01/02

328.

CEPTAKOHA3
ON-®APMEKC

necapii no 300 mr, no 1
necapito B 6nictepi; no 1
6nicTepy B KapTOHHIl
KopooLi

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3mMiHu |l TURYy - 3MiHK 3
akocTi. A®l. BupobHmuTBO. 3MiHa
BMPOGHMKA BUXiAHOrO/NPOMIXHOro
npoayKTy/peareHTy, LWo
BUKOPWCTOBYHOTLCS Y
BMPOGHUYOMY npotieci Adl, abo
3MiHa BUPO6HMKa (BKIOYatoum, ae
HeobxigHo, MicLe NpoBeAeHHS
KOHTPO/I0 SIKOCTi) AdI (3a
BiICYTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONenchbkili
hapmakonei y 3aTBepKeHoMy
[0Cbe)(BBEAEHHS HOBOTO
BMPOGHMKa AP| 3 HaAAHHAM
macTep-goaiina Ha Adl) -
BBE/leHHS 40aTKOBOro
BMPOGHMKa ana Ad|
CepTrakoHasosy Hitpaty Glenmark

3a peyenmom

UA/13845/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

Life Sciences Limited, IHgisa 3
HagaHHaM DMF Ha ADI. Ak
Hacnifgok npuBeeHHs
cneuudikaLii Ta MeToAiB
BMNpobyBaHHA A®I 3a NoKa3HUKOM
"3aNMNLLKOBI KiJIbKOCTi OpraHiuHmx
PO3YMHHWMKIB" [0 BUMOT
BMPOGHMKIB CybCTaHLil;
3anponoHoBaHo: Optimus Drugs
Private Limited, IHgis Glenmark
Life Sciences Limited, IHgis

329.

CUPON BIf,
KALLJIO ApP.
TAWCCA 3
EKCTPAKTOM
NAOLWA

cupon no 100 mn a6o no
250 mn y dhnakoHi; no 1
oNakoHy 3 MipHUM
CTakaH4MKOM Y KapTOHHilA
Kopo6ui

[Op. Taiicc

HatypBapeH Mm6X

Himeyunna

[Op. Talicc

HaTypBapeH Mv6X

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
afanTaLisi BUSHa4eHHS
ilEHTUYHOCTI 4199 aKTUBHOrO
iHrpeieHTa Cyxoro ekCTpakTy 3
nicTa naowa metogom TWX oo
nepernsaHytoi MoHorpadii DAC;
3anponoHOBaHoO: M. laeHTudikayis
TWX Ha TpUTEPNEeHOBI CanoHiHW.
Mae BignosigaTvi. AHas10r4HO
DAC 2004 (moHorpadist «/luctsi
naoLwa»); 3MiHu | Tuny - 3miHu 3
akocTi. A®I. (HLi 3MiHK) —
BHECEHHS peAakLiiiHMX 3MiH 40 p.
3.2.S.5. CtaHfapTHi 3pa3ku abo
npenapatu ( 3aTBepaxeHo: vy
leaf standardized tincture CRS
3anponoHoBaHo: lvy leaf dry
extract HRS) Ta p. 3.2.S.6.
Cucrema
KOHTelHep/3aKynoptoBasbHWiA
3aci6 BHacnifok agantauii fo
KEPIBHMX NPUHUMNIB

6e3 peyenma

UA/15367/01/01

330.

COJIEKC®

Tabnetku no 100 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepn y KapTOHHI
KopooLi

Pisocpapm CA

LLiBeiiuapis

Pisochapm CA

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNy -
BHECEHHS 3MiH Ao MeToay

BUNpobyBaHHA A®| Amicynbnpug

Bif BUpo6HMKa LEBSA, 30kpema:

3amiHa MeToAy BUNPOGyBaHHS 3a

NokKasHMKOM "P0O3Mip 4acTok".
3anponpoHosaHo: PSD method
(Malvern)

3a peyenmom

UA/14312/01/02

331.

COJIEKC®

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepn y KapTOHHIA
Kopooui

PiBocpapm CA

LLIBeiiuapis

Pisochapm CA

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH o0 MeTogy

BUNpo6yBaHHA APl Amicynbnpug,

Bif BUpo6HMKa LEBSA, 30kpema:

3a peyenmom

UA/14312/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

3amMiHa MeToAy BUNpobyBaHHA 3a
nokasHukom "Po3mip yacTok".
3anponpoHoBaHo: PSD method
(Malvern)

332.

COJNEKC®

TabneTku, BKpUTI
nNiBKOBOK 060/I0HKOIO, N0
400 mr no 10 TabneTtok y
6nicTepi; no 3 6rictepu 'y
KapTOHHiiA KOpo6Li

Pisochapm CA

LLiBeiiuapis

Pisochapm CA

LLiBeiuapis

BHECEHHS 3MiH A0 peecTpaLinHmx
mMarepianis: 3MiHu | TMny - 3MiHK 3
sAKocTi. A®l. KoHTponb A®I. 3miHa
y MeTogax BunpobyeaHHa Adl a6o
BUXiHOro mMarepiany/npoMixXHOro
npoAayKTy/peareHTy, LWo
BUKOPWCTOBYETLCA Y MPOLIECi
BMPOGHULTBA AP (iHLWWI 3MiHW Y
MeTo4ax BUNPOOYyBaHHs
(Bktovatoum 3amiHy abo
[0noBHEHHS) AD| abo
BWXiAHOTrO/MPOMIKHOTO NPOAYKTY) -
3aMiHa MeToAy pOo3rnogjisly YacTok
3a po3mipamu nopotuky (PSD
METOZ), SIKNIN 3aCTOCOBYETHLCS
BMpO6GHMKOM LEBSA ans
KOHTpO/It0 sikoCTi Ad|

3a peuenmom

UA/14312/01/01

333.

COMA3NHA®

TabneTkun, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
500 mr; no 5 TabneTtok y
6nicTepi; no 2 abo 4
6nicTepn B KOpobui 3
KapToHy

Peppep

IHTepHacioHasb, C.A.

Icnanis

Peppep
IHTepHacioHasb,
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHA" MKA J13:
3anponoHoBaHo: 3rifgHo
3aTBEPAKEHOrO TEKCTY

MapKyBaHHs. OHOBMIEHHA TEKCTY

MapKyBaHHS YMakoBKV NikapcbKoro
3acoby 3 BHeCEHHSAM iHdhopMauii

LLIOAO 3a3HaYEHHS OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NiCNs 3aTBEPKEHHSA

3a peyenmom

UA/3198/03/01

334.

CNEKTPINA

MOPOLLOK Anst
KOHLLEHTPATY A/151 PO34UHY
Anst iHgysiiA, no 10 000
O/f; 1 abo 5 chnakoHis 3
MOPOLLIKOM Y KapTOHHilA
Kopoo6Li

Mepak esenbwadT
dotop KNiHiwe
LLineuiansnpenapare
M6X

HimeuunHa

Mepak lesenbwadT
dorop KNiHiwe
Lneuiansnpenapar
e M6X, Himeuunna
(BUPOBHVIK, L0
Bianosigae 3a
MapKyBaHHS,
BTOPWHHE
nakyBaHHS Ta 3a
BUNYCK cepii);
PeHTwnep
Biodapma CE,

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,

BignoBiga/IbHOI 3a 3AjACHEHHSI

hapmMakoHarnagy; KOHTakTHOI
ocobu 3 papmakoHarnagy

3a peyenmom

UA/17474/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
HimeuunHa 3asBHUKA 415 34ICHEHHS
(BMpOGHYK, LLIO hapmakoHarnsagy B YkpaiHi, Ko
Bignosigae 3a BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
BMPOGHMLITBO ocobu, BiANOBIAA/IbHOI 3a
roTOBOI NiKapCbKOi 3AjicCHeHHs1 hapmakoHarnagy
dopmMu, nNepBuUHHE (BK/HOYAKOYM KOHTAKTHI AaHi)
nakyBaHHs, Ta/abo 3MiHW y PO3MILLEHHI
BUNPOOYBaHHA/KOHT MacTtep-caiina cuctemu
ponb cepii) thapmakoHarnagy) - 3amiHa
KOHTaKTHOT 0COBU YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: BakyH
AHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHuUX KOHTaKTHOT
0C0o6U YyNOBHOBaXKEHOT 0CO6YU
3as1BHMKA, BignoBiga/ibHOI 3a
hapmakoHarnag B YkpaiHi
335. | CcynbniPna Kancynu Teepai no 50 wr, TOB «TeBa YkpaiHa» YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 4O peecTpauiiHnx 3a peyenmom UA/4832/01/01
no 12 kancyn y 6nictepi; OnepeiiwH3 MNonaHg, marepianis: 3MiHa 3asABHMKa
no 2 6nictepu y kopoobui (BnacHuka peecTpadiiHoro

222

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

noceigyeHHs) (3rigHo Hakalzy MO3
Big 23.07.2015 Ne 460). 3miHa
3asBHUKA (BNacHuka
PeECTpaL,iiHOro NoCBiAYEHHS).
3MiHu | TUNYy - 3MiHK Wwoa0
6e3nekn/etheKTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapMakoHarnagy
(BK/IHOYAKOUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsagy). 3miHa

hapmakoHarnsg. flivoya pefakuis:

BignoBiganbHoI 3a




Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

3acoby

Orit Stern-Maman.
MponoHoBaHa pegakuis: buctposa
OkcaHa BitaniiBHa. 3MiHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a hapmakoHarnsg.

UA/A832/01/02

336.

cynbniPug

kancynu TBepgi no 100 wr,
no 12 kancyn y 6nictepi;
no 2 6nictepu y kopobuj

TOB «TeBa YkpaiHa»

Ykpaina

TOB TeBa
OnepeiiwH3 MNonaHg,

Monbwa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis: 3MiHa 3asABHMKa
(BnacHuka peecTpadiiHoro

noceigyeHHs) (3rigHo Hakaly MO3

Big 23.07.2015 Ne 460). 3miHa
3asBHMKa (BNacHvka
PeECTpaL,iiHOro NoCBiAYEHHS).
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/eheKkTUBHOCTI Ta
thapmakoHarniagy. BeeaeHHsi abo
3MiHU [0 y3aras/lbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iINCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy). 3miHa
YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,
BignoBiganbHoI 3a
hapmakoHarnag,. fivova pepaxuis:
Orit Stern-Maman.
MponoHoBaHa pepakuis: buctposa
OkcaHa BitaniisHa. 3miHa
KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
0co6u 3asiBHMKA, BiANOBiAabHOT
3a hapmakoHarnsg.

3a peyenmom

3a peyenmom

UA/2396/03/01

337.

CYMAME[®

Kancynu no 250 mr; no 6
kancyny 6nictepi; no 1
6nicTepy y KapTOHHii
Kopoo6Li

Tesa PapmaveBTikan
IHpacTpi3 T4,

13painb

MNIBA XpBartcka
a.0.0.

XopBartis

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHu | TUNy - 3MiHa
3aTBEPAKEHNX YMOB 36epiraHHsA
rOTOBOrO JliKapCbKoro 3acoby Ha

nigcTasi fOCNiMKEHD 3i
CTabifIbHOCTI

3anponoHoBaHo: YMoBU
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

36epiraHHa 36epiratv npu
Temneparypi He BuLe 25 °C.
3MiHV BHECEHO B IHCTPYKLiO AN
MeZMNYHOro 3aCTOCYBaHHA Y p.
"YMOBU 36€epiraHHs" 3
BiANOBIiAHVMM 3MiHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW JlikapCbKOro
3acoby. BBegeHHs 3MiH NPOTAroM
6 MicALiB nicaa 3aTBEPAKEHHSA

338.

TANNITOH®

TabneTku no 6,25 mr; no
20 a6o 30 TabneTok y
thnakoHi; no 1 chnakoHy B
KapTOHHI kopoobLj; no 7
Tabnetok y 6nictepi; no 2
ab6o 4 6nictepn y
KapTOHHI KOpooLj

3AT dapmaueBTUUHWIA
3aBog EliC

YropuwmHa

3AT
dapmaueBTUYHNI
3asopg ElC

YropwmHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | TUny -
BHECEHHSA 3MiH [0 MaTepiasiB
PeECTpaLifiHOro J4OCbE Ha
nikapcbkuii 3aci6, a came 3MiHa
nepiognyHOCTi NPOBeAEHHS
BUMPOOYBaHHS 3a NOKa3HVKOM
«MikpobionoriyHa uictota». Y
3B'A3KY 3 LM 3MiHN BHOCATLCA [10
MEeTOZIB KOHTPO/O; 3MiHK | Tuny -
BHECEeHHS 3MiH 4,0 matepianis
peecTpauiiHoro Jocbe Ha
nikapcbkuii 3acio, a came
BUTYYEHHS NoKasHuka
«TBepaicTb». Y 3B’A3KY 3 LM
3MiHM BHOCSITbCA 40 METOogiB
KOHTPOJI0; 3MiHM | TUny -
BHECEHHSA 3MiH [0 MaTepiasiB
PeECTpaLifiHOro 4OChE Ha
nikapcbkuii 3aci6, a came
BUTyYEHHS MOKa3HMKa
«Po3nagaHHa». Y 3B’A3Ky 3 UM
3MiHW BHOCATLCA 40 METOAiB
KOHTPO/IO; 3MiHu | Tvny -
BHECEHHS 3MiH 40 MaTepianiB
peecTpauiiHoro JOCbe Ha
nikapcbkuii 3aci6, a came:
BW/TYYEHHS NOKa3HKKa «BUCoTa» B
TecTi «Po3Mipu». Y 3B’A3KYy 3 LM
3MiHV BHOCATLCA 0 METOAIB
KOHTPOS0; 3MiHW | Tuny -
BHECEeHHS 3MiH 4,0 matepianis
peecTpaLiiHoro Jocbe Ha
NiKapcbKuii 3acio i3 3MiHO
KpUTEepIiiB NPUAHATHOCTI 3a
NOKa3HUKOM «CTUpPaHHICTb». Y
3B’A3KY 3 LM 3MiHW BHOCATLCH A0
MeTOZAjiB KOHTPO/IO

3a peyenmom

UA/0947/01/01

339.

TANNITOH®

Tabnetkn no 12,5 mr; no

3AT PapmaueBTUYHWIA

YropLumHa

3AT

YropuuHa

BHECEHHS 3MiH 10 peecTpaLiiHmnx

3a peyenmom

UA/0947/01/02
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

20 a6o 30 TabneTok y
chnakoHi; no 1 chnakoHy B
KapTOHHI Kopo6ui; no 7
TabneTtok y 6nictepi; no 2
abo 4 6nictepn y
KapTOHHI KOpoo6Li

3aBog ElIC

dapmaLeBTUYHNI
3aBog ElC

marepianis: 3MiHu | TUny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AOCbe Ha
niKapcbKuii 3aci6, a came 3MiHa
nepiognYHOCTI NpoBeAEeHHS
BMMPO6GYBaHHS 3a NOKa3HVKOM
«MikpobionoriyHa unctota». Y
3B'A3KY 3 LM 3MiHW BHOCATBLCH A0
MeTOZiB KOHTPOO; 3MiHM | TUny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCkbe Ha
nikapcbkuii 3aci6, a came
BW/TyYEHHS MOKa3HMKa
«TBepaicTb». Y 3B’A3KY 3 LUM
3MiHM BHOCSITbCA A0 MeToZiB
KOHTPO/O; 3MiHu | Tvny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AOCbe Ha
nikapcbkuii 3aci6, a came
BUJTYYEHHS NOoKasHuka
«Po3nagaHHs». Y 3B's3Ky 3 LM
3MiHV BHOCATLCSA A0 METOAIB
KOHTPOJI10; 3MiHM | TUny -
BHECEeHHSs 3MiH 40 maTepianis
peecTpaLinHoOro 4OCbe Ha
nikapcbkuii 3aci6, a came:
BU/TYYEHHS NOoKasHMKa «BUCoTa» B
TecTi «Po3mipu». Y 3B’A3Ky 3 LM
3MiHM BHOCSITbCA A0 MeTofiB
KOHTPOJI0; 3MiHM | TUny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCkbE Ha
nikapcbkuii 3aci6 i3 3MiHO
KpUTEpIiB NPUAHATHOCTI 3a
NoKasHMKOM «CTUPaHHICTb». Y
3B'A3KY 3 LM 3MiHW BHOCATbLCA A0
MeTOZAIB KOHTPOSO

340.

TANNITOH®

Tabnetku no 25 mr, no 20
a60 30 TabneTok y
donakoHi; no 1 dpiakoHy B
KapTOHHI Kopo6uj; no 14
TabneTtok y 6nictepi; no 1
abo 2 6nictepn y
KapTOHHIA KOpoo6Li

3AT dapmaleBTUUHNI
3aBog ElC

YropumHa

3AT
dapmMaLeBTUUHHUIA
3aBog ElC

YropLmHa

BHECEHHS 3MiH A0 peecTpaLinHmx
marepianis: 3MiHu | TUNy -
BHECEHHS 3MiH A0 MaTepianis
peecTpauiiHoro JoCbe Ha
nikapcbkuii 3aci6, a came 3MiHa
nepiognuYHOCTI NPOBEAEHHS
BUMPOOYBaHHS 38 NOKa3HVKOM
«MikpobionoriyHa usctota». Y
3B’A3KY 3 LM 3MiHW BHOCATLCH A0
MeTOZiB KOHTPOO; 3MiHM | TUny -
BHECEHHSA 3MiH 10 MaTepiasiB

3a peuenmom

UA/0947/01/03
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

peecTpaLinHoro 4OCbe Ha
nikapcbkuii 3aci6, a came
BUTYYEHHS NoKasHuka
«TBepaicTb». Y 3B’A3KY 3 LUM
3MiHM BHOCSITbCA 40 MeTofiB
KOHTPOJI0; 3MiHM | TUny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCkbe Ha
nikapcbkuii 3aci6, a came
BW/TyYEHHS MOKa3HMKa
«Po3nagaHHa». Y 3B’A3KY 3 UM
3MiHM BHOCSITLCA 0 MeToZiB
KOHTPO/0; 3MiHu | TNy -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AOCbe Ha
nikapcbKuii 3acid, a came:
BU/TYYEHHS NoKasHMKa «BucoTa» B
TecTi «Po3Mipu». Y 3B’A3Ky 3 LM
3MiHV BHOCATLCSA A0 METOAIB
KOHTPOJI10; 3MiHM | TUny -
BHECEeHHSs 3MiH 40 MaTepianis
peecTpaLinHoro 4OCbe Ha
nikapcbkuii 3aci6 i3 3MiHO
KpUTEpIiB NPUIAHATHOCTI 3a
NOKa3HUKOM «CTUpaHHICTb». Y
3B'A3KY 3 LM 3MiHW BHOCATBLCH A0
MeTOAjiB KOHTPO/IO

341.

TA®PNNIOTAH®
MYNbTI

Kpansi 04Hi, po3ynH, no 15
MKr/M/1, N0 3 M1y (h1aKoHi
3 103aTOPOM Ta KPULLIKOO
3 KOHTPO/IEM NEPLLIOro
BiAKPUTTA: NO 1 pnakoHy y
naketi, no 1 nakeTy B
KapTOHHI kopobuji Ne 1

CaHTteH AT

diHnAHgIA

CaHteH AT,
DiHNaHaia
(BUPOGHUK,
BiANOBIAA/IbHWI 32
BUNYCK cepii);
Ty6inokc ®apma
C.N.A., Itanisa
(BUPOGHUK,
BiANOBIAaNbHUIA 3a
BMPOGHMLTBO in-
bulk, nepBuHHy Ta
BTOPVHHY YNaKoBKY,
BMNPOOYBaHHS
LLLOA0 AKOCTI)

diHnaHgia/
ITanis

BHECEHHS 3MiH 40 peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarniagy. BeeaeHHsi abo

3MiHU [0 y3ara/lbHEeHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXEHOI
ocobw, BigNoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

3a peyenmom

UA/18212/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHUX [aHUX YNOBHOBaXXEHOT
ocobw, BignoBiAabHOI 3a
hapmakoHarnag,. 3miHa
KOHTaKTHOT 0COBU YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiANOBiAa/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis:
CaBuyeHko Amutpo CeprifioBuY.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COBU YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a (hapmakoHarnsg B YkpaiHi.
3MiHa MicLLe3Hax0MKEHHS MacTep-
dhaiina cuctemm
hapmakoHarnagy. 3miHa micus
3[jiACHEHHSI OCHOBHOT AisSiNIbHOCTI 3
chapmakoHarnsgy

342,

TEPA®/IO

MOPOLLIOK A/151 OPasILHOrO
PO34MHY 3i CMaKOM
nicosux Arig; 1 naket 3
nopotukom; 10 nakeTis 3
MOPOLLKOM Y KapTOHHIi
KopooLi

'CK KoHcblomep
Xenckep C.A.

LBeliLapis

'CK KoHcblomep
Xenc, IHK.

CLIA

BHECEHHS 3MiH O peecTpaLifiHnX
marepianis: 3miHu | Tuny -
noJaHHA OHOB/IEHOTo cepTudlikaTy
BiJNOBIAHOCTI €BpoOneichkit
thapmakonei R1-CEP 1996-039-
Rev 04 Big, BXe 3aTBepIpKEHOro
BMpo6HMKa Mallinckrodt Inc, USA
Aito40i pevyoBMHM napaueTamor, B
3B’A3KY 3i 3MiHOIO Ha3BU
BMPO6HUKa A®I, micue
BMPOGHMLTBA HE 3MIHMOCH
(3anponoHoBaHo: R1-CEP 1996-
039-Rev 04 SpecGx LLC, Raleigh
Pharmaceutical Plant 8801 Capital
Boulevard United States
Am.-27616 Raleigh, North
Carolina)

6e3 peyenma

UA/5436/01/01

343.

TETPALUUKNIH

Masb 04Ha, 1%; no 3 r abo
no 10 ry Ty6ax; no 1 1y6i
B KapTOHHIi nay,i

MmN "rnggekc”

YKpaiHa

TOB "Apnimep"

Pecny6nika
BipmeHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUNYy - 3MiHN 3
AKOCTi. [OTOBWIA flikapcbknii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHNIA
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NikapcbKoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTtof030B0ro
nikapcbKoro 3acoby ans
HenapeHTepasbHOro
3acTocyBaHHs (abo
0[IHOA,030BOT0, YaCTKOBOrO
BVIKOPWCTaHHS)) - BBEAEHHSA

3a peyenmom

UA/17541/01/01
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PeecmpayjitiHa npoyedypa

Ymosu

Homep

Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

Bionycky

peecmpayiliHo2o
nocsioYeHHs

[,00AaTKOBOI YNakoBKY roTOBOro
nikapcbkoro 3acoby —no 10ry
Ty6i, 3 BIANOBIAHUMU 3MiHaMK Y
po3sginax: «Cneumdikavis»(n.
Macca cofepXMMOoro yrnakoskm),
«MeToau KoHTposo»(n. Macca
COAEPXKMMOrO yrnakoBku, n.
CTepuibHOCTb), «YnakoBka» MK
N3. A TaKox 3MiHN BHECEHO B
IHCTPYKLi0 ANS MegnyHOro
3aCToCyBaHHA Yy p. "Ynakoska" 3
BiANOBiAHVMM 3MiHAMM Y TEKCTI
MapKyBaHHS! yNakoBKW JliKapCbKOro
3acoby

UA/15067/01/01

344.

TIBOPE/1b

po34nH ANA iHdy3ili no
100 mn y naawyji; no 1
NNAWLi B nayuj

TOB "lOpia-®apm”

YkpaiHa

TOB "tOpia-®apm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLifiHnX
mMarepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3

BHECEHHSAM iHthopMmalLlii LLoao
3a3HayeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
3rifHo 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHA. TepMiH BBELEHHSA
3MiH - NpOTArom 6 Micsis nicns
3aTBEPKEHHS

3a peyenmom

UA/17881/01/01

345.

TIOKTOH

pO34nH A4NA iH'ekuiid, 600
MI/24 Mn; no 24 mny
thnakoHi, No 5 dhnakoHiB y
KapTOHHIM nayui

ToBapucTBO 3
06MeXxeHot
BiANOBIAA/IBHICTIO
"®OPC-®APMA
AVNCTPUBIOLWH"

Ykpaina

K.T. Pomdhapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH A0 peecTpaLinHmx
martepianis: 3mMiHU | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmauii LWoao 3a3HaueHHs

OAVHULb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 3-x

MicSILB NicNs 3aTBEPKEHHS

3a peyenmom

UA/11364/01/01

346.

TOBPEKC®

Kpanni o4Hi, 0,3 %, no 5
My dhakoHi-
KpanenbHuui"pon-
TeliHep®"; no 1 dpnakoHy-
KpanenbHULi y KopoobLi 3

HosapTic ®apma Al

LLIBeiiuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHK | TURY -

[0AaBaHHA nocTavyasibHNKIB
KOMMOHEHTIB KOHTelHep-

3akKynoproBasibHoro 3acoby: Nolato

Jaycare (bottle) Ta Moll Industries

3a peyenmom

KapTOHY
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0oYeHHs

(plug, closure), Gerresheimer
(closure), 6e3 3miH NakyBa/IbHOrO
mMartepiany; 3miHu | Tuny - 3miHa
HaliMeHyBaHHs nocTavasibHuKa
KOMMOHEHTIB: ans bottle, closure 3
Rexam Healthcare Ha BPRex
Healthcare; gns closur, dispensing
plug 3 Rexam Healthcare Ha
Nemera. 3mMiHa HaliMeHyBaHHs
noctavanbHuka rymm gns bottle,
dispensing plug 3 Basell Ha
LyondellBasell, 6e3 3miHu
KOMMOHEHTIB YNakoBkW Ta
npotecax y BUPOGHULTBI

347.

TOXEO
CONOCTAP

pO34nH ANs iH'ekuiid, 300
Og./mn; Ne 1, Ne 3, Ne5:
no 1,5 mny kapTpuaxi,
BMOHTOBAHOMY B
O[IHOPa30BY LLUNPUL|-PYUKY;
no 1, 3 abo 5 wnpuu-
PYYOK B KAPTOHHIli KOPOOLi

CaHochi-ABeHTiC
[oiiunang M6 X

Himeyunna

CaHoi-ABeHTIC
[oiiunang MrmeX

HimeuunHa

BHECEHHS 3MiH O peecTpaLifiHnX
martepianis: 3miHu Il Tuny - 3miHn
Loao 6e3nekn/edyeKTUBHOCTI Ta
thapmakoHarnsagy. 3MiHu y
TepaneBTUYHNX NOKa3aHHAX
(nopaBaHHS HOBOTO
TepaneBTUYHOrO MokasaHHs abo
3MiHa y 3aTBEepAKEHOMY
rnokKasaHHi) - 3MiH/ BHECeHO [0
IHCTPYKUiT AN MefuyHoro
3aCcTOCyBaHHS /likapcbKoro 3acoby
[0 po3ainis "Moka3aHHA", @ TakoX,
AK HaCnNifoK, [0 po3ginis
"®apMakosioriyHi BnacTneocTi”,
"Cnocib 3acTocyBaHHA Ta fo3mn”,
"Aitn", "Mo6iuHi peakuyii”. HagaHo
oHoBneHun NYP, Bepcia 6.1,y
3B'A3KY 3i 3MIHOI0 [0 NokKasaHb A0
3acTocyBaHHs. [leTanbHuii onuc
CUCTEMW YNPaB/IiHHA pU3nKaMm y
BUrNAAI NaHy ynpasniHHA
pu3nkamu, Lo HaAaHuWii
3aABHUKOM, MICTUTb PU3NK
NpOoMopLiiiHi 3axoan 3 MiHiMi3auii
pY3NKIB Ta 34iACHEHHS
thapmakoHarnagy. lHdhopmauis 3
6e3neku, Lo NnpeAcTaBneHa B
NPOEKTi IHCTPYKLii 418 MegnyYHOro
3aCcTOCyBaHHS /likapcbKoro 3acoby
BijoOpaxae 3axoau 3 MiHimizawi
pu3ukis, Bignosigae iHchopmauii,
BUKNAAEHI y NaHi ynpas/iHHA
pY3nKamm, HafiaHoro 3asBHUKOM
(BBEAEHHSA 3MiH NPOTATrOM 6-Tn
MiCsILiB Mic/s 3aTBEPAKEHHST)

3a peyenmom

UA/14720/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
348. | TOPACEMIA- Tabnetkn no 5 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/16245/02/01
AAPHNUA Tab1eToK y KOHTYPHii "®apmavueBTUYHa "®apmaneBTuyHa marepianis: 3MiHU | TUMY - 3MiHK
YapyHKOBIlA ynakosLj; no 3 ipma "OapHuus" hipma "OapHuus” wofo 6e3snekn/edekTMBHOCTI Ta
KOHTYPHI YapyHKOBI thapmakoHarnsagy (iHwi 3MiHn) -
yNaKkoBkM B nauLi OHOBJIEHHSA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHghopMaLii Woa0
3a3HaYeHHs OAUHULL
BUMIpIOBaHHA y cuctemi Sl.
TepMmiH BBefileHHS 3MiH MPOTSArom 6
MicSILLIB NicNs 3aTBEPPKEHHS
349. | TOPACEMIA- Tabnetku no 10 mr no 10 MpAT YkpaiHa MpAT YKpaiHa BHECEHHS 3MiH O peecTpaLifiHnX 3a peyenmom UA/16245/02/02
AAPHUUSA TabNeTokK y KOHTYPHIl "®apmMaueBTNYHaA "hapmaleBTUYHa marepianis: 3MiHU | TUMY - 3MiHK
YapyHKOBIli ynakoBLj; no 3 ipma "OapHuus” hipma "JapHuus” Loao 6e3nekn/edyeKTUBHOCTI Ta
a60 no 10 KOHTYPHWX thapmakoHarnsagy (iHwi 3MiHn) -
YapyHKOBUX YNaKoBOK B OHOBJIEHHA TEKCTY MapKyBaHHs
nauui yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
TepMmiH BBELlEHHS 3MiH - MPOTArom
6 MicALiB Nic/ia 3aTBEPAKEHHS
350. | TPUPTA3UH- pO34UH A5 iH'EKLN, 2 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3001/01/01
AAPHULA Mr/M no 1 mn B amnyni; "®apmManeBTNUYHa "papmaLeBTniHa marepianis: 3MiHu | TUNY - 3MiHW
no 5 amnyn y KOHTYpHIi thipma "AapHnus" thipma "AapHnug" Loao 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLyj; no 2 hapmakoHarniagy - 3MmiH1 BHeCeHi
KOHTYPHI YapyHKOBI B TEKCT MapKyBaHHS YNakoBKu
yMakoBKM B mauLli nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
“MapkyBaHHa" MKA /13.
3anponoHosaHo: MAPKYBAHHA.
BignoBigHo 40 3aTBEpKEHOr0
TEKCTy MapKyBaHHs. BBefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
351. | YIbTPEKC kancynu no 300 mr no 8 Pisocpapm CA LLiBeiiuapis Pisochapm CA LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/14647/01/02

Kancyn y 6nictepi; no 2
6nicTepn y KapTOHHIiA
Kopooui

marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edreKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) -
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaui LWwoao
3a3HauYeHHs OAMHNLb
BMMIpIOBaHHS y cuctemi Sl.
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BHeceHHs 3MiH 4o po3giny
«MapkyBaHHA» MKHA 113;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS
352. | YIbTPEKC Kancynu rno 150 mr no 8 Pisochapm CA LBeliLapis Pisochapm CA LBeliuapis BHECEHHS 3MiH [JO peecTpaLifiHnX 3a peyenmom UA/14647/01/01
Kancyn y 6nictepi; no 2 mMarepianis: 3MiHu | TUMY - 3MiHK
6nicTepn y KapTOHHIiA Loao 6e3nekn/edyeKTUBHOCTI Ta
Kopoo6ULi thapmakoHarnsagy (iHwi 3MiHn) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
yNaKoBKM NliKapCbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii LLoa0
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA /13;
3anponoHoBaHo: MapKyBaHHS.
3rifHo 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHs
353. | YMAH NMOPOLLOK A1 PO3UUHY KegpioH C.n.A. ITanis KepgpioH C.n.A. ITanis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/13092/01/01
KOMMNEKC Ans iHduy3iii, no 500 MO y marepianis: 3miHu | Tuny -
500 MOJ/20 M | | donakoHi Nel y komnnekTi 3 noAaHHs OHOBMIEHOro cepTudikara
UMAN PO34MHHMKOM (BOga ANns BiANOBIAHOCTI EBponechbkili
COMPLEX 500 iH €ekwjid) no 20 mny thapmakonei (CEP) Big yxe
1U/20 ML chnakoHi Nel Ta Ha6opom 3aTBEPIKEHOr0 BUPOOHMKA
0151 PO3YMHEHHS i (OPOCRIN S.p.A) ans
BBEJEHHS Y KapTOHHIi [IOMOMiXHOT PeYOBUHN — renapuHy
Kopoo6Li HaTpito. 3anponoHoBaHo: R1-
CEP-2002-006-Rev 07; 3MiHu |
TUMY - NOAAHHS OHOB/IEHOIO
cepTudpikaTa BignoBigHOCTI
€Bponeiicbkinn hapmakonei (CEP)
Bif y)Xe 3aTBepyKeHoro
BMpo6Huka (OPOCRIN S.p.A.) ans
[0MNOMDKHOT peYOBUHUN — renapuHy
HaTpito. 3anponoHoBaHo: R1-
CEP-2002-006-Rev 08
354. | YPCOCAH® kancynu no 250 wmr, no 10 MPO.MEZA.LUC lMpara Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/3636/01/01
Kancyny 6nictepi; no 1 a.c. Pecny6nika Yecbka Pecnybnika | Pecny6nika/ marepianis: 3MiHu | TURY -
abo 5, abo 10 6nicTepiB y (nepBuHHE i HimeuunHa nogaHHs Hosoro 'E cepTudikaty
KapTOHHI KOpoo6Li BTOPVHHE 0151 LONOMIXXHOT peYOBUHY -
naxyBaHHs); xenatuHy - R1-CEP 2000-029-
MPO.ME/.LIC Rev 05 - Rousselot; 3MiHn | Tuny -

MNpara a.c., Yecbka
Pecny6nika (BCi

nofaHHsa Hosoro 'E cepTudikaty
AN JONOMDKHOT pEYOBUHY -
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

cTagii BUpo6HMLTBA,
KOHTPO/Tb SIKOCTi Ta
Bunyck cepii); CBYC
Papma a.c., Yecbka
Pecny6nika
(nepBuHHe i
BTOPWHHE
nakyBaHHs1); XeHHir
ApuHaiimiTTens
M6X i Ko.KT,
HimeyunHa
(BUPOBHULTBO
NPOMKHOrO
NPOAYKTY, KOHTPO/b
AKOCTI)

xenatuHy - R1-CEP 2010-043-
Rev 00 - Rousselot; 3MiHu | TUny -
nofaHHsa Hosoro 'E cepTucikaty

AN JONOMDKHOT PEYOBUHY -

xenaTtuHy - R1-CEP 2000-045-
Rev 04 - Tessenderlo Group N.V.;
3MiHM | TRy - nogaHHsa Hosoro ME

cepTudpikaTy AN ONOMIKHOI
peyoBuHU - XenatuHy - R1-CEP
2001-424-Rev 03 - Gelita Group;
3MiHM | TRy - nogaHHsa Hosoro ME
cepTudikaTy 415 LONOMIXKHOT
peyoBUHM - xenatuHy - R1-CEP
2003-261-Rev 01 - M/S India
Gelatine and Chemicals Ltd; 3MiHK
| TMny - nogaHHA Hosoro ME
cepTudpikaTy AN ONOMIKHOI
peyoBuHU - XenatuHy - R1-CEP
2008-137-Rev 01 - Gelita AG;
3MiHK | TUNY - NoAaHHA
oHoBneHoro IE cepTudikaty ans
[OMNOMDKHOT PEYOBUHY - XenaTuHy
Bif] BXXE 3aTBEPKEHOr0
Bupo6Huka Nitta Gelatin India Ltd.
3anponoHoBaHo R1-CEP 2000-
344-Rev 03; 3MiHu | Tuny -
nogaHHa oHosneHoro Ne
cepTuduikaTy 418 ONOMDKHOI
PEUOBWHW - XeNaTuHy Bif BXe
3aTBEPKEHOr0 BUPOOHMKA
Geltech Co., Ltd. 3anponoHoBaHo
R1-CEP 2001-028-Rev 01;
3MiHU | TUNY - NogaHHA
oHoBneHoro E cepTudikaty gns
[OMOMDKHOT PEYOBUHY - XenaTuHy
Bifl BX€ 3aTBEPKEHOr0
BmMpo6Huka Nitta Gelatin India Ltd.
3anponoHoBaHo R1-CEP 2005-
217-Rev 02; 3miHu | TNy -
BuNyyeHHsa M'E ceptudikaTis gns
[OMOMiXXHOT PEUOBVHMN XenaTuHy:

R1-CEP 2002-110-Rev 00 —PB
Gelatins, R1-CEP 2003-172-Rev
00 — Gelita Group, R1-CEP 2004-
022-Rev 00- PB Leiner argentina

S.A., (ui cepTucpikatn 6ynn
BW/TyYEHI BUPOGHMKaMy TBEPANX

XenaTnHoBux kancyn); R1-CEP

2004-247-Rev 00 — Nitta Gelatin

232




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

Inc., R1-CEP 2004-320-Rev 00 —
Nitta Gelatin Inc., R1-CEP 2001-
332-Rev 02 — Rousselot

355.

PEMOCTOH®
KOHTI

TabneTkn, BKPUTI
NNiBKOBOK 06GO/MOHKOL0, MO
1 mr/5 mr; no 28 TabneTok
y 6nicTepi; no 1 a6o 2,
abo 3 6nictepu B
KapTOHHiiA KOpo6Li

ABGOTT Xenckea
Mpopaktc B.B.

Higepnanamn

AG6OTT
Bionopgxikanc b.B.

Higepnanan

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3MiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta

thapmakoHarnagy. BeeaeHHsi abo

3MiHM [0 y3arasibBHEHUX JaHuX Mpo
cuctemy chapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHNX AaHNX
npo cuctemy capmakoHarnsay,

3MiHa YyNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34iACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34INCHEHHS
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOBaXeHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiCHeHHs1 hapMakoHarnagy
(BK/IHOYAKOYUN KOHTaKTHI faHi)
Ta/ab0 3MiHWN Yy PO3MILLEHHI
MacTtep-caiina cuctemu
hapmakoHarnsgy) - 3miHa

YMOBHOBaXXEHOT 0COOU 3asIBHYMKA,

BignoBiganbHoI 3a
hapmakoHarnag.

MponoHoBaHa pegakuis: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa

KOHTaKTHUX OAaHUX YNOBHOBaXEHOI
0co6u 3asiBHMKA, BiANOBiAabHOT

3a (hapmakoHarnsg

3a peyenmom

UA/4837/01/01

356.

DEMOCTOH®
KOHTI MIHI

TabneTkun, BKpUTI
NNiBKOBOK 060/I0HKOO, NO
0,5 mr/2,5 wmr, no 28
Tabnetok y 6nictepi; no 1
abo no 3 6nictepu B
KapTOHHiiA KOpo6L

AGGOTT Xesnckea
Mpopaktc B.B.

HigepnaHngn

ABGOTT
Bionogxikans b.B.

HigepnaHngu

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsagy. BeegeHHs abo

3MiHU [0 y3araslbHEHNX AaHuX Npo
cuctemy chapmakoHarnsgy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy hapmakoHarnsgy,

3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiga/IbHOI 32 34jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnagy
3as1BHMKA AN 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHA Bif] YNTOBHOB&XEHOI

3a peyenmom

UA/13464/01/01
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

ocobw, BiANOBiAa/IbHOT 3a
3AjicCHeHHs1 hapmakoHarnagy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTtep-caiina cuctemu
thapmakoHarnagy) - 3amiHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 32
hapMakoHarnsag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaii, DVM, PhD. 3miHa
KOHTaKTHUX [AaHUX YNOBHOBaXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a hapmakoHarnsg,

357.

®EPPYM JIEK

PO3uMH Ans iH'ekuin, 100
Mr/2 M1 N0 2 M B amnyi;
no 5 amnyn y 6nictepi; no
1 6nicTepy y KapTOHHIl
Kopoo6Li; no 2 mn B
amnyni; no 10 amnyn y
6nictepi; no 5 6nictepiB y
KapTOHHIA KOpoo6Li

CaHpos

dapmachboTikans a.4.

CnoBeHis

Nexk
dapmaueBTUYHa
KOMnaHis g. 4.

CnoBeHisi

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
hapmakoHarniagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHSM iHGhopMaLii Woa0
3a3HayYeHHs 0AMHULb
BMMIptOBaHHA y cuctemi Sl.
3amiHa po3giny «IpadiuHe
0hOPMIIEHHS YMAKOBKU» Ha
«MapKyBaHHs1» B 3aTBEPIKEHNX
MKS$A N3. 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3
3aTBEPKEHVM TEKCTOM
MapKyBaHHs1. TepMiH BBe4EHHS
3MiH: NPOTArom 6 Micauis 3 gatu
3aTBEPAKEHHS

3a peyenmom

UA/9347/01/01

358.

D/TYOPOYPAL,
nn- BICTA

pO34nH AN14 iH'ekui 50
mr/Mn; no 5 mn aéo 10 mn,
ab6o 20 mn po3unHy ans
iH'ekUin y donakoHax; no 1
h1akoHy y KopooLi 3
KapToHYy

Mictpan Kenitan

MeHexMeHT JlimiTep,

AHrNIs

Xaynt ®apma
BonbdparcxayseH
M6X

HimeuunHa

BHECEHHS 3MiH A0 peecTpaLintHmx
martepianis: 3mMiHK | TUNY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po34iny
“MapkyBaHHsA" MKA 13
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPKEHOrO TEKCTY

MapKyBaHHs. OHOBMIEHHSA TEKCTY

MapKyBaHHS YMakoBKV NikapcbKoro
3aco0by 3 BHeCEHHSAM iHdhopMauii

LLIOAO 3a3HaYEHHS OANHULb
BVMIpIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILLiB NicNs 3aTBEPKEHHS

3a peyenmom

UA/15418/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
359. | ®OKCEPO® MOPOLLIOK /151 OpasIbHOI ANKANOIL AL Ckon'e | Pecny6nika ANKANOIL AL Pecny6sika | BHECEHHs 3MiH [0 peecTpaliiitux | 3a peyernmom UA/15271/02/01
cycneHsii, 40 mr/5 mn, 1 MiBHiYHa Ckon'e, Pecny6nika MiBHiuHa marepianis: 3MiHu | TUny -
(oNakoH 3 MOPOLLUKOM B MakefioHist MiBHiYHa MakeoHisA MakepfoHis/ | BBeAEHHS LOA4ATKOBOro NOKa3HMKa
KapTOHHI KOpoo6Li (Bunyck cepii); IHais «igeHTudikauis» go cneyndikauii
ANKANOIL AL Ha [I0NOMDKHY PEUYOBUHY 3asli3a
Ckon'e, Pecny6nika okcumpg, xoBTuid Spectracol 818802,
MiBHiuHa MakeoHis LLIO BUKOPUCTOBYETHCA SK 6apBHUK
(BTOPUHHE NS BUrotosneHHs M3; 3minu |
nakyBaHHs); JltoniH TUNY - BUNYYEHHSA BUNPOGYBaHHS
Nimiteq, IHAIA Ha MULL'AK i3 cneumdikayii Ha
(BMpPOGHNLTBO [OMOMIKHY Pe4oBUHY 3as1i3a
Hepo3dghacoBaHoro okcmpg, xoBTuid Spectracol 818802,
nNpoAayKTy, NepBuHHE LLIO BUKOPUCTOBYETHCA SK 6apBHUK
nakyBaHHs, NS BUrotoBneHHs M3; 3minu |
BTOPWHHE TNy - BBeEHHS AOAATKOBOrO,
nakyBaHHS1) anbTepHaTUBHOIO NocTayasibHuKa
MipHoro wnpuua DOCTOR PACK
INDIA PVT LTD;
3MiHU | TUNY - BBEAEHHS
[04aTKOBOro, a/lbTePHATVBHOIO
noctayasnbHuKa MipHOro
cTakaHuuKa 3 NO3HaYKo 27 M/
Space Age Plastic Industries, sikuii
BUKOPVCTOBYETLCA A5 AO3YBaHHSA
cycnexsii
360. | ®OCDOPAN rpaHynun ans opanbHoro MPOPAPMA ManbTa NabiaHa IcnaHis BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/13238/01/01
po3unHy, 3 r/naket; no 8 r IHTepHewwHN TpeianHr dapmacsbloTikasc, marepianis: 3MiHu | TUNy -
y nakeTi; no 1 nakety y Nimiteq C.NYy. nofaHHs OHOBJ/IEHOrO cepTudiikata
KapTOHHI nayi BiANOBIAHOCTI EBpoNechbkili
dhapmakonei Ne R1-CEP 2012-
265-Rev 00 g5 gitoyoi pevoBuHn
Fosfomycin trometamol Big, Bxe
3aTBEPKEHOrO BUPOGHMKA
LABIANA PHARMACEUTICALS,
S.L.U,, IcnaHisa
361. | XYMA/IOIr® pO34uH AN iH'ekuiid, 100 Ninni ®paHc PpaHuin EEni Ninni eng cLA/ BHECEHHS 3MiH 40 peecTpaLiinHmx 3a peyenmom UA/4750/01/01
MO/mn; no 3 mny KomnaHi, CLUA ®paHuis marepianis: 3MiHU | TUMY - 3MiHK

CK/IAHOMY KapTpuaxi; no 5
KapTPULKIB Y KAPTOHHIi
nautii; no 3 MN 'y CKIsHOMY
KapTpuaxi, BKnageHomy y
Lwnpuu-pydky KeiklMleH; no
5 WNpUL-pyHoK y
KapTOHHI nayui; no 10 mn
y CKNsiHoMy hnakoHi; no 1
h/1aKoHY B KapTOHHIi
ynakoBLii

(BMPOGHMLITBO 3a
MOBHWUM LMK/IOM);
Ninni ®paHc ,
PpaHuis
(BUPOGHMLTBO 3a
MOBHWM LMK/IOM)

Loao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHn) -
BHECEHHS 3MiH 40 po3ainy MKSA:
MapkyBaHHsA
HoBa pegakuis. MapkyBaHHs.
3rifgHO 3aTBEPKEHOTO TEKCTY
MapkyBaHHS. OHOBMIEHHSA TEKCTY
MapKyBaHHS YMakoBKV NiKapcbkoro
3ac00y 3 BHECEHHAM iHchopmalii
00 3a3HaYEHHS OAMHNLb
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BMMiptoBaHHSA y cuctemi Sl
362. | XYMA/IOI® cycneHsis gns Eni Ninni Hepepnenpg Higepnanan Ninni ®paHc PpaHuin BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/8352/01/01
MIKC 25 NiALWKIPHOro BBEAEHHS, . marepianis: 3MiHU | TUMY - 3MiHW
100 MO/mn, no 3 mny Lofo 6e3nekn/edheKTMBHOCTI Ta
CKNAHOMY KapTpuaxi; no 5 thapmakoHarnagy (iHwi 3MiHK) -
KapTPULKIB y KAPTOHHIi OHOBJ/IEHHS TEKCTY MapKyBaHHS
ynakoBLi; no 3 My yNakoBKM NiKapCbKoro 3acoby 3
CKNAHOMY KapTpuaxi, BHECEeHHAM iHdhopMaui Wwoao
BKM1aAEHOMY Y LUNPUL- 3a3HayYeHHs OAMHNLb
pyuky KgikleH; no 5 BMMIpPIOBaHHS y cuctemi Sl
Lwnpuy-pyyok KeiklMeH y
KapTOHHIi ynakoBLi
363. | XYMANOIr® cycneHsis ans Eni Ninni Hepepneng HigepnaHvgn Ninni dpaHc ®paHuis BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyenmom UA/8352/01/02
MIKC 50 NiALWKIPHOrO BBEAEHHS, B.B. marepianis: 3mMiHW | TUNY - 3MiHK
100 MO/mn; no 3 mny oo 6e3nekn/edekTMBHOCTI Ta
CKNISIHOMY KapTpuaxi; no 5 thapmakoHarnsgy (iHwi 3MiHn) -
KapTPUIKIB y KApTOHHIi OHOB/IEHHA TEKCTY MapKyBaHHS
ynakosLi; no 3 mny yNakoBKM NMiKapCbKoro 3acoby 3
CKISIHOMY KapTpuaxi, BHECEHHSAM iHthopMmalLii Lwoao
BK/1afeHOMY Y LINpuL- 3a3HaYeHHs OAUHULb
pyuky KsikleH; no 5 BMMIiptOBaHHA y cuctemi Sl
Lwnpu-py4yok KeiklMeH y
KapTOHHI ynakoBLi
364. | UE®ENIM MOPOLLIOK A/151 PO3UMHY M.BioTek flimiteq Benuka ACTPAN CTEPITEK IHAisA BHECEHHS 3MiH [j0 peecTpaLiiiHix | 3a peyenmom UA/10108/01/01
Ans iH'ekuii no 500 mr 1 BpuTtaHis MPAVBIT NIMITEL, marepianis: 3MiHU | TUMY - 3MiHK
NakoH 3 MOPOLLUKOM Y ofo 6e3snekn/edekTMBHOCTI Ta
nauuj 3 KapToHy thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
ynakoBKM NiKapcbKoro 3acoby 3
BHECEHHSM iHghopMaLi LWoao
3a3HayYeHHs 0AVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
«MapkyBaHHA» MKA 113;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBeieHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
365. | LE®ENIM MOPOLLIOK A/151 PO3UMHY M.BioTek flimiTen Benvka ACTPA/1 CTEPITEK IHais BHECEHHS 3MiH A0 peecTpalinHmx 3a peyenmom UA/10108/01/02
Ans iH'exuii no 1000 mr 1 BpuTaHis MPABIT NIMITE[ mMartepianis: 3MiHU | TUNY - 3MiHK

h/1akoH 3 NOPOLLKOM Y
nauuj 3 KapToHy

Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSA TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMalLlii Lwoao
3a3HaYeHHs 0AUHULL
BVMIiptOBaHHS y cuctemi Sl.
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
BHeceHHs 3MiH 4o po3giny
«MapkyBaHHA» MKHA 113;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
366. | LE®TPIAKCOH | nopowok Ans po3ymHy My6niyHe akuyioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/4174/01/02
-BX®3 Ans iH'ekuiii no 1000 wmr, TOBapuncTBo "HayKoBo- akujioHepHe marepianis: 3MiHu | TUNY - 3MiHN 3
oNakoHM 3 NOPOLLKOM; 1 BMPOBHNYMNIA LEHTP TOBapuCTBO sKocTi. CepTudikat
hNakoH 3 NMOPOLUKOM B "BopLuyariBcbKuii "HaykoBo- BignosigHocTI/TE-cepTudpikar

nauyuj; 1 dpnakoH 3
NMOPOLLKOM Y KOMMNEKTI 3
PO34MHHMKOM (BOAa ANA
iH'ekuilt) no 5 mn abo no
10 mn B amnyni B navi 3
KapTOHHOIO
neperopofikoto; 1 hnakoH
3 MOPOLLUKOM Yy KOMMJIEKTi 3
PO3UYMHHMKOM (NigoKaiHy
rigpoxnopua, po3ynH ans
iH'ekuii, 10 mr/mn) no 3,5
M/1 B amnyni B nayi 3
KapTOHHOIO0 NepPEeropoAKoo

XimiKo-
hapmaueBTUYHUI
3asofg”

BMPOGHWYNIA LEHTP
"BopLuariBcbkuii
XiMmiKo-
chapmaLeBTUYHWMIA
3aBofg”

BiJNOBIAHOCTI €BpoONeichkiit
thapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTtudikaTa BignosigHocTi abo
BW/IYYEHHS cepTudiikaTa
BiANOBIAHOCTI EBpoNechbkili
thapmakonei: gns A®l; ana
BUXiAHOIO
marepiany/peareHTy/nPoMiXHOIo
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUpOGHMLTBI A®I; ans
[0MOMDKHOT PeYOBUHU
(cepTuchikaT BigNOBIAHOCTI
€Bponeiicbkiii hapmakonei) -
OHoBreHWiA cepTUdikaT Bif yxe
3aTBEPKEHOr0 BUPOBHYKA -
nofaHHsS OHOBJ/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBponeicbkol
thapmaxonei Ne R1-CEP 2006-
017-Rev 03 (3aTBEepmkeHo: R1-
CEP 2006-017-Rev 02) ans
Aitoyoi peyosnHu Ceftriaxone
sodium Sterile Big, 3aTBEpAKEHOr0
BMpo6HuKa Qilu Antibiotics
Pharmaceutical Co., Ltd.; 3MiHu |
TMNY - AGMIHICTPATUBHI 3MiHW.
BunyyeHHs: BUPOGHMYOT AiTbHAL
(Brntovatoun ginbHuui ana Adl,
NPOMIXXHOro NPoAYKTY abo
roTOBOrO Nikapcbkoro 3acoby,
AiNbHUL 418 NPOBEAEHHS
nakyBaHHs1, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepild,
MicLie NpoBEeAEHHSA KOHTPOII0
cepii) abo nocTavasibHMKa
BUXIAHOrO MaTepiasty, peareHTy
ab0 AONOMiXKHOT pevyoBUHM (SIKLLLO
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs

3a3Ha4YeHo y JOCbE)
CynyTHS 3miHa
- 3MiHK 3 AkocTi. APl. KoHTponb
A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3HAYeHMX Yy cneumdikavisx
Ha A®|, abo BMXigHWA/NPOMIKHWIA
npoayKT/pearenT, wo
BMKOPWCTOBYIOTbCS y Npoueci
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka sKocTi
(Hanpvknag BUNyYeHHs
3acTapifioro NokasHuKa));
BWTyYEHHSI BUPOBHUKa Aitoyoil
peyoBuHM Sandoz Industrial
Products GmbH", HimeuunHa Ta 5K
Hacnigok 3MiHKM B cneuudikawii
A®I (BUNy4YeHO NOKa3HUK
«3asINLLKOBI KifIbKOCTI OpraHiuyHmx
PO3YMHHWKIB» ANA fAaHOTo
BUPOGHMKA); 3MiHU | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MiKapCbKoro 3acoby 3
BHECEHHSM iHchopMallii Lwoao
3a3HaYeHHs OAUHULL
BVMIptOBaHHA y cuctemi Sl.
3MiHn 1o p. «MapkyBaHHs» MKA
N3 (3aTBEpOXEHO: «MapKyBaHHS.
TeKcT MapKyBaHHS yNakoBKu
[08a€ETLCA»; 3anpPonoHOBaHO:
«MapkyBaHHS. BignosigHo fo
3aTBEPKEHOrO TEKCTY
MapKyBaHHS YNakoBKW»).
BBefeHHS 3MiH NPOTArom 3-x
MicALIB NiCNsA 3aTBEPLKEHHS;
3MiHM Il TMRY - 3MiHW 3 AKOCTI.
[OTOBWIA NikapcbKuii 3aci6.
Cucrema
KOHTelHep/3aKynoptoBabHWi
3aci6 (iHWi 3MiHW) - BHeceHHs 3MiH
[0 MaTepianiB peecTpauiiHoro
[10CbE, Y 3B’A3KY 3 BBEIEHHAM
[,00aTKOBOI YNakoBKU ANA
[o3yBaHHs 1000 wmr: 1 chsiakoH 3
MOPOLLKOM Y KOMMNJIeKTi 3
PO3YMHHMKOM (NigoKaiHy
rigpoxnopug, po3yvH Ans iH'eKLin,
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

10 mr/mn) no 3,5 mn B amnyni B
nauui 3 KaApTOHHO
NeperopozKoto; AONOBHEHHS
po3ginis foCbe iHdopMaLieo no
PO3YMHHWKY Ta BHECEHHS
Bi4NOBIAHMX 3MiH 40 p.
«Cneuudikauis» (4o cneumdikaui
Ha N3 gopaeTbes cneumdikadis
Ha PO34YMHHUK), p. «Cknag», p.
«YnakoBka», p. «<MeToaukn
KOHTPOJIH0». 3MiHW BHECEHI B
po3ain "YnakoBka" B iIHCTPYKLtO
018 MeAUYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y 3B's3Ky 3
BBEIeHHAIM [0faTKOBOI YNakoBKM
(ans po3sysaHHA 1000 mr), K
HacnifokK - 3aTBEPKEHHSA TEKCTY
MapKyBaHHS AOAATKOBOT yNakoBKM
nikapcbKoro 3acoby. BeeAeHHs
3MiH NpOTAroM 3-X MicauiB nicns
3aTBEPAKEHHS

367.

LE®TPIAKCOH
-BX®3

MOPOLLOK A/19 PO3YNHY
ONs iH'exuin no 500 wmr,
h/1aKoHW 3 MOPOLLKOM; 1
oNakoH 3 MOPOLUKOM B
nayui; 1 dpnakoH 3
NOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOoga Ans
iH'ekUji1) mo 5 mn B amnyni
B NayLj 3 KAPTOHHOI
neperopogKoto

My6niyHe akuioHepHe
TOBapuCTBO "HaykoBo-

BUPOGHUYNIA LEHTP
"BopLuariBcbkuii
XimiKo-
thapmaLeBTUYHUI
3asofa”

Ykpaina

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-

BMPOGHUYMIA LEHTP
"BopLyariBCbkuii
XiMiKO-
thapmaueBTUYHWI
3aBofg”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMartepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. CepTudpikat
BignosigHocTI/IE-cepTucpikar
BiANOBIAHOCTI EBpoNechbkili
hapmakonei/moHorpadii.
[MogaHHA HOBOTO ab0 OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAMOBIAHOCTI €EBpONENCHKIl
thapmakonei: gna A®l; ans
BUXifHOrO
marepiany/peareHTy/nPoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpo6HULTBI ADI; ans
[L,OMOMDKHOT PEYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkii hapmakoner) -
OHoBneHwnin cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOBJIEHOrO cepTudikaTy
Bi4MOBIAHOCTI €BPONECLKOT
thapmaxonei Ne R1-CEP 2006-
017-Rev 03 (3aTBEpmKeHo: R1-
CEP 2006-017-Rev 02) gns
aitoyoi pevosuHu Ceftriaxone
sodium Sterile Big, 3aTBEpAKEHOrO
BMpo6HMKa Qilu Antibiotics

3a peyenmom

UA/A174/01/01
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
Pharmaceutical Co., Ltd.; 3MiHu |

TMNy - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AinbHULL
(Brtovatoun ginbHuui ansa Adl,
NPOMKHOro NpoAyKTy abo
roTOBOrO JliKapCbKoro 3acoby,
AiNbHUL 415 NPOBEeAEHHS
nakyBaHHSs!, BUPOBGHMKa,
BiZANOBIAA/ILHOIO 3a BUNYCK Cepild,
MicLe NpoBeAeHHS KOHTPOII0
cepii) abo nocTavanbHrKa
BUXIAHOIO MaTepiasny, peareHTy
ab0 AONOMIXHOT peyoBUHN (SKLLO
3a3HaYeHo y [OCbE)
CynyTHs 3MiHa
- 3MiHM 3 AkocTi. A®I. KoHTponb
A®l. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y crneumdikawisx
Ha A®|, abo BMXigHWIA/NPOMIXHWIA
npoayKT/pearenT, Wwo
BMKOPWCTOBYHOTbCS Y MPOLECI
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro NokasHuka sKocTi
(Hanpwknag BUy4YeHHS
3acTapinoro NoKasHuka));
BW/IyYEHHS1 BUPOGHMKA Aito4ol
peuoBuHM Sandoz Industrial
Products GmbH", HimeyunHa Ta sk
Hacnigok 3MiHW B cneuudikavii
A®| (BUAYYEHO NOKA3HMK
«3asIMLLKOBI KifIbKOCTi OpraHivyHmx
PO3UMHHUKIB» 151 JAHOTO
BMPOGHMKA); 3MiHU | TRy - 3MiHK
Loao 6e3nekn/edyeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yMakoBKM NMikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLi LWwoao
3a3HayYeHHs1 OAVHNLb
BVMIipIOBaHHS y cuctemi Sl.
3MiHM 0 p. «MapkyBaHHs» MKA
N3 (3aTBEPAXEHO: «MapKyBaHHS.
TeKCT MapKyBaHHA ynakoBku
[00a€eTbCSA»; 3aMponoHOBaHO:
«MapkyBaHHs. BignosigHo fo
3aTBEPPKEHOrO TEKCTY
MapKyBaHHS YNakoBKW»).

BBefeHHs 3MiH NpoTarom 3-x
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
MicsLIB NiC/sA 3aTBEPKEHHS;
368. | LE®YPOKCUM | TabneTtku, BKpUTI CaHpo3 CnoseHisa MeHlUed ®apma HimevuunHa/ BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/5447/02/02
CAHAO3® N/1iBKOBOK 060JI0HKOIO, MO PapmacbioTikans g.4. M6X, HimeuunHa AscCTpist marepianis: 3MiHu | TNy -
250 Mr no 7 TabneTtok y (BMPOBGHYK iH Bask, BW/TYHYEHHS1 BUPOOHMYOT AiNTbHULL
6nicTepi; no 2 6rictepu B KOHTPO/b cepil, Sandoz Private Limited, India, sika
KapTOHHiiA KOpo6L nakyBaHHs); CaHgo3 BiAnosifae 3a nposefeHHs 1-oi
m6X-TexOnc, cTagji BUPOOGHNLTBA — CYLLKN
ABCTpis MEeTOLOM PO3Nu/ItoBaHHA (Spray
drying). BUpo6HukomMm, LLIO
BignoBigae 3a 1ol camuii npouec
BUPOGHULITBA, 3a/IMLIAETLCA
Aurobindo Pharma Limited,
Telangana, India. NMponoHoBaHa
pegaxuis: Aurobindo Pharma
Limited, Telangana, India
369. | LE®YPOKCUM | TabneTtku, BKpUTI CaHpo3 CnoBeHis MeHLled Papma Himeuunna/ BHECEHHS 3MiH 40 peecTpaliiiHux | 3a peyenmom UA/5447/02/03
CAHAO03® N1iBKOBOK 060J10HKOH, MO $apmacbioTikans g.4. v6X, HimeuunHa ABCTpis marepianis: 3miHu | TUny -
500 mr no 7 TabneTok y (BUPOBHWK iH Bask, BUYYEHHS BUPOOHNYOT AiNbHUL
6nicTepi; no 2 6rictepu B KOHTpO/b cepii, Sandoz Private Limited, India, sxa
KapTOHHIA KOpoo6Li nakyBaHHs); CaHg03 Bignosigae 3a nposefeHHs 1-01
Mm6X-TexOnc, cTagjii BUPOBGHULTBA — CYLLIKM
ABCTpISA MeTOA0M PO3NuoBaHHSA (Spray
drying). Bupo6Hukom, Lo
BiNOBIfaE 3a Toli camuii npouec
BUPOGHULITBA, 3a/IMLIAETLCA
Aurobindo Pharma Limited,
Telangana, India. MNponoHoBaHa
pegakuis: Aurobindo Pharma
Limited, Telangana, India
370. | LE®YPOKCUM | nopoLlOK A5t PO3YMHY MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH A0 peecTpaliintHmx 3a peyenmom UA/2585/01/02
-AAPHULSA ONnsiH'ekuin no 0,75r; 1 "®apmaueBTUYHa "®apmaneBTuyHa marepianis: 3MiHU | TUMY - 3MiHW
oNakoH 3 MOPOLLUKOM Y ipma "OapHuus” thipma "JapHuus” oo 6e3snekn/edekTMBHOCTI Ta
nauuyj; 5 pnakoHis 3 hapmakoHarnsagy - BHeCeHHs 3MiH
MOPOLLKOM Y KOHTYPHIiA [0 po3giny “MapkyBaHHsA" MKA
YapyHKOBIlA ynakoBLj; no 1 n3.
KOHTYPHili YapyHKOBIi 3anponoHoBaHo: MAPKYBAHHA
ynakoBLji y nauui BignoBigHo 40 3aTBEpKEHOr0
TEKCTYy MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHs
yMakoBKM NikapCbKoro 3acoby
LLIOA0 3a3HaYEHHS OAVHNLb
BVMIptOBaHHA y cuctemi Sl.
BBegeHHs 3MiH npoTsArom 6-tv
MicALiB nicnsa 3aTBepKEHHS
371. | UE®YPOKCUM | mopoLOK A5t PO3YMHY MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx 3a peyenmom UA/2585/01/03
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
-AAPHULA anaidekuimno1,5r; 1 "®apmMaueBTNYHa "papmaLeBTUYHa marepianis: 3MiHU | TUMY - 3MiHW
ch/1aKoH 3 MOPOLLKOM Y thipma "AapHuus" thipma "AapHnug” Loao 6e3nekn/edyeKTMBHOCTI Ta
nadui; 5 dpnakoHis 3 hapmMakoHarnsgy - BHECEHHS 3MiH
MOPOLLKOM Y KOHTYPHIiA [0 posgainy “MapkyBaHHsA" MKA
YapyHKOBIl ynakosLj; no 1 n3.
KOHTYPHili YapyHKOBIi1 3anponoHosaHo: MAPKYBAHHA
ynakoBLi y nayui BignoBigHo f0 3aTBEPAKEHOTO
TEKCTy MapKyBaHHS. 3MiHK
BHECEHi B TEKCT MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoty
OO0 3a3HaYeHHS OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 6-tu
MicSILLIB Nicns 3aTBEPPKEHHS
372. | UATIMAKC- po3unH Ans iHdysili 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHnx | 3a peyenmom UA/13737/02/01
AAPHULUA® mr/mn; no 100 mny "®apmMaueBTNYHaA "hapmaleBTUYHa marepianis: 3mMiHu | TURy - 3MiHa
dhnakoHi; no 1 dpnakony y ipma "OapHuus” hipma "JapHuus” Ha3BW BUPOGHMKA AD| LMTUKONIHY
nauuj HaTpito 3 Suzhou Tianma Specialty
Chemicals Co., Ltd., China Ha
Zenji Pharmaceuticals (Suzhou)
Ltd., China, 6e3 3MiHu micus
BMPOBHMLITBA; 3aMPONOHOBaHO:
Zenji Pharmaceuticals (Suzhou)
Ltd., China
BBefeHHs 3MiH MPOTArom 6-Tu
MicALiB nicna 3aTBeppKeHHs
373. | LIAHOKOBANA | po3uvH ans iH'ekuijii, 0,2 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix | 3a peyenmom UA/3471/01/01
MIH-AAPHUUSA | mr/mn, no 1 mn B amnyni; "®apmavneBTuyHa "®apmavneBTuyHa marepianis: 3MiHU | TUMY - 3MiHK
(BITAMIH B12- no 5 amnyn y KOHTYpHiiA ipma "OapHuus” hipma "OapHuus” Loao 6e3nekn/edeKTUBHOCTI Ta
AAPHNLSA) YapyHKOBIli ynakosLij; no 2 thapmakoHarnsagy (iHwi 3MiHn) -
KOHTYPHIi YapyHKOBI 3MiHV BHECEHI B TEKCT MapKyBaHHs
ynakoBKkuM B navi YyNaKoBKM NiKapCbKoro 3acoby
LLIOAO 3a3HaYEHHS OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHa" MKA 13.
3anponoHoBaHo: MAPKYBAHHA
BignosigHoO [0 3aTBEPKEHOTO
TEKCTY MapkyBaHHs. BBefieHHs
3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
374. | UIAHOKOBANA | po3uvH ans iH'ekuiid, 0,5 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix | 3a peyenmom UA/3471/01/02
MIH-AAPHUUSA | mr/mn, no 1 mn B amnyni; "®dapmavneBTUYHa "®apmaneBTuyHa marepianis: 3MiHU | TUMY - 3MiHK
(BITAMIH B12- no 5 amnyn y KOHTYpHIiA ipma "OapHuus” thipma "JapHuus” oo 6e3snekn/edekTMBHOCTI Ta
AAPHNLSA) YapyHKoBIli ynakosLj; no 2 thapmakoHarnagy (iHwi 3MiHn) -

KOHTYPHi YapyHKOBI

3MiHM BHECEHI B TEKCT MapKyBaHHs
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Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
yNakoBKM B navi yNaKoBKM NiKapCbKoro 3acoty
LLOA0 3a3HaYeHHS OAVHNLb
BUMIpIOBaHHA y cuctemi Sl.
BHeceHHs 3MiH 4o po3giny
“MapkyBaHHA" MKA N13.
3anponoHosaHo: MAPKYBAHHA
BignosigHo 4o 3aTBEpPAKEHOrO
TEKCTy MapKyBaHHs. BeefeHHs
3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
375. | IOHINAK® pO34uH ANA iH'eKuUiid, 240 "HOHIK IHAjsA "HOHIK IHAja BHECEHHS 3MiH A0 peecTpaLinHmx 3a peyernmom UA/1481/01/01
mr/Mn no 20 ma B amnyni, PapmacboTnKasl dapmacbloTukan marepianis: 3MiHU | TUMY - 3MiHW
no 5 amnysn Ha 107Ky, No 1 Nab6opartopiz" JlabopaTtopis" Lofo 6e3nekn/ed)eKTMBHOCTI Ta
NOTKY B KApTOHHIiA (BiogineHHs dipmu (BipAineHHs hipmun hapmakoHarnagy - OHOB/IEHHSA
Kopo6ui; no 50 mn a6o "Ix. B. Kemikans eHg "x. B. Kemikan3 TEeKCTY MapKyBaHHs NepBUHHOT Ta
100 mn y chnakoHi, no 1 dapmacbThKans eHa BTOPVHHOI YNaKOBKM /iKapCbKOro
chn1akoHy B KOpO6LLi nrp.™) dPapmacboTukans3 3aco0y 3 BHECEHHAM iHchopMmalii
nrpt) 00 3a3Ha4YeHHA OMHULb
BMMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHa" MKA N13;
3aTBepAKeHo: MapkupoBka.
3anponoHoBaHo: MapKyBaHHS.
3rifHo 3aTBEPAYKEHOIO TEKCTY
MapKyBaHHA. BBeieHHs 3MiH
npoTsArom 3-X MicAwiB nicas
3aTBEPKEHHSA
376. | IOHINAK® pO34nH ANa iH'ekuid, 350 "FOHik IHgis "HOHik IHais BHECEHHS 3MiH A0 peecTpavLintHmx 3a peyenmom UA/9838/01/02
mr/mn no 20 mn B amnyni; dapmacbioTukas PapmacboTukan martepianis: 3mMiHU | TUNY - 3MiHK
no 5 amnyn Ha noTky; no 1 Na6opartopiz" Nab6opaTtopiz" ofo 6esnekn/edekTMBHOCTI Ta
NOTKY B KAPTOHHIi (BigaineHHs dipmu (BigaineHHs dipmmn chapmakoHarnsgy - OHOB/IEHHS
Kopo6Li; no 50 mn a6o no "Ix. B. Kemikan3s eHp, "Ix. b. Kemikan3s BXe 3aTBEPKEHOro TeKCTy
100 mn, a6o no 200 mn, dapmacbloThKan3 eHf MapKyBaHHS (BHECEHHSA
abo no 500 mn 'y chnakoHi, nrp.") dapmacbloTVKan3 no3HayYeHb OAVHWLb
no 1 chnakoHy B kopooLi nra.t) BMMIPIOBaHHS, 3 BUKOPUCTaHHSAM
niTep natuHCbKoro andasity);
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHa" MKA /13:
3aTBepKeHo: MapkupoBka.
3anponoHOBaHO: MapKyBaHHS.
3rigHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS.
BBegeHHA 3MiH npoTarom 3-x
MiCALB Nic/a 3aTBepIKEHHS
377. | IOHIMAK® pO3unH ANs iH'ekuiid, 300 "FOHiK IHAis "FOHiK IHAisA BHECEHHS 3MiH O peecTpaLiiHmnx - UA/9839/01/01
mr/mn in bulk: no 20 mn B dapmacboTKas dapmacboTrKan marepianis: 3MiHU | TUMY - 3MiHK

amnyni, no 500 amnyn B
KapTOHHiiA kopobuj, in bulk:
no 50 Mn y donakoHi, no

Na6opartopiz”
(BigainerHs cipmu
"Ix. . Kemikans eHg

Na6opaTtopiz"
(BigaineHHs dipmun
"Ix. B. Kemikans

oo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy - OHOBMEHHS
BXE 3aTBEepPKEHOro TEKCTY
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Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsioYeHHs

100 dpnakoHiB y KapTOHHIl
Kpoouj

PapmacboTrKan3
nTat)

eHf
dapmacboTVKan3
nrpt)

MapKyBaHHS (BHECEHHS
no3Ha4yeHb OAVHWLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTtuHcbkoro andasity);
BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHa" MKA N3;
3aTBepKeHo: MapkupoBka.
3anponoHOBaHO: MapKyBaHHS.
3rigHO 3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 AOAAETbCS.
BBegeHHA 3MiH npoTArom 3-x
MicALiB nicnsa 3aTBepKEHHS

378.

IOHIMAK®

PO34MH ANns iH'ekuin, 350
mr/mn in bulk: no 20 mn B
amnyni, no 500 amnyn B
KapTOHHIN kopoobui, in bulk:
no 50 mn y chnakoHi, no
100 chnakoHiB y KapTOHHIl
KpoobUi

"FOHik
dapmMacbloTUKas
Na6opartopiz"
(BiagineHHs ipmm

"Ox. B. Kemikan3 eHg

PapmacboTrKans3
nTan

IHgis

"FOHiK
dPapmacbloTuKan
Na6opaTtopiz"
(BigaineHHs chipmmn
"Ox. B. Kemikans
eHf
dPapmacboTVKan3
nra.t)

IHais

BHECEHHS 3MiH 4O peecTpauiiHnx
martepianis: 3mMiHU | TUNY - 3MiHK
wofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsgy - OHOB/IEHHS

BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs (BHECEHHSA
no3HaYeHb OAMHWLb
BMMIpIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTtuHCbKoro andasity);
BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N13:
3aTBepMKeHo: MapkupoBka.
3anponoHoBaHO: MapKyBaHHS.
3rigHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs, L0 A0AAETLCS.
BBefeHHs 3MiH NpoTArom 3-x
MiCALiB Nicna 3aTBepIpKEHHS

UA/9839/01/02

379.

FOHIMAK®

pO34nH ANs iH'ekuiid, 300
mr/Mn no 20 ma B amnyni,
no 5 amnysn Ha NnoTky, no 1
NOTKY B KAPTOHHIiA
Kopo6ui; no 50 mn abo
100 mn abo 200 mny
thnakoHi, no 1 chnakoHy B
Kopoo6Li

"FOHiK
PapmacboTnKas
Na6opartopiz"
(BigainerHs cipmu

"Ix. B. Kemikans eHpg,

dPapmacboTrKan3
Nt

IHais

"FOHiK
PapmacboTukan
Na6opaTopiz"
(BigaineHHs dipmn
"x. b. Kemikans
eHp
PapmacboTVKan3
ntp")

IHais

BHECEHHS 3MiH O peecTpaLiiHnx
marepianis: 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnisgy - OHOBMEHHS

BXE 3aTBEPAKEHOro TEKCTY
MapKyBaHHS (BHECEHHS
No3HaYeHb OANHULb
BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep NaTuHCbKOro angasiTy);
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHA" MKA N13;
3aTBepAXEHO: MapkupoBka.
3anponoHoBaHo: MapKyBaHHs.
3rifgHO 3aTBEPKEHOTO TEKCTY
MapKyBaHHS.
BeefeHHsA 3MiH NpoTArom 3-x
MiCALB Nic/a 3aTBepPAKEHHS

3a peyenmom

UA/9838/01/01
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FeHepanbHUN gUpPEKTOP
AupekTtoparty hapmaleBTUYHOro 3a6e3neyvyeHHs 0.0. Komapiga

245



	Додаток 1
	до Наказу Міністерства охорони
	здоров’я України
	____________________ № _______
	ПЕРЕЛІК
	ЛІКАРСЬКИХ ЗАСОБІВ, що пропонуються до державної реєстрації
	Додаток 2
	до Наказу Міністерства охорони

	ПЕРЕЛІК
	ЛІКАРСЬКИХ ЗАСОБІВ, що пропонуються до державної ПЕРЕреєстрації
	Додаток 3
	до Наказу Міністерства охорони

	ПЕРЕЛІК
	ЛІКАРСЬКИХ засобів, щодо яких пропонується внесеНня змін до реєстраційних матеріалів


