MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

10 mucromnaza 2023 poky Ne 1946

IIpo [fgep)xaBHY  mepepeecTpamil0  JiKapCcbKHX  3aco0iB  (MeguuHMX
iMyHO0O0io/T0riYHMX NpenapaTiB) Ta BHeCeHHs 3MiH [I0 peecTpaliiHUX MaTepiasiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jsiikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep>kaBHOI peecTpalii (mepepeecTpaliii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MinicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaALsaTb CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilojio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHH, 3aTBeppKeHoro rnocraHoBoro Kabinery
MinictpiB Ykpaiau Big 25 Gepesnst 2015 poxy Ne 267 (B pejakiiii IOCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/IbTaTiB eKCIePTHU3M peeCcTpaljiiHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAnUHUX
iMmyHOoOio/loriuHMX ~ TIperapariB), 10 TIOfiaHi Ha [Iep)KaBHY  peeCTpariito
(mepepeecTpaLiif0) Ta BHECEHHSI 3MiH [0 peeCcTpaLiiHUX MarepiasiB, MPOBeJeHUX
Jlep>KaBHUM  TiINPUEMCTBOM  «Jlep>KaBHUM eKCHepTHUM LeHTp MiHicTepcTBa
OXOPOHM 3/I0POB’S] YKpaiHW», BHMCHOBKIiB II[0J0 eheKTHBHOCTi, Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKMU CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peecTtpallii (mepepeecTpailii), 11070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiaaiB Ta peKoMeHZallii Woro Ao Jep>kaBHOl
peectpaiiii (repepeectpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHiX MaTepiasiB,

HAKA3Y1O:

1. IlepepeecTpyBaty Ta BHeCTH [0 []ep>KaBHOTO PeeCTPy JIiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
fomatkoMm 1.

2. BHecTu 3MiHM [0 peecTpaljiiHMX MarepiasiB Ta [lep)KaBHOrO peecTpy
miKapcbKMxX 3acobiB  YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TiperapaTy) 3riJHO 3 JOAATKOM 2.



3. BigMoBUTH y Jep)KaBHIM peecTpallii/mepepeecTpariii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
MKapCcbKUX 3aco0iB (MeJUUHUX iMyHOOi0IOTiUHMX TIperapariB) 3riZiHO 3 0/laTKOM 3.

4. ®apmaiieBTHUHOMY YyrpaBiiHHIO (OnekcaHpy ['pilieHKy) 3abe3mneunTtd
OTIPWIIO/IHEeHHSI 1IbOT0 Hakady Ha odiuiiiHomy BeOcaiiTi MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTpo/b 32 BUKOHAHHSM I[bOT'0 HaKa3y IMOKJ/IaCTH Ha IMepPIIOro 3acTyIHUKA
Minictpa Cepris Jy6poga.

MinicTp BikTop JIAIIKO



Hoparoxk 1
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY

IIEPEJIIK

nepepeecTpaiio JiKapchbKHX 3aco0iB
(MeguuHMX iMyHOGioT0OriuHKX Npenaparie) Ta
BHECeHH# 3MiH /|0 peecTpalliliHuX MarTepiaiiB»

Bif 10 micronaja 2023 poxky Ne 1946

BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy aHHs peecmpayjiliHo2o
3acoby yrnakoskKa) nocsio4YeHHs1
1. | AKTPANIA® PO34UH A5 iH'EKLLNA, A/T Hoso [aHis Brpo6HMK Oanis/ nepepeecTpaLisi Ha He0OMeXeHW TepMiH 3a He UA/17171/01/01
HM 100 MO/mn; no 3 mn Hopgick Hepo3dacoBaHoro PpaHuis/ peyenmom nionsi2ae
®NIEKCMNEH® y KapTpuaxi; no 1 NPOAYKTY, NEPBVHHE Bpaswnnis/ OHOB/IEHO iHGhopMmaLito LWoao 6e3neku
KapTpuoxy y nakyBaHHS; KOHTPO/Tb Kutalicbka 3acToCcyBaHHS fil0H0i Pe4OoBUHMN B
6araTof030Bii AKOCTI MPOAYKTY B HapogHa IHCTPYKLi AN MeAMYHOro 3aCTOCyBaHHSA
0fHOpPAa30BiN NepBMHHOMY NakyBaHHI Pecny6nika NiKapcbKoro 3acoby y po3ginax

wnpuy-py4ui; no 1
abo 5 wnpuu-pyyok
Y KapTOHHIl Kopoobui

(kapTpuaxi NeHdin®) Ta
BiiNOBIgaNbHWIA 3a
BUMYCK Cepii roTOBOro
npoaykty (®nekcleH®):
A/T Hoso Hopgick,
[aHis
Brpo6HMK
BiiNOBIgabHWIA 3a
36MpaHHsA, MapkyBaHHS
Ta BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY
(dnekcleH®); KOHTPONb
AIKOCTi FOTOBOrO
npoaykty (®nekcleH®):
A/T Hoeo Hopgick,
[aHis
MapkyBaHHsA Ta
BTOPWHHE NaKyBaHHS
roTOBOro NPOAYKTY

"B3aemopis 3 iHLWMMKU NiKapCbKnMu
3acob6amu Ta iHLWi BUAY B3aEMOA;iA",
"Oco6MBOCTI 3aCTOCYyBaHHA",
"3acTocyBaHHs B nepiog BariTHoCTi abo
rogysaHHs rpyaar”, "Cnocié
3aCTOCyBaHHSA Ta [031" (YTOUHEHHS
iHchbopmauii), "MobivHi peakuii” Ta
pefaroBaHo po3ainuv "dapmakonoriyHi

MepioAnyHICTL NOAaHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTsepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLjl
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa

(PnekcleH®): OXOPOHW 300PO0B'A YKpaiHu Bif 26 BepecHs
A/T Hoeo Hopgick, 2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
[aHis CTpOKamu, 3a3HavyeHMU y NepiogNYHOCTI

Brpo6HMK npoAykLuii 3a
MOBHUM LIIK/TOM:
Hoso Hopgick
MpopatokcboH CAC,
PpaHujis

noAaHHsA perynsipHux 3BiTiB 3 6e3neku.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Brpo6HMK
Hepo3dacoBaHOro
NPOAYKTY, NePBUHHE
nakyBaHHS; KOHTPO/b
AKOCTI MPOAYKTY B
NepBUHHOMY NaKyBaHHi
(kapTpuaxi MeHdin®);
36MpaHHsA, MapkyBaHHS
Ta BTOPVHHE NaKyBaHHSA
roTOBOrO NPOAYKTY
(PnekcleH®); KOHTPONb
AKOCTi rOTOBOrO
npoaykty (®nekclleH®):
HoBo Hopgick Mpoaykao
dapmaceyTika [0
Bpasinb /ITga., bpaswnisa
Bupo6Huk
Hepo3chacoBaHOro
NPOAYKTY, HANOBHEHHS B
NepBUHHY YNakoBKyY:
HoBo Hopgaick (KuTait)
dapmacsbtoTikans Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika

ALETAN
CONoBN

TabneTku Wwmnydi no
600 mr no 2
TabneTkn y cTpuni;
no 5 a6o no 10
CTpuniB y kopobui 3
KapToHy

ToBapuct
BO 3
obMexeHo
10
Bignosiga
NBHICTIO
"®apmaue
BTUYHA
KOMMaHis
"3p0pos'a”

Ykpaina

ToBapucTso 3
06MexeHoto
BiANOBIAA/LHICTIO
"PapmaueBTnyHa
KoMnaHis "3gopos'a”

YKpaiHa

nepepeecTpawis Ha HeobMeXeHnli TepMiH

OHoB/EHO iH(hopMaLLito B IHCTPYKLUIi Ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax "®apmakonorivHi
BrnactmsocTi", "lMokasaHHs" (ans
[o3yBaHHa 200 mr), "MpoTunokasaHHs"
(ana posysaHHs 600 mr), "B3aemopis 3
HLUIMMKW NikapcbKMKM 3acobamu Ta iHLWi
BMAW B3aemogiit”, "Oco6/MBOCTi
3acTocyBaHHA" (415 fo3yBaHHA 600 Mmr),
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
rogyBaHHs rpyaar”, "Cnocié
3aCcToCyBaHHsA Ta 4o3n",
"Mepepo3yBaHHA", "M06IYHI peakuii”
BiANOBIAHO A0 iH(opMaLii pechepeHTHOro
nikapcbkoro 3acoby (Fluimucil 200 mg,
600 mg effervescent tablets).

MepiognyHICTL NOAAHHS PETYNSIPHO
OHOB/OBAHOrO 3BiTY 3 6e3neKu,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’'s

6e3
peyenma

niosnsieae

UA/17357/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiOgUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.

ALETAN
CO/IOBN

TabneTku Wwunydi no
200 mrno 2
Tabnetkn y cTpuni;
no 5 a6o no 10
cTpuvniB y kopobu, 3
KapToHy

ToBapuct
BO 3
obMexeHo
10
Bignosiaa
NbHICTIO
"Papmaue
BTMYHA
KOMMaHisi
"380poB's

YkpaiHa

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

Ykpaina

nepepeecTpaist Ha HeOBMEXeHW TEPMIH

OHOBNEHO iHhopMmaLito B IHCTPYKLIT Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3aco6y y po3ginax "®apmMakosoriyHi
BnactusocTi", "Moka3aHHs" (a4na
Ao3yBaHHa 200 mr), "MpoTunokasaHHs"
(ansa posysaHHsA 600 wmr), "B3aemogis 3
iHLWMMK NiKapcbKMK 3acobamm Ta iHLWi
BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs" (815 go3yBaHHs 600 mr),
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogysaHHs rpyaar”, "Cnocié
3aCToCyBaHHA Ta [o3n"”,
"Mepepo3yBaHHA", "M06IYHI peakuii™
BiANOBIAHO A0 iHdopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Fluimucil 200 mg,
600 mg effervescent tablets).

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepakeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTumuji
YKkpaiHnu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegaxuii Hakazy MiHicTepcTsa
0XOPOHU 370POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpoKamu, 3a3Ha4yeHUMHU Y NepiognyHOCTI
NoJilaHHA peryasipHUX 3BiTiB 3 6e3NeKu.

6e3
peyenma

nionsieae

UA/17357/01/01

BIMATOMNPOCT

KpucTaniyHui
MOPOLLIOK
(cybcTaHuis) y
donakoHax 3
TEMHOro ckna ans
chapmaLeBTU4YHOro
3acTocyBaHHs

KaimaH
Papma
c.p.o.

Yecbka
Pecny6nika

KalimaH ®apwma c.p.o.

Yecbka
Pecny6nika

nepepeecTpawis Ha HeobMeXeHuli TepMiH

He
nidnsieae

UA/17616/01/01

BO3EHTAH

TabneTkn, BKpUTI

3eHTiBa,

Yecbka

BignoBifae 3a BMNycK

Kinp/KaHaga

nepepeecTpaisi Ha He0O6MeXeHW TEPMIH

3a

He

UA/16744/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3EHTIBA NAiBKOBOO K.C. Pecny6nika cepii: peyenmom nionsizae
060/10HKOI0, M0 125 dapmacaiiHc OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans
Mmr; no 14 TabneTok IHTepHeLweHn NimiTeq, MeLUYHOro 3acToCyBaHHA NiKapCbKoro
y 6nicTepi, no 4 Kinp 3acoby y po3gini "MobiyHi peakuyii” woao
6nictepn y BUPOGHMLTBO "in bulk", BaX/IMBOCTI 3BITYBaHHS NPO NOGiYHi
KapTOHHI navui TEeCTyBaHHS: peakuiji.
"eHBioH KoprnopelilueHc,
KaHaga MepiognyHICTb NOAAHHA PerynsipHo
nepBrHHE Ta BTOPUHHE OHOB/IOBAHOrO 3BITY 3 6e3neKu,
naKyBaHHs: BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
MCl ®apma Cepsaiicis thapmMakoHarnagy, 3aTBepaxeHoro
KaHapa, IHk., KaHaga Haka3oM MiHicTepcTBa OXOPOHW 340POB’S
TeCTyBaHHS: Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
dapmacaiiHc IHk., 3apeecTpoBaHoro B MiHiCTepcTBi toCcTuLi
KaHapa Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakazy MiHicTepcTBa
OXOPOHW 30pO0B's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
6. | BOSEHTAH TabneTkun, BKpUTI 3eHrTiBAa, Yecbka BiANoBiAae 3a BMMNycK Kinp/KaHaga | nepepeecTtpauis Ha HEObMeXeHuli TepMiH 3a He UA/16744/01/01
3EHTIBA NNiBKOBOO K.C. Pecny6nika cepii: peyenmom nionsizae
060/10HKO10, M0 62,5 dapmacaiiHc OHOBNEHO iHhopMmaLito B IHCTPYKLIT A1
mr; no 14 TabneTok IHTepHeweHn NimiTeq, MeAUYHOro 3aCToCyBaHHS NiKapCbKoro
y 6nicTepi, no 4 Kinp 3acoby y po3gini "MobiyHi peakuyii” woao
6nictepn y BUPOGHMLTBO "in bulk", BaX/IMBOCTI 3BITYBaHHS NPO NO6iYHi
KapTOHHIM nayu,i TEeCTyBaHHS: peakuiji.
"eHBioH KoprnopelilueHc,
KaHapa MepioguyHICTb NOAAHHA PerynsipHo
nepBrHHE Ta BTOPUHHE OHOB/OBAHOrO 3BiTY 3 6Ge3neKu,
nakyBaHHs: BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
MCl ®apma Cepsaiicis hapmakoHarnagy, 3aTBepakeHoro
KaHnapa, IHk., KaHaga Haka3oM MiHicTepcTBa OXOPOHW 340POB’S
TeCTyBaHHS: Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
dapmacaiiHc IHk., 3apeecTpoBaHoro B MiHiCTepcCTBi toCTULT
KaHapa Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA peryssipHuX 3BiTiB 3 6e3neku.
7. | BPUHEKC Kpanni ouHi, CEHTICC IHAis CEHTICC ®APMA MNBT. IHAain nepepeecTpawis Ha HeobmexeHuli TepMiH 3a He UA/17178/01/01
cycneHsis, 1 %; no 5 PAPMA nTAa. peyenmom niossieae
M abo no 10 mny NBT. NTA. OHOB/IEHO iHGhopMaLito y po3ainax

donakoHi 3 Npo6bKoto-
KpanesibHULe Ta
KpuLLKOIo; no 1
h/1akoHy B

"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyaat”, "MobiyHi peakui”
iHCTPYKL|i 415 MeANYHOro 3acTOCyBaHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI/ Kopoo6Li

nikapcbkoro 3acoby BifgnoBigHO A0
OHOBNEHOI iHhopMaLi LWoao 6e3neku
3aCTOCYBaHHS Ail040i peYOBUHM, Ta
3BiTyBaHHS Npo MOGiYHI peakw;i.

MepioanyHICTb NOAaHHSA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTBa
O0XOPOHU 370POB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJiaHHA peryaspHuUX 3BiTiB 3 6e3neku.

remnro
XOTMIKC®

rpaHynu ans
OpasIbHOrO PO3YMHY
3i CMakoM YOpHOI
cMopoAvHM Mo 51y
calue; no 5 abo no
10, a6o no 20 cawe
Y KapTOHHIi
ynakoBLii

TOB
"TNEQ®A
PM NTAO"

Ykpaina

KYCYM XENTXKEP
MBT NTA

IHais

nepepeecTpawis Ha HeobMeXeHnli TepMiH

OHOB/IEHO iHGhopMaLito y po3ginax
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
"B3aemopis 3 iHLWMMU NiKapCbKuMu
3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6MBOCTI 3aCTOCYBaHHS" BigNOBIAHO
[0 iHopmauii pedhepeHTHOro nikapcbkoro
3acoby (Kongpekc xoTpeM® SIMMOH,
MOPOLLOK A/151 OPaUTbHOTO PO3YMHY).

MepioanyHICTb NOAaHHSA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
0XOPOHU 370P0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YEHVMU Y NEPIOJUYHOCTI
NnoJaHHA peryssipHUX 3BiTiB 3 6e3neku.

6e3
peyenma

niossieae

UA/17055/01/01

KANIO
X/TOPUA,

MOPOLLIOK
KpucTaniyHui
(cybcTaHuis) y
nonieTMNeHoBUx
Millkax ans
dhapMaLeBTUYHOIO

AT
"IMKo®a
pma”

Yecbka
Pecny6nika

Makko OpraHikc, €.p.o.

Yecbka
Pecny6nika

nepepeecTpalis Ha HE06MEXeHN TepMiH

He
nionsieae

UA/17639/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
3aCcTOCyBaHHSA
10. | NOrY®EH® TabneTkn, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/17411/01/02
NNiBKOBOO «NEQDA MBT NTA, peyenmom nionsi2ae
o60noHkoto, no 500 PM NTA» OHoB/eHO iHGhopMaL,io y po3ginax
Mmr, no 10 TabneTok "Cknapg”(pefakuiiiHi npasku),
y 6nicTepi, no 3 abo "®apmMakonoriyHi BnactnsocTi" (pegakuiviHi
6 6nicTepiB y npasku), "lMokaszaHHA"(pefakuiiiHi npaBku),
KapTOHHIA ynakoBLi "Oco611BOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3n", "MobiuHi peakwji"
IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS
niKkapcbkoro 3acoby BiAMNoBiAHO A0
pedepeHTHOro /likapcbKoro 3acoby
Kennpa®.
MepioanyHICTb NOAaHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBiAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 370P0B'A YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMU Y NEPIOJUYHOCTI
NnoJaHHA peryasipHUX 3BiTiB 3 6e3neku.
11. | NOrY®EH® TabneTku, BKPUTI TOB YkpaiHa KYCYM XENTXKEP IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/17411/01/01
NNiBKOBOIO «NEAPA MBT NTA peyenmom nionsi2ae
060/10HKO0, N0 250 PM NTO» OHoB/EHO iHdhopMaL,iio y po3ginax

mr, no 10 TabneTtok
y 6nictepi, no 3 abo
6 6nictepiB y

KapTOHHI ynakoBsLi

"Cknag”(pefakuiiiHi npasku),
"®apMakoorivyHi BNacTMBOCTI" (peaakLiiHi
npasku), "lMokasaHHA"(pefakuiiHi npasku),

"Ocob6nrBOCTi 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta o3un", "MobiyHi peakuii”
IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA

nikapcbkoro 3acoby BifgnoBigHO A0
pechepeHTHOro /ikapcbKoro 3acoby
Kennpa®.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6Ge3neKku,
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi oCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
12. | NOrY®EH® TabneTkun, BKpUTI TOB YkpaiHa KYCYM XENTXKEP IHAain nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/17412/01/01
NNiBKOBOIO «NIEQ®A MBT NTL niosnsieae
060/10HKO10, M0 250 PM NTAO» MepioAnYHICTb NOAAHHSA PErynsipHO
mr, in bulk: no 10 OHOB/OBAHOrO 3BIiTY 3 6Ge3neKu,
Tabnetok y 6nictepi, BiANOBIAHO A0 MopsAaKy 34iCHEHHS
no 240 6nictepis y hapmakoHarnagy, 3aTBepakeHoro
KapTOHHI/ KopoobLi Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepCTBi toCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHU 3[10POB'SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noflaHHA peryaspHuX 3BiTiB 3 6e3neku.
13. | NOrY®EH® TabneTku, BKpUTI TOB Ykpaina KYCYM XENTXKEP IHAain nepepeecTpawis Ha HeobMeXxeHuli TepMiH - He UA/17412/01/02
NNiBKOBOK «NEPA NBT NTA niossieae
060/10HKO10, N0 500 PM NTAO» MepioAnYHICTb NOAAHHS PErysapHO
mr in bulk: no 10 OHOB/OBAHOrO 3BiTY 3 6Ge3neKku,
Tabnetok y 6nictepi; BiANOBIAHO A0 MopsAaKy 34iCHEHHS
no 180 6nicTepiB y hapmakoHarnagy, 3aTBepaXeHoro
KapTOHHI/ KopoobLi Haka3oM MiHicTepcTBa OXOPOHY 340POB’s
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi oCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA peryssipHUX 3BiTiB 3 6e3neku.
14. | METOK/NOMPA | KpuCTasliyHwWit ToBapuct YKpaina AHdthap /labopaTtopis (M) IHais nepepeecTpauisi Ha He0OOMeXeHW TEPMIH - He UA/17399/01/01
miay nopoLLoK abo BO 3 nrp, niossieae
FIAPOXNOPUA, | kpucTann 06MexeHo
MOHOrIAPAT (cybeTaHuis) y 10
noABiliHMX Bignosiga
nonieTuIeHoBmx NBbHICTIO
naketax ans "®apmaue
chapmaLeBTU4YHOro BTUYHA
3acTocyBaHHsA KOMNaHis
"3popos's”
15. | TPAHEKCAMO | po3uuH A5 iH'eKUl, MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe Ykpaina nepepeecTpauis Ha HeoGMeXeHuii TepMiH 3a He UA/17082/01/01
BA KUC/IOTA 100 mr/mn; no 5 mn aKLioHepH TOBapUCTBO "J1eKXiM- peuyenmom nidnsieae
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
B amnyni; no 5 e Xapkis" OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans
amnyn B 6nicTepi; no | TOBapuUCTB MeAMYHOr0o 3aCTOCYBaHHS NikapCbKoro
1 6nicTepy B nauuj; 0 "[lekxim- 3acoby y posginax: "®apmMakosiorivHi
no 5 mn B amnyni; Xapkis" BnacTmBocTi", "lNoka3aHHs",
no 5 amnyn B "MpoTunokasaHHA", "B3aemogisa 3 iHWKMU
6nictepi; no 2 nikapcbkMmn 3acobamu Ta iHLWi BUAm
6nictepw B nauuj; no B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
5 mn B amnyni; no 5 "3acTocyBaHHS y nepiof BariTHOCTi abo
amnyn B 6nictepi; no roflyBaHHs rpyaar”, "3aatHicte Bnaveatu
10 6nicTepiB B mauLi Ha LWBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMK
MexaHismamm”, "Cnoci6 3acTocyBaHHs Ta
posu", "Oitn", "MepepgosysaHHs", "MNo6GiYHi
peaxuii”, " HecymicHicTb" BignosigHo A0
iHchopmawii Lwoao meguyHoro
3acToCcyBaHHA pethepeHTHOro NikapCbKoro
3acoby (Cyklokapron 100mg/mL solution
for injection/infusion).
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTPOKaMW, 3a3Ha4YeHVMN Y NePiogUYHOCTI
noJlaHHA perynspHUX 3BiTiB 3 6e3neku.
16. | ®EHTAHIN NOPOLLOK ToBapuct Ykpaina APEBI®PAPMA TMBX HimeyunHa MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH - He UA/17546/01/01
(cybcTaHuis) y BO 3 nionsizae
noABiliHMx 06MexeHo
nonieTMIeHoBMX 10
naketax gns Bignosiaa
hapMaLeBTUYHOIO JBHICTIO
3aCcTOCyBaHHA «XapkiBCb
ke
thapmaues
TUYHE
nignpvemMc
TBO
«3[0poB’A
Hapoay»
17. | ®PIBEN® pO34uH Ans AT YkpaiHa AT "dapmak” YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/17450/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYeHHs1
iHransauin, 0,25 "®apmak” peyenmom nionsizae
Mmr/mn; no 25 mny OHOBNEHO iHhopmaLito B IHCTPYKLIT Ans
donakoHi 3 MeLUYHOro 3acToCyBaHHA NiKapCbKoro
KpanenbHuueto; no 1 3acoby B posginax "OcobamBocTi
donakoHy B nauuj 3acTocyBaHHA", "Mo6ivHi peakuii”
BiANOBIAHO A0 iHdopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Atrovent® inhalation
solution).
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
Ykpainu Bif 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTmLjii
Ykpainu 29 ciuHa 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepctsa
0XOPOHU 370P0B'A YKpaiHu Bifg 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepiognyHOCTI
NoJaHHA peryssipHUX 3BiTiB 3 6e3NeKu.
18. | LE®ENIM ANA | nopoLiok NAT YkpaiHa AypobiHgo dapma IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/17315/01/01
IH EKLLIA (cybeTaHuis) y "Knismean Nimiteq nionsi2ae
alOMiHIEBUX penapar"
KaHicTpax ans
hapMaLeBTUYHOIO
3acTOCyBaHHSA
19. | UE®PYPOKCUM | nopoLllok Ans MpuBatHe YkpaiHa PetoHr ®apmacbioTukan Kutalicbka MepepeecTpauisi Ha HEOBMEXEHMIA - He UA/17218/01/01
po3unHy ans aKLjioHepH Ko., NITA. HapoaHa TepMiH. nionsizae
iH ekuii no 0,75 1; in e Pecny6nika
bulk: no 50 TOBapucTB MepioAnYHICTb NOAAHHS PErysapHO
donakoHiB y KopobL,i 0 “Jlekxim OHOB/OBAHOrO 3BiTY 3 6Ge3neKku,
3 KapTOHY — Xapkis” BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHW 340POB’S
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi oCTULT
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakady MiHicTepcTBa
OXOPOHU 3[10POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJlaHHA peryasipHUX 3BiTiB 3 6e3neku.
20. | LE®YPOKCUM | nopollok gns MpuBaTHe Ykpaina PetoHr dapmacbtoTukasl Kutaiicbka MepepeecTpauisi Ha HEOOMEXEHNIA - He UA/17218/01/02
pO34MHy oNns akuioHepH Ko., N1a4. HapogHa TEPMIH. niossieae
iH ekuji no 1,5 r; in e Pecny6nika
bulk: no 50 TOBapuCTB [MepioAMYHICTb NOAAHHSI PErYIAPHO
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Ymosu Peknamys Homep
Bionycky aHHs1 peecmpayiliHo2o

Peecmpayitina npoyedypa
nocsioYyeHHs1

Bupo6HuK KpaiHa
BUPOGHUKa

Ne Hassa Popma sunycky 3assBHUK Kpaina
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa
3acoby yrnakoskKa)
h/1aKkoHIB y KOpo6Li 0 “Jlekxim OHOB/THOBAHOrO 3BITY 3 6e3neky,
3 KapTOHY — Xapkis” BiANOBIAHO A0 MopsAaKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLjl
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxkuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHVMN Y NepiogUYHOCTI
noJiaHHA peryaspHUX 3BiTiB 3 6e3neku.

B.o. HauanbHUKA
Onekcanpap I'PIHEHKO

dapmalneBTUYHOr0 yNpaB/IiHHSA




ITEPEJIIK
JIIKAPCBKHMX 3ACOBIB (MEJUUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIO40 AKX BYJ/IN BHECEHI

Joparok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH

30poB’st Ykpainu «IIpo gepxaBHY
nepepeecTpaiio JiKapchbKHX 3aco0iB
(MeguuHMX iMyHOGioT0OriuHKX Npenaparie) Ta
BHECeHH# 3MiH /|0 peecTpalliliHuX MarTepiaiiB»

Bif 10 micronaja 2023 poxky Ne 1946

3ACOBIB YKPATHA

3MIHMU 10 PEECTPAIIIMHIX MATEPIAJIIB, AKI BHOCATHCSA 1O JTEPKABHOI'O PEECTPY JIIKAPCEKHNX

Ne Hassa Popma sunycky 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JlikapcbKko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
1. | DL- KpucTanivyHmi ToBapucTtso Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu - - UA/15298/01/01
CYNb®OKAM | nopoLuok 3 obmexeHo | Tuny - 3MiHu 3 akocTi. A®Il. KoHTposib A®L. 3miHa y
®OPHA (cybeTaHuin); y 06MeXeHOo BiANOBIAA/ILHICTIO napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
KUCNOTA noslieTuIEeHoBMX BignoBigasib "PAPMXIM" BM3HaYeHNX y crneundikauisx Ha A®l, abo
MilKkax ans HiCTI0 BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
hapMaLeBTUYHOIO "®APMXIM" BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
3aCTOCYyBaHHA (iHLWi 3MiHW)
BunyyeHHs nokasHuka "3as1MLWKOBI KiNbKOCTI
OopraHiyHMX po34MHHKKIB" 3i cneundikavii Ha
Hepo3dacoBaHuin Npoayk. FoToBa cybcTaHuis DL-
cynbgokaMopHa KOHTPO/TKETLCA 3a BCiMa
3aTBepAKMHMMM nokasHukamy MKA, Bktovatoum
NoKasHWK "3anunLLKOBI Ki/IbKOCTi OpraHiuHmnX
PO3UMHHYKIB". BBEEHHA 3MiH NPOTATOM 6-TW MiCALB
nicnsa 3aTBepXeHHs. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTposb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MpoLeci
BMpo6HMLTBa AD| (4ONOBHEHHS cneuundikalii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpo6yBaHHSA) [lonoBHeHHs cnevmdikaLii HoBUM
NOKa3HWKOM SIKOCTI Ta BiAMNOBIiGHUM METOA0M
BMNPO6YBaHHsA «bakTepianibHi eHAOTOKCUHW» 3
HOpPMYBaHHSIM «He Ginblie 0,43 MO/Mr». BBeaeHHst
3MiH MPOTAroM 6-TV MiCALIB NMiC/1A 3aTBEPMKEHHS.
2. | A3NAXYB TabneTku, BKpUTI [bxy6inaHTt IHAjs DKYBINAHT IHAis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3MiHW 3a - UA/12966/01/01
NAiBKOBOIO L[hxeHepikc KEHEPIKC | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060n10HKot, No 250 Nimiten NIMITEL thapmakoHarnsay. BeegeHHs abo 3miHu o
Mr, N0 6 TabneTok B y3arasibHeHVX faHnx npo cuctemy hapmakoHarnsgy
6nictepi; no 1 (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO CUCTEMY
6nictepy y chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT 0cobu,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

KapTOHHI KopoobLi

BiANOBIAA/IbHOI 32 34iiCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHsA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiAMiHHA BiJ YNOBHOBaXeHOi 0C06M, BiANOBIAA/IbHOI

3a 3[jlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/IbHOI 3a
3ailicHeHHA hapMakoHarnagy B YkpaiHi. ditoua
pepakuisi: Manoj Kumar. MNMponoHoBaHa pepakuis:

Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX JaHUX

KOHTaKTHOI 0CO6M 3as1BHMKA, BifnoBigasibHOI 3a
3[iiCHEHHS1 ddapMakoHarnsay B YKpaiHi.

A3NOKYB

TabneTku, BKPUTI
NNiBKOBOO
o60on0oHkot, no 500
Mmr, no 3 TabneTkn B
6nictepi; no 1
6nictepy y
KapTOHHIlA KOpooLi

[xy6inaHt
[hxeHepikc
NimiTeq

IHAis

OKYBINAHT
MOKEHEPIKC
NIMITEL

IHAis

BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjificHeHHs chapmakoHarnsay B YKpaiHi, KO0 BOHA
BigMiHHa Bif, yNOBHOBaXeEHOI 0c0o6u, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3as1BHMKA, BignoBigasibHOI 3a
3pificHeHHs chapmakoHarnsgy B YkpaiHi. [Jirova
pepakuis: Manoj Kumar. MponoHoBaHa pejakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX JaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigasibHOI 3a
3AiicCHEHHs hapMakoHarnsay B YKpaiHi.

3a
peyenmom

UA/12966/01/02

A3NDXYB

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 250
mr, in bulk: no 5000
Tabnetok y
nonieTuIeHoBOMy
nakeTi

[bxy6inaHTt
L[hxeHepikc
NimiTen

IHais

IDKYBINAHT
IDKEHEPIKC
NIMITEL

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEfEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa Ans
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
tpaiina cuctemmn chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
3aiicHeHHs chapmakoHarnsgy B Ykpaii. [iroua
pegakuis: Manoj Kumar. MNponoHoBaHa pegakLuis:

UA/12967/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Menix OneHa BopuciBHa. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/IbHOI 3a
34ilicHeHHA hapMakoHarnsay B YKpaiHi.
5. | ABNAXYb TabneTku, BKpUTI [xy6inaHTt IHais DKYBINAHT IHgis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU - - UA/12967/01/02
NNiBKOBOO hxeHepikc OKEHEPIKC | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
o6onoHkoto, no 500 Nimiteq NIMITEL, thapmakoHarnagy. BeegeHHs abo 3miHn oo
wmr, in bulk: no 5000 y3arasibHeHVX AaHnX Npo cuctemMy hapmakoHarnsgy
TabneTok y (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
noslieTueHoBoMy hapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
naketi BiANOBIAA/IbHOI 32 34iicCHEHHSA ddapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 (hapmakoHarnagy 3asBHuKa ans
3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs chapMakoHarnsay (Bkiyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6M 3asiBHYKA, BifnoBigabHOI 3a
3fificHeHHs chapmakoHarnsagy B Ykpaidi. [irova
pepakuisi: Manoj Kumar. MNMponoHoBaHa pepakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO6M 3as1BHMKA, BignoBigasibHOI 3a
3[jiCHEHHS1 dpapMakoHarnsay B YKpaiHi.
6. | ABUMEL® Kancynu no 250 wr; MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/7234/01/01
no 6 aéo no 10 "Knismegnp "Knismegnpenapa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
Kancyn B 6nictepi; enapar” T hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTuyj
no 1 6nictepy B niKkapcbKoro 3acoby, TeKCTi MapKkyBaHHS Ta
nauuj IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHNX NiKapCbKUX
3aco6iB Nicnsi BHECEHHSA TiET caMoi 3MiHW Ha
pedrepeHTHUIA NpenapaT (3MiHa He NoTpebye
HaJaHHA XXOAHUX HOBUX JOAATKOBUX AaHUX) 3MiHW
BHECEHO [0 iHCTPYKLi 415 MefnMyHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginu:
"B3aemogis 3 iHWMMWM flikapcbkumun 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3un"
BiAMNOBIAHO A0 iHGopMaLiT LWLoA0 MeaUYHOro
3aCTOCyBaHHA pehepeHTHOro Nikapcbkoro 3acoby
(CYMAME/, kancynu). BBeieHHs1 3MiH NpoTarom 6-
TV MiCALIB 3 AATW 3aTBEPAYKEHHS.
7. | ASUUMH® TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHuX MaTepianis: 3MiHM 3a - UA/0137/02/01
060/10HKO10, Mo 500 "bapmaueBT "hapmaueBTUYHA | TMny - 3miHK 3 skocTi. CepTudcikat peyenmom
Mr; no 3 TabneTkn y n4yHa chipma ipma "OapHuua” BignosigHocTI/lE-cepTudpikat BignosigHoCTi
KOHTYpHiIlA "fapHuus” €sponelicbkili hapmakonei/moHorpadii. 3mMiHu,
YapyHKOBIW noB'si3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
ynakosLi; no 1 BiANOBIAHICTL A0 MoHOrpadii APY abo
KOHTYpHiIlA €Bponeiicbkoi thapmakonel, abo iHLWOT HaLioHaNbHOI

YapyHKOBI ynakoBL,ji

thapmakonei gepxasu €C (iHWi 3MiHK) -
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
B nauui MpuBeaeHHs posginis 3.2.P.4.1. Cneyudikauis Ta
3.2.P.4.2. AHaniTUYHi MeTOAMKM 0 BUMOT Aito40T
peaakuii moHorpacii E® «Magnesium stearate» Ta
[dY 3a nokasHnkamu "KUcnoTHicTb abo MyXHiCTb",
"KisibkicHe BM3HaveHHs", "laeHTudikais"
8. | AKTUNI3E® niodpinisat gns Bepinrep HimeuumnH Bepinrep Himeuunna BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHN 3a - UA/2944/01/01
po3unHy Ans IHrenbxainm a IHrenbxanmv | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
iHcpys3iiA no 50 mr; 1 IHTEpHELUHN dapma 'm6X i Ko. 3MiHM Y BUPOOHULTBI. 3MiHM Y NpoLeci BUpo6HMLTBA
chnakoH 3 vM6X K rOTOBOrO /liKapCbkoro 3acoby, BKIYaumn

niodpinizatom y
KommnekTi 3 1
donakoHom
po34nHHMKa (Boga
Ans iH'ekuiid) no 50
M1y KapPTOHHIN
Kopobui

NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBHULTBI FOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHW). [0A0BXEHHS yacy 36epiraHHs NPOMIKHOTo
NPOAYKTY: 3aN0BHEHNX (h/1aKOHIB i3 PO3UMHHNKOM
(Bofa Ans iH'eKuiiA) nicns dinbTpauii yepes 0,2 MKM
hiNbTp 415 KOHTPONSA 3a 6i03abpyAHEHHAM A0
KiHUEeBOI cTepunizavii, 4o 31043 xBuavHW. 3MiHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoproBasibHUIA 3aci6. 3MiHa
6yAb-AKOi YaCTUHM MaTepiasly NePBUHHOI YNaKkoBKM,
LLIO HEe KOHTaKTY€ 3 FOTOBUM NiKapCbKMM 3ac060M
(Hanpwvknag konip KpULWeYoK 3 KOHTPOSIEM NEPLLOro
BiAKPUTTS, KONIp KOAOBUX Kifleub Ha amnynax,
KOHTeliHepa 15 ro/1oK (pi3Hi BUAM nnacTmacw)
(3MiHa, siKa He BN/IMBAE Ha KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby).
BnpoBamKeHHs1 anbTepHaTUBHOI OGTUCKHOI KPULLIKA
BHAC/IAOK 3MiHN PO3MipY KPOMKM asTHOMIHIEBOI
06TUCKHOT KPULLIKW, OCKISIbKM Ha HOBIl MiHii
HanoBHEHHS BUKOPUCTOBYHOTHLCA Pi3HI OOTUCKHI
MawvHyU. AnbTepHaTyBHA 06TVUCKHA KpULLKa
BiAMNOBIAAE BMMOram pi3HUX 0GTUCKHUX MaLUVvH, AKi
BVKOPVCTOBYHOTHCS Ha HOBIlA NiHiT HANOBHEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTi. FOTOBUIA NiKAPCbKNI
3acib. Cuctema KoHTeliHep/3aKkynopoBanbHuii 3aci6.
3MiHa napameTpiB cneuudikauii Ta/abo
[0MNYCTUMUX MEX NEePBUHHOT YNaKOBKN FOTOBOrO
nNikapcbKoro 3acoby (BUy4eHHS HE3HAYHOro
nokKasHvka (Hanpvknag 3acTapisioro nokasHuka)).
l'ymoBa npobka: BUy4YeHHs aHasisy MeETOA0M
rasoBoi xpomarorpadii, Akuii BAKOPUCTOBYETLCA A/1A
BUNPOOYyBaHb EKCTPaKLi 3 METOK BU3HAYEHHS
NeTKUX | HaniBNeTKnX Cnonyk. Taki cnonyku €
niagrpynot Npodoifito ekCTparoBaHNX PEYOBYH i
NnoB’A3aHi 3 MaTepiasiammy KOHCTPYKLT, AKi
TECTYTbCS NOCEPINHO B pamMkax BUNpobyBaHHSA
ineHTndikauii. Kpim Toro, npodinib ekcTpakyii
OLHIOETLCA Nif Yac KBanidikauii matepiany. Tomy
aHaU1i3 MeTo0M rasoBoi xpomartorpadii He
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BMMaraeTbcs. 3MiHu | Tuny - 3miHW 3 AKOCTi. FOTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO /iKapCbKoro 3acoby
(monoBHeHHsA cnevmdikalii HOBUM NOKa3HUKOM 3
BiAMOBIAHMM MEeTOA0M BUNPobyBaHHs). CKISHWUIA
(h1akoH: foAaBaHHS OCHOBHUX PO3MIpIB (YMCN0BUX
3HaueHb) CKNSAHOTO h/1akoHy A1 PO3UNHHMKA.
3MmiHu | TMNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. Cuctema KoHTeliHep/3aKkynoptoBasbHuii 3aci6.
3MiHa napameTpiB cneuudikauiii Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNaKkoBK/ rOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii
HOBMM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNpobyBaHHs). NymoBa npobka: AoAaBaHHs
OCHOBHUX PO3MIpIB (YACNOBUX 3HAYEHb) NYMOBOI
nNpo6kn AN oNakoHy A5 PO3YMHHUKA. 3MiHK | Tuny
- 3MiHM 3 SKOCTi. F0TOBMIA NiKapcbkuid 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO JTiKapPCbKOro 3acoby
(8oNoOBHEHHS cneumaikavii HOBUM NOKAa3HUKOM 3
BiANOBIAHUM MeTOA0M BUNPobyBaHHA). O6TUCKHA
KpuLKa 415 NakoHy A58 PO3UNHHMKA: A0faBaHHS
OCHOBHUX PO3MipiB (YCNOBUX 3HAYEHb) OOTUCKHOT
KpULLKKX. 3MiHK | TUMy - 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasbHuiA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3MiHW) -

OHOBNEHHs cneuudikaLii Ha ckNsiHWiA hnakoH ans
PO34YMHHIMKA, a came: OHOBJIEHHS cneuudikauiii gns
MeTOAiB BUNPOGYBaHHA CKISHOTO hriakoHa
BiANOBIAHO A0 NOTOYHOI MOHorpadii EP 3.2.1 Ta
MoHorpadii USP. 3amiHa BUNpo6yBaHHS
rigpONITUYHOI CTIKOCTI BUNPOGYBAHHSM 3riHO 3
chapmakonesmu CLUA Ta €C. PefakuiiiHi 3MiHM 3
MeTOI0 afjanTyBaHHA JOKYMEHTa [j0 Cy4acHOro
dhopmMaTy KoMNaHii: cneyudikadito Ha 06TUCKHY
KpULLKY BUAANEHO Ta HaBEAEHO B OKPEMOMY
OOKyMeHTi 3.2.P.7.2. logaBaHHA cXeMaTUu4Horo
306paxeHHs CKIAHOro hnakoHy. BunpobysaHHs
ineHTudbikauii hopmu, KONbOPY BUKOHYETLCS | Tenep
y3arasibHeHO y po3fini «30BHILWHIN BUTIAL».
CneumdikaLito Ha 06TUCKHY KPULLIKY (paHiLue-
BiIKMAHWIA KOBNAYOK) Ta NPO6KY BUAANEHO Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

HaBeAEeHO B OKPEMOMY AOKYMeHTi 3.2.P.7.2.
BupaneHHs rnasu 2 «HaykoBi faHi». 3MiHu | Tuny -
3MiHK 3 sIKOCTi. ToTOBUIA Nikapcbkuii 3aci6. Cuctema

KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM FOTOBOrO NikapCbKoro 3acoby

(iHwi 3miHW). OHOBNEHHA crieumdikaLii Ha ryMoBy
npobky AnA dnakoHy ANA po3yMHHKKA, a came:
3amiHa TepMOorpaBiMeTPUYHOro aHanisy NnocuIaHHAM
Ha MoHorpadito 3.2.9 EP 1a USP. PepgakuiiiHi 3mMiHu
3 MeTO afanTyBaHHA fOKyMeHTa 0 Cy4acHoro
dopmaTy komnaHii: Cneumdikaito Ha 06TUCKHY

KPULLKY Ta (O/1aKOH BUAAIEHO Ta HaBEeEHO B

oKkpemoMmy AokyMeHTi 3.2.P.7.2. JoaaBaHHs

CXeMaTUYHOro 306pakeHHs ryMOBOT MPO6KU.

BunpobyBaHHs igeHTudikauii hopmu, Konbopy
BMKOHYETbCS | TENEep y3ara/ibHEHO Y P. «30BHILLHii
BUINAA». BuganeHHs rnaeu 2 «Haykosi AaHi». 3MiHu
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO JTiKapPCbKOro 3acoby
(iHwWi 3miHK). OHOBNEHHSA cnevmdikaLii Ha 06TUCKHY
KpULKy Ans hnakoHy A58 po3vnMHHUKA, a came:
pefakuiiiHi 3MiHM 3 METOI afanTyBaHHA AOKYMeHTa
[0 cyyvacHoro doopmaty komnaHii. Cneuudpikadito Ha
nNpo6Ky Ta h/1akoH BUAa/IeHO Ta HaBeAEHO B
OKpeMoMmy AokyMeHTi 3.2.P.7.2. CTBOpPeHO oAvH
OOKYMeHT 3.2.P.7.2 ANns KOXHOro KOMMoHeHTa
nepBUHHOT yNakoBku. [JofAaBaHHsA CXeMaTUuyHoro
306paxeHHs1 06TUCKHOT KpULLKK. BunpobyBaHHS
ifeHTudikauii hopmu, KONbopy BUKOHYETLCA | Tenep
y3arasibHeHo y p. «30BHILLHI/ BUrNSA». 3MiHW | Trny

- 3MiHK 3 SKOCTi. F0TOBWMIA NiKapcbkuid 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHWI 3aci6 (iHLi

3MiHW).
3amiHa iHhopmaLii Npo nocTavanbHVKa 6inbLu
[eTanbHo iHdopmaLlieto Npo BUPo6HMKa As
CK/IAAHOTO (hNakoHy A5 PO3UMHHMKA.
PepakuiiHi 3mMiHn: pecTpykTypu3sauis Tabnvup, 3MiHa
opmynoBaHHS. Binbl AeTanbHKiA onvc maTtepianis
KOHCTPYKLiT. 3MiHN Ha MaTepiann KOHCTPYKLi He
BHOCW/IUCb. BnAaneHHss MasltoHKy, CxeMaTnyHe
306paxeHHs hNakoHy HaBeAeHO B JOKYMEHTI
3.2.P.7.2 «Cneumndikauis Ha dnakoH». 3miHun | Tuny

- 3MiHM 3 SKOCTi. F0TOBWMIA NiKapcbkuid 3aci6.
Cuctema KoHTeliHep/3aKynoptoBasibHWI 3aci6 (iHLi

3MiHM). 3amiHa iHhopmaLii Npo nocTavyanbHUKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

6inbLlU AeTasIbHOM iH(hOpPMaLliEr NPO BUPO6HUKA
rymMOoBOI MPo6KM AN dhnakoHy A1s po3UNHHUKA.
PepakuiiiHi 3MiHW: pecTpykTypu3aLisi Tabnuub, 3MiHa
hopmynoBaHHS. Binbl geTanbHWil onvc matepianis
KOHCTPYKLii. 3MiHN Ha MaTepianv KOHCTPYKLi He
BHOCWU/IUCb. BuaaneHHs MastoHKy, cxeMaTnyHe
300paxeHHs1 TyMOBOI NPOOKN HaBeAEeHO B AOKYMEHTI
3.2.P.7.2 «Cneumdikalis Ha ryMoBy Npo6ky». 3MiHK
| TMNy - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
Cuctema KoHTeliHep/3aKynoptoBa/ibHWI 3aci6 (iHLWi
3MiHu). 3amiHa iHghopMaLii Npo nocTavasibHUKa
6iNbLU AeTasIbHOK iH(hOpPMaLjiEr0 NPO BUPOOHUKA
06TUCKHOT KpULLKV A/19 doNaKoHy A5 PO3UMHHYMKA.
PepakuiiiHi 3mMiHW: pecTpykTypu3auis Tabnmups, 3MiHa
hopmysoBaHHs. Binbl AeTanbHWiA onvc matepianis
KOHCTPYKLii. 3MiHM HA MaTepiany KOHCTPYKLi He
BHOCU/IUCL. BuaaneHHs MantoHky, cxemaTnyHe
306paxeHHs OBTUCKHOI KPULLIKN HaBedeHo B
pokymeHTi 3.2.P.7.2 «Cneuyudikauist Ha 06TUCKHY
KpULLKY». 3MiHK | Tuny - 3MiHK 3 sikocTi. [oToBWMiA
nikapcbkuii 3aci6. 3MiHM y BUPOBHULTBI. 3MiHM
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHNX
y cneyudikauisix, nig yac BUpo6HULTBA FOTOBOrO
nikapcbKoro 3acoby (AofaBaHHA HOBOTO MeToay
BUMNPOOYBaHHA Ta AONYCTUMUX MEX).
BnpoBagkeHHs 40AaTKOBOro B NPoLECi
BMPOGHMLITBA KOHTPO/IIO AN PO3YMHHMKA 3a
napaMeTpoM «KOHTPOJIb 3a6PYAHEHHNA i3
nonepeaHbO BU3HAYEHUMMN FPaHNYHUMUN 3HAYEHHSAMN
npouecy B KiHUi Yacy 36epiraHHs nepep, KiHLeBOo
cTepunisauieto. 3MiHu Il Tuny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHK Y npoLieci BUPO6HULITBA rOTOBOTO NiKapCbLKOro
3ac06y, BK/1I0YAKYM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
niKkapcbKoro 3acoby (CyTTeBa 3miHa y npoueci
BMPOBHMLITBA, AKa MOXe MaTtu iCTOTHWUI BB Ha
AKICTb, 6e3neKky Ta ed)eKTUBHICTb JlikapCbKoro
3acoby). BnpoBagxeHHs [oAaTKOBOI NiHii
HanoBHeHHA (AA5) 00 KOMMNOHEHTa PO3YMHHMKA
(Bofa Ans iH'ekuiin) Ana npenapaty Aktunise 50 mr.
BHeceHHs pegakuiiiHux npasok go p.3.2.P.3.1
BUpPO6GHMKN.

AMILUTPOH
®
EKCTPATAB

TabneTku, BKPUTI
N1iBKOBOIO
obonoHkoto, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B

ToBapucTso
3
[04aTKOBOO
Bignosiganb
HiCTIO

YkpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y

6e3
peuyenma

UA/15430/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

nauui

"IHTEPXIM"

BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi hapmakonel, abo iHLWOoT HauioHa/IbHOI
thapmakonei gepxasu E€C (3miHa y cneyudikauisix,
nos's3aHa 3i 3miHamn B 1®Y, abo €Bponeiicbkii
hapmakonei, abo iHLUi HalioHanbHI hapmakonel
Aepxasu €C) - npuBefeHHs cneyudikauii Ta
MeTozAiB KOHTponto Ad| y BignoBigHICTb A0
MoHorpadii «Paracetamol» €®, gitoue BugaHHs, L0
BXOAATb A0 cknagy N3, a came 3mMiHa HOPMyBaHHS
Ta METOAiB KOHTPOJIIO 3a NOKa3H1Kamu
«laeHTudikauis», «CynpoBifHi AOMILLKM»,
BUJIyYEHHS NOKa3HMKa «Baxki MeTanms.

10.

ATOPBACTA
TUH-TEBA

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0 M0 10 mr
no 10 Tabnetok y
6nictepi; no 3 a6o 6,
abo 9 6nicTepiB y
kopo6ui; no 15
Tabnetok y 6nictepi;
no 2 a6o 4, abo 6
6nicTepiB y kopobLi

TOB «TeBa
YKpaiHa»

Ykpaina

Tesa dapma
C.Y.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTuUdpikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MEHOro cepTudikaTa BigNOBIAHOCTI
abo BMNyYeHHs cepTudikara BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif yxe 3aTBepKeHOro BUpoOHuKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBeppxeHo: R1-CEP 2010-366-Rev 03)
ans A®| aTopBacTaTuHy Ka/bLijio Bif BXe
3aTBepxeHoro Bupo6Hrka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
IHais.
3MiHu | TUNYy - 3MiHK 3 aAkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MEHOro cepTudikaTa BigNOBIAHOCTI
abo BMNyYeHHs cepTudikara BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif yxe 3aTBepKeHOro BUpoOHuKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2012-035 -
Rev 02 (3aTBeppxeHo: R1-CEP 2012-035-Rev 01)
ans A®| aTopBacTaTuHy Ka/bLijio Bif BXe
3aTBepAxeHoro Bupo6Hrka TEVA API INDIA
PRIVATE LIMITED, IHgisi. 3miHu | Tuny - 3miHuW 3

3a
peyenmom

UA/16377/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBMEHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHMKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin dhapmakonei Ne RO-CEP 2018-059-
Rev 03 (3aTBepmkeHo: RO-CEP 2018-059-Rev 02)
ana A®l atopBacTaTuHy KanbLijio Bif BXe
3aTBepmxeHoro BupobHnka TEVA APl INDIA
PRIVATE LIMITED, IHgis. 3miHn | Tvny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONEeChKil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHSA cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
BXE 3aTBEPAXKEHOro BUPOOHYKA - NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei RO-CEP 2022-099-Rev 00 gns Adl
aTopBacTaTVHY KaulbLiilo Bifj BXe 3aTBepKEHOro
Bupo6Huka TEVA API INDIA PRIVATE LIMITED,
IHAia (BnacHuk cepTudpikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).

11.

ATOPBACTA
TUH-TEBA

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0 NO 20 Mr
no 10 TabneTtok y
6nictepi; no 3 abo 6,
abo 9 6nicTepiB y
Kopobui; no 15
TabneTtok y 6nictepi;
no 2 a6o 4, abo 6
6nictepiB y Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

Tesa dPapma
C.y.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikar BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif yxe 3aTBepXeHOro BUpoOHumKa -
noJilaHHA OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-366-

3a
peyenmom

UA/16377/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

Rev 04 (3aTBeppxeHo: R1-CEP 2010-366-Rev 03)
onsa A®l atopBacTaTvHy KauslbLito Bif, BXe
3aTBepaxeHoro Bupo6Hnka CENTRIENT

PHARMACEUTICALS INDIA PRIVATE LIMITED,

IHais.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA

HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI

ab0o BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro

marepiany/peareHTy/npoMikHOro NPoAyKTy, Lo

BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans

[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI

€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif y)xe 3aTBepXeHOro BUpOOHWKa -
noJaHHA OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2012-035 -

Rev 02 (3aTBeppxeHo: R1-CEP 2012-035-Rev 01)
onsa A®l atopBacTaTvHy KauibLito Bif, BXe

3aTBepAXeHoro Bupo6Huka TEVA API INDIA
PRIVATE LIMITED, IHgisi. 3miHun | TUny - 3MiHun 3
AKkocTi. CepTudikat BignosigHocTi/lIE-cepTudikaT
BiZJNOBIAHOCTI €BpPONENChKIit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans

[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI

€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI

€sponelicbkiin hapmakonei Ne RO-CEP 2018-059-

Rev 03 (3atBepmxeHo: RO-CEP 2018-059-Rev 02)
Ana Al atopBacTaTuHy KasbLiito Bif, BXe

3aTBepxeHoro BupobHvka TEVA API INDIA
PRIVATE LIMITED, IHgisi. 3miHun | Tuny - 3miHun 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponelicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBMHY (CepTuddikaT BifnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
€Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big
BXe 3aTBepAXXEeHOro BUPO6HYKa - NogaHHSA HOBOrO
cepTudikaTa BignoBiAHOCTI EBpoNenchkiii

thapmakonei RO-CEP 2022-099-Rev 00 gns Adl

aTopBacTaTVHy KaulbLiilo Bif, BXe 3aTBepKeHOro

BMpobHuka TEVA API INDIA PRIVATE LIMITED,

IHAis (BnacHuk ceptudpikaty TEVA

PHARMACEUTICALS INDUSTRIES LTD., Israel).

12. | ATOPBACTA | Tabnetku, BKpUTI TOB «TeBa YkpaiHa Tesa dapma Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/16377/01/03
TUH-TEBA N/1iBKOBOIO YkpaiHa» C.NYy. | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom

060/10HKOI0 10 40 Mr
no 10 TabneTtok y
6nicTepi; no 3 abo 9
6nictepiB y Kopobui

BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponeiicbki thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTo cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BiANoOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTuddikaTt BifgMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikara BifnoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBepmkeHo: R1-CEP 2010-366-Rev 03)
ans A®l atopBacTatuHy KaubLijio Bif BXe
3arBepmxeHoro BupobHnka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
IHais.
3MiHn | TUny - 3MiHn 3 aKkocTi. CepTudikaT
BignosigHocTI/IE-cepTudpikat BignosigHocCTi
€Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTo cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTucpikata BiANOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBMHY (cepTuddikaTt BifgMnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikara BifnoBiAHOCTI
€Bponeiicbkit hapmakonei Ne R1-CEP 2012-035 -
Rev 02 (3atBepmkeHo: R1-CEP 2012-035-Rev 01)
ans A®| atopBacTatuHy KaubLijio Bif BXe
3aTBepmxeHoro BupobHnka TEVA APl INDIA
PRIVATE LIMITED, IHgis. 3miHn | Tuny - 3MiHK 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif yxe 3aTBepXeHOro BUpOOHWKa -
noJaHHA OHOB/IEHOro cepTudpikarta BiANOBIAHOCTI
€sponelicbkili hapmakonei Ne RO-CEP 2018-059-
Rev 03 (3aTBeppxeHo: RO-CEP 2018-059-Rev 02)
onsa A®l atopBacTaTvHy KaUlbLito Bif, BXe
3aTBepaAXeHoro Bupo6Huka TEVA API INDIA
PRIVATE LIMITED, IHgisi. 3miHun | Tuny - 3miHun 3
AKocTi. CepTudpikat BignosigHocTi/IE-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKIit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
BXe 3aTBEPAXEHOro BUPO6HYKA - NOJ4AHHS HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei RO-CEP 2022-099-Rev 00 ans Adl
aTopBacTaTuHy KaubLjio Bifj BXe 3aTBEpPAKEHOro
Bupo6Huka TEVA API INDIA PRIVATE LIMITED,
IHAis (BnacHuk cepTudikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).

13.

ATOPBACTA
TUH-TEBA

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOt0 M0 80 Mr
no 10 Tabnetok y
6nictepi; no 3 a6o 9
6nicTepis y kopoobLi

TOB «TeBa
YKpaiHa»

Ykpaina

Tesa dapma
C.Y.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHK 3 AkocTi. CepTuUdikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/MEHOro cepTudikaTa BigNOBIAHOCTI
abo BMNyYeHHs cepTudikara BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif yxe 3aTBepKeHOro BUpoOHuKa -
noAaHHs OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-366-
Rev 04 (3atBeppxeHo: R1-CEP 2010-366-Rev 03)
ans A®| aTopBacTaTuHy Ka/bLijio Bif BXe
3aTBepxeHoro Bupo6Hrka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,

3a
peyenmom

UA/16377/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

IHais.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xxe 3aTBepKeHOro BUpoOHuKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2012-035 -
Rev 02 (3aTBeppxeHo: R1-CEP 2012-035-Rev 01)
Ana Al atopBacTaTuHy KasbLiito Bif, BXe
3aTBepxeHoro BupobHka TEVA API INDIA
PRIVATE LIMITED, IHgisi. 3miHun | Tvny - 3miHun 3
akocTi. CepTudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponelicbkiii hapmakonei: gns A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifNoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBeHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHMKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin dhapmakonei Ne RO-CEP 2018-059-
Rev 03 (3atBepmkeHo: RO-CEP 2018-059-Rev 02)
ana A®l atopBacTaTuHy KanbLijio Bif BXe
3aTBepmxeHoro BupobHunka TEVA APl INDIA
PRIVATE LIMITED, IHgis. 3miHn | Tuny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONEChkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
BXE 3aTBEPAXKEHOro BUPOOHYKA - NOAAHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
hapmakonei RO-CEP 2022-099-Rev 00 gns Al
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
aTopBacTaTVHY KaslbLiilo Bifj BXe 3aTBepKEHOro
Bupo6Huka TEVA API INDIA PRIVATE LIMITED,
IHAia (BnacHuk cepTudpikaty TEVA
PHARMACEUTICALS INDUSTRIES LTD., Israel).
14. | AT®-JIOHI® Tabnetky no 10 mr My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/0723/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe | TMny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
6nicTepi, no 4 TOBapUCTBO TOBapuCTBO hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTuui
6nictepu B nauui 3 "HaykoBo- "HaykoBo- niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
KapToHy BMPOOHUYNI BMPOGHNUNI IHCTPYKLi 4159 MeAUYHOro 3acTocyBaHHS Ha niacTasi
LieHTp LieHTp perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
"BopLuariscb "BopLyariBcbKuii nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
Knii XiMiko- XiMiKO- 3acTOoCyBaHHS MikapCcbKoro 3acoby B
thapmaueBT thapmaueBTUYHWIA nicnsapeecTpauiiinii nepiod, abo sk pesynbTar
NYHWIA 3aBog" OLLiHKM 3BITY 3 AOCAiMKeHb, NpOBeAEHNX BiANOBIAHO
3aBsog" [0 nnany negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHW BHECEHI A0 TeKCTy IHCTPYKUii NS MeguyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mo6iyHi peakuii” Woa0 6e3nekn 3acTocyBaHHSA
Ai040T peyvoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
MicALB Nic/a 3aTBepAKeHHs
15. | AT®-JIOHI® Tabnetku no 20 mr My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/0723/01/02
no 10 TabneTtok y akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
6nicTepi, no 4 TOBapucTBo TOBapuCTBO hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
6nictepu B nauui 3 "HaykoBo- "HaykoBo- niKkapcbKoro 3acoby, TeKCTi MapKkyBaHHS Ta
KapToHYy BMPOGHUYNI BMPOGHNUNIA IHCTPYKLi 419 MeAUYHOro 3acTocyBaHHS Ha niacTasi
LieHTp LieHTp perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
"BopLuariscb "BopLyariscbKuii nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
Knii XiMiko- XiMiKO- 3acTOoCyBaHHS NikapCcbKoro 3acoby B
hapmauesT thapmaueBTUYHWIA nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
NYHWIA 3aBog" OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHNX BIANOBIAHO
3aBog" [0 nnaHy negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHN BHECEHI 0 TeKCTY IHCTPYKUiT A4NnS MeanyHoro
3aCTOCYyBaHHSA MiKapcbKoro 3acoby Ao po3giny
"Mo6iyHi peakuii” w080 6e3nekn 3acTocyBaHHSA
Ail040T peyoBrHN. BBeAEeHHS 3MiH NpOTArom 6-Tu
MicSLIB NicNs 3aTBEpPAYKEHHS
16. | BIMATOMNPO KpucTaniuHuii KalimaH Yecbka KalimaH ®apma Yecbka BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3MiHW - - UA/17616/01/01
CT NMOpPOLLOK dapma Pecny6nik c.p.o. Pecny6nika | Tuny - 3MiHu 3 AkocTi. A®Il. KoHTposib AdL. 3miHa y
(cybeTaHuis) y c.p.o. a napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
thnakoHax 3 BM3HAYeHUX Y cneumdikauisx Ha Adl, abo
TEMHOro ckia gns BUXIAHWA/NPOMDKHMIA NpOAyKT/pearexT, o
dhapmaL,eBTU4YHOro BMKOPVCTOBYIOTbCS y Npoueci BUpobHuuTBa Ad|
3acTocyBaHHA (iHwWi 3miHKW) - 3MiHa y cneumdikauii (nuTome

06epTaHHs) Ta cknagi Adl, y 3B'3Ky 3 OTPUMAHHSIM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

17.

OHoB/1eHOI Bepcii AM®; 3miHun | Tuny - 3miHK 3
AKOCTi. A®I. KoHTponb AdL. 3miHa y meTogax
BMNpobyBaHHsA APl abo BuxigHOro
marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MeToAaX
BMNPO6YBaHHS) - 3MiHa y MeTogax BUNpobyBaHHs
A®l, y 3B'A3Ky 3 OTPMMaHHAM OHOBJ/EHOT BepCil
OM®, a came: MeToAVKa KifbKICHOTO BU3HAYEHHS,
XpomoTorpacpiyHa uncToTa, MikpobionoriyHa
4yncToTa Ta 3a/TMLWKOBI PO3YUHHMKM. 3MiHKW | TUny -
3MiHu 3 akocTi. A®l. Cuctema
KOHTelHep/3aKynoptoBanbHWii 3aci6 (iHWwi 3MiHu) /
3MiHa hopmynioBaHHA po3ainy ynakoska B MKA y
3B'A3Ky 3 OTPMMaHHAM OHOB/EHOT iHdopmMaLiii Big,
BMPOOHMKa. 3aTBepixeHo Ynakoska MepsuyHas
ynakoBka: d/1lakoHbl U3 TEMHOTO CTeKNa, eMKOCTbIo 2
M, 4 mn, 6 mn, 15 mn, 30 ma, 60 mn, 120 mng, 250
M uam 500 MA, 3aneyaTtaHHble KpbIKaMu ¢
nonMTeTpadTopaTUIEHOBLIMU NPOKIaAKaMK.
BTopuyHasa ynakoBka: No/iMaTUNEHOBbIE NakeTbl C
Npo3payHbIM OKOLLKOM W 3aCTEXKO-MOSHMER,
cofepxaliue nornoTuTenb kucnopoaa v
ocyLluMTeNb. 3anponoHoBaHo Ynakoska MepsuyHas
ynakoska: th/1lakoHbl N3 TEMHOTO CTeKNa,
3anevyaraHHble KpblLLKkaMu ¢
noNnTeTPadTOP3TUIEHOBLIMU NPOKIAAKaMU.
BTopnuHas ynakoska: No/M3TUIEHOBO-
a/IloOMVMHNEBbIE NaKeTbl C MPO3PayHbIM OKOLLKOM 1
3aCTEXKON-MOMHUEN, cogepxallve nornoTuTe b
Kucnopoga v ocylmTenb.

BOHAB/ACT

KOHLLeHTparT ans
pO3uuHy Ans
iHcpysiiA, 1 mr/mn; no
6 MmNy chrakoHi; no
1 donakoHy B
KapTOHHI nauui

MicTpan
Kenitan
MeHexmeH
T Nimiteq,

AHrnis

®APMATEH CA

pevyis

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3MiHu
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAuYeHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA creumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMoBIgHMM METOA0M BUNPOOYBaHHS)
[0MoBHEHHS cneumdikayii A®I HOBUM NOKa3HUKOM
akocTi «MikpobionoriuHa unctota» (Ph.Eur. 2.6.12
Ta Ph.Eur. 2.6.13) 3 BifgnoBiAHUM METOA0OM
KOHTpOI0
3MiHn | TURY - 3MiHn 3 axkocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
LOMYCTUMMUX MEX, BUSHAUEHNX Y crieundikaLisax Ha
A®Il, ab0 BMXigHWA/NPOMIKXHUIA NPOAYKT/peareHT, o

3a
peyermom

UA/19287/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(DoNOBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta BiAMNOBIAHMM METOA0M BUNPOOYBaHHS)
[OMNOBHEHHS creumndikayii APl HOBUM NOKa3HUKOM
AKOCTI «BbakTepianbHi eHgoTokcuHK» (Ph.Eur.
2.6.14) 3 BigNOBigH/M METOOM KOHTPO/IHO
18. | BA3OCTAT- TabneTku, BKpUTI ToBapuncTBO YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiH1X MaTepianis: 3MiHN 3a He UA/3579/01/02
340POB'A NNiBKOBOO 3 BUPOGHMLTBA, | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | nidssieae
060n0HkKot0, No 20 obmexeHor KOHTPO/b AKOCTI, hapmakoHarnsgy. 3mMiHa y KOpoTkili XapakTepucTumui
mr, no 10 Tabnetok BiAgnNoBigab BWMNYCK Cepil: nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
y 6nicTepi; no 3 HICTIO ToBapucTso 3 IHCTPYKUII ANA Me4UYHOro 3aCToCyBaHHA Ha nigcTasi
6nictepu B KOpOOL "®apmaueBT 06MEXEHO0 perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
NyHa BiANOBiAA/IbHICTIO nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
KoMnNaHis "®apmaLeBTnyHa 3acTocyBaHHS Nikapcbkoro 3acoby B
"3p0pos'a" KOMMNaHis nicnapeecTpauiiHniii nepiog, abo sk pesynbTtar
"3popos'a” OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIAHO
YKkpaiHa; Bci ctagii [0 nnaHy negiatpuyHux gocnigpxkers (PIP) (3MiHy
BMPOGHMLTBA, Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
KOHTPO/b AKOCTI, opraHom).
BUNYCK cepil: 3MiHM BHECEHI [0 iIHCTPYKLIT AN MegnyHoro
ToBapucTBo 3 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
obmexeHor "Oco6nmBoCTi 3acTocyBaHHSA", "MMobiuHi peakw,ii”
BiANOBIAANILHICTIO BiNOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3neku
"®APMEKC Ai040T peyvoBrHN. BBEAEHHS 3MiH NPOTArom 6-Tu
FPYIM", YkpaiHa MicALB nic/a 3aTBepAXEeHHs
19. | BA3OCTAT- TabneTku, BKPUTI ToBapucTso YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHU 3a He UA/3579/01/03
3400POB'A nAiBKOBOIO 3 BUPOOHMLTBA, | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
o6onoHkoto, no 40 06MeXeHo KOHTPO/b AKOCTI, hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui
Mmr, no 10 TabneTok BignoBiganb BUNYCK cepi: niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
y 6nicTepi; no 3 HICTIO ToBapucTso 3 IHCTPYKUi AN MeAMYHOro 3aCTOCYBaHHA Ha nigcTasi
6nictepu B KOPOOL "dapmaLesT 06MeXeHo perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
N4yHa BiANOBIAA/ILHICTIO nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KOMnNaHis "papmaueBTNYHA 3acTOCyBaHHS MikapCcbKoro 3acoby B
"3popos'a” KOMnaHis nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
"3p0pos'a" OLLiHKM 3BITY 3 AOCAiMKEeHb, NPOBEAEHNX BiANOBIAHO
YkpaiHa; BCi cTagji [0 nnaHy negiatpuyHnx gocnimxersb (PIP) (3miHy
BMPOGHMLITBA, Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBEOKEHNM
KOHTPOb SKOCTI, opraHom).
BMNYCK cepi: 3MiHM BHECEHI [0 IHCTPYKLii 415 MegnyHoro
ToBapuCTBO 3 3aCTOCYBaHHSA Nikapcbkoro 3acoby y po3ginm
06MEXEHO "Oco6nnBocTi 3acTocyBaHHA", "MobivHI peakuii”
BiANOBIAA/LHICTIO BiANOBIAHO [0 OHOBMEHOT iHopMaLii 3 6e3neku
"®APMEKC 4ito4oi pevyoBuHW. BBeeHHA 3MiH NPOTAToM 6-Tn
FPYM", YkpaiHa MiCALB Nicaa 3aTBepAKEHHSA
20. | BA3OCTAT- TabneTkn, BKPUTI ToBapucTBO YKpaina BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a He UA/3579/01/01
340POB'A NNiBKOBOO 3 BMPOGHMLITBA, | Tuny - 3miHK Woao 6e3nekn/edpeKTUBHOCTI Ta peuyenmom | nidsisieae
060/10HKO0, MO 10 obmexeHoto KOHTPOb AKOCTI, thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
mr, no 10 TabneTok BignoBigaib BMNYCK cepil: NiKapCcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
y 6nicTepi; no 3 HICTIO ToBapucTBoO 3 IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
6nictepu B KOpO6L "®bapmaueBT 06MexeHo perynsipHo OHOBJIIOBAHOTO 3BIiTY 3 6e3nekn
NyHa Bi4NOBIAA/ILHICTIO nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
KoMnaHis "dapmaueBTnyHa 3acTOCyBaHHSA Nikapcbkoro 3acoby B
"3popos'a" KOMnaHis nicnspeecTpauiiHnii nepios, abo sk pesynbTar
"3p0pos'a” OL|iHKM 3BITY 3 AOCAiKEHb, MPOBEAEHNX BiAMNOBILHO

YkpaiHa; BCi cTagji [0 nnaHy negiatpuyHux gocnigkerb (PIP) (3miHy

BMPOGHMLITBA, Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM

KOHTPONb AKOCTI, opraHom).

BWMNYCK Cepil: 3MiHV BHECEHI A0 iHCTPYKLiT 4515 MeanYHOro

ToBapuCcTBO 3 3aCTOCYyBaHHSA Nikapcbkoro 3acoby y po3ainm
obmexeHoro "Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii”
BiANOBiAA/IbHICTIO BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
"®PAPMEKC Lito4oi pevyoBuHW. BBeeHHS 3MiH NPOTAroM 6-Tn

FPYI", YkpaiHa MicsILiB Nicns 3aTBEPAYKEHHS
21. | BAJIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Bupo6HuK, CnoBeHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/9450/01/01
® HD 160 NNiBKOBOO HoBo mecTo BiANOBiAabHMI 3a IHais | Tuny: 3miHK 3 AKOCTi. FTOTOBUIA Nikapcbkuii 3aci6. peyenmom

060s10HKOI0, 160
mr/25 mr, no 14
Tabnetok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOOL;
no 15 ta6nertok y
6nicTepi; no 2 a6o 4
6nicTepy B KOPOO6Li

BMPOGHULITBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta
BUNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis
BUpPO6GHYK,
BiANOBIAa/IbHWN 3a
BMPOGHULITBO «in
bulk»:
Naypyc Nabec
NimiTeq, IHAia
BUPOGHIK,
BiANOBIAa/IbHUI 3a
KOHTpO/b cepii:
KPKA, a.4., Hoso
mecTto, CioBeHis
Kewmina6 g.0.0.,
CnoseHis

3MiHU Yy BUPO6HMLTBI. 3MiHW Y NpoLeci BUpobHuLTBa
roTOBOrO /liKapCbKOro 3acoby, BKIoYaoun
NPOMIKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpYu
BMPOGHWLTBI FOTOBOTO NiKapCbKOro 3acoby
(He3HauHa 3miHa y npoueci BUpo6GHMLTBA) - HE3HAYHI
3MiHW Ha pi3HUX eTanax npouecy BUpo6HULTBA /13
(n. 3.2.P.3.3.2 Ta 3.2.P.3.3.3), L0 oxomn/oe
HeBeNuKi 3MiHM B 06n1afHaHHI (4oAaBaHHSA
BiiCYTHLOI NOTY)XXHOCTI 06/1aHaHHA 3 O4HAKOBUMU
npuHUMnaMm poboTu), He3HaUYHe KOpWUryBaHHS yacy
3MiLlyBaHHSA Ta LWBMAKOCTI poboyoro koneca (Kpok
01), yacy Ta WBKUAKOCTI 3MiLlyBaHHs (kpok 05, 06),
OeTasTbHilniA onuc BUPOBGHNYMX napameTpis
(TpuBanicTb NPUroTyBaHHA CyCMeH3ii 413 NOKPUTTA
(kpok 10) i TpuBanicTb NPoOLLECY HAHECEHHS
NNiBKOBOro NOKpUTTS (KPOK 11), napameTtpu
npoLecy, 3acToCOBaHi A0 MiIOTHUX NapTiii, 6yn
BuAaseHi 3 focbe. 3MiHM | TUNY: 3MiHW 3 SKOCTI.
[oToBMIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM) - BUknageHHs MKA
N3 ykpaiHcbKo MOBOHO (3aTBEPAYKEHO POCIACHKOH
MOBOI0), 3 HE3HAYHVIMU KOPEKLISIMU ONUCY METOZIB
KOHTPO/I0 AIKOCTI, BK/IOYakouy yHidpikaujito onucy
NPUroTYBaHHSA PO34UMHIB, 6€3 3MiHM aHaNITUYHUX
MeTOZIB, Y BiAMOBIAHOCTI 40 OHOBMEHUX 3MiH B MKA
N3 Ta, AK Hacnigok, 3MiHW Ao crneumndikaw,i.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPMAKEHHS. 3MiHM | TMNy: 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiAANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBMHY (cepTuddikaT BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBMEHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOBMIEHOTO cepTudikaTty BiAnNoOBIAHOCTI
€Bponeiicbkiii hapmakonei ons Bxe 3aTBepAKeHoro
BMpOGHMKa BasicapTaHy - KPKA, a.4., HoBo mecTo,
CnoseHis 3 Bepcii R1-CEP 2011-148-Rev 01 go
Bepcii R1-CEP 2011-148-Rev 02. 'paHnyHi
3HaYeHHSA reHOTOKCUMYHUX AoMilok: NDMA (He
6inbLlwe 0,03 ppm) Ta NDEA(0,03 ppm) BK/tOYEHI B
cepTudikaT; OHOBMEHHS cneuundikauii AdD| Big
BMpo6HUKa /13 3 fofaBaHHAM NpUMITkL Wwono NDMA
Ta NDEA y cneumdikanii A®l gns sancaprtany: "He
3aCTOCOBYETLCA A0 Cepii, Y AKNX 6yno
iAeHTUiKoBaHO BinbLue HK OAUH i3 3a3HaYeHUX
BuLLe N-HITpo3amiHiB O4HOYACHO; Taki cepil byayTb
3abpakoBaHi”. 3MiHu | TUMY: 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKIit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
noAaHHsA OHOB/IEHOTO cepTudikaTty BiANOBIAHOCTI
€Bponeiicbkili hapmakonei osi BXxe 3aTBepKeHOro
BMPOGHMKa BasicapTaHy - KPKA, a.4., HoBo mecTo,
CnoseHis 3 Bepcii R1-CEP 2011-148-Rev 02 go
Bepcii R1-CEP 2011-148-Rev 03. 3miHu | Tuny:
3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BVMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYTbCA BUMYCKY Cepii Ta KOHTPONIO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo
[0[aBaHHs AiNTbHUL, Ha SKii 34iIACHIOETLCA
KOHTPONb/BUNPOGYBAHHSA cepil) - AoAaBaHHSA
OiNbHULI, Ha SIKili 34JACHIOETLCA KOHTPOSb cepii Ans
roTOBOrO Jlikapcbkoro 3acoby - Keminab 4.0.0.,
CnoBeHis. 3miHu | TMny: 3MiHK 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTPo1b roTOBOr0 NiKapCbKoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

3acoby. 3miHa y MmeTodax BUNPOGyBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTOoAAax BUNPOOYBaHHS) - HE3HAUHI
3MiHM y MeTogi "MikpobionoriyHa skicTs" /13.
HacTynHi OHOBNEHHA GyNn BNPOBaKeHi:
BunpasneHa Ha3Ba «MikpobionoriuHa AKicTb»
3amicTb «MikpobiosioriyHa uncToTa» Ta 6inbLu
AeTaslbHUI 0NUC BUKOHAHHS METOAMKN,
BVIKOPUCTAHHSA NOXUBHUX CEPEOBUILL, i PO3UYMHIB Ta
po3paxyHKy 3rigHO 3 BiANOBIAHUMY hapMakonesmu.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPAKEHHS. 3MiHM | TMNy: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX MeToAax
BUNPOBYBAHHS) - HE3HAUHI 3MiHN Yy MeToSj
"Po3unHeHHs BancapTaHy Ta rigpoxnoptiasungy" N13.
HacTynHi oHoBNEeHHS By BNPOBagKeHi:
-MeToavKa, fie AOAAHO, Lo cepefoBuULLLe
PO3YMHEHHS MOBUHHO BYTW He AeaepoBaHnM,; -
Po3unHu gnsa BumiptoBaHb MeTogom BEPX Ta onmc
MEeTOAVKM, Ae AofaHa iHhopMaLlisi Npo CTabisbHICTb
PO3UMHIB; -iHLI HE3HAYHI 3MiHX B Npoueaypi
TeCcTyBaHHS Yepe3 AoAaBaHHs iHdhopmauii 4ns
BULLNX [03YBaHb, aAMiHICTpaTVBHI OHOBJ/IEHHS
yepes 6inbLL TOYHE BU3HAYEHHS eDEKTUBHOCTI
TecTyBaHHSA Ta foAaBaHHA XpomaTorpam 418 BULLMX
[03yBaHb. BBeieHHSA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs. 3MiHW | Tuny: 3MiHn 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOBYyBaHHA rOTOBOrO MiKapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPAKEHNX METoAax
BUNPOBYBAHHS) - HE3HAUHI 3MiHW Y MeToSj
"KinbkicHuiA BMICT Ta ifeHTudikalis BancapTaHy Ta
rigpoxnoptiasngy"” /13. IoNnoBHEHHS CTOCYOThCSA
NifBULLEHHS penpe3eHTaTUBHOCTI 3paska ans
aHani3y LWASXOM 3MiH B MiAroTOBLi pO34MHY 3paska,
Takox foAaHa iHhopmavis Npo xpomatorpadiyHi
YMOBMU, iH(hOpMaList Npo cTabiflbHICTb PO3UKHIB
TOLW0. He3HauHi 3MiHW B aHaniTUYHi npoueaypi He
BN/IMBAIOTb Ha pe3y/ibTaT aHasisy. BBefeHHs 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePMAXEHHSA. 3MiHN |
TUny: 3MiHKW 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro
3ac06y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMNPOOYBaHHS) - HE3HAYHI 3MiHW Y MeTogi
"O[HOPIAHICTb f030BaHUX OAMHULL - O4HOPIAHICTD

[03yBaHHS, KifIbKiCHUIA BMICT Ta ifeHTudikauis
BasicapTaHy Ta rigpoxnoptiangy" /13. [lonoBHEHHS
CTOCYIOTbCS NiABULLLEHHA pPENPE3eHTaTUBHOCTI
3paska f/19 aHanisy LWAsaXoM 3MiH B MigroToBLi
PO3uuHy 3paska, Takox gofdaHa iHhopmalis npo
XpomartorpadiyHi ymoBu, iHpopmavis npo
CTabiNbHICTb PO3YMHIB TOLLO. He3HauHi 3MiHV B
aHaniTM4YHI NpoLeaypi He BN/IMBalOTb Ha pe3y/bTar
aHanisy. BBefileHHs 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny: 3MiHn 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHY
a60 [ONOBHEHHS)) - 3MiHM Y METOAaxX BUNPOGYBaHHS
rOTOBOrO J1iKapCbKOro 3acoby - fofaBaHHSA
NPONyLLEHOro MeToay BUNPO6yBaHHS
"lgeHTudpikauis 3aniza okemgy". OCKiSIbKU peasibHUX
3MiH aHaniTUYHOI NpoLeaypun He Bigdynocs, ane B
MWHY/IOMY CTas1acsi MoMWU/IKa Ta NPornoHoBaHa
mMeToAvKa He 6yna BkYeHa A0 A0Cbe (3amiCTb
Lboro 6yno HagicnaHo HenpaBubHY METOAMUKY 3
IHLIMM aHaniTMYHNM KOAOM). BBEAEHHS 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePAXEHHSA. 3MiHN |
TUny: 3MiHKW 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco6y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BKTtOHa0UM 3aMiHy ab0 JONOBHEHHS)) - 3aMiHa
MeToay BUNpobyBaHHA "KinbKicHe BU3HAYeHHS
BasicapTaHy Ta rigpoxaopoTiasngy" Ta metos,
"laeHTUdikauis BancapTaHy Ta rigpoxaopoTiasugy” y
cneuudikaLii BUNycKy Ha HOBUIA. BBeileHHS1 3MiH
NPOTArom 6-T1 MiCALIB MiCA 3aTBEPKEHHSA. 3MiHM |
TMMy: 3MiHW 3 AKOCTIi. FOTOBUIA NiKapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOB/IEHUX Y cneuudikaLlisix,
nig yac BUpPOGHULTBA FOTOBOrO NiKApCbKOro 3acoby
(iHWi 3MiHW) - HE3HaYHa 3MiHa 01s aHaNiTUYHOI
npoueaypv "BTparta B Maci npu BUCYLLYBaHHI" Ans
BHYTPILLUHBOrO KOHTPOJIK0 B MpOLEeCi BUPOOHULTBA
roToBOro Npoaykty 3 EP 2.2.32, metopg d Ha EP
2.2.32, OCKiNlbKv B MOTOYHiIi MOHOrpadii
07/2019:20232 He Bka3zaHO meTof d, a npMMmiTKa

L1l0/10 aBTOMATUYHOIO BMPOBAKEHHS! BHYTPILLHLOMO

KOHTPO/10 B MpoLeci BUPO6GHMLTBA Ha eTani




33

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

TabneTyBaHHsa BuganeHa. 3miHu | Tuny: 3miHu 3
AKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOBOYBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y creumndpikayisx, nig vac
BMPOGHMLTBA rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - He3HayHa 3miHa B n. 3.2.P.3.4 anq
aHaniTn4Hoi npoueaypu "CepegHsa maca" gns
BHYTPILLHLOrO KOHTPO/IO B MPOLLECi BUPOGHMLITBA
roTOBOro NPOAYKTY (KiNbKICTb TabNeToK, L0
BUKOPVCTOBYIOTbCS /19 PO3PaxyHKy cepefHbOol
macu fapa A5 BHYTPILLHbOrO KOHTPO/O B MPOLLECi
BMPO6HMLTBA, 3MiHEHO 3 N=10 Ha N=20; meTog EP
2.9.5 ana agep Ta Tabnetok, BKPUTUX N/TiIBKOBOKO
060/10HKOH0, BUK/TIOYEHO 3 peecTpaLiiiHoi
[OKyMeHTauii). BBeAeHHS 3MiH NpoTArom 6-Tu
MicsAUiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny: 3MiHn 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y crieumdpikayisx, nig vac
BMPOGHMLTBA rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - HE3HAYHI 3MiHM YaCTOTN NPOBEAEHHS
aHaniTnuHnx npoueayp (n.3.2.P.3.4) ans
BHYTPILLHBLOrO KOHTPO/IO B MPOLLECi BUPOGHMLITBA
roTOBOro NPOAYKTY, a came- iHAMBIAYyasIbHI Macy,
cepefHi Macu Ta onnc TabneTok «nepe.ipalTbCs
NpUHaAMHI LLOroAMHN» 3aMiCTb «KOXHi 15 XBUMUH».
CTupaHicTb, Yac po3nagaHHs, CTilkicTb TabneTok A0
po3faBoBaHHSA | TOBLLMHY Tab1eToK KOHTPO/IOTh
LLOHaiMeHLLIe ABa pa3un 3a 3MiHy. BBefeHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCA 3aTBEPKEHHSA. 3MiHM |
TUMy: 3MiHW 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
3MiHV Yy BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPOGHULITBA
roTOBOro NikapCcbKoro 3acoby, BKIYa4un
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPy
BMPOBOHULTBI FOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHM) - 3MiHa Yacy 36epiraHHs NPOMKHOTO
npoaykTy y miwky LDPE/nakeTi Tpunnekc Alu 3 6
Micauis o 12 micsuis npu temnepartypi 25 +2 °C ta
BiflHOCHI!1 BonorocTi 6015 %. BBeaeHHs 3MiH
NpPOTSArom 6-TM MicsALB NiC/1A 3aTBEPAKEHHS.

22.

BEHOrEMNAH
on

renb no 40 r y Ty6i,
no 1 Ty6i B nayui 3
KapTOHY

My6niyHe
akujioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUYNI

LEeHTp
"BopLuariscb
KW XiMiko-

YkpaiHa

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHNUNI

LieHTp
"BopLyariscbKuii
XiMiKO-

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - 3miHa y 3B'A3Ky

YTOUYHEHHS BUKIaAEHHS po3ainy "Aoaarkosa
iHchopmauis. Al-1. Ynakoska" MKA. OHOBNEHHSA
TEKCTY MapKyBaHHS yrnakoBKW ikapCbKoro 3acoby,
30Kpema Buy4eHHs iHghopMadii, 3a3HayeHol

POCICHKOK MOBOI, Ta BHECEHHS HE3HAYHUX

6e3
peuyenma

UA/7100/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thapmauesT thapmaueBTUYHWI pefakuifiHuX NpaBoK Mo TekcTy. TepmiH BBEAEHHS
NYHWIA 3aBog" 3MiH NPOTAroM 6 MicALiB Nicna 3aTBepAKeHHs
3asof”
23. | BEHOrEMAH | renb no 401y Ty6i; My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK 6e3 - UA/16813/01/01
O/ 1000 no 1 Ty6i B nauui akuioHepHe akuioHepHe | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenma
TOBapUCTBO TOBapuCTBO hapmakoHarnagy (iHwi 3MiHK) - 3miHa y 3B'A3Ky
"HaykoBo- "HaykoBo- YTOUYHEHHS BUKIaAEHHA po3ainy "Aoaarkosa
BMPOOHUYNI BMPOGHNUNI iHchopmauis. Al-1. Ynakoska" MKA. OHOBNEHHSA
LieHTp LieHTp TEKCTY MapKyBaHHS yrnakoBKW ikapCbKoro 3acoby,
"BopLuariscb "BopLyariBcbKuii 30Kpema Buy4eHHs iHghopMadii, 3a3HayeHol
KA XiMiKo- XiMiKO- POCICHKOIO MOBOIO, Ta BHECEHHS HE3HAYHUX
thapmaueBT thapmaueBTUYHWIA pefakuifiHuX NpaBoK Mo TekcTy. TepmiH BBEAEHHS
NYHWIA 3aBog" 3MiH NPOTAroM 6 MiCALIB Nicna 3aTBepAKeHHs
3asof”
24. | BEPANAMIN- | TabneTku, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a - UA/3582/01/02
AAPHMLA N1iBKOBOIO "®bapmauesT "papmaueBTnYHa | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
o6onoHkoto, no 40 M4yHa chipma ipma "OapHuua” thapmakoHarnsagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
Mr o 10 Tabnetok y "fapHuus” MapKyBaHHS NMepBUHHOT Ta BTOPUHHOI YNakoBKN
KOHTYPHIi nikapcbKoro 3acoby, a came BUyYeHHs iHdhopmadii,
YapyHKOBIl 3a3HayeHol POCINCBLKOI0 MOBOI, 3a3HavyeHHsA QR-
ynakosLi, no 2 KOAY Ha BTOPWHHIlA yNakoBLji Ta He3HaYHI pefakLiiiHi
KOHTYPHI YapyHKOBI npaskn. BBegeHHs 3MiH npoTsarom 6-Tu micsAuiB nicns
YNaKoBKM y naui 3aTBEPAKEHHSA
25. | BEPAMAMINI- | po3uuH Ans iH'eKLii, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHuX maTepianis: 3MiHM 3a - UA/3582/02/01
AAPHULSA 2,5mMr/mn, no2mMn B | "®apmaueBT "hapmaueBTNYHA | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
amnyni; no 5 amnyn n4yHa chipma ipma "OapHuua” thapmakoHarnsagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
Y KOHTYpHilA "fapHuus” MapKyBaHHA NepPBUHHOT Ta BTOPUHHOI YNaKOBKM
YapyHKOBIW niKkapcbKkoro 3acoby, a came BUy4YeHHs iHopMauii,
ynakosLi; no 2 3a3Ha4YeHoi pocCilicbkol MOBOHD, 3a3Ha4eHHs QR-
KOHTYPHI YapyHKOBI Koy Ha BTOPUHHIl ynakoBLji Ta He3HaYHi pefaKLiliHi
yNakoBKM B naui; no YTOUYHEHHS. BBeEHHs1 3MiH NPOTArom 6-Tu MicsLiB
2 Mn B amnyri; no nicns 3aTBepayKeHHs
10 amnyny
KOHTYPHili
YapyHKOBIl
ynakosui; no 1
KOHTYPHili
YapyHKOBIli ynakoBLyi
B nauuj
26. | BEPOLUNIPO | Tabnetku no 25 wmr; BAT YropwuHa BAT "l'epeoH YropuwwHa/ BHECEHHS 3MiH [0 peecTpavljiiiHux maTepianis: 3a - UA/2775/02/01
H no 20 TabneTok y "T'efeoH PixTep", MonbLa YTOYHEHHA HanucaHHA BUPOGHUKIB B Hakasi MO3 peyenmom
6nicTepi; no 1 PixTep" YropmHa YkpaiHu Ne 1808 Big 18.10.2023 B npoueci
6nictepy B TOB "l'eneoH BHECEHHSA 3MiH (3MiHU | TUny - 3MiHK 3 SKOCTI.
KapTOHHIA ynakoBLi PixTep Monbwa”, [oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
MonbLa 3amiHa abo BBeAEHHA [0AAaTKOBOI AiNbHUL

(KOHTPO/1b SIKOCTI,

BMPOGHMLTBA A/11 YACTUHK a0 BCbOro BUPOGHMYOTO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[03BIiNT HAa BUMYCK npoLiecy roToBOro /ikapCcbKoro 3acoby (iHLi 3MiHK) -
cepir) 3a3HayeHHs ycix AinbHuLb BUpobHuka TOB
(BpO6HULTBO «l"epeoH PixTep Monblua», MonbLya, 3ag4isHoro y
Hepo3dacoBaHoro BMPOGHMLTBI /13 3 ONCOM BUKOHYBaHUX (DYHKLIiA
NpPOAYKTY, 6e3 3MiH y Mmoayni 3 peecTpauiiiHoro fOChE).
nepBrHHa Pepakuisa B Hakasi - TOB "l'egeoH PixTep MonbLia”,
ynakoBka, MonbLa (KOHTPOb AKOCTI, A03BIN HA BUMYCK Cepii;
BTOPVHHA BMPOOHMLTBO HEPO3(DACOBAHOr0 NPOAYKTY,
yrnakoBka) nepBUHHA ynakoBKa, BTOPVHHA yrnakoBka). BipHa
pepakuis - BAT "legeoH PixTep", YropL1Ha;
TOB "leaeoH PixTep Monbwa", Nonblya
(KOHTpONb AKOCTI, A03BIN HA BUNYCK cepil;
BMPOGHULITBO Hepo3chacoOBaHOIO MPOAYKTY,
nepBMHHA yNaKkoBKa, BTOPMHHA yNakKoBKa)
27. | BISBAPCUH® TabneTku, o KPKA, a.4., CnoBeHis BUPOBHMK, CnoBeHis BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a - UA/13484/01/02
Q-TAB® [AVCnepryoTbes B HoBo mMecTo BiANOBiAa/IbHWIA 32 | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
POTOBI NOPOXHWHI, NnepBuHHY Ta hapmakoHarnsgy (iHwi 3miHn). He3HauHi 3miHu B
no 50 mr, no 1 BTOPUHHY TEKCTi MapKyBaHHSI NEPBUHHOT Ta BTOPUHHOI
Tabnetui y 6nictepi; yMakoBKy, yMakoBKU MiKapCbKoro 3acoby LoA0 3a3HaueHHs
no 1 aéo no 2 KOHTPONb Ta iHhopmaLii Npo TepMiH NpMAATHOCTI NiKapcbKoro
6nicTepu B BWMNYCK cepil: 3acoby. BBefieHHs 3MiH NPOTAromM 6-Tu micsiB nicns
KapTOHHI kopo6Lyj; KPKA, a.4., HoBo 3aTBEPMAKEHHS.
no 4 Tabnetkn y mMecTo, CrnoBeHis;
6nictepi; no 1, abo BUPOGHKK,
no 2, abo no 3 BiANOBiAa/IbHWIA 32
6nictepu B BUPOGHMLTBO "in
KapTOHHI KOpoobLyi bulk", nepBrHHYy Ta
BTOPUHHY
ynakosky: KPKA,
A.40., HoBo mecTo,
CnoBeHis
28. | BISAPCUH® Tabnetku, Lo KPKA, a.4., CnoBeHis BUPOBHMK, CnoseHisn BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a - UA/13484/01/03
Q-TAB® avcnepryoTbes B HoBo mecTo BiANOBIAa/IbHUI 3a | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom

POTOBI NOPOXHWHI,
no 100 mr, no 1
Tabnetuyi y bnicrepi;
no 1 a6o no 2
6nictepu B
KapTOHHI Kopo6Lyj;
no 4 TabneTkn y
6nictepi; no 1, abo
no 2, abo no 3
6nictepu B
KapTOHHIl KopooLi

NepBUHHY Ta
BTOPUHHY
yMakoBKy,

KOHTPO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
BUpPOGHK,
BiANOBIAa/IbHUI 3a
BMPOGHMLTBO "in
bulk", nepBrHHYy Ta
BTOPUHHY
ynakosky: KPKA,

A.40., Hoso mecTo,
CnoBeHis

hapmakoHarnsagy (iHwi 3miHn). He3HauHi 3mMiHu B
TEKCTi MapKyBaHHS1 NEPBUHHOIT Ta BTOPUHHOT
yMakoBKU MiKapCbKOro 3acoby LoA0 3a3HauYeHHs
iHdbopmaLii Npo TepMiH NPUAATHOCTI NiKapCbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBEPLKEHHS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
29. | BISBAPCUH® TabneTku, Wo KPKA, a.4a., CnoBeHis BVPOGHMK, CnoBeHis BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTtepianiB: 3MiHN 3a - UA/13484/01/01
Q-TAB® aucnepryloTbes B HoBo mecTo BiANOBiAaIbHUI 3a | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
POTOBI NMOPOXHWHI, BMPOGHMLTBO "in hapmakoHarnagy (iHwi 3MiHn). HesHauHi 3MiHu B
no 25 wmr, no 1 bulk", nepBuHHy Ta TEKCTi MapKyBaHHS1 NEPBNHHOT Ta BTOPVHHOI
TabneTui y 6nictepi; BTOPUHHY yNakoBKM iKapCbKOro 3acoby o0 3a3HaYeHHs
no 1 a6o no 2 ynaKoBKY, iHchopmaw,ii Npo TepMiH NPMAATHOCTI NikapcbKoro
6nictepu B KOHTPO/Ib Ta 3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsiB nicns
KapTOHHI KopobLyj; BUNYyCK cepil: 3aTBEPKEHHS.
no 4 TabneTtkn y KPKA, a.4., Hoso
6nicTepi; no 1, abo mecTo, CroBeHis;
no 2, abo no 3 Bupo6HuK,
6nicTepu B BiiNOBIfaNbHWIA 32
KapTOHHI/ Kopoo6Li NepBUHHY Ta
BTOPUHHY
ynakoBky: KPKA,
A.4a., Hoso mecTo,
CrnoseHis
30. | BIHMOLETU Tabnetkv no 5 wmr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3MiHu 3a - UA/2576/02/01
H-AAPHUUA no 10 Tabnetok y "®apmaueBT "®apmavueBTUYHa | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
KOHTYPHIl n4yHa dhipma ipma "OapHuua” BignosigHocTI/IE-cepTudpikat BignosigHocCTi
YapyHKOBIl "fapHnus” €sponelicbkin dhapmakonei/moHorpadii. 3miHu,
ynakoBLi; no 3 abo NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
Nno 5 KOHTYPHUX BignoBigHICTL A0 MoHorpadii 4PY a6o
YapyHKOBUX €Bponeiicbkoi hapmakonei, abo iHLWOi HalioHabHOT
yMakoBOK y navui hapmakonei gepxasun €C (iHLi 3MiHW) -
MpueeneHHs po3ainis 3.2.P.4.1. Cneumdikauia ta
3.2.P.4.2. AHaniTMYHi METOAUKN [0 BUMOT Ait04Oi
pefakuii MmoHorpadii E® «Magnesium stearate» Ta
[OdY 3a nokasHukamy "KUCNOTHICTb ab0 NyXHICTb",
"KinbkicHe Bu3HaueHHs", "loeHTndikauis".
31. | BOBE- Tabnetkn MYKOC HimeuuunH MYKOC HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: 3MiHN 3a - UA/14480/01/01
MYrocC E KMLLKOBOPO34UHHI, dapma a EmynbcioHcresenn | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
no 20 TabneTok y v6X i Ko. bagt M6X thapmakoHarnsgy. BeegeHHs abo 3miHu oo
6nictepi; no 1 abo Kr y3ara/ibHeHUX JaHnx nNpo cuctemy hapmakoHarnsagy

no 2,a6ono5
6nictepiB y
KapTOHHIA Kopoo6Li

(BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;

KOHTaKTHOI 0c0obM 3 thapmakoHarnagy 3asBHuKa ans
3fjificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOI 0CO6M 3asBHUKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa
MicLie3HaxopKeHHs1 macTep-ghaiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34iiCHEHHS!
OCHOBHOI fis/IbHOCTi 3 dhapmakoHarnsgy. 3minum |
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Tuny - 3MiHK Woao 6e3neku/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3arasibHeHVX faHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiNOBIAabHOI 3a 3iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHvKa Ans
3[iliCHeHHs1 hapMakoHariaay B YKpaiHi, AKLL0 BOHa
BifAMIHHa Bif, YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI
3a 3pjlficHeHHs hapmakoHarnagy (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
chaiina cuctemu cpapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6M 3asiBHMKA, BignoBigasibHOI 3a
hapMakoHarnag B YkpaiHi. [itova pegakuis: Fopinuk
ApTem Bonogumuposuy. MponoHoBaHa pegakuis:
Xinbko €BreHis OnekcaHgpiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
3asBHVKa, BignoBifanbHOI 3a hapmakoHarnsg, s
YKpaiHi.

32.

FEHBOA®

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0; No 30
TabneTtok y h1akoHi;
no 1 donakony y
KapTOHHIA KopoobLi

lneapn
CaiteHcun3
AlieneHg
AHnimiTep

Komnawi

Ipnangis

(BUnyck cepii,
nepBuHHa
yrnakoBka,
BTOPVHHA
ynakoBka,

KOHTpO/b cepii)
linean CaileHcus

AlieneHg tOC,
IpnaHgjs;

(BUPOGHULTBO,
nepBuHHa
yrnakoBkKa,
BTOPVHHA
ynakoBka,

KOHTpO/b cepii)
MaTeoH IHK.,
KaHaga;
(BTOPMHHA
ynakoBka) lneapg
CaileHcus, IHK.,
CLA; (koHTponb
cepii)
lneag CaiieHcus,
IHk., CLUA;
(koHTpONb cepii)
€spochiHc
NaHkacTep
Nab6opaTopis, IHK.,
CLUA; (BTOpUHHA

Ipnangis/
CLA

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHECEHO B
IHCTPYKLiI0 4151 MeANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis , "Oco6anBOCTiI
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHsa rpyaar” BiAnoBiAHO 4O OHOBAEHOT
iHchopmauii Lwoao 6e3nekn 3acTocyBaHHS AiloUnX
PEYOBUH Ta pefaroBaHo po3zinv "®apmakonoriyHi
BnacTusocTi”, "B3aeMopis 3 iHLIMMUN NiKapCbKUMu
3acobamu Ta iHWi BUAK B3aemogiii", "OcobamBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHS Ta fo3un".
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPMKEHHS

3a
peyenmom

He
nionseae

UA/16530/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
yrnakoBKa)
MinmayHT
Xenckea N114,.,
IpnaHgjs;
(BTOpPUHHA
yrnakoBka)
AHOepcoHBpPEeKOH,
IHK., CLUA
33. | TEHTOC® Tabnetkv no 20 TOB YkpaiHa Pixapg BitTHep Al AscTpis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 - UA/10026/01/01
TabneTok y 6nictepi; «MEPPIFO | Tuny - 3miHn 3 akocTi. A®l. BupobHMLUTBO. 3MiHM B peyenma
nol, 2a6o3 YKPAIHA» npoueci BupobHuuTBa AP (iHLWi 3MiHW) - - BHECEHHSA
6nictepu y 3MiHM go Mogynto 3 po3gin AkicTe, p. 3.2.5.2.1
KapTOHHIA Kopoo6Li Brpo6HuKK, a came fofaeTbcs HoBe reorpadiyHoro
mxepeno «France, Austria, Germany » ans
POCAVHHOI cmpoBmHM Conium maculatum, sika
BUKOPVCTOBYETLCA 151 BUPOOHULTBA MATPUYHOI
HacToliku. 3aTBepaxeHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Origin of plant
material Wild collection, France Tiffen Carintia,
Austria 3anponoHoBaHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Geographical
source of plant material: France, Austria, Germany;
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTpoib AdI.
3miHa y napameTpax cneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx Ha
A®I, a60 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(monoBHeHHs creumdikal,ii HOBUM MOKa3HUKOM
AKOCTI Ta Bi4NoBigHYM MEeTOLOM BUNPOBYBaHHS) -
BHECEHHS 3MiH 10 Mogynio 3. AkicTb, a came
[opaetbesa Ao crneumdikalii Aitoyoi pevoBrHN
Conium maculatum napameTpun «CTOPOHHI
OOMILLKM» Ta «[MoWKOoMKEHICTE/CBIXICTb»
34. | TEHTOC® Kpansi opasibHi no TOB YkpaiHa Pixapg bitTHep Al ABCTpiIs BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB: 3MiHK 6e3 - UA/1971/02/01
20 mn a6o 50 mn, «MEPPIFO | Tuny - 3MiHK 3 AkocTi. A®L. KoHTposb AdL. 3miHa y peyenma
a6o 100 mny YKPATHA» napameTpax cneuudikaujii Ta/abo 4oNyCTUMUX MEX,
donakoHax- BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
KpanenbHuusx; no 1 BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
onakoHy y BMKOPUCTOBYIOTLCA Y Npoueci BUpobHuuTea AdI

KapTOHHIA ynakoBL,i

(DONOBHEHHS cneumaikaLii HOBUM MNOKa3HUKOM
AKOCTI Ta Bi4NoBIigHM METOLOM BUNPOBYBaHHS) -
BHECEHHS 3MiH Ao Mogynio 3. FkicTb, a came
[ofaeTbesa A0 crneundikaLii Ailo4oi peyoBrHN
Conium maculatum napameTpun «CTOPOHHI
[OMILLKM» Ta «[MOoWKOmKEHICTB/CBIKICTE»; 3MiHU |
TMny - 3MiHK 3 aKkocTi. A®l. BUpo6HULTBO. 3MiHM B
npoueci Bupo6bHuuTBa A®I (iHLWi 3MiHK) - BHECEHHS
3MiHM go Mogynto 3 posgin AkicTe, p. 3.2.S.2.1
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Bupo6HukK, a came fofaeTbcs HoBe reorpadiyHoro
mxepeno «France, Austria, Germany » ans
pocCAnHHOI cmpoBrHM Conium maculatum, sika
BUKOPVCTOBYETLCA 151 BUPOOHULTBA MATPUYHOI
HacToiliku. 3aTBepaxeHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Origin of plant
material Wild collection, France Tiffen Carintia,
Austria 3anponoHoBaHo: 3.2.S.2.1. manufacturers —
Herbamed and Richard Bittner AG Geographical
source of plant material: France, Austria, Germany

35.

rNHKOP
DOPT

Kancynu no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHIlA KOpooLi

TOHI®APM

®paHuin

BO®YP INCEH
IHOYCTPI

dpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: 3MiHK
| Tvny - 3miHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikat BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikarTa BifgnoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMDKHOT peyoBrHU (cepTudikar BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHuKa -
MogaHHsA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€poneiicbkin thapmakonei R1-CEP 2005-263-
Rev08 (3aTBeppxeHunii: R1-CEP 2005-263-Rev07)
4N A®| TpoKcepyTuH Bif 3aTBEPKEHOIO
BMpo6Huka PCAS, France

6e3
peuyenma

UA/10317/01/01

36.

FHKOP
DOPT

Kancynu, no 10
Kancyn y énictepi;
no 3 6nictepu B
KapTOHHIlA KopoobLi

TOHI®APM

®paHuin

BO®YP INCEH
IHAYCTPI

PpaHuis

BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepiani: 3MiHK
| TMNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3acoby (He3Ha4yHa 3MiHa y 3aTBEPKEHUX MeTofax
BMNpobyBaHHsA). 3MiHa MeToAy aHanily 3a
NoKasHUKOM «KinbKiCHe BU3HaYeHHs. TPOKCepyTUH»
nonsrae y BpaxyBaHHi 3Ha4eHHSI KOHTPOSIbHOrO
CTaHAAPTHOrO PO3UMHY Mif, Yac po3paxyHKy
KiNIbKICHOrO BU3HAYEHHS TPOKCEPYTHHY.
MponoHyeTbcA foAaTN B METOAMKY ONUC LWOA0
NPUroTyBaHHSA CTaHAAPTHOrO PO3YMHY Ta
BUKOPVCTOBYBATU MOKA3HWKN CTaHAAPTHOIO PO3YNHY
Y PO3paxyHKoBiii oopmyni.

6e3
peyenma

UA/10317/01/01

37.

FNIBEK®

TabneTkn, BKPUTI
nNiBKOBOKO
060/10HKO10, N0 100
mr; no 10 TabneTok
y 6nicTepi; no 6
6nicTepiB B KOPOOL

HoBapTic
®apma Al

LLIseliyapi
o

BMPOBHMLTBO 3a
NMOBHUM LK/TOM:
HosapTic ®apma
LLTeliH AT,
LLiBeiiuapis;
BMPOGHULTBO 3a
NMOBHUM LIMK/TOM:

LLseliyapisi/
HimeuunHa/
CnoseHisa

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHK
Il TNy - 3MiHK Woao 6e3nekn/etdeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili XapaKTepucTuLi
niKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLU|T 4118 MeANYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW JAaHUMU 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMK
JaHvMK Ta iaHumu 3 chapmakoHarnagy - 3minm

3a
peyenmom

He
nionsiecae

UA/9469/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HoeapTic ®apma BHECEHO [0 IHCTPYKLi 415 MefnMyHOro
MpogakwH M6X, 3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
HimeuumnHa,; "Mo6iuHi peakuii”. BBeAeHHSA 3MiH NPOTArom 6-Tu
nepBuHHE, MicAUiB MicnsA 3aTBepKeHHs. 3MiHu |l Tuny - 3MiHK
BTOPVHHE oo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
nakyBaHHs1, BUMYCK 3MiHM Y KOPOTKili XapakTepucTuL, NlikapCbKoro
cepii: Jlek 3ac00y, TeKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
dapmacbloTUKanc MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
4.4, BUpobHuya [aHVMU 3 SKOCTi, OKIHIYHUMU, KNIHIYHUMU SaHUMK
AinbHNUA Ta faHvmu 3 papmakoHarnsagy - 3MiHM BHECEHO [0
Nenpasa, HCTPYKLU|T ANA MeAMYHOro 3acToCyBaHHA
CnoBeHis nikapcbKoro 3acoby fo po3zainy "Mo6iyHi peakyii”.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepXeHHs. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKIli XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOTO
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMU 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
thapmMakoHarnagy - 3MiHW BHECEHO [0 IHCTPYKLUIT AnA
MEeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby ao
po3gainy "3actocyBaHHs y nepios BariTHoCTi abo
rofyBaHHs rpyaar” (yTouHeHHs iHdopMmadir).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBEPAKEHHSA
38. | MIBEK® TabneTku, BKPUTI Hosapric LLiBeiiuapi BUPOGHMLTBO 3a LLiBeiiuapis/ | BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3MiHn 3a He UA/9469/01/02
N1iBKOBOIO dapma Al A NMOBHUM LMK/IOM: HimeuunHa/ Il Tvny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmom | nions2ae
o060510HKot0, No 400 HoBaprTic ®apma CnoBeHis hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj

Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepy B KOPOO6Li

LTeiiH AT,
LLsefiuapis;
BVMPOGHMLTBO 3a
NOBHUM LMK/TOM:
HoBaptic ®apma
MpopakwH MvéX,
HimeuumnHa,
nepBuHHE,
BTOPVHHE
nakyBaHHs1, BUMYCK
cepii: Jlek
dapmacboTuKasc
4.4., BupobHuya
AiNbHUUSA
NeHpasa,
CnoseHis

niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLi 415 MeAMUYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHUMM 3 SIKOCTi, AOK/TIHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta gaHnumu 3 chapmakoHarnagy - 3miHu
BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"Mo6ivHi peakui”. BBefeHHSA 3MiH NPOTAroM 6-T1
MicaUiB MicnsA 3aTBepaKeHHs. 3MiHu |l Tuny - 3MiHK
Loao 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnsgy.
3MiHM Y KOPOTKill XapakTepucTuLi NikapCbKoro
3ac00y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMNYHOr0o 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMW AaHUMU
Ta AaHumu 3 chapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKLU,T 4719 MeAMYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby fo po3ziny "Mo6iyHi peakuii”.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepMKeHHsA. 3miHn Il Tuny - 3miHK Wwoao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnisgy. 3miHu
Y KOPOTKIli XapakTepucTuL,i JlikapCbKoro 3acoby,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMM 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaH MU 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ainy "3acTtocyBaHHS y nepiog BariTHOCTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHchopmaw,i).
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPKEHHS
39. | TNINTAP®-M | TabneTkun, BKPUTI MAPI®APM CnoBeHis BVMPOGHMLTBO i Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a - UA/19966/01/01
NNiBKOBOO 4.0.0. nakyBaHHS roToBOI | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenmom
060/10HKOI0, N0 nikapcbkoi hopmu, 3MiHM Yy BUPOGHMLTBI. 3MiHa po3mipy cepil
50/850 mr no 10 KOHTpPO/b cepii i (BKtOYALOUM fiana3oH po3mipy cepil) roToBOro
Tabnetok y 6nictepi, BMNyCK cepil nikapcbKoro 3acoby (36inbLweHHs go 10 pasis
no 6 6nictepis y CAIr MOPIBHSAHO i3 3aTBEPKEHNM PO3MIPOM) -
nauuj MAHY®AKTYPIHI BBE/EHHS A0AATKOBOro po3mipy cepii N3
, C.J1Y., IcnaHia 3arBepaKeHo:
KOHTpONb cepil ons posysaHHA 50 mr/850 mr: 1 000 183 TabneTok
(hi3nKO-XIMIYHWIA) i BKPUTMX M/TIBKOBOK 0GO/TIOHKOIO
BMNyCK cepil 3anponoHoBaHo:
[aneHikym Xenc, ons posysaHHA 50 mr/850 mr: 1 000 183 TabneTok
C.J1., IcnaHia BKPUTWMX M/1IBKOBOKO 060/10HKO; 2 400 000 TabneTok
KOHTpONb cepil BKPUTUX N/1IBKOBOK 060/TIOHKOIO
(mikpobionoriuHwmin)
NabopaTtopio
EuyeBapHa, C.A.,
Icnanis
40. | TNINTAP®-M TabneTku, BKpUTI MAPI®APM CnoBeHis BMPOGHMLTBO i IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/19966/01/02
nNiBKOBOO 4.0.0. nakyBaHHS roToBOI | TMNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbKuii 3aci6. peyenmom
060/10HKOI0, MO nikapcbkoi hopmu, 3MiHM Yy BUPOGHMLTBI. 3MiHa po3Mipy cepil
50/1000 mr no 10 KOHTPO/b cepil i (BK/IKOYAlOYM fiana3oH po3Mipy cepii) rotoBoro
Tabnetok y 6nictepi, BMNyCK cepil nikapcbKoro 3acoby (36inbweHHs ao 10 pasis
no 6 6nictepis y CAIr MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) -
nauui MAHY®AKTYPIHI BBEJEHHS 404aTKOBOro po3mipy cepii 13
, C.J1.Y., IcnaHia 3arBepaKeHo:
KOHTpOnb cepii Ans posyeaHHa 50 mr/1000 mr 1 000 156 TabneTtok
(i3nKO-XiMiYHWNA) i BKPUTUX M/1IBKOBOK O6GOJIOHKOH
BMNyCK cepil 3anponoHoBaHo:
[aneHikym Xenc, ans posyeaHHsA 50 mr/1000 mr 1 000 156 TabneTok
C.J1., IcnaHis BKPUTMX MiBKOBOK 060/10HKO 2 000 000 Tabnetok
KOHTpONb cepil BKPUTUX NIBKOBOK 060/IOHKOHO.
(mikpobionoriuHwmin)
NabopaTopio
EuyeBapHa, C.A.,
Icnanis
41. | TNYTAPTIH KOHUeHTpaT ans ToBapucTso YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianiB: 3MiHN 3a - UA/4022/03/01
po3uuHy Ans 3 obmexeHoto | TNy - 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. peyenmom
iHdpysilA, 400 mr/mn 06MEXEHO Bi4MNOBIAA/IbHICTIO KOHTPO/1b FTOTOBOIO /iKAPCbKOro 3acoby. 3mMiHa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 5 mn B amnyi; BiANoBigasb "®dapmaueBTUYHa napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MeX
no 10 amnyny HICTIO KOMnaHis roTOBOrO NikapcbKoro 3acoby (BUyYeHHs
KapTOHHI KopobLyj; "®hapmaueBT "3p0poB'a" HEe3Ha4YHOro nokasHvka (Hanpukiag 3actapifioro
no 5 mn B amnyni; nyHa noKa3HMKa, Takoro sk 3anax Ta cmak, abo
no 5 amnyny KOMnNaHis iieHTUdikauis 6apBHMKIB UM CMaKoOBUX 106aBOK)) -
6nicTepi; no 2 "3popos'a" BunyuyeHHs 3acTapinoro nokasHuka «AHOMasibHa
6nictepu B TOKCUYHICTb» Y 3B'A3KY 3 BTPATOI Y/MHHOCTI Ta
KapTOHHI Kopoo6Li BWIyYEHHsIM 3 EP
42. | TPUNEKC nopoLloK aNns KOHina6, Nn CLWA TOB HOC Monbwa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasis: 3MiHK 6e3 - UA/6285/01/01
XOTAKTUB OpasibHOro PO34UHY, dapmauis, | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
MAKC no 5 r NopoLuKky y MonbLa KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa
cawle; no 5 cawe (BUPOGHYIK, napameTpiB cneuudikauii Ta/abo JONyCTUMMX MEX
abo no 8 cawey BiANOBIAaIbHMI 3a roTOBOrO JlikapcbKoro 3acoby (BUIy4YeHHs
KapTOHHI nauwi BUPOGHMLTBO 3a He3Ha4yHOro nokasHuka (Hanpukiag 3actapiforo
MOBHUM LIMIK/TOM) nokasHuKa, Takoro ik 3anax Ta cmak, abo
iaeHTUdikauis 6apBHVKIB Y CMaKoBUX 106aBOK))
BunyyeHHs He3Ha4yHOro nokasHuka «laeHTudikadis
H6apBHVKa» 3i cneuudikauii Bunycky. 3minu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo fonycTMMNX MeX roToBOro
nikapcbKoro 3acoby (foNoBHeHHs abo 3amiHa
nokasHvika crneuudikadii 3a pesynbtatamu
pocnigpkeHb 3 6e3nekn abo AKOCTi (32 BUHSATKOM
nikapcbKknx 3acobiB 6io/10riYHOro/iMyHOMOTYHOrO
NOXO/KEHHS))
3miHa napameTpa cneuudikauii 3 «Bonorictb», Lo
BM3HAYa€eTbCA METOAOM TUTPYBaHHA 3a Kapiiom
®diwepom, Ha «BTpaTa B maci nig yac
BMCYLLYBaHHS», L0 BU3HAYAETHLCS rPaBiMETPUYHIM
MEeTOAOM (3MiHa CTOCYeTbCA cneuudikalii BUnycky
Ta TePMiHy NpUAATHOCTI).
43. | TPOMNPUHO3 | Tabnetkn no 500 mr; BAT YropwumHa TOB "TegeoH Monbwa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a - UA/6286/01/01
NH® no 10 Tabnetok y "l'epeoH PixTep Monbwa” | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenmom
6nictepi; no 2 abo PixTep" (KOHTpPO/Ib AKOCTI, thapmakoHarnsgy. BeegeHHs abo 3miHn fo

no 5 6nicTepis B
KapTOHHIA Kopoo6Li

[03BiN Ha BUMYCK
cepir;
BMPOBOHULITBO
Hepo3dacoBaHoro
NpPoOAYyKTY,
nepBuHHa
ynakoBka,
BTOPVHHA
ynakoBKa)

y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEfEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa Ans
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BiAnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
[itoua pepakuin: PociHiH 'eHHagili BiktTopoBuy.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

MponoHoBaHa pepakuisi: Xinbko EBreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0CO6M 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarag B YKpaiHi.

AEAKYPA®

TabneTkv no 5 mr;
no 50 a6o no 100
Tabs1eToK y hriakoHi;
no 1 cpnakoHy y
KapTOHHIW nayu,i

TOB «MIBE
YKPAIHA»

YkpaiHa

Mi6e Fm6X
ApuHarimitTTens

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK
| TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuin 3aci6.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
3ac00y (He3HayHa 3MiHa y 3aTBEpPAKEHNX MeToAax
BMNPO6YyBaHHS) - He3HauHa 3miHa y 3aTBepaXeHNX
MeToAax BUNPOGYyBaHHS, a came- GifbLl AeTaslbHUiA
OnMc NPoGOMIArOTOBKM (3a3HAYEHHS MaTepiasty
CTYMKv — araToBa CTyrnka) 3a n. «KinbkicHe
BU3HAYEHHS BIOTUHY»; 3MiHW | TUNY - 3MiHK 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONechkil
hapmakonei/MoHorpadii. MogaHHsA HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYIOTbCS Y BUpOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbki hapmakonei) - OHOBNEHWI
cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHumKa -
MopaHHA OHOB/IEHOrO cepTuddikaTy BiANOBIAHOCTI
EP CEP R1-CEP 2001-405-Rev 04 (nonepegHs
Bepcis CEP CEP R1-CEP 2001-405-Rev 03) ans
A®I BioTVH Bif, BXe 3aTBEPKEHOINO0 BUPOBHMKA
DSM Nutritional Products Ltd.

6e3
peuyenma

UA/11339/01/01

45,

LNE3NIOPATA
IVH

cupon 0,5 mr/mn; no
60 mny 6aHLUi; no 1
6aHuji pasom 3
MipHOIO JTOXKOIO Y
naJi 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili XapakTepucTuui
NikapCcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUII ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCAiAKeHb, NpOBeAEeHNX BiAMNOBIAHO
[0 nnaHy negiatpnyHux gocnigpkers (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0 IHCTpyKUii ons
MeAMYHOro 3acToCyBaHHA NMikapCbKoro 3acoby Ao
po3giny "MobiuHi peakwii" BignoBigHO A0
pekomeHgauiii PRAC; 3miHu | Tuny - 3miHn woao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHW) - 3MiHK BHeceHo [0 IHCTpyKuii Ans

6e3
peyenma

nionsiecae

UA/14407/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6ivHi peakui™ WwWoao HeobXigHOCTI
NoBIAOMAATY NPO YCi BUNAAKM Mif03PpHOBAHNX
NoGiYHNX peakwiil Ta BifCyTHOCTI eDEKTUBHOCTI
NiKapcbkoro 3acoby
46. | AE3NTIOPATA | cupon, 0,5 mr/mn no ToBapucTBo YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHN 6e3 nionsizae UA/10913/02/01
AVH 50 mn 'y donakoHi, no 3 BMPOGHMLTBA, | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenma
1 chnakoHy pasom 3 06MeXeHOo KOHTPO/b SKOCTI, hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
[03ylounm BiAgnoBigasb BWMNYCK cepil: nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
LUNPULLOM-MINETKO HiCTIO ToBapucTBO 3 IHCTPYKLi 415 MeAUYHOro 3acToCyBaHHS Ha niacTasi
B KOpPOOL 3 KapTOHY | "dapmaresT 06MEXeHO perynisipHoO OHOBJIKOBAHOrO 3BiTY 3 6e3nekn
abo no 100 mn y N4yHa BiANOBIAA/LHICTIO nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
chnakoHi, no 1 KOMMaHis "®apmavueBTUYHa 3acTOCyBaHHS NikapCbKoro 3acoby B
donakoHy pasom 3 "3popos'a" KOMnNaHis nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
[03ylounm "3p0pos'a”, OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
LUNPULLOM-MINETKO YkpaiHa; BCi cTagji [0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
B KOPOOGLLi 3 KAPTOHY BMPOGHMLITBA, Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
KOHTPO/b AKOCTI: opraHom). 3MiHM BHECEHO [0 IHCTPYKLiT Ans
ToBapuCTBO 3 MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
06MeXeHO po3ziny "Mo6iyHi peakyii” BiANOBIAHO A0
BiANOBIAA/LHICTIO pekomeHgauii PRAC. TepMiH BBEAEHHS 3MiH -
"XapkiBcbke npoTArom 6 micsALiB nicns 3aTBEPAXKEHHS.
hapmavueBTUyHE
niANPMEMCTBO
"3p0poB'sa
Hapogay", YkpaiHa
47. | AEKCMEAET NMOpOLLOK TOB "tOpis- Ykpaina Anrcy XeHrpyi Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu - - UA/17618/01/01
OMIANHY (cy6eTaHuis) y Papm” dapmacbloTikan3 | TMny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
rAPOXNOPU | nonietuneHoBux Ko., 14 HaliMeHyBaHHs1 Ta/abo agpecu MicLsa NPOBaAXEHHS
A nakeTtax gns LiSiNbHOCTI BUpOOHUKa (BK/ItOYaKoun, 3a
hapmaueBTUYHOIO HeobXiAHOCTI, MicLle NPoBEAEHHS KOHTPOJIH SKOCTI),
3acTocyBaHHs abo BnacHvka mactep-gaina Ha A®l, abo

noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCbE Ha Nikapcbkuii 3acib) 3a
BiZICYTHOCTI cepTudikata BignosigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKa HOBOT AOMOMDKHOT peYOBUHM
(AKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA HAaliMEHYBaHHS Ta
YTOUHEHHSA afapecu BUpo6HuKka APl
AexcveAeToMiguHY rigpoxnopuga, 6e3 3MiHn Micua
BMPOGHMLUTBA. 3MiHM | TUNy - 3MiHK 3 AkocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneuundikawili
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneundikauisix Ha Adl, abo BUXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLeci
BMPO6HMLTBA AD| (BUIYYEHHS HE3HAYHOTO




45

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acTapisioro nokasHuka)) - CynyTHs 3miHa 3MiHu 3
AKoCTi. A®I. KoHTposib AdL. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(iHwWi 3miHW) - BUNYy4YeHHs 3i Cneumdikauii / MeTogis
BUNPO6YBAHHS KOHTPO/Ib 3a MOKa3HUKOM "Baxki
mMeTanu" gekcMeaeToMiguHy rigpoxnopug,. 3minm |
Tuny - 3MiHn 3 AkocTi. A®L. CTabinbHiCTb. 3MiHa
nepiogy NOBTOPHUX BUMNPOGYBaHb/Nepiony
36epiraHHa abo ymoB 36epiraHHa Adl (3a
BiICYTHOCTI y 3aTBEp)KEHOMY [OCbE CepTudpikaTa
BiANOBIgHOCTI EBponeiickkili hapmakonei, Lo
BK/IOYAE Nnepiof, NOBTOPHOrO BUMPOGYBaHHS)
(nepios, NoBTOPHOrO BUNPObyBaHHA/Nepios
36epiraHHs) - 36inbLUEHHS abo BBeAEHHS nepiogy
NOBTOPHOro BUNpobyBaHHs/nepioay 36epiraHHA Ha
OCHOBI pe3y/bTaTiB AOCNIMKEHb Y peasibHOMY Yaci -
36iNbLUEHHS nepiogy nepekoHTposno APl
AeKkcMeAeToMIANHY rigpoxnopug 3 2-x pokis Ao 3-X
POKiB.

48.

AENAKIH®
EHTEPIK 300

TabneTku, BKPUTI
060/10HKOIO,
KULLKOBOPO3YUHHI N0
300 mr Ne 100
(10x10): (no 10
TabneTok y 6nictepi;
no 10 6nictepiB y
KapTOHHI KopoobLii)

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

CaHodpi BiHTpon
IHgacTpia,
dpaHLis;
CAHO®I-
ABEHTIC C.A,,
Icnanis

PpaHuia/
Icnanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
Il Tvny - 3miHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuyj
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKL|i 415 MeAMUYHOro 3acTOCyBaHHS Y 3B'A3KY i3
HOBUMW JaHUMM 3 SIKOCTi, AOKTIHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3aCTOCYBaHHSA NikapcbKux 3acobiB A0 po3ginis
"MpoTunokasaHHs", "B3aemopis 3 iHLWMMKN
nikapcbknMmn 3acobamu Ta iHWi B1Uan B3aeMogin",
"Ocob6nmBoCTi 3acTocyBaHHs", "lMepeao3yBaHHs",
"Mo6iyHI peakui™ BigNoBigHO A0 MaTepianis
peeCTpaLinHOro Aocbe (BHECEHHS iHhopmau,i Wwoao
rinoKapHiTVHEMIi Ta NOB'A3aHUX 3 HEl HaC/iaKIB, Taki
K pO3nafm NedviHku Ta rinepaMoHiemis). BBeeHHs
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3miHu |l Tuny - 3MiHK Wopao 6e3nekn/edheKTBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMM 3 SIKOCTI,
OOKTIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
hapmakoHarnsgy - 3mMiHv BHECEHO A0 iHCTPYKLii ANns
MeAMYHOro 3acTOCyBaHHSA Nikapcbkux 3acobiB Ao
po3giny "B3aemogisi 3 iHWMMM SiKapCbKUMU

3a
peyenmom

He
nionseae

UA/2598/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3acob6amu Ta iHWi BUAW B3aEMOZjin" BignoBigHo fo
Marepianis peecTpauiiiHoro Aocke (BHECEHHS
iHchopmauii Loao B3aEMOg|i 3 METOTPEKCATOM).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
49. | AE®PEPACIP TabneTku, BKpUTI Mictpan AHrnis KOHTPO/b AKOCTI, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiintHux maTepiasis: 3MiHu 3a - UA/19706/01/03
OKC-BICTA N/1iBKOBOIO Kenitan BMNYCK Cepil: Yuni | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, N0 360 MeHexMeH CiHTOH XicnaHis, Onuc Ta ckiag,. 3MiHa Macu NOKPUTTA NiKapCbKnx
mr; no 10 TabneTok T NimiTeq, C.N1., IcnaHis hopM 419 NepopasibHOro 3acTocyBaHHA abo 3miHa
B 6nicTepi; no 3 BMPOGHMLTBO, Macu 060/10HKM kancyn (TBepai nikapcbki hopmun
6nictepu y nepBuHHeE, 0151 NepopasibHOro 3aCTOCYBaHHSA) 3MiHa Macu
KapTOHHI Kopoobui BTOPVHHE nokputTs Tabnetkm Big m0=(2,0+0,5%) ao
nakyBaHHs, mO0=(3,0+0,5%)»
KOHTPO/b SIKOCTI:
CiHTOH Yuni
Ntga., Ywni
50. | AEDPEPACIP TabneTku, BKPUTI MicTpan AHrnis KOHTPO/b SKOCTI, Icnanis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/19706/01/02
OKC-BICTA NNiBKOBOIO Kenitan BUMYCK cepil: Unni | TMRYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
060n10HKot0, No 180 MeHexmeH CiHTOH XicnaHis, Onuc Ta ckiag,. 3miHa Macu NoKpUTTA NiKapCbKnx
Mmr; no 10 TabneTok T NimiTeq, C.J1., IcnaHis hopM /18 NepopasibHOro 3acTocyBaHHsA abo 3miHa
B 6nicTepi; no 3 BMPOGHMLITBO, mMacu 060/10HKM Kancyn (TBepai nikapcbki hopmun
6nictepn y nepBuHHeE, NS NepopasibHOro 3aCTOCyBaHHSA) 3MiHa Macu
KapTOHHIl KopooLi BTOPVHHE nokpuTTs Tabnetkm Big m0=(2,0+0,5%) no
nakyBaHHs, mO0=(3,0+0,5%)»
KOHTPO/b SIKOCTI:
CiHTOH Yuni
Ntga., Yuwni
51. | O)XXAPLOIHC® | TabneTku, BKPUTI BepiHrep HimeyuunH Brpo6HMUTBO, HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianiB: 3MiHN 3a - UA/14980/01/02
nNiBKOBOO IHrenbxaim a nakyBaHHs, 1l TMnNy - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI Ta peyenmom
060/10HKOH0, M0 10 IHTEpPHELWHN MapKyBaHHs1, thapmakoHarnsigy. BHeceHHsi abo 3miHa(n) go
mr, no 10 Tabnetok M6X KOHTPO/b AKOCTI, 3060B'A3aHb Ta YMOB Buadi peecTtpadiiHoro
y nepchoposaHoMy BUMNYCK cepil: noceiAYeHHs, BKNtoYaroun Mnax ynpasniHHA
6nicTepi; no 1 a6o 3 BepiHrep pv3nKamu (3aCToCyBaHHS 3MiH(1), siki(a)
6nictepn y IHrenbxaim BMMaratTb(€) NOfanbLIOr0 06r'pyHTYBaHHS HOBUMU

KapTOHHiA KOpO6L

dapma 'm6X i Ko.

K, HimeuunHa;
lNepBuHHe Ta
BTOPVHHE
nakyBaHHS,
MapKyBaHHs:
PotTeHgopd
dapma M'v6X,
HimeuuunHa;
Brpo6HMuTBO

Tabnetok "in-bulk",

KOHTPO/1b SIKOCTi
(3a BUHAATKOM
Tecty

[04aTKOBUM JaHUMK, L0 MaloTb HagaBaTucs
KOMMETEHTHVM OpraHOM, OCKi/fIbKM BUMaraeTbCs
CYTTEBA OLliHKA KOMNETEHTHMM OpraHom).
3as1BHUKOM Ha/laHO OHOBJIEHY 3TiAHO 3 BUMOramm
Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU — in
integrated format) koHconigoBaHy Bepcito 20.1
nnaHy ynpasniHHA pU3ukamu, sika BK/IoYae 3MiHW
MYP Bepcii 19.0 ansa nikapcbKoro 3acoby
DKAPAIHC®, Tabnetkun, BKpUTI M/1iBKOBOKO
060/10HKO0, No 25 Mr Ta no 10 mr no 10 TabneTok y
nepcoposaHomy 6nictepi; no 1 abo 3 6nictepun y
KapTOHHI KOpoo6Lji. 3MiHM BHECEHO A0 YacTuH |
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

"Mikpob6ionoriyHa
yuctoTa'"), BUNycK
cepii:
PotTeHgopd
dapma 'mbX,
HimeuunHa

«3arasibHa iHdhopmadis», || «Cneyudikanisa 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy», V
«3axoay 3 MiHiMisauii pusukie», VI «Pestome nnaHy
ynpaBniHHA pusnkamu», VIl «ogatkun» y 3B’A3Ky 3
[0AaBaHHAM HOBOTrO NoKasaHHA Ta nepernsaom
npo6nem 6e3nekn 3a pesynbTatamu nicns
peecTpauiiHux gocnigpkeHb 3 6e3nekun. 3miHun |l Tuny
- 3MiHM Wwoao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsagy. BHeceHHs abo 3miHa(u) fo
30060B'A3aHb Ta YMOB Buavi peectpauiiHoro
nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA
pv3vKamu (3acTocyBaHHs 3MiH(M), Aki(a)
BMMaraTb(€) NOJabLIOr0 06I'PYHTYBaHHS HOBUMMN
[04aTKOBUM AaHMK, Lo MaloTb HagaBaTucs
KOMMETEHTHVM OpraHoM, OCKiflbKM BUMaraeTbes
CyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
3asBHMKOM HaZiaHO OHOBEHY 3rifHO 3 BUMOraMu
Rev.2 accompanying GVP , Module V Rev.2,
Human Medicines Evaluation Guidance on the
format of the risk management plan (RMP) in the EU
— in integrated format) koHconigosaHy Bepcito 20.1
nnaxy ynpaeiHHA pyU3vKamm, ska BK/THOHaE 3MiHMN
MYP Bepcii 20.0 ansa nikapcbKoro 3acoby
DKAPAIHC®, TabneTkun, BKPUTI N/1iIBKOBOKO
060/10HKOI0, N0 25 Mr Ta no 10 mr no 10 TabneTok y
nepdoposaHomy 6nicTepi; no 1 a6o 3 6nictepun y
KapTOHHI Kopo6Li. 3MiHW BHECEHO [0 YacCTuH |
«3arasibHa iHdhopmadis», || «Cneyudikanisa 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy», V
«3axoay 3 MiHiMi3auii pusukie», VI «Pestome nnaHy
ynpaBniHHA pusnkamu», VIl «ogatkun» y 3B’A3Ky 3
[0AaBaHHAM HOBOTrO NoKasaHHA Ta nepernsaom
npo6nem 6e3nekn 3a pesynbTatamu nicns
peecTpauiiH1X A0C/iAKeHb 3 6e3neku.

52.

IDKAPAIHC®

TabneTku, BKPUTI
NNiBKOBOO
060n0Hkoto, no 25
Mmr, no 10 TabneTok
y nepgpopoBaHoOMy
6nicTepi; no 1 a6o 3
6nictepu y
KapTOHHI Kopoobui

BepiHrep
IHrenbxanm
IHTepHeLwHN

M6X

HimeyunH
a

Bupo6bHuuTBO,
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK cepil:
BepiHrep
IHrenbxainmv
dapma 'm6X i Ko.
K, HimeuunHa;
MNepBuHHe Ta
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
PotteHgopd

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK
Il Tvny - 3miHK Woao 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(1) o
3060B'A3aHb Ta YMOB BUavi peecTpadiiHoro
noceigYeHHs, BKNtoyaroun Mnax ynpasniHHA
pvi3vikamu (3acTocyBaHHS 3MiH(M), ski(a)
B/MaratTb(€) nofanbLioro 06rpyHTyBaHHA HOBUMU
[04AaTKOBUM JaHVMK, L0 MaloTb HagasaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCcs
CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm).
3aABHMKOM HaJaHO OHOBJIEHY 3TiAHO 3 BUMOramm
Rev.2 accompanying GVP, Module V Rev.2, Human
Medicines Evaluation Guidance on the format of the
risk management plan (RMP) in the EU —in

3a
peyenmom

UA/14980/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
dapma 'm6X, integrated format) koHconigosaHy Bepcito 20.1
HimeyumnHa; nnaHy ynpasniHHA pyU3vKamm, sika BK/THHaE 3MiHMN
BupobHMLTBO MYP Bepcii 19.0 gnsa nikapcbkoro 3acoby
Tabnetok "in-bulk", DKAPAIHC®, TabneTkun, BKpUTI M/1iIBKOBOKO
KOHTPO/b AKOCTI 060/10HKO0, NO 25 Mr Ta no 10 mr no 10 TabneTok y
(3a BUHSATKOM nepcoposaHomy 6nictepi; no 1 abo 3 6nictepun y
Tecty KapTOHHI KOpo6Lji. 3MiHVN BHECEHO [0 YacTuH |
"Mikpob6ionoriyHa «3arasibHa iHthopmauin», || «Cneuudikauis 3
yucToTa'"), BUMycK 6e3nekn», Il «MnaH 3 hapmakorarnagy», V
cepii: «3axoay 3 MiHiMi3auii pu3ukiB», VI «Pe3iome nnany
PotTeHgopd ynpasniHHA pusmkamu», VIl «logatku» y 38’A3Ky 3
dapma M'v6X, [0 aBaHHAM HOBOrO NokasaHHa Ta nepernsaaom
HimeuunHa npobrem 6esnekn 3a pesynbraramu nicns

peecTpauiiHux focnimpkeHb 3 6e3nekun. 3MiHu Il Tuny
- 3MiHM Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB BuJavi peecTpadiiHoro
noceigYeHHs, BKNoYaroun Mnax ynpasniHHA
pvi3vikamu (3acTocyBaHHS 3MiH(M), ski(a)
BMMaraTb(€) NoAasbLIOr0 06I'PYHTYBaHHS HOBUMMN
[04aTKOBUM A@aHMMK, L0 MatoTb HagaBaTucs
KOMMNETEHTHUM OpraHoM, OCKi/IbK/ BUMaraeTbCs
CYyTTEBA OL{iHKA KOMMNETEHTHUM OpPraHoMm).
3as8BHMKOM HaaHO OHOBJIEHY 3TiHO 3 BUMOramm
Rev.2 accompanying GVP , Module V Rev.2,
Human Medicines Evaluation Guidance on the
format of the risk management plan (RMP) in the EU
— in integrated format) koHconigosaHy Bepcito 20.1
nnaHy ynpasniHHA pyU3vKamm, sika BK/THHaE 3MiHMN
MYP Bepcii 20.0 gnsa nikapcbKoro 3acoby
DKAPAIHC®, TabneTkun, BKpUTI M/1iIBKOBOKO
060/10HKO0, NO 25 Mr Ta no 10 mr no 10 TabneTok y
nepcoposaHomy 6nicTepi; no 1 abo 3 6nictepun y
KapTOHHI KOpo6Lji. 3MiHVN BHECEHO [0 YacTuH |
«3arasibHa iHthopmauin», || «Cneuudikauis 3
6e3nekn», Il «MnaH 3 hapmakorarnagy», V
«3axoay 3 MiHiMi3auii pu3ukiB», VI «Pe3iome nnany
ynpasniHHA pusmkamu», VIl «logatku» y 38’A3Ky 3
A0faBaHHAM HOBOrO NoKa3aHHA Ta nepernisaom
npobnem 6e3nekn 3a pesynbrTaramu nicns
peecTpaLiiHyx AocnimxeHb 3 6e3neku.

53. | OXKAPAOIHC® | TabneTku, BKPUTI Bepinrep HimeuumnH Brpo6HMUTBO, Himeuunna BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3MiHu 3a He UA/14980/01/02
N/1iBKOBOIO IHrenbxainm a nakyBaHHs, Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnsgy. peyenmom | nionsizae
060n10HKo0, No 10 IHTepHeLUHN MapKyBaHHS, 3MiHM y TepaneBTUYHUX NOKa3aHHAX (f0AaBaHHS
mr; no 10 TabneTok 6X KOHTPO/b SIKOCTI, HOBOrO TepaneBTUYHOro NOoKa3aHHS abo 3MiHa y
y nepchopoBaHoMy BWMNYCK Cepil: 3aTBEpMAXEHOMY NOKa3aHHi) - 3MiHM BHECEHO A0
6nictepi; no 1 a6o 3 BepiHrep IHCTPYKLUIT 1A MeAMYHOro 3aCTOCYBaHHSA

6nictepu y IHrenbxanv nikapcbkoro 3acoby Ao po3ainy "MNokasaHHa"
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KapTOHHI KopoobLi dapma 'mbX i Ko. (mopaBaHHA nokasaHHsA: XpoHiuHa XBOpob6a HM1pOK),
KI, HimeuunHa a TakoxX [0 po3ainis "®apmakosioriyHi BNacTMBocTi",
MepBrHHE Ta "Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
BTOPUHHE 3acTocyBaHHs Ta go3u", "MobiuHi peakwyi
nakyBaHHs, BiANOBIAHO [0 MaTepiasiB peecTpaLiliHoro fochbe.
MapKyBaHHS: BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
PotTeHgopd 3aTBEPAKEHHSA
dapma 'mbX, 3MiHu Wopao 6e3nekn/edeKTUBHOCTI Ta
Himeuunna thapmakoHarnsgy. 3MiHW y KOpoTKili XapaKkTepucTuLi
Brpo6HMUTBO nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Tabnetok "in-bulk", IHCTPYKLIT 418 MeQUYHOro 3aCToCyBaHHSA Y 3B'A3KY i3
KOHTPO/b AKOCTI HOBUMW JAaHUMU 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHUMK
(3a BUHATKOM JaHuMu Ta gaHumu 3 hapmakorarnsgy -
Tecty 3aTBepAKeHO nnaH ynpasiHHA pusnkamy Bepcis
"Mikpob6ionoriuHa 20.0 3a pesynbTatamu hiHasIbHOTO 3BITY PASS
yncToTa"), BUMycK 1245-0096.
cepi:
PotTeHgopd
dapma 'm6X,
HimeyunHa
54. | BXXAPLOIHC® | TabneTku, BKPUTI Bepinrep HimeuumnH Brpo6HMUTBO, Himeuunna BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/14980/01/01
N/1iBKOBOIO IHrenbxainm a nakyBaHHs, Loao 6e3nekn/edpeKTBHOCTI Ta chapmakoHarnagy. peyenmom | nionsizae
060/10HKO0, N0 25 IHTepHeLUHN MapKyBaHHS, 3MiHM y TepaneBTUYHUX NOKa3aHHAX (foAaBaHHS
mr; no 10 TabneTok 6X KOHTPO/b SIKOCTI, HOBOrO TepaneBTUYHOro NoKa3aHHs abo 3MiHa y
y nepchopoBaHoOMy BWMNYCK Cepil: 3aTBEpPAXEHOMY NOKa3aHHi) - 3MiHM BHECEHO A0
6nictepi; no 1 a6o 3 BepiHrep IHCTPYKLUIT AN1A MeAMYHOro 3aCTOCYBaHHSA
6nictepu y IHrenbxanmv nikapcbkoro 3acoby Ao po3ainy "MokasaHHa"
KapTOHHIA Kopoo6Li dapma 'mbX i Ko. (mopaBaHHA nokasaHHs: XpoHiuHa XBopoba HMpoK),
KI, HimeuunHa a Takox [0 po3ainis "®apmakosiorivyHi BNacTMBoCTi",
MepBuHHE Ta "Oco6nmBOCTI 3acTocyBaHHA", "Cnocio
BTOPUHHE 3acTocyBaHHs Ta go3u", "MobiuHi peakwyji
nakyBaHHs1, BiANOBIAHO [0 MaTepianiB peecTpaviliHoro fochbe.
MapKyBaHHS: BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
PotTeHgopd 3aTBEPAKEHHS
dapma M'M6X, 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
Himeuunna hapmakoHarnsgy. 3MiHu y KOpPOTKili XapakTepucTuuj
Brpo6HMUTBO nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
Tabnetok "in-bulk", IHCTPYKUIT 418 MeQUYHOro 3aCToCyBaHHSA Y 3B'A3KY i3
KOHTPO/b AKOCTI HOBUMW JAaHUMU 3 AKOCTi, OKNIHIYHUMU, KNIHIYHMK
(3a BUHATKOM JaHuMun Ta gaHumu 3 hapmakoHarnsgy -
Tecty 3aTBepAKeHO niaH ynpasiHHA pusnkamy Bepcis
"Mikpob6ionoriyHa 20.0 3a pesynbTatamu hiHasIbHOTO 3BiTY PASS
yncToTa"), BUMycK 1245-0096.
cepi:
PotTeHgopd
dapma 'mbX,
HimeyunHa
55. | ANKNO®DEHA | Tabnetkm no 0,05 r MAT YKpaiHa MAT YKpaina BHECEHHS 3MiH 40 pPEECTpaLiiHNX MaTepiasiB: 3MiHK 3a - UA/0708/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
K no 10 Tabnetok y "Ximcpapmsa "Ximchapmsasog | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
6nictepax; no 10 BO/, "UepBoHa 3ipKa" thapmakoHarnsagy (iHwi 3miHn) - BBeaeHHsA
Tabnetok y 6nictepi; "UepBoHa [0[aTKOBOro TEKCTY MapKyBaHHS BTOPUHHOT
no 1, no 3 a6o 10 3ipka" YyNakoBKM NikapCbKoro 3acoby i3 3a3HavyeHHsam 2D-
6nicTepiB y nayui 3 Koay y n. 17 IHLWE. BeBefeHHSA 3MiH NPOTAroM 6-Tu
KapToHy MicsILiB Nicns 3aTBEPAYKEHHS
56. | AUKNO®PEHA | renb, 10 mr/rno 40 r MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiH1X MaTepianis: 3MiHN 6e3 - UA/0708/02/01
K y Ty6i; no 1 1y6i B "Ximdhapmsa "Ximthapmsasoz, | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenma
nauuj 3 KapToHy BO/, "YepsoHa 3ipka" thapmakoHarnagy (iHwi 3miHu). BeegeHHs
"YepBoHa [04AaTKOBOro TEKCTY MapKyBaHHA BTOPUHHOI
3ipka” ynakoBKW NikapcbKoro 3acoby i3 3a3HavyeHHAM 2D-
kogy y n. 17 IHLWE. BBegeHHS 3MiH NpOTSArom 6-tm
MicsiLiB nic/s 3aTBepAKEHHS.
57. | AUKNO®EHA | renb 50 mr/rno40r MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 6e3 - UA/0708/02/02
K ren y Ty6i "Ximchapmsa "Ximchapm3saBsog | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyernma
anoMiHieBii Ne 1; y BO/, "UepBoHa 3ipKa" hapmakoHarnsagy (iHwi 3miHv). BeegeHHs
naJui 3 KapToHy; No "YepBoHa [04AaTKOBOro TEKCTY MapKyBaHHA BTOPUHHOT
100 ry Ty6i 3ipka" ynakoBKW NikapcbKoro 3acoby i3 3a3HayveHHsm 2D-
namiHaTHilA Ne 1; y Koay y n. 17 IHWE. BBefeHHA 3MiH NPOTATOM 6-Tu
nayli 3 KapToHY MicaLiB Nicna 3aTBepAKEHHS.
58. | AUMNPO®ON emy/bCis Ans AT YKpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a - UA/15942/01/01
® EATA iHcpysiiA, 10 mr/mn no "®apmak” | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuii 3aci6. peyenmom
20 mn B amnysii; no KOHTpPO/Ib FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa y
5 amnyn y naui; no MeToAax BUNPOGYBaHHSA rOTOBOrO /liKapCbKOro
20 Mn y donakoHi; no 3aco06y (iHWi 3MiHM y MeToax BUNpoGyBaHb
1 a6o 5, a6o no 10 (BKNtOYarOUM 3aMiHy abo [ONOBHEHHS)) - BHECEeHHS
(pNakoHiB y mauw; 3MiH 40 MEeTOAIB KOHTPO/IO AKOCTi J13 3a
no 50 Mn y dhNakoHi; n."MexaHiuyHi BKNIOYEeHHS", a came- YHidikavis
no 1 donakony y METOANKM BU3HAYEHHSA MEXaHIYHUX BK/IIOYEHDb Ta
naui YHUKHEHHS Pi3HOT/TyMaYeHHs NPy BUKOHAHHI
KOHTPO/TI0 HEBUAMMMX YACTOK. Takox, He3HauHi
3MiHV B METOAML: 3MiHEHO NPo6oNiAroToBKY
BMMNPOOYBAHOro PO34nHy; AeTalizoBaHO NPoBeAeHHS
BMNPOO6YBaHHS; 3MiHu | TUNY - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPoIb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOIO
nikapcbKoro 3acoby (iHLWi 3MiHK) - BHeceHHs 3MiH A0
cneumdikauii 13 3a n. "Po3mip rnoodyn”
(3aTBEpMKEHO: PO3Mip 4acToK) Ta, K Hacnifok, [0
MeTOoZiB KOHTPOO AKOCTI /13, a came- yHidikauis
METOAVKN BU3HAYEHHSI PO3MIpY r106yN Ta
YHUKHEHHS Pi3HOT/lyMa4YeHHSA Npu BUKOHAHHI
KOHTPO/I0 HEBUAMMUX YaCTOK, Y 3B’A3KY 3
npuBegeHHsM Ao USP (meTog 2)
59. | AUMNPO®ON emMynbCisa Ans AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a - UA/15942/01/02
® EATA iHdpy3iiA, 20 mr/mn no "®apmak” | TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom

20 mA B amny/ii; no

KOHTPO/1b FTOTOBOIO /liKapCbKOro 3acoby. 3miHa y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
5 amnyn y nauui; no MeToAax BUNPOGyBaHHSA rOTOBOrO /liKapCbKOro
20 Mn y donakoHi; no 3aco06y (iHLWi 3MiHK y MeToAax BunpobysaHb
1 a6o 5, a6o no 10 (BKNtOYarOUM 3aMiHy abo [ONOBHEHHS)) - BHECEeHHS
chnakoHiB y nav; 3MiH 0 MEeTOZiB KOHTpOI0 sKocTi /13 3a
no 50 Mn y ch1akoHi; n."MexaHiuyHi BKNOYeHHS", a came- YHidikavis
no 1 donakony y METOAVKM BU3HAYEHHSA MEeXaHIYHUX BK/IIOYEHb Ta
naui YHUKHEHHS Pi3HOT/TyMaYeHHS Npu BUKOHAHHI
KOHTPO/I0 HEBUANMMX YACTOK. Takox, He3HauHi
3MiHV B METOANL: 3MiHEHO NPO6ONiAroTOBKY
BMMPOOYBaHOro PO34nHy; AeTasli30BaHO NPOBEeAEHHS
BUNPO6YBaHHS; 3MiHU | TUNy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3miHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
nNikapcbKoro 3acoby (iHLWi 3MiHW) - BHeceHHs 3MiH A0
cneumdikauii M3 3a n. "Po3mip rnobyn"
(3aTBEpMKEHO: PO3Mip 4acTok) Ta, K Hacnifok, [0
MeTOoZiB KOHTPOO AKOCTI /13, a came- yHidikauis
METOAVKN BU3HAYEHHS PO3MIpY r106yn Ta
YHUKHEHHS Pi3HOT/IyMaYeHHSA Npu BUKOHAHHI
KOHTPO/I0 HEBUAMMUX YaCTOK, Y 3B’A3KY 3
npuBegeHHsM Ao USP (meTog 2)
60. | OIOPEH TabneTtku no 5 mr; My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK 3a - UA/19312/01/01
no 10 TabneTok y akuioHepHe akuioHepHe | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
6nicTepi; no 3 TOBapUCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHn) - OHOBIEHHSA TEKCTY
6nictepu B nauui "HaykoBo- "HaykoBo- MapKyBaHHS MepBUHHOT Ta BTOPUHHOT YNakoBKU
BMPOGHUYNI BMPOGHNUNI nikapcbKoro 3acoby, a came BUyYeHHs iHdhopmadi,
LieHTp LieHTp 3a3HayeHoi POCiCLKOI0 MOBOIO, Ta HE3HAYHI MpaBku
"BopLuariscb "BopLyariscbKuii Nno TeKCTy. BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB
KW Ximiko- Ximiko- nicns 3aTBepmAkeHHs
thapmaueBT thapmaueBTUYHWIA
NYHWIA 3aBof"
3asofa”
61. | OIOPEH Tabnetkv no 10 wmr; My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB: 3MiHK 3a - UA/19312/01/02
no 10 TabneTtok y akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 3 TOBapUCTBO TOBapuUCTBO thapmakoHarnagy (iHwi 3MiHu) - OHOBIEHHSA TEKCTY
6nicTepy B navw,i "HaykoBo- "HaykoBo- MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBKN
BMPOGHUYNIA BMPOGHUYNIA nikapcbKoro 3acoby, a came BUy4YeHHs iHhopMaLi,
LEeHTp LEeHTp 3a3HayYeHol POCINCHKOK MOBOL, Ta HE3HAYHI NpaBKK
"BopLuariscb "BopLyariBcbKuii Nno TekCTy. BBeAeHHA 3MiH NPOTAroM 6-Tu MicALiB
KWiA ximiko- XiMiKO- nicns 3aTBepKEeHHS
thapmauesT hapmavLeBTUYHWi
NYHUIA 3aBog"
3asof”
62. | AONMOKCEH TabneTkn, BKPUTI €Bpo IHais IHOoko Pemegic IHgis BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHK 3a - UA/8051/01/01
NNiBKOBOO Naiidokep NimiTes, 1HAis; | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
06010HKOt0 No 10 MpaiiBiT lanca 3MiHU Yy BUPOGHMLTBI. 3MiHW Y NpoLeci BUpo6HULTBA
TabneTok y brictepi; NlimiTeq JlabopaTtopis J/ITa. roTOBOrO /iKapCbKoro 3acoby, BKIYaum
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 2 a6o 10 FOHIT 1, IHgis NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS MNPy
6nictepiB y BUPOBHMULTBI rOTOBOrO JiKapCbKOro 3acoby
KapTOHHIlA KOpO6L (He3HayHa 3miHa y npoueci BUpo6HULTBA) 3MiHN Y
npoueci BUpo6HNLITBA FOTOBOTO NiKApCbKOro 3acoby,
Ha HaCTYMHUX CTagisx BUpo6GHMLTBA: A.
PARACETAMOL GRANULATION; B. DICLOFENAC
SODIUM GRANULATION; C.LUBRICATION;
D.COMPRESSION; E. PREPARATION OF
COATING SOLUTION; F. COATING
63. | AOP30N® Kpanni O4Hi, po3yumH Aapan- XopBartis AnpaH- XopBarTis BHECEHHS 3MiH [0 peecTpavLjiiiHiX MaTepiani: 3MiHN 3a - UA/14027/01/01
2%no5mny FaneHcbKuii [aneHcbKuit | TMny - 3miHK 3 AkocTi. API. CTabinbHICTb. 3MiHa peyenmom
chnakoHi- Na6opaTopi Na6opaTtopin 4.4, nepiogy NOBTOPHUX BUNPOBGYyBaHb/Nepiogy
KpanesbHuui; no 1 nao.n. 36epiraHHA abo yMoB 36epiraHHs Al (3a
donakoHy- BICYTHOCTI Yy 3aTBEPIKEHOMY [0ChE cepTudikaTa
KpanenbHuLi B BigNoBigHOCTI €Bponelickkili hapmakonel, Wwo
KapTOHHIA Kopoo6Li BK/IOYAE Mepiof, MOBTOPHOrO BUMPOOYBaHHS)
(nepiof noBTOpPHOro BMNPO6yBaHHA/Mepios
36epiraHHs) - 36inblUeHHs abo BBeAEHHS nepiogy
NMOBTOPHOroO BMNpo6yBaHHsA/nepiogy 36epiraHHsA Ha
OCHOBI pe3y/ibTaTiB AOC/iLKeHb Y peasibHOMY Yaci.
3anpoBapkeHHs nepiosly NOBTOPHOTO
BMNpo6yBaHHSA (5 pokiB) AN5 Ail0HOT PeYOBUHM
nop3onamigy rigpoxnopug, Big Bupo6Huka APl Curia,
Icnanist Ha OCHOBI NO3UTUBHUX PE3y/bTaTiB
[OBrocTPOKOBMX AOC/iIKEHb CTabiNbHOCTI y
peanbHOMY yYaci. 3aTBepaxeHo: MNepiog NOBTOPHOrO
BMNPOGYBaHHA He BCTAHOB/EHO. 3anponoHOBaHO:
Mepiod, NOBTOPHOrO BUNPOOGYBaHHS - 5 pPOKIB.
64. | APUNTAH® TabneTtku no 5 mr; AG6OTT HimeuumnH AcTpea PoHTEH dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a He UA/6730/01/01
no 30 TabneTok y NabopaTtopi3 a | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niosnsieae
6nicTepi, no 1 M6X thapmakoHarnagy (iHwi 3MiHn) - 3MiHU BHECEHO B
6nictepy B IHCTPYKLiI0 AN MeAUYHOro 3acToCyBaHHS
KapTOHHI KopoobLi nikapcbkoro 3acoby Ao po3giny "Mo6iyHi peakui”
BiANOBIAHO A0 OHOBMEHOI iHChOpMaL,i LWoao 6e3neku
3aCTOCYBaHHA [il040T PEYOBUHN Ta pefaroBaHo
TeKCT Y po3gini "Oco6anBOCTi 3aCTOCYBaHHSA".
TepMiH BBEEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPAKEHHS
65. | EK3NDIH renb 1%, no 15r O-p Peppj'c IHais O-p Peppai'c IHgis BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHK 6e3 - UA/4720/03/01
a6o no 30 r y Ty6i; Na6opaTtopi NabopaTtopic | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
no 1 Ty6i B c itp, Nimiteq, KOHTpOsb roToBoro fikapcbKoro 3acody. 3MiHa

KapTOHHI KOpoOLyi

napameTpiB cneundikauii Ta/abo 4oNyCTUMUX MEX
roTOBOrO NlikapcbKoro 3acoby (iHLi 3MiHV) BBEAEHHS
nepiogu4HocTi KOHTpoAto 13 3a Noka3HUKOM
«MikpobionioriyHa ymctoTa». Ha MOMEHT BMNYCKY
(release specification): KOHTPONMETLCS 3
nepioguMyHicTio 1 cepin Ha KoxHi 5 cepiit abo 1 cepist
Ha piK 3a/1eXHO Bif TOro, Lo YacTiwe. MNpoTtarom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TepMiHy npugatHocrTi (shelf-life specification):
BUNPOGYBaHHSA NPOBOAATH B KiHL TEPMIHY
npugatHocTi abo BiANOBIAHO A0 NPOTOKOAY.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepPAKEHHS. 3MiHN | TMny - 3MiHK 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN) Nepeknag TeKCcTy
MK$# yKpaiHCbKOK MOBOHO.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS.
66. | EK3O4EPUN PO34MH HaLLKipHWIA CaHpo3 CnoBeHis | BignoBiganbHUiA 3a ABcTpisi/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 6e3 - UA/3960/02/01
® 1%; no 10 mn, 20 mn | PapmacoloTi BWMNYCK cepil: CnoBeHis Il Tviny - 3miHu 3 AkocTi. A®l. BupobHuLTBO. 3MiHa peyenma
y hnakoHi; no 1 Kans g.4. CaHpos 'mbX — BMPOGHMKA BUXiAHOro/NnpoMiKHOro
dhnakoHy B BnpobHnya NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
KapTOHHI Kopoobui AiNbHUUSA BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
AHTWIHGEKUIVAHI (BKTroHatoun, fe HeobxigHO, MicLe NpoBeAeHHS
N3 ta XimiyHi KOHTpONI0 siKoCTi) ADI (3a BiACYTHOCTI cepTudpikata
Onepauii Kynanb BiANOBIAHOCTI E€Bponeiickbkili hapmakonei y
(AIXO N3 3aTBEpAXEHOMY [0CbE)(BBEAEHHS HOBOrO
KyHanb), ABCTpis BMpoGHUKa A®| 3 HaaaHHAM MacTep-thaiina Ha Adl)
BMPOGHMK BeefeHHst gogatkosoro Bupo6Huka API(HadTndiHy
npoaykuii in bulk, rigpoxnopug) Olon S.p.A., Italy go Bxe
nakyBaHHs: 3aTBepAKeHoro BMpobHuka Sandoz Syntek llac
no6odhapm Hammaddeleri Sanayi ve Ticaret A.S., Turkey
dapmavoiiTie
MpoayKubAoH3-
yHA
laHaenbcresenbLu
a1 M6X, ABCTpis
BiANOBIAa/IbHUN 3a
BWMNYCK Cepil:
Nex
PapmaueBTUYHa
KoMnaHis 4.4,.,
CrnoseHis
67. | ENKOUVH® TabneTku, BKpUTI MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/17361/01/01
NNiBKOBOO "Kunismeanp "KuiBmegnpenapa | Tuny - 3MiHu 3 akocTi. A®L. KoHTposib A®L. 3miHa y peyenmom
060/10HKO10, N0 100 enapartr" T mMeTogax BunpobysaHHa APl abo BUXigHOrO

Mr no 10 TabneTok B
6nicTepi, no 3
6nictepy B nauui

marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUpo6HuLTBa AdI
(iHWi 3miHM y MeTofax BUNpobyBaHHA (BK/IKOYa0UN
3amiHy abo JonoBHeHHs) Ad| abo
BVXiZHOrO/NMPOMIXHOro NPoAyKTy) - 3MiHa y MeTofax
BUNPO6YBaHHA A1 AD| pebaminigy 3a NOKa3HUKOM
“3aULLIKOBI PO3YNHHMKN". 3MiHM | TUMNY - 3MiHK 3
AKOCTi. A®l. KoHTposb A®I (iHWi 3MiHW) -
MpuBeneHHs cneundikayii Ha APl pebaminigy y
BiANOBIAHICTb A0 BMUMOr [1®Y, abo E€BponeiicbKol
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
thapmakonei NoB’A3aHo i3 3MIHOK HaliMeHyBaHHs
NnokKasHMKa “3anLLKOBI KifIbKOCTi opraHiuHmnx
PO3YMHHVKIB” Ha “3aINLLIKOBI PO3YMHHUKN.
68. | ENAQON Kancysm M'siki, mo 5 MNAT YkpaiHa MAT "KuiBcbKuii YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 - UA/12187/01/01
HEO Kancyn y énictepi; "KniBcbkuii BiTamiHHWIi 3aBoA” | TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa peuyenma
no 6 a6o 12 BITAMiHHWI HaliMeHyBaHHs Ta/abo agpecu MicLa NPOBafXEHHS
6nicTepiB y nauui; 3aBog" [iSNbHOCTI BUpOOHUKa (BK/THOYatoun, 3a
no 10 kancyny HeOo6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOSIIO SKOCTI),
6nictepi; no 3 abo 6 abo BnacHvka macTtep-thaiina Ha A®l, abo
6nicTepiB y naui noctavansHvka A®l/BuxigHoro
matepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikata BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT peYOBUHM
(AKLWL0 3a3HaYeHo y focbe) 3MiHa afpecy BUPO6HMKa
Xtwoatai biocapm IHk., Kutaii
69. | EN/IETOP TabneTku, BKpUTI My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/12623/01/01
nNiBKOBOO akuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO0, N0 25 TOBapucTBo TOBapuCTBO dhapmakoHarnagy (iHwi 3MiHu)
Mr; no 10 Tabnetok "HaykoBo- "HaykoBo- 3MiHa y 3B'A3KY YTOUHEHHSA BUKNAAEeHHSA po3ainy
y 6nicTepi; no 3 BMPOGHUYNIA BMPOGHUUNIA "NoaatkoBa iHdopmadis. Al-1. Ynakoska" MKA ta
6nicTepy B nayw, LeHTp LeHTp po3giny 3.2.P.7.
"BopLuariscb "BopLyariBcbKuii [itova pegakuif: MKA N3 JOAATKOBA
KWiA ximiko- XiMiKO- IHPOPMALLIA (A1) Po3ain Al-1. Ynakoska Mo 10
hapmaueBT hapMaLeBTUYHWI TabneTok y 6nicTepi (3 MapKyBaHHAM YKpaiHCbKOK
NYHWI 3aBoj,", YkpaiHa Ta pociiicbkoto MoBamu), no 3 6s1icTepu pasom 3
3aBog" (dbacyBaHHs i3 IHCTPYKLiE0 AN19 MeMYHOro 3aCTOCYBaHHS B nadli 3

dopmu "in bulk"
hipMU-BMpOGHMKa
"CiHTOH XicnaHis

C.J1.", IcnaHis)

MapyKBaHHSIM YKPaIHCbKOI Ta POCICHKO MoBamu
Ta MapKyBaHHSIM LIpUATOM Bpaiins ykpaiHcbkoo
MOBOI0. [NpuMiTKa. MapkyBaHHS nikapcbKoro 3acoby,
oro gusaiiH nofaroTbCs YKpaiHCbKOK Ta
pocilicbkolo MoBamu, a Npu peanisawjii npenapary Ha
€KCMopT — MOBOIO, 06YMOB/IEHO0 B KOHTPAKTI, Y
BIANOBIAHOCTI 3 peecTpauiliHiM AOCbE, sike
cchopMoBaHe 3a BUMOramu KpaiHu-imnoprepa i
3asB/1EHO Nif, Yac peecTpauii B peecTpauiliHi opraHm
KpaiHu-imnopTepa. MponoHoBaHa pegakuis: MKA N3
OOOATKOBA IHPOPMALIIA (A1) Po3sgin 4l-1.
YnakoBka Mo 10 Tabnetok y 6nictepi, no 3 6nictepu
pasoMm 3 IHCTPYKLIE A1 MEANYHOTO 3aCTOCYBaHHS
B nayLi. OHOB/IEHHA TEKCTY MapKyBaHHA NEPBUHHOI
Ta BTOPVMHHOT YNakoBKW NikapCbKoro 3acoby, a came
BW/IYYEHHS iHhopmaLil, 3a3Ha4eHOT PoCiicbKo
MOBOI0. BBEIeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHSA 3MiHN | TUNY - 3MiHW 3 AKOCTI.
oTOBWMIA NNikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTelHep/3aKkynoptoBasibHKiA 3aci6. 3MiHa
nocravanbHUKa nakyBasibHUX Matepiasis abo
KOMM/IEKTYOUMX (SIKLLO 3a3HAYEHO B [OCHE)
(BMNyYeHHs nocTavasibHKKa) BunyyeHHs
HaliMeHyBaHHS NocTayvaslbHUKIB NaKyBaslbHUX
marepianis 3 peecTpauyiiiHoro gocbe, y 3B'A3Ky 3
npusefeHHsM po3giny 3.2.P.7. peecTpauiiiHoro
[OCbE Y BiANOBIAHICTb A0 EBPONEACHKNX BUMOT, a
TaKOX BWUYYEHHS i3 peeCTpaLiiiHOro focke
BMPO6GHMKa nniBka nonisiHinxiopugHoi TOB
"KnbokHep MNeHTannact Pyc", pocis.
70. | ENNIETOP TabneTku, BKpUTI My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/12623/01/02
N/1iBKOBOIO akuioHepHe akujioHepHe | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
060/10HKO10, M0 50 TOBapucTBO TOBapuCTBO thapmakoHarnsgy (iHwi 3miHn)
mr; no 10 TabneTok "HaykoBo- "HaykoBo- 3MiHa y 3B'A3Ky YTOUHEHHS BUKIAAEHHSA po3giny
y 6nicTepi; no 3 BMPOBHUYNIA BMPOGHUUNIA "[opatkoBa iHchopmauis. [l-1. Ynakoska" MKA Ta
6nictepu B nauui LEeHTPp LEeHTp po3giny 3.2.P.7.
"Bopuiariscb "Bopuiariscbkuii [itoua pegakuis: MKA N3 AJOOATKOBA
Knii XiMiko- XiMiKo- IHOOPMALIA (41) Po3gin Al-1. Ynakoska Mo 10
thapmaueBT hapmaLeBTUYHNIA TabneTtok y 6nictepi (3 MapKyBaHHAM YKpPaiHCbKO
NYHWIA 3aBog", Ta pocilicbko MoBamu), No 3 6icTepn pasom 3
3asof” YkpaiHa IHCTPYKLi€0 ANA MeQMyYHOro 3acToCcyBaHHS B naulj 3
(dbacyBaHHs i3 MapyKBaHHSAM YKpaiHCbKOH Ta POCiiiCbKO MOBaMu
dopmu "in bulk" Ta MapKyBaHHsAM LWpUdTOM Bpaiinsa ykpaiHCbKoo

hipMu-BMpOGHMKa
"CiHTOH XicnaHist
C.J1.", IcnaHis)

MoBoto. [MNpumiTka. MapkyBaHHs Nikapcbkoro 3acoby,
oro Amsaiii NoAalTbCs YKpaiHCbKO Ta
poCiicbKO0 MOBamu, a Npu peanisavji npenapary Ha
€KCropT — MOBOI0, 06YMOB/IEHOIO B KOHTPaKTI, Y
BiANOBIAHOCTI 3 peecTpauiliHM AOCbE, ke
chopMoBaHe 3a BUMOramu KpaiHu-imnoprepa i
3a8B/1EHO Nif, Yac peecTpauii B peecTpauiiiHi opraHm
KpaiHu-imnopTtepa. MNponoHoBaHa pefaxuis: MKA N13
OOLATKOBA IHPOPMALIA (A1) Po3gin 4l-1.
YnakoBka No 10 TabneTok y 6nictepi, no 3 6nictepu
pa3oMm 3 IHCTPYKLIE A1 MegnYHOro 3acToCcyBaHHsA
B nayi. OHOB/IEHHSA TEKCTY MapKyBaHHS NepPBUHHOT
Ta BTOPVHHOT yNakoBKM NikapCbKoro 3acoby, a came
BUYYEHHS iIH(DOpMaLlii, 3a3Ha4YeHOl POCiCbKO
MOBOW. BBeieHHsA 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWiA 3aci6. 3miHa
nocTavasnbHvKa nakyBabHVUX martepianis abo
KOMNIEKTYHUMX (SIKLO 3a3Ha4YeHO B [OCLE)
(Bny4eHHs nocTavanbHvka) BunyyeHHs
HaliMeHyBaHHS NocTadva/lbHUKIB NaKyBasTbHUX
marepianis 3 peecTpayiiiHoro fochbe, y 3B'A3KY 3
npusefeHHsaM po3giny 3.2.P.7. peecTpauiiHoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
[OOCbE Y BIANOBIAHICTb A0 EBPOMENCHKNX BUMOT, &
TaKoX BUYYEHHS i3 peeCTpaLiiHoro fockbe
BMpO6HUKa nniBka nonisiHinxnopuaHoi TOB
"KnbokHep MNeHTannact Pyc", pocis.
71. | EPIAOH® TabneTky BKPUTI [Oekcenb I13painb BUPOBHULTBO, 13painb BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/17620/01/02
N1iBKOBOIO nra. nakyBaHHs, | Tvny - 3miHK 3 AkocTi. CepTudikart peyenmom
060/10HKOI0, MO 4 Mr; BMNPOGYBaHHSA BignosigHocTi/l E-cepTudikat BignosigHOCTI
no 10 TabneTtok y KOHTPO/O SIKOCTI €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
6nicTepi; no 3 abo 6 Ta BMUNycK cepii: HOBOro abo OHOB/IEHOTO cepTudikara BifgnoBigHOCTI
6nicTepiB y [Oekcens N1A,., ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
KapTOHHI navui I3painb €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
BMNPOGYBaHHSA marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
KOHTPO/O AKOCTI BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
(mikpoGionoriuHui [0MOMDKHOT peyoBrHU (CepTudikaT BignoBigHOCTI
KOHTPO/Ib): €Bponeiicbki hapmakonei) - OHOBNEHWI
TOB IHCTUTYT cepTudikaT Bif y)xe 3aTBepXeHOro BUpoOHuMKa -
Xap4oBoi noJilaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
Mikpobionorii Ta €sponeiicbkinn thapmakonei Ne R1-CEP 2002-151 -
CMOXUBYUX Rev 07 (3aTBepmxeHo: R1-CEP 2002-151 - Rev 06)
TOBapi., I3painb 4ns pitovoi pevosrHN Risperidone Bif BXxe
3aTBEPKEHOr0 BUPOOHUKA, AKWUIA 3MIHUB Ha3BY
(3atBepaxeHo: Jubilant Generics Limited;
3anponoHoBaHo: Jubilant Pharmova Limited), npu
LbOMYy agpeca BUPOOHNYOT AifIbHUL HE 3MIHIOETHCS.
3miHu | TNy - 3miHK 3 AkocTi. A®I. KoHTponb A®I.
3miHa y MmeTogax BunpobyBaHHa A®| abo BUXigHOroO
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHW y 3aTBEPIKEHNX MeToAax
BMNPOOYBaHHS) - BHECEHHS 3MiH MeToay
BMNpobyBaHHSA Aitovoi peyoBmHU Risperidone 3a
NnokasHMKoM "P0O3Mip YacTok", 30kpemMa: BBeLeHHs
HoBOT mogeni npunagy (Malvern Mastersizer 3000)
015 NasepHoi AndpakLii B 4ONOBHEHHS 0 BXe
3aTBepxeHoi Mogeni Malvern Mastersizer 2000.
72. | EPIAOH® TabneTky BKpUTI [Nekcenb 13painb BMPOGHMLTBO, 13painb BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/17620/01/01
NNiBKOBOO nra. nakyBaHHs, | TMny - 3miHn 3 AkocTi. CepTudikart peyenmom
060/10HKOI0, M0 2 MT; BMNPOGYBaHHS BignosigHocTI/TE-cepTudpikat BignosigHoCTi

no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nictepiB y
KapTOHHIW nayu,i

KOHTPOSO SIKOCTI
Ta BUNYCK cepil:
[Hekcenb N14,,
I3painb
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(mikpobionoriuHui
KOHTPO/b):
TOB IHCTUTYT
Xap4yoBoi

€Bponeiicbki hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOrO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTucpikata BiANOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBIigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)e 3aTBepAXeHOro BUPOOHUKa -
noAaHHa OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Mikpobiosorii Ta €Bponevicbkin hapmakonei Ne R1-CEP 2002-151 -
CMNOXMBYMNX Rev 07 (3aTBepmkeHo: R1-CEP 2002-151 - Rev 06)
ToBapi., I3painb Ana gioyoi peyosuHM Risperidone Bif Bxe
3aTBEPXEHOr0 BUPOOHUKA, SKNIA 3MIHUB Ha3BY
(3aTBEepmxeHo: Jubilant Generics Limited;
3anponoHosaHo: Jubilant Pharmova Limited), npu
LbOMY agpeca BMPOGHMYOT AiTbHUL HE 3MIHIOETBCS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®Il. KOHTposib AdI.
3miHa y meToax BunpobysaHHA APl abo BUXIAHOTO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAaX
BMNPOOYBaHHS) - BHECEHHS 3MiH MeToay
BUNpOBYyBaHHSA Ailoyoi peyoBnHM Risperidone 3a
nokasHukomM "Po3Mmip 4acTok', 30kpema: BBefeHHs
HoBoOT mogeni npunagy (Malvern Mastersizer 3000)
015 na3epHol Audpakuii B JONOBHEHHSA [0 BXe
3aTBepaxeHol mogeni Malvern Mastersizer 2000.
73. | ECNA- Tabnetku, Wo Ecnapma HimeuuunH BMPOGHMLITBO Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 nionsizae UA/17918/01/01
BACTUH® aucnepryloTbes B eX a Hepo3ghacoBaHOro | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peuyenma
POTOBI NOPOXHWHI NPOAYKTY, 3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS
no 10 mr, no 10 nepBuHHe [0AATKOBOT AiNbHULL BUPOBHMLTBA /151 HACTUHW abo
Tabnetok y 6nictepi, nakyBaHHs1, BCbOro BUPOOHNYOro NPOLLECY rOTOBOrO JiKapCbKOro
no 1 6nictepy B BTOPVHHE 3aco6y (AiNbHWUA AN NEePBUHHOTO NakyBaHHS)
ynakoBLi nakyBaHHs1, 3MiHa AinbHUL| 415 NEPBMHHOIO NakyBaHHSA. 3MiHu |
KOHTPO/b SKOCTI, TMnNy - AAMIHICTpaTVBHI 3MiHW. BunyyeHHs
BWMNYCK cepil: BMPOGHWYOI AiNbHML (BKNHOYAKUN AiNbHAL ANS

Na6opatopioc
MegikameHTOC
IHTepHacboHauec,
C. A, Icnanis

A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI ANs NPOBeAEeHHS
nakyBaHHs, BUPOGHWMKa, BigNoBifasIbHOrO 3a BUMYCK
cepili, MicL,e NpoBefeHHS KOHTPOSIO cepii) abo
nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y [0CHE)
BW/TyYEHHSI BUPOBHUYOI AinbHML AgBaHc ®apmMa
'M6X, HimeuunHa, ®apma BepHiropoge Mvobx,
HimeuumnHa. 3MiHM BHECEHI B IHCTPYKLitO An1s
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby B
po3ain "YnakoBka" y 3B'AA3Ky 3 BUSTYYEHHSM
BVMPOGHWYOI fiTbHNL Ta SIK HACAIAOK - BUTYYEHHS
TEKCTYy MapKyBaHHA yNakoBKM /likapCbKoro 3acoby
018 BiANOBIAHOT BUPOBHNYOI AiNbHULI. 3MiHW | Tuny -
3MiHK 3 SKOCTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHn y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
OiNbHUL BUPOBHULITBA A/191 YACTUHN abo BCbOro
BMPOBHMYOrO NpoL,EeCy roTOBOrO JliKapCbKOro 3acoby
(4inbHULA A8 BTOPMHHOIO NakyBaHHs) 3amiHa
AiNbHUL AN BTOPUHHOTO NakyBaHHS, 3aTBepXeHo:
ApngaHc ®apma 'mbX, HimeyunHa, dapma
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Bepriropoge Nv6x, HimeuunHa, 3anponoHoBaHo:
NabopaTopioc MegikameHTOC IHTEpHAcboHanec,
C.A., IcnaHis
3MmiHu | TMNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKNI
3aci6. 3MiHM y BUpO6HULTBI. 3aMiHa ab0 BBEAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHMLSA, Ha SiKii NPOBOAATLCA BYAb-SKi
BUPOGHMYI CTagii, 38 BUHATKOM BUMYCKY Cepild,
KOHTPOJTH0 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, A1 HECTePUIIbHUX NiKapCbKUX 3ac06iB)
BBeaeHHs1 BUpOGHMKA BiNOBifa/IbHOTO 3a NOBHWIA
uvkn, 3atBepmxeHo: AgsaHc ®apma M'vbX,
HimeuunHa, ®apma BepHiropoge M'mbx, HimeuunHa,
3anponoHoBaHo: Jlabopartopioc MegikaMeHToC
IHTepHacboHanec, C.A., Icnanis. 3mMiHn | Tuny -
3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX Y crieumdpikayisx, nig vac
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro 3acoby
(BUYYEHHS HECYTTEBOIO BUNPOOYBaHHA B NMPOLECI
BMPO6HULTBA) BrnyueHHs1 «BumiptoBaHHS BUCOTU
TabneTku» B Npoueci BUPOOHNLTBA, OCKiSIbKM
BMMIPIOBaHHS BUCOTU BU3HAHO HECYTTEBUM,
OCKi/TbKM KpUTUYHI (Di3nyHI napameTpu (cepeHs
Maca, giameTp, TBepAiCTb Ta Yac posnagy)
peTesnibHO KOHTPO/IHITLCA AK Y NPOLEC
BMPOOGHMLITBA, TaK i NPV BAMYCKY rOTOBOrO NPOAYKTY.
3MiHu | TUNY - 3MiHKW 3 SKOCTi. FoTOBUIA NiKapPCbKNi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJIO SIKOCTi
roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
A0faBaHHA BUPOOHMKA, LLIO BiANOBifa€E 38 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkaovyaroun
KOHTPO/b/BUNPOBYBaHHSA cepii - 3amMiHa BUPO6HYKa,
LLLO 3/iiCHIOE KOHTPOJIb SIKOCTi, BUNYCK cepil
3aTtBeppxeHo: AgeaHc ®apma 'm6X, HimeuunHa,
$apma BepHiropoge MNv6x, HimeuunHa,
3anponoHoBaHo: Jlabopartopioc MegikaMeHToC
IHTepHacboHanec, C.A., IcnaHisi. 3MiHN BHECEHI B
IHCTPYKLil0 4151 MeANYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby B po3Ain "YnakoBka" y 3B'A3Ky 3
3aMiHOK BUPOBHUYOI AiNbHUL Ta SK HACIgOK -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS ynakoBK1
nikapcbKoro 3acoby.

74.

ECNA-
BACTUH®

TabneTku, o
AMCnepryoTLes B

POTOBI NOPOXHWHI

Ecnapma
M6X

HimeuumnH
a

BMPOGHMLTBO
Hepo3dacoBaHOro
NpoaykTy,

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo BBEAEHHS

6e3
peuyenma

nionsieae

UA/17918/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 20 wmr, no 10 nepBuHHe [0AATKOBOT AiNbHULL BUPOBHMLTBA A/151 HACTUHM abo
TabneTok y 6nicrepi, nakyBaHHs, BCbOro BUPOOHNYOr0 NPOoLLEeCy roTOBOrO /iKapCbKOro
no 1 6nictepy B BTOPVHHE 3aco6y (AinbHWUUA AN NePBUHHOTO NakyBaHHS)
ynakoBLi nakyBaHHs1, 3MiHa AiNbHUL| 415 NEPBMHHOIO MakyBaHHS. 3MiHu |
KOHTPO/b AKOCTI, My - AOMIHICTpaTUBHI 3MiHW. BunyyeHHs
BUMNYCK cepil: BMPOGHWYOI AiNbHUL (BKNHOYAKUN AiNbHAL ANS

Na6opatopioc
MegikameHTOC
IHTepHacboHauec,
C. A., IcnaHis

A®I, npomikHOro NpoayKTy abo rotoBoro
nikapcbKoro 3acoby, AinbHULI ANs NpoBefeHHS
nakyBaHHs, BUPOOHWKA, BigNoBifaIbHOro 3a BUMYCK
cepili, MicLie NpoBeAEeHHS KOHTPOSIO cepii) abo
nocravasibHVKa BUXigHOro marepiasny, peareHty abo
[OMOMDKHOT PEHOBMHY (SIKLLIO 3a3HAYEHO Y [I0CHE)
BW/TyYEHHSI BUPOOHUYOI AinbHML AgBaHc dapma
M6X, HimeuunHa, ®apma BepHiropoge Mox,
HimeuumnHa. 3MiHM BHECEHI B IHCTPYKLiO Ans
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby B
po3ain "YnakoBka" y 3B'A3Ky 3 BUTYYEHHSAM
BVMPOGHWYOI fiNTbHUL Ta SIK HACAIAOK - BUTYYEHHS
TEKCTYy MapKyBaHHA yNakoBKM /liKapCbKoro 3acoby
018 BiANOBIAHOT BUPOOHNYOI AiNbHULi. 3MiHW | TUny -
3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOBHMYOro NpoLecy roTOBOrO /liKapCbKoro 3acoby
(4iNbHULA ON1A BTOPMHHOIO NakyBaHHs) 3amiHa
AiNbHUL AN BTOPUHHOTO NakyBaHHS, 3aTBepXeHO:
ApgaHc ®apma M'mbX, HimeyunHa, ®apmva
BepHiropoge Nvb6x, HimeuunHa, 3anponoHoBaHo:
NabopaTopioc MegikameHTOC IHTEpHAcboOHanec,
C.A., IcnaHis
3MmiHu | TMNY - 3MiHKM 3 SKOCTI. FOTOBMIA NiKAPCbKNI
3aci6. 3MiHM y BUpO6HULTBI. 3aMiHa ab0 BBEAEHHS
[04aTKOBOT AiNbHULI BUPOBGHMLTBA A1 YacTUHM abo
BCbOr0 BMPOOHMYOro NpoLecy rotToBoro Nikapcbkoro
3aco6y (AinbHMLSA, Ha SiKii NPOBOAATLCA BYAb-SKi
BUPOGHMYI cTagii, 38 BUHATKOM BUMYCKY Cepili,
KOHTPOJTH0 AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, A1 HECTePU/IbHUX NiKapCbKUX 3aco6iB)
BBeaeHHs1 BUpOGHMKA BiNOBifa/IbHOTO 3a NOBHWIA
uvkn, 3atBepmxeHo: AgsaHc ®apma M'vbX,
HimeuunHa, ®apma BepHiropoge M'mbx, HimeuunHa,
3anponoHoBaHo: Jlabopartopioc MegikaMeHToC
IHTepHacboHanec, C.A., Icnanis. 3miHn | Tuny -
3MiHu 3 SKOCTi. FoTOBUIA NiKapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX
MeX, BCTAHOB/IEHMX y creumdikayisx, nig vac
BMPOGHMLITBA FOTOBOTO J1iKapPCbKOro 3acoby
(BUTYYEHHS HECYTTEBOIO BUNPOBYBaHHA B NpOLECi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPO6HULTBA) BrnyueHHst «BumiptoBaHHS BUCOTU
TabneTku» B Npoueci BUPOOHNLTBA, OCKiSIbKM
BMMIPIOBaHHS BUCOTUN BU3HAHO HECYTTEBUM,
OCKi/TbKM KpUTUYHI (Di3nyHI napameTpu (cepeHs
Maca, giameTp, TBepAiCTb Ta Yac posnagy)
peTenibHO KOHTPO/IHOTLEA AK Y NPOLEC
BMPOOGHMLITBA, TaK i MPW BAMYCKY rOTOBOrO NPOAYKTY.
3MiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKNi
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu,
LLIO CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOJIO SIKOCTi
roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
A0faBaHHA BUPOOHMKA, LLIO BiANOBifa€E 38 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkaovyaroun
KOHTPO/b/BUNPOBYBaHHSA cepii - 3amMiHa BUPO6HYKa,
LLLO 3/iiCHIOE KOHTPOJIb SIKOCTi, BUMYCK cepil
3aTtBeppxeHo: AgeaHc ®apma M'm6X, HimeuunHa,
$apma BepHiropoge Mv6x, HimeuunHa,
3anponoHoBaHo: Jlabopartopioc MegikaMeHToC
IHTepHacboHanec, C.A., IcnaHisi. 3MiHN BHECEHI B
IHCTPYKLiI0 4151 MeANYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby B po3Ain "YnakoBka" y 3B'A3Ky 3
3aMiHOK BUPOBHUYOI AiNbHUL Ta SK HACIgOK -
BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby.

75.

ETUNOBI
E®IPU
OMErA-3
KACNOT

pigvHa (cybcTaHuis)
y CTaneBux
6apabaHax ans
BMPO6HULITBA
HecTepuIbHMUX
nNikapcbknx hopm

AT
"KUIBCbKW
"
BITAMIHHU
" 3ABOA"

Ykpaina

Xtoataii biochapm
IHK.

Kutaii

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLa NPOBafXXEHHS
[iSNbHOCTI BUpO6OHUKa (BK/THOYatoun, 3a
Heo6XiAHOCTI, MicLe NPOBEAEHHSI KOHTPOSIIO SKOCTI),
abo BnacHvka macTtep-thaiina Ha A®l, abo
noctavanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoOMbKHOIO NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiiCYTHOCTI cepTudikata BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT pEYOBUHM
(AKLWL0 3a3HaYeHo y focbe) 3MiHa afpecy BUPO6HMKa
Xtwoatai biocapm IHk., Kutaii

UA/11784/01/01

76.

EY®INIH-
LAPHULA

PO34MH A5 iH'EKLN,
20 mr/mn; no 5 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKoBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B NauLi

MpAT
"®apmaueBT
nyHa chipma

"fapHuus”

YkpaiHa

MpAT
"@apmaueBTnyHa
ipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNakoBKW NiKapCbKOro 3acoby

LLOA0 BU/TyYEHHSs iHdhopmalii, BuknageHoi

pocilicbkolo MOBOIO, Ta 3a3HayveHHs QR-kogy y n. 17
IHLIE BTOPWHHOI yNakoBKW NiKapCbKOro 3acoby.
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micAuiB nicas

3aTBEPKEHHS

3a
peyenmom

UA/3894/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
77. | E®EPA/ITAH | TabneTku wwnyyi no YMNCA CAC ®paHLis YMNCA CAC PpaHLis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 - UA/5237/01/01
500 wmr; no 4 | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
TabneTkv y cTpuni; thapmakoHarnagy. BeegeHHs abo 3miHu oo
no 4 ctpunu y y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
KapTOHHilA KopooLi (BBEAEHHSA y3ara/lbHEHNX AaHUX PO CUCTEeMY
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHsA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOi 0CO6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapMakoHarnsay (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YMOBHOBaXXEHOT 0CO6M 3aBHUKA, BiAMNoBigabHOI 3a
3pilicHeHHs chapMakoHarnagy: fitova pegakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXKEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
3[iiCHEHHS1 dapMakoHarnsay.
78. | EBPOPEDB TabneTku, BKPUTI €Bpo Benuka FeHedpapm CA peuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/18053/01/02
NNiBKOBOO Naiidpkep BpuTaHis Il TMRy - 3miHn 3 AkocTi. ADI. Bupo6bHMUTBO (iHLWi peyenmom
o060n0oHkoto no 120 nTp, 3MiHM) OHOB/IEHHS ASMF Ha fiitouy peyqyoBuHy
Mr; no 14 TabneTok hebykcocTar Bif 3aTBEPKEHOINO BUPOGHMKA
y 6nicTepi; no 1 a6o Alembic Pharmaceuticals Limited, IHgis. fitoua
no 2, abo no 4, abo pegpakuisi: FEB-EU-EP-AP-2016-00 MNponoHoBaHa
no 6, abo no 7 pepakuis: FEB-EU-EP-AP-2021-00
6nictepiB y
KapPTOHHIi KOpooLii
79. | EBPOPEDB TabneTku, BKPUTI €Bpo Benuka leHedpapm CA Mpeuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/18053/01/01
nAiBKOBOIO Naiidpkep BpuTaHis Il TMRy - 3miHK 3 AkocTi. ADI. Bupo6bHMUTBO (iHLWi peyenmom
o060n0Hkoto no 80 nrh 3MiHN) OHOB/IEHHA ASMF Ha fitouy peqyoBuHY
Mr; no 14 TabneTok hebykcocTar Bif 3aTBEPLKEHOITO BUPOGHMKA
y 6nicTepi; no 1 a6o Alembic Pharmaceuticals Limited, IHgis. fitoua
no 2, abo no 4, abo pegakuisn: FEB-EU-EP-AP-2016-00 MNMponoHoBaHa
no 6, abo no 7 pepaxuis: FEB-EU-EP-AP-2021-00
6nictepiB y
KapPTOHHI KOpooOLi
80. | 3AKMC ras meguyHui [JouipHe YkpaiHa Meccep ABcTpis AscTpis BHECEHHS 3MiH 10 peeCTpaLiiiHuX maTepianis: 3MiHM 3a - UA/19853/01/01
A30TY CTUCHEHUIA Y nignpuemcTs m6X | TMRYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom.
MEAVYHUI 6anoHax o6'emom 1 o "Meccep CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa | 3acmocosy
MECCEP n,31n,45n,5n, YkpaiHa" PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby oMb MisibkU
101,50 n (3miHa macn/o6'emy BMICTy KOHTeHepa 8 yMoBax
6araTo,030BOro NiKapCcbKoro 3acoby ans cmayioHapy.

HenapeHTepasibHOro 3acTocyBaHHs (abo
0fIHOA,030BOr0, YaCTKOBOIO BUKOPUCTaHHS))
[0faBaHHsA aloMiHIEBUX GasIOHIB Mannx 06’emis, a
cave 1 n; 3,1 n1a 4,5 n, 3 BiANOBIAHMMN 3MiHAMMN
00 p. «YnakoBka». 3aTBepakeHo: basioHn 06’emom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
5 n; 10 n Ta 50 n. 3anponoHoBaHo: banoHn 06’emMom
1n;31n;45n;5n;10 n1a50 n.
81. | IBYNPOM CyCneHsisi opasibHa KOHina6, Nn CLWA BupobHnuTBO, Icnanis/ BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 - UA/15878/01/02
ANnsi QITEN no 200 mr/5 mn no nepBuHHE Ta Higepnangm | TNy - 3miHK 3 AkocTi. CepTudikart peyenma
DOPTE 30 mn, 100 mn, 150 BTOPVHHE / BignosigHocTI/lE-cepTudpikat BignosigHocCTi
mn abo 200 mny nakyBaHHs, Monba €Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
chnakoHi; no 1 KOHTPO/b AKOCTI, HOBOro abo OHOB/IEHOT0 cepTudikaTa BifgnoBigHOCTI
donakoHy B BMNYyCK cepil abo BUNy4YeHHs cepTucpikata BiANoBIAHOCTI
KOMNAEKTi 3i roToBOr0O €Bponelicbkili hapmakonei: gns A®l; ona BuxigHoro
LUNpULLOM- NpoAayKTy: marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
[,03aTopom no 5 mn dPapmacbeppa BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
B KapTOHHI kopo6Lyi MaHydhekuypiH, [O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
C.J1., IcnaHis; €Bponeiicbkili hapmakonei) - OHOBNeHWi
Bupo6bHuuTBO, cepTuqikaT Bif yxe 3aTBepKeHOro BUpobHUKa.
nepBuHHE Ta MogaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
BTOPUHHE €Bponeiicbkil hapmakonei Ne R1-CEP 2008-316 -
nakyBaHHs1, Rev 05 (3atBepmkeHo: R1-CEP 2008-316 - Rev 03)
KOHTPO/b SIKOCTI, onsa Adl ibynpodeHy Bif BXe 3aTBEpPAKEHOTO
BUMYCK cepil BMpobHuka lol Chemicals and Pharmaceuticals Ltd.,
roToBOro India.
NPOAYKTY:

Oencapm Bnagen
B.B., HigepnaHau;
KoHTponb sikocTi
(3a BUHATKOM
Mikpo6ionoriyHoro
KOHTPO/0),
BUMYCK cepil
roToBOro
NPOAYKTY:
dapmanigep,
C.A., IcnaHis;
Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
Epnedapm, C.J1.,
IcnaHis;
AnbTepHaTuBHa
OinbHUUA ons
npoBefeHHs
MikpobiosioriyHoro
KOHTpPO/I0
(cybporosip 3
BMPOGHUKOM
dapmanigep,
C.A)): bionab
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
C.J/1., Icnanis;
Bunyck cepii
roTOBOro
NPOAYKTY:
TOB tOC
dapmauis,
MonbLa
82. | I/IOH® Mas3b no 25 r, no 50 Llecpa HimeuuunH Bunyck cepii: HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 - UA/16843/01/01
KNACIK r,no 100 r masiy ApuHaimitt a Llecpa | Tuny - 3miHn 3 akocTi. A®Il. BupobHuuTBO. 3MiHM B peyenma
Ty6i; Mo 1 Ty6i y enb Mv6X i ApuHaiimitTTens npoueci BupobHuutBa APl (HesHayHa 3MiHa Yy
KapTOHHIlA KOpooLi Ko. KI 'm6X i Ko. KT, npoueci BupobHuuTBa Adl)
HimeuunHa BHECEHHS He3HauyHVX 3MiH Y nMpouec BUpo6GHMLTBA
Brpo6HMUTBO A®| TepneHTUHy MoapvHW. 3MiHW | Tuny - 3MiHK 3
Hepo3ghacoBaHOro AKocTi. A®l. KoHTponb A®l. 3miHa y meTogax
NPOAYKTY, BMNpo6ysaHHsA A®| abo BuxigHOro
nepBrHHE Ta marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BTOPWHHE BMKOPWCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI
nakyBaHHs: (iHwWi 3miHM y MeTogax BUNpobyBaHHA (BKIOYAOUM
eton 3amiHy abo JonoBHeHHs) Al abo
le3yHaxaliTcndone BUXIAHOIO/NPOMIXHOr0 NPOAYKTY)
re- yHa BHECEHHS 3MiH Y MeTofax BunpobysaHHs AdI, a
dapmanpogykre came KOHTPOJIbHUIA MeTOZ A/151 BUSHAUEHHS

'm6X, HimeuunHa

ahnaToKCUHIB y TEPNEHTUHOBIN ONii 3aMiHEHO 3
meTogy 805038 Ha 805036. Pe3ynbtaT nepBUHHOT
Banigavyii metogy 805036 nokasytoTb, WO METOA,
npuaaTHUA AN BUSHAYEHHS adh/IaTOKCUHIB Y BCiX
edipHuX onisix. bisblle Hemae HeObXiAHOCTI
po3ainaTy eduipHi onii Ha ABI pi3Hi rpyny MaTpuup.
MeTopg 805036 fa€ ekBiBa/IEHTHWIA pe3ynbTart.
BunpasneHo gpykapcbky nomusky B p. 3.2.5.4.2.
ANs 4il4oi peyoBrHY eBKaNiNTOBOI 01ii, 3 AaTo
2021.12.23 (noMunKa CTOCY€ETbLCA MeToay
BUNpaBfeHHs). 3MiHu | Tuny - 3miHun 3 AkocTi. API.
Brpo6HMLTBO. 3MiHM BUNpo6yBaHb abo A0MyCTUMUX
MeX y npoueci BupobHuuTea AdI, WO BCTAHOB/EH Y
cneumdikauisx (BUIy4YeHHS HECYTTEBOIO
BMNPOOYBaHHS)

BUJTyYEHHSA HECYTTEBOrO BUNPOBYBaHHSA 415 Ajtoyoi
PeyYoBUHN TEPNEHTUHY MOAPUHU, & came in-process
test “Visual control (homogeneity)”. 3miHu Il Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNyCTUMNX MEX FOTOBOrO
nNiKapcbKoro 3acoby (3MiHa 3Haxo4MTbCA no3a
3aTBEPHKEHUMYU AONYCTUMUMUN MEXaMM
cneuudikauiin) 3MiHa Mex cneuydikadii BUnycky ans
TeCTOBOro napameTpa KiflbKiCHOr0 BU3HAYEHHS
(Assay) TepNeHTVHY MOAPWHW, ONii TEPNEHTUHOBOI,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
eBKaninTosoi onii 3 + 5% [0 £10% y cneyudikauisx
rOTOBOrO NPOAYKTY.
83. | INPIKCOH pO34uH Ans AT Monsbuwa BiANOBIAa/IbHUN 3a MonbLa/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN 3a - UA/17999/01/01
HEB iHranauin, 0,5 «Apavef, BUMycK cepiii: AT ITanis | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom
Mr+2,5 mr/2,5 mn; no dbapma» «Apave[ thapmakoHarnagy (iHwi 3miHn). 3MiHW BHECEHI B
2,5 mn B amnyni 3 dapmay, MNonbLua,; TEKCT MapKyBaHHS Ha BTOPWHHIV ynakoBLi
nonietTunexy BVMPOGHMLTBO Ta nikapcbkoro 3acoby y n. 122 HOMEP
HU3bKOI LLiNIbHOCTI; nakyBaHHs: PEECTPALIVIHOIO MOCBIAYEHHSA (HaHeceHo
no 5 amnyny "l'eHeTunk" C.IN.A,, P.M Ta Homep).BBeAeHHA 3MiH NPOTAroM 6-Tu Micuis
KOHBepTi 3 ITanisa 3 fatu 3aTBepKEHHS.
namiHoBaHoTl
donbru; no 4
KoHBepTa 'y
KapTOHHI KOopooLi
84. | KAACINA® MOPOLLIOK A5 TOB «Pow YkpaiHa Brpo6HMLUTBO LliBeiuapis/ | BHECEHHS 3MiH 40 peecTpavliiiHuX MmaTepiasiB: 3MiHV 3a He UA/13770/01/01
KOHUeHTpaTy ans YkpaiHa» Hepo3acoBaHol HimeuunHa | Tuny - 3MiHu 3 akocTi. A®Il. KoHTposib APL. 3miHa y peyenmom | nionszae
pO34unHy Ans nNpoAyKLUiT, napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
iHdhysili no 100 mr; 1 nepBuHHe BM3HA4YeHUX y cneyudpikauisx Ha Adl, abo
(0N1aKoH 3 MOPOLLKOM nakyBaHHs, BUXIiQHWIA/NPOMKHUIA NpoayKT/peareHT, Wwo
B KapTOHHIi Kopo6Lyi BTOPVHHE BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
nakyBaHHs, (iHwWi 3miHW). BunyyeHHs 3i cneyudikauii ans
BMNPOGYBaHHSA cTabinbHocTi A®| nokasHuKiB: BMICT b6inka, pH Ta
KOHTPOSIO SIKOCTI, MonspHe cniBsigHoweHHA DM1/TpacTy3ymab
BWMNYCK cepil: (DAR). BBeAeHHS 3MiH NPOTAroM 6-Tu MicALiB nicns
® . XohpmaHH-/15 3aTBepKeHHS. 3MiHN | TMny - 3MiHK 3 SKOCTI.
Pow Ntp, [oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
LLiBeiuapis nikapcbKoro 3acoby. 3MiHa napameTpis
BunpobyBaHHs cneuudikaLin Ta/abo foNyCTUMNX MEX FOTOBOrO

KOHTPOJIHO SIKOCTI:
Pow fiarHocTtrke
'mM6X, HimeuunHa

nikapcbKoro 3acoby (iHwi 3MiHK). 3MiHa Y
napameTpax cneuudikauii, a came - 3By>KEHHS
[ONyCTUMUX MeX crneuudikauii 3a nokasHukamm
YuctoTa, BMmicT Boaun, BakrepianbHi eHAO0TOKCUHN
(ansa nokasHvka bakTepiasibHi eHO0TOKCUHM,
3BY)KEHHSI MeX Bifj6yBaETbCA B paMkax NpuBegeHHs
[0Cbe Y BIANOBIAHICTb A0 focke B €C). BBeAeHHS
3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKapCbKNi
3aci6. CtabinbHicTb. 3MiHa y TepMiHax NpuAaaTHOCTI
a60 ymoBax 36epiraHHs FOTOBOTO J1iKapCbKOro
3acoby (3miHa y 3aTBepXeHOMY NPOTOKO
cTabinbHocTi). 3MiHa NPOTOKONY
nicnspeecTpauiiHoro BUBYEHHS CTabiNibHOCTI, 3
MeTOI0 MOX/IMBOCTI YepryBaHHS [03yBaHb, L0
3aKnafalTbCs Ha BUBYEHHS CTabiNIbHOCTI.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBepKeHHA. 3MiHW | TUny - 3MiHK 3 AKoCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneuundikawili
Ta/ab0 AONYCTUMUX MEX, BUSHAYEHUX Y
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cneundikauisix Ha Adl, abo BMXigHWA/NPOMDKHWIA

NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
BMPOGHMLUTBA ADI (iHLWI 3MiHK). 3MiHa Yy napameTpax
cneundikauii A®l, a came- 3BY)XEHHS AONYCTUMMUX
MeX creundikauii A®| 3a nokasHukamu YuctoTta,
BakTepianbHi eHA0TOKCUHW, OCMONANBHICTD Ta
3aMLWKOBI PO3YMHHUKM Ta pefakuiiiHa 3MiHa B
NOKa3HWKY NPO30pPiCTb/0NasIECLEHTHICTb.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS.3MiHM | TUMNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuaaTHOCTI abo ymMmoBax 36epiraHHs
rOTOBOrO /liKapCbKoro 3acoby (36iNbLUEHHS TEPMIHY
npuaaTHOCTI FOTOBOTO JliKapcbKoro 3acoby) -
36iMbLUEeHHS TEPMiIHY NPUAATHOCTI NiKapCbKoro
3aco6y 6i0n10riYHOro/iMyHOIONYHOTO NMOXOMKEHHS Ha
OCHOBI pe3y/ibTaTiB AOC/NiKeHb CTabifIbHOCTI,
npoBefeHnX BifNOBIAHO [0 3aTBEPAKEHOrO
npotokony. 36inbLUeHHs TepMiHy npuaaTtHocTi 13
00 4 pokiB, Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
[ocnimpkeHHs cTabinbHOCTI, Ta K HacNigok,
[0faBaHHA HOBOI TOUKM (48 MicAUiB) B NPOTOKON
nicnsipeecTpauiiHoro BUBYEHHS CTabifIbHOCTI. 3MiHK
BHECEHO B iHCTPYKLiIO 4719 MeAWNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain «TepMiH NpuaaTHOCTI».
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs Ad|
ab0o BMXigHOro Matepiany/npomiKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y
npoueci BupobHuutea A®| (iHWwi 3MiHM y meTogax
BMNpOGYBaHHSA (BK1HOUYAKOUM 3aMiHy abo
[ONOBHEHHA) AD| abo BUXiAHOro/NPOMIKHOrO
npoaykTy). BBeAeHHs anbTepHaTMBHOI npoueaypu
(UV by Slope spectroscopy) BunpobyBaHHs a5
BM3Ha4YeHHs BMICTy b6inka Ta DAR ana A®I nig vac
BWMYCKy Ta BUNPObyBaHHsA CTabinbHOCTI. BBeAeHHS
3MiH NPOTArOM 6-TW MICALIB NICNA 3aTBEPAXEHHS.
3MiHun | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA NiKapcbkuii
3aci6. KOHTposib rOTOBOTO NikapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA roTOBOrO
niKkapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpo6yBaHb (BK/OYaUM 3amiHy abo
[OMOBHEHHS)). BnpoBamkeHHs anbTepHaTUBHOIO
meToay (BUTIK renito) AN nepesipkn LinicHOCTI
ynakoBku /13. BBeeHHS 3MiH NpoTArom 6-tu
MicsILiB nicns 3aTBepKEHHS. 3MiHK | TUny - 3MiHK 3

AkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHV Yy MeTofax BUNpobyBaHb (BKIHOHYAK0UN 3aMiHy
abo OoNoBHEHHS)). BBEAEHHS anbTepHaTUBHOIO
MeToAy TEeCTyBaHHSI Ha CTEPUIbHICTb 3
BMKOpUCTaHHAM cuctemn Celsis, Anst BUSHAYEHHS .
«CTepusbHICTb» rOTOBOrO NPOAYKTY. BBEAEHHA 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePAXEHHSA. 3MiHN |
TUNy - 3MiHK 3 IKOCTi. FTOTOBWIA Nnikapcbkuii 3acio.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax B1UNpPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco6y (iHWi 3MiHM y MeTofax BUNpobyBaHb
(BrtOYAKOUM 3aMiHY @60 [OMOBHEHHS)).
BBefeHHS anlbTepHaTVBHOTO METOAY TEeCTyBaHHSA
(UV by Slope spectroscopy) 4/19 NOKa3HUKIB BMICT
6inky Ta DAR (Drug to Antibody Ratio) rotoBoro
NPOAYKTY, WO BU3HAYAOTLCA NpK BMMYCKy Ta nif vac
LOCNimKEeHHs cTabiNbHOCTI. BBeAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS. 3MiHM |
TUny - 3MiHKn 3 AKocTi. ADL. KoHTposb APL. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX y cneumdikauisx Ha Adl, abo
BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea A®I
(BMNYYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag, BUTy4YeHHs 3acTapifioro nokasHvka)).
BupaneHHs n. «Baxki metanu» 3i cneumdikauii
SMCC ta DM1. Y 3B’3Ky 3 NpUBEAEHHAM [0
opuvriHafIbHUX MaTepiasiiB BUpoOHUKa. BBeaeHHs
3MiH NPOTArOM 6-TW MiCALiB NiCNs 3aTBEPMAKEHHS.

85.

KAACINA®

MOPOLUOK ANsi
KOHLLEHTpaTy AN
PO34unHy Ans

iHcpysiii no 160 mr; 1
¢hN1akoH 3 NOpPOLLKOM
B KapTOHHI kopo6Lyi

TOB «Pow
YKpaiHa»

Ykpaina

Brpo6HMUTBO
Hepo3acoBaHol
npoayKuii,
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO SIKOCTI,
BWMNYCK Cepil:

& . XohpmaHH-/15
Pow fltg,
LLiBeiuapis
BunpobyBaHHs
KOHTPO/IO SIKOCTI:
Pow [iarHocTmkc
M6X, HimeuunHa

LBenuapis/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHN
| TMny - 3MiHu 3 akocTi. A®L. KoHTposib AdL. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDXHUIA NpoAyKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(iHWi 3miHW). BunyyeHHs 3i cneyudikauii ans
cTabinbHocTi A®| nokasHuKiB: BMICT 6inka, pH Ta
MonspHe cniBsigHoweHHA DM1/Tpacty3ymab
(DAR). BBegeHHS 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEePLKEHHS. 3MiHN | TUny - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHwi 3MiHM). 3MiHa y
napameTpax cneuudikauii, a came - 3By>KEHHS
LOnNyCTUMUX MeX cneuudikauii 3a nokasHukamm
YucToTa, BmicT Bogu, BakTepianbHi eHA0TOKCUHM

3a
peyenmom

He
nionsieae

UA/13770/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(ansa nokasHvka bakTepiasibHi €HA0TOKCUHM,
3BY)EHHSI MeX Bifj0yBaETbCA B paMkax NpuBeaeHHs
[0CkE Y BifNOBIAHICTb A0 Aocke B EC). BBeaeHHs

3MiH NPOTArOM 6-TW MIiCALIB MiCNA 3aTBEPMAKEHHS.
3MiHu | TUNY - 3MiHKW 3 SKOCTi. FoTOBUIA NiKapPCbKNi
3aci6. CtabinbHICTb. 3MiHa Yy TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO J1ikapCbKOro
3acoby (3miHa y 3aTBepXeHOMY NPOTOKO
cTabinbHocTi). 3MiHa NPOTOKONY
nicnsipeecTpauiiHoro BUBYEHHS cTabinbHOCTI, 3
MEeTOI MOX/IMBOCTI YepryBaHHS [03yBaHb, L0
3aK1a4al0TbCs Ha BUBYEHHS CTabisIbHOCTI.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepKEHHS. 3MiHU | TUnY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLliii
Ta/abo [oNyCTUMUX MEX, BUSHAUYEHUX Y
cneundoikauisix Ha Adl, abo BUXigHWIA/NPOMXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPoLEeCi
BMPOGHMLUTBA ADI (iHWi 3MiHK). 3MiHa y napameTpax
cneumnaikauii A®l, a came- 3BY)XEHHS AOMYCTUMUX
mMex crneumndikauii AP| 3a nokasHvkammn Yuctora,
BakTepianbHi eHA0TOKCMHM, OCMONSAMBHICTD Ta
3a/MLLIKOBI PO3YMHHUKM Ta pefakLiiiHa 3MiHa B
NOKa3HWKY NPO30pPiCTb/0Na/IECLEHTHICTb.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPMKEHHA.3MIHN | TUMY - 3MiHW 3 AKOCTI.
[0TOBWi1 NiKapCbknii 3aci6. CTabiNbHICTb. 3MiHa Y
TepMiHax NpuAaTHOCTIi abo yMoBax 36epiraHHs
rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NPUAATHOCTI FOTOBOrO NiKapcbKoro 3acoby) -
36ibLIEHHS TePMiHY NPUAATHOCTI NiKapCbKOro
3aco6y 6i0/10r4YHOro/iMyHONOrYHOIO MOXOMXKEHHSA Ha
OCHOBI pe3y/ibTaTiB AOC/NiLKEeHb CTabi/IbHOCTI,
npoBefeHUX BiANOBIAHO A0 3aTBEPMAKEHOIO
nNpoToKo/y. 36iNbLUEHHA TepMiHy npugatHocTi MN13
[0 4 pokiB, HA OCHOBI NO3UTUBHUX pe3ybTaTiB
[ocnimpKeHHs cTabinbHOCTI, Ta K HAcifoK,
[ofaBaHHA HOBOI TOYKM (48 MicsLiB) B MPOTOKON
nicnApeecTpayiiHoro BUBYEHHS CTabiNIbHOCTi. 3MiHM
BHECEHO B iHCTPYKL,iIO /15 MEAMYHOrO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3gin «TepMiH NpuaaTHOCTI».
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEpMKEHHS. 3MiHM | TMny - 3MiHK 3 AkocTi. API.

abo BMXigHOro martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y

KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHsa AdI

npoueci BupobHuuTBa A®I (iHWi 3MiHK Y MeToAax

BMNpo6yBaHHSA (BK1HOYAOUM 3aMiHy abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

[0NoBHEHHSs) AD| abo BMXiAHOro/NpoOMKHOrO
npoaykTy). BBeAeHHa anbTepHaTUBHOI npoueaypu
(UV by Slope spectroscopy) Bunpo6ysaHHs ans
BM3Ha4YeHHs BMICTy 6inka Ta DAR gna A®I nig vac
BUNYCKY Ta BUNPOOYBaHHA CTabiNbHOCTI. BBeeHHs
3MiH NPOTArOM 6-TW MIiCALB NiCNA 3aTBEPMAKEHHS.
3MmiHu | TMNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y meTofax BMNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meTogax
BMNpoOYyBaHb (BK/OUaUM 3aMiHy abo
[OMNOBHEHHS)). BNpoBapKeHHA anbTepHaTUBHOIO
meToay (BWUTIK renito) AN nepesipky LinicHOCTI
ynakoBku N13. BBeeHHs 3MiH NpoTAroMm 6-tn
MiCALIB MiCNA 3aTBEPMKEHHS. 3MiHW | TUny - 3MiHKW 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IH0HYAKUMN 3aMiHY
a60 [0NOBHEHHS)). BBeAeHHA anlbTepHaTUBHOMO
MeToAy TECTYBaHHSI Ha CTEPUILHICTb 3
BUKOpUCTaHHAM cuctemu Celsis, 4nst BUSHaYeHHs M.
«CTepunbHICTb» rOTOBOr0 NPOAYKTY. BBEAEHHSA 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHM |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpO/b roTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNpPobyBaHb
(BK/KOYALOUM 3aMiHY a60 [ONOBHEHHS)).
BBefeHHs anlbTepHATVBHOTO METOAY TECTYBaHHSA
(UV by Slope spectroscopy) A/151 MOKa3HVKIB BMiCT
6inky Ta DAR (Drug to Antibody Ratio) rotoBoro
NPOAYKTY, WO BU3HAYAKOTLCA NPY BUMYCKY Ta Nif vac
[ocCniopKeHHs1 cTabinbHOCTI. BBeAeHHS 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePAXEHHSA. 3MiHN |
TMny - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JoNyCTUMMX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NPpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(BMNYyYEHHSI HE3HAYHOTO MOKa3HKKa SKOCTI
(Hanpuknag, BUI1yYeHHs 3aCTapifioro NoKasHvka)).
BupaneHHs n. «Baxki meTanm» 3i cneundikauii
SMCC T1a DM1. Y 3B’A3Ky 3 npuBefeHHAM [0
opuriHasibHUX maTepiasis BUpo6HUKa. BBeAeHHSA
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAKEHHS.

86.

KANIMIH® 60
H

Tabnetkn no 60 mr
no 50 a6o no 100

TOB «TeBa
YKpaiHa»

YkpaiHa

[o3Bin Ha BMNycK
cepii:

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHW 3 AKOCTi. FOTOBMIA NliKapCbkuii 3aci6.

3a
peyenmom

UA/9462/01/01




69

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Tabs1eToK y priakoHi; Mepkne 'v6X, KoHTposb roToBoOro nikapcbkoro 3acoby. 3miHa y
no 1 donakoHy B HimeyunHa MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro
Kopobui BupobHMLTBO 3aco6y (He3HayHa 3MiHa y 3aTBEPLKEHMNX MeTohax
Hepo3dacoBaHol BMNPO6YBaHHSA) BHECEHHS 3MiH B METOZ, KOHTPO/THO
nNpoAayKuUiT, N3 3a nokasHukoM «CynyTHi gomiwkn» (BEPX), a
nepBuHHa Ta came BBE/iEHHS HOBOTO cTaHfapTy 3-rigpokcu-1-
BTOPUHHA MEeTUANIPUAVHIA Woanay ANs AOMIKM B, a Takox
yrnakoBKa: 3amiHa BUXigHOro po3ynHy | Ha oKpeMmi BUXiaHi
Knoke ®apma- po3unHu la Ta Ib.
Cepsic 'm6X,
HimeuyunHa
MepBuHHaA Ta
BTOPVHHA
ynakoBka:
Knoke
BepnakyHrc-
Cepsic 'M6X ,
HimeyunHa
87. | KAHAUBIOTW | kpanni ByLWHi no 5 neHmMapk IHgis neHmapk IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHiX MaTepianiB: 3MiHN 3a - UA/8208/01/01
K My cpriakoHi, no 1 dapmacboT dapmacboTukan3 | TMny - 3MiHK 3 AkocTi. A®L. KoHTposib AdL. 3miHa y peyenmom
chnakoHy pa3om 3 nkans Jtg,. nrp. napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
nineTKol-KOBNa4ykoM BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BKNafeHoMy y BUXIiQHWIA/NPOMXHUIA NpoAyKT/peareHT, Wwo
nonieTneHoBui BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
nakeTuK y KapTOHHIi (BopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
Kopobui peyoBUHM 6ioNorivYHOro abo iMyHONOrYHOro
NOXOMKEHHS) NapameTpa cneundikauii 3
BiANOBIAHUM METOAO0M BMNPOGYBaHHS 3a
pesynbTaTamu AoCNimKeHb 3 6e3nekn abo SKoCTi)
3miHa mex creumndikavii APl y BupobHuka N3 3a
nokasHukom «Sieve test». 3atBepmxeHo: 100%
passes through 100 mesh. 3anponoHoBaHo: 98%
passes through 100 mesh
88. | KAHAIA PO34MH AN POTOBOT "neHmapk IHais "neHmapk IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB: 3MiHK bes - UA/8209/01/01
NOPOXHUHY 1 %; 15 PapmacboT dapmMacbioTVKan3 | Tuny - 3MiHK 3 AkocTi. A®L. KoHTposb AdL. 3miHa y peyenma
My h1aKoHi i3 nkans Nita,. nra. napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,

npo6koto-
KpanenbHuLEe Ta
KOBMaykom 3
KOHTpONeM nepLuoro
BIiAKpUTTSA; no 1
chnakoHy B
KapTOHHIA ynakoBL,i

BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNOriYHOro abo iMyHONOrYHOrO
NOXOMXEHHS) NapameTpa cneyudikauii 3
BiNOBIAHUM METOAOM BUNPOGYBaHHSA 3a
pesynbTatamv focnifxeHb 3 6e3nekn abo AKocTi) -
3MmiHa mex creumdikayii APl y BupobHuka N3 3a
NoKasHWKOM «Sieve test» 3aTBepxeHo: 100%
passes through 100 mesh 3anponoHoBaHo: 98%
passes through 100 mesh
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
89. | KAHAIA pO34MH Ans neHmapk IHgis "neHmapk IHgis BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTtepianiB: 3MiHN 6e3 - UA/9754/01/01
30BHILIHLOIO dapmacboT dapmMacboTKan3 | Tuny - 3MiHu 3 AkocTi. A®Il. KoHTposib AdL. 3miHa y peyenma
3acrocyBsaHHs, 10 nkans Jta,. nra. napameTpax cneuudikaliin Ta/abo AonyCTUMUX MEeX,
mr/1 mn; no 20 mny BM3HAYEHUX y cneumdiikauisx Ha Adl, abo
hnakoHi 3 BUXIiQHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
KOBMNa4kom 3 BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea A®I
KOHTPO/IEM NEPLUOro (mopaBaHHsA abo 3aMiHa (3a BUHATKOM aKTUBHOT
BIAKPUTTSA; No 1 peyoBUHM 6i0N0rivYHOro abo iMyHOOrYHOro
chnakoHy B NOXOMKEHHS) NapameTpa cneundikauii 3
KapTOHHI ynakoBsL,i BiANOBIAHUM METOAO0M BMNPOGYBaHHS 3a
pe3ynbTaTamu focnimkeHb 3 6e3neku abo SKOoCTi)
3MmiHa mex creumndikauii APl y BupobHuka NN3 3a
nokasHukom «Sieve test». 3atBepmxeHo: 100%
passes through 100 mesh. 3anponoHoBaHo: 98%
passes through 100 mesh
90. | KICKANI TabneTku, BKpUTI HoBaprTic LLiBefiuapi BWMNYCK Cepil: HimeuunHa/ | BHeCeHHSs 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu 3a He UA/18205/01/01
NNiBKOBOO dapma Al A HosapTic ®apma CiHranyp | TMNy - AgMmiHicTpaT1BHI 3MiHW. 3MiHa kogy ATX - peyenmom | nidssieae

060/10HKO0, N0 200
Mr; no 21 Tabnetui y
6nictepi, no 3
6nictepn y
KapTOHHI kopo6Lyj;
no 21 tabnetuiy
6nictepi, no 3
6nictepu y
KapTOHHI KopobLj,
no 3 KOpoo6KkM y
KapTOHHIA Kopoo6Li

'M6X, HimeuunHa
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
HoaprTic ®apma
MpogakwH M6X,
Himeuunna
BMPOGHMLTBO,
KOHTPO/b SIKOCTI:
HosaprTic
Cinranyp
PapmacbioTuKan
MaHydhekTypiHr
MNre. N14.,
Cinranyp

3MiHU BHECEHO [0 IHCTPYKUiT AN MEANYHOr0o
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"®apmakoTepanesTnyHa rpyna. Kog ATX."
BiANOBIAHO [0 MikHapoaHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/):
3aTBEPKEHO — "AHTMHEONAaCTUYHI 3ac00Mu.
IHri6iTopn npoTeiHkiHasn. Kog ATX
LO1XE42.",3anponoHoBaHO — "AHTUHEONNACTUYHI
3aco6u. IHriGiTopn npoTeiHkiHasw. IHriGiTopu
uukniH3anexHoi kiHasu (CDK). Pnboumkni6. Kog,
ATX LO1EF02.". BBeAeHHS 3MiH NpOTAroM 6 MicsALiB
nicnsa 3aTBepKeHHs. 3MiHu Il Tuny - 3MiHW Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro NOCBifYEHHS, BK/IOUa0um
Mnax ynpaeniHHA pu3vkamu (3acTocyBaHHS 3MiH(1),
[ki(a) BuMararoTb(€) NoAaIbLIOro 06rpyHTYBaHHS
HOBMMW [OAATKOBMM AaHUMMU, LLIO MatoTb
HagasaTncs KOMNETEHTHUM OPraHoM, OCKifTIbKK
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM
opraHom) -
3as8BHUKOM OHOBJ/IEHO NaH ynpas/liHHA pu3nkamu
[o Bepcii 5.1. 3miHn BHeceHi fo yacTuH: |l
«Cneuudikauis 3 6esnekm», Il «MnaH 3
thapmakoHarnagy», V «3axoau 3 MiHiMisaw,i
pu3ukiB» , VI «Pe3tome nnaHy ynpas/iiHHA
pr3nkaMmn» Ta fofaTkiB 3rigHO 3 BUMOramm 10
CraHgapTunsoBaHoro chopmary MyP
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

management plan (RMP) in the EU — in integrated
format) y 3B’3ky 3 nepernsgom npobsem 6e3neku
3a pesynbTartaMmu KiHIYHUX gocnimpkeHb. 3MiHu I
Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpOTKili XxapakTepucTui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLUT AN18 MEANYHOr0o 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMUW JaHUMU 3 AKOCTi, AOKNIHIYHUMMU, KNiHIYHUMMN
JaHUMKN Ta faHnmuy 3 hapmakoHarnsgy -
MpepcTtasneHi 3miHy B iHchopmawii 3 6e3neku LWoao
BHECEHHS 3MiH Ta AOMNOBHEHb Y po3Ainax NpoekTy
IHCTPYKL|i 415 MeAUUYHOro 3acTOCyBaHHS
«OcobnMBOCTI 3acTOCyBaHHSA» Ta «Cnoci6
3aCTOCYBaHHSA Ta A03W» Ha MiAcTasi OHOB/IEHOT
iHchbopmawii 3 6e3neku, Wo MiICTUTLCA B KNIHIYHOMY
OrnaAji, OHOB/EHI KOPOTKii XxapakTepucTumui
nikapcbKoro 3acoby Ta nnaHi ynpasniHHA pusnkamu
Bepcis 4.2. BBeJeHHSA 3MiH NPOTArom 6-Tu micauis
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHK Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHu
Y KOPOTKili XapaKTepuCTuL NlikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeuyHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMM 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3zinis "®apmakonoriyHi BlactuBocTi”,
"Oco6nmBOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3un”, "MobiyHi peakui™ woao
YTOUYEHHA AaHux gocnimkeHHs CLEEO11A2116.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepXeHHs. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm
Y KOPOTKIli XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOTO
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBYMM AaHUMU 3 SIKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
chapmakoHarnsgy
3MiHU BHECEHO [0 IHCTPYKUiT AN MeAUYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"apMakonoriyHi BnactMBOCTI" WOA0 AaHWX 3
6e3Mekn CTOCOBHO KaHLLeporeHHOCTi. BBegeHHs 3MiH
NPOTAroM 6-T MICALIB MiC/SA 3aTBEPKEHHS. 3MiHM
Il Tny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTuLi
nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|T A8 MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW AaHWMU 3 AKOCTI, AOKiIHIYHUMMU, KNiHIYHUMMN
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
JaHuMu Ta gaHumu 3 hapmakorarnsgy -
3MiHV BHECEHO [0 iHCTPYKLIT AN MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”, "OcobmBocTi
3acTtocyBaHHA", "Mo6iYHI peakuii” WoA0 YTOUHEHHS
faHnx gocnimpxkeHHa A2301 (MONALEESA - 2) Ta
LLI00 MOBIAOM/IEHHS NPO MiJ03PtOBaHI MOGIYHI
peaxuii. OHOB/IEHO NaH ynpas/iHHA pusnkaMmu 4o
Bepcii 6.0. BBefeHHs 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHu
Y KOPOTKili XapaKTepuCTuL NikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 415 MeuyHOro
3aCTOCYyBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMM 3 SIKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW aHUMK Ta AaHMU 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
posginis "®apmakonoriyHi BnactueocTi", "Mo6iyHi
peakui” LLoA0 YTOUYEeHHS faHuX JOCAiAKEeHHS
CLEEO11F2301 (MONALEESA - 3).
BBefeHHs 3MiH npoTarom 6 micAuis nicas
3aTBEPMAKEHHSA
91. | KCANOMTUK Kpansi O4Hi, pO34uH, dapmaueBT Monbuwa BMPOGHULTBO 13, Kopes/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/13410/01/01
50 mkr/mn no 2,5 mn NYHWIA nepBuHHe MonbLua/ | TMny - 3miHK 3 AkocTi. CepTudcpikat peyenmom
y h1akoHi 3 3aBog nakyBaHHs, ITanisa BignosigHocTi/l E-cepTudikat BignosigHOCTI
KpanenobHuueto; no 1 | "Monsthapm KOHTPO/Ib SIKOCTI: €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
chnakoHy 3 a"C. A TaexyH PAPM. HOBOro abo OHOB/IEHOTO cepTudikara BifgnoBigHOCTI
KpanesibHULelo B Ko. Nitp, Kopes ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
KapTOHHIlA KOpooLi BTopuHHe €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
nakyBaHHs, marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
KOHTPO/b SIKOCTI BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
N3 Ta BunNyck [0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
cepii: €sponelicbkin dhapmakonei) - HoBuii ceptudiikat Ha
dapmaueBTUYHNI HecTepunbHuiA Ad|, sknin 6yae BUKOPUCTOBYBATUCS
3aBog, NSt BUPOGHMLITBA CTEPUSIBHOTO NiKapPCbKOro 3acoby,
"Monbhapma” C. AKLLIO BOJA BUKOPUCTOBYETBLCS HA OCTaHHIX eTanax
A., Monbwa CMHTE3Y Ta Matepian He BiflbHWiA Bif 6akTepiasibHUX
BupobHMLTBO €HOO0TOKCUHIB - MOAAaHHSA HOBOTO cepTudikaTa
N3, nepBuHHe Ta BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne RO-
BTOPVHHE CEP 2021-058 - Rev 00 gns gjto40i peqyoBuHU
nakyBaHHs, Latanoprost Bif, BXe 3aTBEpAXeHOro BUPo6HMKa
KOHTPO/b AKOCTI YONSUNG FINE CHEMICALS CO., LTD.
Ta BUMyCK cepii: (3atBepmxeHo: ASMF Latanoprost AP EU Version
dapwmirea C.n.A,, 9.1/Date (2021.04.19), AP EU Version 9.2/Date
ITanisa (2021.07.20)
92. | KCE®OKAM® | TabneTku, BKpUTI AciHo LLiBefiuapi Takepa Mm6X, HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepiani: 3MiHK 3a - UA/10245/01/01
nNiBKOBOO dapma Al A micue | Tuny - 3MiHu 3 AkocTi. A®L. KoHTposb AdL. 3miHa y peyenmom

060/10HKOHD, NO 4 M,

BMPO6GHULITBA

MeTofdax BunpobyBaHHs A®| abo BuxigHoro
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Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

yBaHHs*

peecmpayiliHo2o
nocsio4eHHs

3acoby

no 10 Tabnetok y
6nictepi, no 1
6nicTepy B
KapTOHHI KopoobLi

OpaHieHbypr

marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(iHwWi 3MiHM B MeTodax BUNPOGYBaHHSA (BKIOYaun
3aMiHy abo JOMNOBHEHHS) /151 peareHTy, Lo He
CMPUYNHAE ICTOTHOTO BMUBY Ha AKiCTb Adl). 3miHa
PO34KHY, WO BUKOPUCTOBYETLCA A/1A BU3HAUEHHS
po3mipy 4yacTtok B A®I J/lopHokcukam (po3ynH tensid
3amiHeHO Ha po3yrH Nonidet P40). 3miHu | Tuny -
3MiHu 3 aKocTi. APl KoHTponb AP, 3miHa y
mMeToAax BUNpobyBaHHs AD| abo BMXigHOro
mMatepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BMNPO6YBaHHs). 3MiHa BUMIpIOBa/IbHOrO nNpunagy
[ON151 BU3HAYEHHSA rpaHyIoMeTpuyHoro cknagy Adl
JNopHokcukam, a came- Malvern Mastersizer 2000
3aMiHeHO Ha HoBily mMogens Malvern Mastersizer
3000, L0 BignoBiAaE Cy4acHOMY PiBHIO
aHaniTM4yHoro o6nagHaHHA. 3miHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikalin Ta/abo fonycTUMUX MEX, BUSHAUYEHNX
y crneumdikanisx Ha A®l, abo BUXiZHNIA/MPOMIKXHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NpoLeci
BMPO6HULTBA AD| (BUNYYEHHA HE3HAYHOTO
nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHuka)). BunyyeHHst TecTy Ha BMICT
«Baxkux metanis» 3i cneumdikauii Ha Adl.
BHeceHHs pefakuiiiHux 3MiH A0 crneumdikauii, wob
npvBecTy Ti y BigNoBIAHICTb 40 HOBOrO BHYTPILLUHLOIO
CyyacHoro wabnoHy/gopmMarty.

UA/10245/01/02

93.

KCE®OKAM®

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, MO 8 Mr
no 10 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

AciHo
®Papma Al

LLisefiuapi
A

Takepa M'mM6X,
Mmicue
BMPOGHULITBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHN
| TMny - 3MiHu 3 akocTi. A®L. KoHTposib AdL. 3miHa y
mMeTofax BunpobysaHHs AP abo BUXigHOro
marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHwWi 3MiHM B MeTodax BUNPOGYBaHHSA (BKIOHaUn
3aMiHy abo JOMNOBHEHHS) A1 peareHTy, Lo He
CMPUYNHSAE ICTOTHOTO BMUBY Ha AKiCTb AdI). 3miHa
PO34MHY, WO BUKOPUCTOBYETLCA A/19 BU3HAYEHHS
po3mipy 4yacTtok B A®I J/lopHokcukam (po3yunH tensid
3amiHeHO Ha po3urH Nonidet P40). 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeToAax BUNpobyBaHHS AD| abo BMXigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPMCTOBYETLCA Y NpoLieci Bupo6HuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAax
BMNPO6YBaHHs). 3MiHa BUMIpPIOBa/IbHOrO nNpunagy
[ON151 BUSHAYEHHSA rpaHyIoMeTpuyHoro cknagy Adl

3a
peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

JNopHokcukam, a came- Malvern Mastersizer 2000
3aMiHeHO Ha HoBilwy mMogens Malvern Mastersizer
3000, Lo BigNoBiAaE Cy4acHOMY PiBHIO
aHaniTM4yHoro o6nagHaHHA. 3miHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikalin Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX
y crneumdikanisx Ha A®l, abo BUXiAHNIA/MPOMIKXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOG6HULTBA AD| (BUNYYEHHA HE3HAYHOTO
nokasHuka AKoCTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHuka)). BunyyeHHst TecTy Ha BMICT
«Baxkux metanis» 3i cneumdikauii Ha Adl.
BHeceHHs pefakuiiiHux 3MiH A0 crneumdikauii, wob
npvBecTU Ti y BigNoBIAHICTb 40 HOBOrO BHYTPILLUHLOIO
CcyyacHoro wabnoHy/gopmMarty.

94.

KCE®OKAM®
PAMIZA

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOH0, NO 8 M,
no 6 TabneTok y
6nictepi, no 1
6nictepy B
KapTOHHIA KopoobLi

AciHo
®apma Al

LLiBefiuapi
A

Takepa M'M6X,
Mmicue
BMPOGHULITBA
OpaHieHbypr

HimeuunHa

BHECEHHS 3MiH [0 peecTpavLjiiiHiX MaTepianis: 3MiHN
| Tuny - 3MiHu 3 akocTi. A®L. KoHTposib AdL. 3miHa y
mMeTofdax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdDI
(iHwWi 3MiHM B MeTodax BUNPOGYBaHHSA (BKIOYaUn
3aMiHy abo JOMNOBHEHHS) A1 peareHTy, Lo He
CMPUYNHSAE ICTOTHOTO BMUBY Ha AKiCTb AdI). 3miHa
PO34MHY, O BUKOPUCTOBYETLCA A/15 BU3HAUEHHS
po3mipy yacTtok B A®| JlopHokcukam (po3unH tensed
3amiHeHO Ha po34urH Nonidet P40). 3miHu | Tuny -
3miHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeToAax BUNpobyBaHHS AD| abo BuXigHOro
mMartepiany/npomiKHOro NpoAayKTy/peareHTy, LWo
BMKOPMCTOBYETLCA Y NpoLieci BupobHuuTea AdI
(He3HauHi 3MiHN y 3aTBEpPKEHNX MeToAaX
BMNPO6YBaHHs). 3MiHa BUMIpPIOBa/IbHOrO nNpunagy
[ON151 BU3HAUYEHHSA rpaHyIoMeTpuyHOro cknagy Adl
JNopHokcukam, a came- Malvern Mastersizer 2000
3amiHeHO Ha HoBilwy Mogenb Malvern Mastersizer
3000, Lo BignNoBiAaE Cy4acHOMY PiBHIO
aHaniTM4yHoro o6nagHaHHA. 3miHu | Tuny - 3miHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
crneundikayii Ta/abo AONYCTUMUX MEX, BUSHAYEHMNX
y crneumdikalisx Ha A®l, abo BUXiAHNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPO6HMLTBA AD| (BUNYYEHHA HE3HAYHOTO
nokasHuka AKocTi (Hanpuknag BUIyYeHHs
3acTapifioro NokasHuka)). BunyyeHHst TecTy Ha BMICT
«Baxknx meTtanis» 3i cneyucpikauii Ha AdI.
BHeceHHs pefakuiiiHux 3MiH A0 crneumdikauii, wob
npvBecTy i y BigNoBIAHICTb 40 HOBOrO BHYTPILLUHLOIO
CyyacHoro waboHy/gopmMarty.

3a
peyenmom

UA/2593/03/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
95. | KYUYNKY® Kpanni HasanbHi, Jenbta LLisefiuapi BMPOGHMLTBO, PymyHis BHECEHHS 3MiH [0 peecTpauljiiiHux maTepianis: 6e3 UA/18502/01/01
HA3A/b po3uuH 0,05 % no Megiken A nepBuHHE Ta YTOUHEHHS] HANUCaHHA (PYHKLili BUPOBHUKIB B peuyenma

10 mn y dpnakoHi 3 MpomMoyLLUH3 BTOPUHHE Hakasi MO3 YkpaiHu Ne 1808 Big 18.10.2023 B

Haza/IbHUM Al nakyBaHHs, BUMYyCK npoueci BHeECEHHSA 3MiH (3MiHn | TUny - 3MiHN 3

annikatopowm; ro 1 cepi: AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y

chnakoHy B K.O. Biothapm BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

KapTOHHI ynakoBsL,i C.A., PymyHis; CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/IHO SKOCTI

KOHTpONb cepil
(chisunko-xiMiuHwit
Ta
MiKpo6ionorivHuiA
KOHTPO/b):
Biocdhapm C.A.,
PymyHis

roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHUL, Ha AKIA 34IACHI0ETLCS
KOHTPO/b/BMNPOGYBaHHS cepii) Ao4aBaHHS AifbHUL
015 NpoBefeHHA (Pi3nKO-XiMiYHOro Ta
MiKpPOGIO/I0riYHOro KOHTPOSIKO Cepil FOTOBOr0
nikapcbkoro 3acoby biodapm C.A., Byn. Apymyn
l'ypa Begikynyii, No202-232 Cektop 3, M. ByxapecT,
ingekc 032613, PymyHis /BIOFARM S.A., Drumul
Gura Badicului, nr.202-232, Sector 3, Bucuresti, cod
postal 032613, Romania, fika 3aMiHIOE MOTOUYHY
3aTBEPMKEHY AiNbHUL0. 3aTBepiKeHa AifNbHULA
3a/mLae 3a co601 HaCTYMHI PyHKLii: BUPOGHMLTBO,
nepBUHHE Ta BTOPUHHE NakyBaHHS, BUMYCK Cepil.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUNyYeHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUi
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWKa -
noJaHHA OHOB/IEHOro cepTudpikarta BiANOBIAHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2006 -286-Rev
01 (3aTBepmxeHuii: R1-CEP 2006 -286-Rev 00) ans
Liro40i pevyoBUHY KCUIoMeTas3oniHy rigpoxiopua, Big,
3aTBEPKEHOro BUPO6HMKa BASF
PharmaChemikalien GmbH&Co0.KG sknii 3miHvB
HalimeHyBaHHs Ha SIEGFRIED
PHARMACHEMIKALIEN MINDEN GmbH, Germany,
6e3 3MiHn Micusa BUpo6GHMLTBA). Pepakuis B Hakasi
- KOHTpOJIb cepil (hi3nko-ximiuHuii Ta
MiKpoGionoriuHuii KoHTponb): K.O. Biodapm
C.A., PyMyHisi; BUpOGHULITBO, NEpPBUHHE Ta
BTOPUHHE NaKyBaHHs, BUNYcK cepii: biochapm
C.A., PymyHis. 3anponoHoBaHa pefakLiis -
BMPOGHULITBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, Bunyck cepii: K.O. biochapm C.A.,
PyMyHisi; KOHTponb cepil (pi3uko-ximiuHuii Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MiKpoGionoriuHuii KoHTponb): Biodhapm C.A.,
PymyHis.
96. | TAPHAMIH® rpaHynv ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 - UA/13304/02/01
OpasibHOro PO34UHY, "®apmak” | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
3r/5r,no5rB. KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3mMiHa
cawe, no 10 a6o 30 napameTpiB cneuudikauii Ta/abo JoNyCTUMMX MEX
calle y nauui 3 roTOBOrO JliKapcbKoro 3acoby (iHLWi 3MiHV) BBEAEHHS
KapToHy nepioAnYHoCTi KOHTposto /13 3a NokasHMKOM
"Mikpob6ionoriyHa uncTtoTa"; nepLuy Ta KOXHy AecsaTy
HacTynHy cepii, ane He pigwe 1 pa3y Ha pik. 3miHu |
TMNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3acoby (015 npuBeLeHHs y BiANOBIAHICTL 3 AdY abo
€Bponelicbkol hapMakoneeto Ta BUIyYeHHs
nocunaHHA Ha 3acTapinuii BHyTPILLHIA MeToa
BMNPOO6YBaHHS i lioro Homep) BunyyeHHs MOBHOIO
BMKady METOAVKV 3 METOZIB KOHTPO/IIO 3a
nokasHukom «MikpobiosnoriyHa unctota». Metopq,
aHanisy BkoYeHo o AdY Ta E€Bponeicbkoi
thapmakonei (gitoyi BugaHHs). HopmyBaHHsA
3a/IMLWEH0 6e3 3MiH.
97. | IEBOMEKO/ | ma3b,no40g(r)y MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 6e3 - UA/8436/01/01
b Ty6i; no 1 Ty6i B "Ximcpapmsa "Ximchapmsasog | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenma
naJi 3 KapToHy BO/, "UepBoHa 3ipKa" hapmakoHarnsagy (iHwi 3miHn) - BBeaeHHa
"YepBoHa [04AaTKOBOro TEKCTY MapKyBaHHA BTOPUHHOT
3ipka" ynakoBKW NikapcbKoro 3acoby i3 3a3HayveHHsm 2D-
Koay y n. 17 IHWE. TepmiH BBeAEHHA 3MiH -
npoTsArom 6 MicsILiB nicnsa 3aTBePKEHHS!
98. | NIHIMEHT NiHimeHT N0 401y MPAT YKpaina BiANOBiAA/IbHWIA 32 Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 6e3 - UA/0228/01/01
BANb3AMIY Ty6ax; no 40 ry "OITOPAPM BMPOGHMULITBO, | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
HWUIA (3A O.B. | Ty6i; no 1 Ty6i B " nepBMHHE/BTOPUH thapmakoHarnsgy. BeegeHHs abo 3miHn fo
BULWHEBCBK | nauui He nakyBaHHs, y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
M) KOHTPO/b SIKOCTI (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
Ta BUNycK cepii: hapmakoHarnsgy, 3miHa yrnoBHOBaXeHoi ocobu,
MPAT Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsaay;
"PITODAPM", KOHTaKTHOI 0Co6U 3 hapMakoHarnsay 3asiBHMKa 415
YKkpaiHa; 3ailicHeHHs thapmakoHarnsay B YkpaiHi, SKLL0 BoHa
BiANOBIAA/IbHWIA 32 BigMiHHa Bif, yNOBHOBaXKEHOI 0CO6W, BignoBigasibHOI
BMPOGHMLITBO, 3a 3ificHeHHA dhapmakoHarnsagy (Bkaoyaoun
nepBMHHE/BTOPUH KOHTaKTHI AaHi) Ta/abo 3MiHM Y pO3MiLLEHHI MacTep-
He nakyBaHHA Ta (paiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTPO/b SIKOCTI: KOHTaKTHUX AaHVX YyNOBHOBaXeHOi 0COOM 3asBHUKA,
AT "ly6Hudpapm", BiANOBIAa/IbHOI 3a hapmakoHarnsag,. 3miHa
YkpaiHa MicLle3HaxoMKEHHS1 MacTep-haiina cuctemm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3AiiCHEHHA OCHOBHOI AisNbHOCTI 3 dhapmakoHarnsgy
99. | NIHNAP3A TabNeTkn, BKPUTI AcTpa3eHek LLIBeuis BMPOGHULITBO CnonyyeHi BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHK 3a He UA/14747/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
MN/1iBKOBOIO a Ab Tabnetok Wratn/ | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom | nionsizae
060/10HKO10, N0 100 onanapuby (etan Benvka thapmakoHarnagy (iHwi 3MiHn) - 3MiHM BHECEHO [0
Mr no 8 TabneTok B BMPOGHULITBA Bputanis/ IHCTPYKUIT AN MEAMYHOro 3aCTOCYBaHHSA
6nicTepi; no 7 €eKCTpyL0BaHOro LLiBewis nNikapcbKoro 3acoby A0 po3ainis "®apmakosioriyHi
6nictepis B NPOMIiXHOro BnactmeocTi", "Cnocib 3acTocyBaHHA Ta fo3un"
KapTOHHIA KOpO6L NPOAYKTY Ta (BWnyYeHHs iHchopmalii Npo 3acTocyBaHHA
nicNsiekcTpysinHuii nikapcbKoro 3acoby B fikapcbkiin hopmi "kancyin®).
eTan BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
BMPOGHMLTBA), 3aTBepmKeHHs. 3miu Il Tuny - 3MiHn Wwopao
KOHTPO/b AKOCTI: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm
AGGBI NimiTepn, y TepaneBTUYHNX NOKa3aHHAX (4ofaBaHHA HOBOro
CnonyueHi Wratu; TepaneBTUYHOro NokasaHHa abo 3miHa y
nepBuHHe Ta 3aTBEPMKEHOMY NokasaHHi) - 3MiH1 BHECeHO [0
BTOPWHHE IHCTPYKUIT AN1S MEAUYHOTO 3aCTOCYBaHHS
nakyBaHHs, nikapcbKoro 3acoby Ao po3ginis "MokasaHHSA" (3MiHK
KOHTPO/b SIKOCTI, y 3aTBepKeHOMY NokasaHHi, a came:
BUNYCK cepil: 3ATBEP)KEHO: Pak nepeMixypoBoi 3a/103U.
AcTtpa3eHeka IOK Ninnap3a nokasaHa sik MoHoTepanis A5 NikyBaHHA
NimiTen, Benuka [0POCNNX NAaLEHTIB i3 MeTacTaTMYHUM KacTpauiiHo-
BputaHis; Pe3nCTEHTHNM pakom nepeamixypoBoi 3a/103u Ta
BMPOGHMLITBO MyTauismm reHa BRCA1/2 (repmiHasibHO Ta/abo
Tabnetok COMAaTWYHOI0), B AKX BiAOY/10Cs NporpecyBaHHs
onanapvby (etan nicnsa nonepeaHLOro 3acTocyBaHHA HOBOTO
BMPOGHULITBA ropMoHasibHoro npenaparty. 3ANPOMNOHOBAHO:
eKCTpyA0BaHOro Pak nepegmixypoBoi 3as1031. JliHnap3a nokasaHa sk:
NPOMIiXHOro * MOHOTepanis 415 NikyBaHHSA [0POC/MX NALEHTIB i3
NpoAyKTYy Ta MeTacTaTUYHUM KacTpaLiiHo-pe3NCTEHTHUM pakoM
nicNsiekcTpysinHuii nepeamixyposoi 3ano3u (MKPPI3) Ta myTauismu
eTan reHa BRCA1/2 (repmiHasibHOWO Ta/abo coMaTuyHOL0),
BUPOGHMLTBA), B AIKMX Bigbynocs nporpecyBaHHs nics
nepBuHHe Ta nonepeaHbLOro 3acToCyBaHHA HOBOTO
BTOPWHHE rOpMOHa/IbHOTrO Npenapary; ¢ y KoMGiHaL,i 3
nakyBaHHs1, abipatepoHoM i NpeAHI30HOM abo NpesHiI30/1I0HOM
KOHTPO/b SKOCTI, [ANA NikyBaHHA AOpOC/MX nauieHTis i3 MKPPIM3,
BUMYCK Cepii: AKUM KNIHIYHO He noka3aHe NpoBeAeHHS
AcTtpa3eHeka Ab, ximioTepanii (guB. po3gin «PapmakoguHamika»)), sK
LLiBeuist; HacnifoK, 3MiHN BHECEHO A0 pOo34inis
KOHTPO/b AKOCTI: "apmMakonoriyHi BnactusocTi", "Oco6nBoCTi
AcTpa3eHeka Ab, 3acTocyBaHHs", "Cnoci6 3acTtocyBaHHsA Ta Ao3n",
LLBeuis "Mo6iuHi peakuji”. BBeAEHHSA 3MiH NPOTArom 6-Tu
MicALiB Nicnsa 3aTBepPAKEHHS.

100. | NIHAOAP3A TabneTku, BKpUTI AcTpa3eHek Lsewis BMPOGHMLITBO CnonyyeHi BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3MiHu 3a He UA/14747/02/02
N/1iBKOBOIO a Ab Tabnetok Wratn/ | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
060/10HKO10, N0 150 onanapuby (etan Benuka thapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
Mr no 8 TabneTok B BMPOGHULITBA Bputanis/ IHCTPYKUIT AN MEAMYHOrO 3aCTOCYBaHHS
6nicTepi; no 7 €eKCTpyL0BaHOro LLiBeujs nikapcbKoro 3acoby A0 po3zinis "®apmakosioriyHi
6nictepis B NPOMIiXHOro BnactueocTi", "Cnocib 3acTocyBaHHA Ta fo3un"

KapTOHHI/ Kopobui NPOAYKTY Ta (BWyYeHHs iHthopMmalii Npo 3acTocyBaHHSA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nicnsiekcTpysinHuii nikapcbKoro 3acoby B fikapcbkiii hopmi "kancyin®).
eTan BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
BMPOGHMLTBA), 3aTBepmKkeHHs. 3minu Il Tuny - 3MiHn Wwoao
KOHTPO/b AKOCTI: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHu
AGGBI NimiTepn, y TepaneBTUYHNX NOKa3aHHAX (4ofaBaHHA HOBOro
CnonyueHi Wratwy; TepaneBTUYHOro NokasaHHa abo 3miHa y
nepBuHHe Ta 3aTBEPAKEHOMY NnokasaHHi) - 3MiH1 BHeCeHo [0
BTOPWHHE IHCTPYKUIT ANS MEAUYHOTO 3aCTOCYBaHHS
nakyBaHHs, nikapcbKoro 3acoby Ao po3ginis "MokasaHHSA" (3MiHK
KOHTPO/b SIKOCTI, y 3aTBepLKeHOMY NokasaHHi, a came:
BUNYyCK cepil: 3ATBEP)KEHO: Pak nepeaMixypoBoi 3a/103U.
AcTtpa3eHeka IOK Ninnap3a nokasaHa sik MoHoTepanis A5 NikyBaHHA
NimiTen, Benuka [0POC/NX NaLEHTIB i3 MeTacTaTMYHUM KacTpauiiHo-
BpuTaHis; Pe3nCTEHTHUM pakom nepeamixypoBoi 3as103u Ta
BMPOGHMLITBO MyTauismm reHa BRCA1/2 (repmiHasibHO Ta/abo
Tabnetok COMAaTWYHOI0), B AKX BiAOY/10Cs NporpecyBaHHs
onanapvby (etan nicnsa nonepeaHLOro 3acTocyBaHHA HOBOTO
BMPOGHULITBA ropMoHasibHoro npenaparty. SANPOMNOHOBAHO:
eKCTpyA0BaHOro Pak nepegmixypoBoi 3as1031. JliHnap3a nokasaHa sk:
NPOMIiXHOro * MOHOTepanis 415 NikyBaHHA [0POC/MX NALEHTIB i3
NpoAyKTYy Ta MeTacTaTUYHUM KacTpaLiliHO-pe3NCTEHTHUM pakoM
nicNsiekcTpysinHuii nepeamixyposoi 3ano3un (MKPPI3) Ta myTauismu
eTan reHa BRCA1/2 (repmiHasibHOWO Ta/abo coMaTuyHOL0),
BUPOGHMLTBA), B AIKMX Bigbynocs nporpecyBaHHs nicns
nepBuHHe Ta nornepeAHbLOro 3acToCyBaHHA HOBOTO
BTOPWHHE rOpMOHa/IbHOTro Npenapary; ¢ Yy KoMGiHaL,i 3
nakyBaHHs1, abipatepoHoM i NpeAHI30HOM abo NpPesHiI30/10HOM
KOHTPO/b SKOCTI, 0118 NiKkyBaHHSA f0pOCAMX nauieHTis i3 MKPPIM3,
BUMYCK Cepii: AKUM KNIHIYHO He noka3aHe NpoBeAeHHS
AcTtpa3eHeka Ab, ximioTepanii (guB. po3gin «PapmakoguHamika»)), K
LLiBeuist; HacnifoK, 3MiHN BHECEHO A0 po34inis
KOHTPO/b AKOCTI: "®apmakonorivyHi BnactmsocTi”, "OcobmBocTi
AcTpa3eHeka Ab, 3acTocyBaHHs", "Cnoci6 3acTtocyBaHHsA Ta Ao3n",
LLBeuis "Mo6iuHi peakuji”. BBeAEHHSA 3MiH NPOTArom 6-Tu
MicaLiB Nicna 3aTBepAKEHHS.
101. | MAKPOIron NOpPOLLOK TOB "TK Ykpaina AsecTta ®apma IHgis BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW - - UA/15027/01/01
4000 (cybeTaHuis) y "ABpopa" Met., N14. | TuNy - AAMiHICTpPaTVBHI 3MiHK. 3MiHa
noaBiniHWX HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS
nosieTUIEeHoBMX LiSiNbHOCTI BUpOOHUKa (BK/IHOYaKUn, 3a
MilKkax ans HeobXiAHOCTI, MicLie NPOoBEAEeHHS KOHTPOJIH SKOCTI),
hapMaLeBTUYHOIO abo BnacHuka macTep-ghaiina Ha A®l, a6o
3aCcTOCyBaHHA noctavanbHuka A®l/BuxigHoro

marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCSA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOChE Ha Mikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKA HOBOT AONOMDKHOI pEYOBUHM
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(AKLLO 3a3HaYeHo Y A0CbE). 3MiHa agpecu
BMpo6HUKa ABecTa ®apma MBT., /1T4., IHAisA, 6e3
3MiHM Ha3BM BMPOGHUKA
102. | MENOKC PO34MH A5 iH'EKLN, Megokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a He UA/15382/01/01
15 mr/1,5 mn; no 5 nTa (AMNybHUI | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
amnyn y hacCoHHOMY IH eKUiAiHnT hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTumui
6nicTepi; no 1 abo 2 3aBopn) nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nictepu y IHCTPYKUII ANA Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
KapTOHHI Kopoobui perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBILHO
[0 nnaHy negiatpuyHux gocnimpxkersb (PIP) (iHwi
3MiHM) 3MiHV BHECEHO B IHCTPYKLLitO AN MEANYHOTO
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA
rpyaAr0” BignoBigHO [0 OHOBMEHOT iHchopMaLii Wwoao
6e3nekn 3aCTOCyBaHHS [il040i PeYOBMHM 3rigHO 3
pekomeHgauieto PRAC. BBeeHHs 3MiH npoTarom 3-
X MiCALIB MiC/1A 3aTBEPKEHHS.
103. | MENIOCCO PO34UH A5 iH'EKLIN, TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/19320/01/01
15 mr/1,5 mn; no 1,5 «MIKPOXIM «MIKPOXIM», | TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peyenmom | nions2ae
M/1 B amnynax, no 5 » YkpaiHa HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (B1laCHUKA

amnyn y 6nictepiy
naJi 3 KapToHy

(nabopaTtopis
pi3nKo-XiMiYHOro
aHanisy Ta
KOHTPO/0
BUPOBHULTBA;
naboparopis
6ionoriyHoro
aHanisy;
BMPOGHMYaA
LiNbHAUS;
BiANOBiAabHMI 3a
BWMNYCK Cepii, He
BK/THOHAI0UM
KOHTPONb/BUNPOBY
BaHHS cepii)

peecTpauiiiHoro NocBig4eHHs ) - 3MiHa agpecu
3asBHMKa. BBeAEHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkeHHs. 3MiHu | Tuny -
AOMiHICTpaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BMPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYAl0uM AiNbHULI BUMYCKy cepii abo micue
NpoBeAeHHS KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUN BUMYCK
cepii) - 3miHa rpuanYHoi agpecun BupobHuka N3,
6e3 3MiHN Micus BUpo6HMLTBA. BBEAEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNSA 3aTBEPMKEHHS. 3MiHM |
TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
3MiHV Yy BUpOOHMUTBI. 3MiHa iMnopTepa/3MiHu, LWo
CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIH AKOCTI
roTOBOrO JlikapCcbkoro 3acoby (3amiHa abo
[ofaBaHHA BMPOOHUKA, LLO BiANOBILA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - He Bkaovaroum
KOHTPO/b/BMNPOOYBaHHA cepii - AoAaBaHHA
BUpo6HMKa 13, BignoBiganbHOro 3a BMNyck cepir,
He BK/IK0Yaoun KOHTposb/BUNpobysaHHs cepii: TOB
HB® «MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwuis, Byn. ByaiHaycTpii, 5). 3MiH1 BHeceHi B
IHCTPYKL,il0 ANS MeAMYHOro 3acTOCyBaHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbKoro 3acoby y po3ginu "BupobHuk”,
"MicLe3Haxo4KeHHs BUPOGHMKa Ta Aoro agpecu
MiCLii NPOBaPKEHHA AIANbHOCTI" 3 MOX/IMBICTIO
[OPYKyBaTV OKpPeMi iHCTPYKLi 415 MeauyHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby Ans BignoBigHUX
BMPOGHUKIB Ta K HACNIA0K NOsiBa YNakoBOK
nNikapcbKoro 3acoby A5 A0AATKOBUX BUPOOHNKIB.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAuiB nicns
3aTBEPLKEHHS.
104. | METUNNPEQD | Tabnetkv no 8 Mr no TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a - UA/3183/01/02
HIBO/IOH-®C | 10 Tabnetoky "ACIHO Crapt" | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenmom
6nicTepi; no 3 YKPAIHA" KOHTPO/1b TOTOBOTO NiKAPCbKOro 3acoby. 3miHa y
6nicTepn y nayui MeToJax BUMPO6YBaHHS rOTOBOrO /iKapCbKOro
KapTOHHilA 3acoby (He3Ha4yHa 3MiHa y 3aTBEpPKEHUX MeTofax
BMNpo6yBaHHA) HesHauHi 3MiH1 B MeToAMKax
KOHTPOJO SIKOCTi A1 NOKa3HUKiB «OAHOPIAHICTb
BMICTY» Ta «KifibKiCHe BUSHAUYEHHS».
105. | METUNNPEL, | Tabnetky no 4 mr no TOB YKpaina TOB "®apma Ykpaina BHECEHHS 3MiH 40 PEeECTpaLiliHNX MaTepiasiB: 3MiHK 3a - UA/3183/01/01
HIBONNOH-®PC | 10 Tabnetok y "ACIHO Crapt” | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nictepi; no 3 YKPAIHA" KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
6nictepn y nauui MeTo4ax BUNPObYyBaHHSA rOTOBOTO JliKapCbKOro
KapTOHHIiA 3aco0y (He3HayHa 3MiHa y 3aTBepKeHNX MmeTodax
BMNPO6YBaHHSA) HesHauHi 3MiHWM B MeToamKax
KOHTPO/O SIKOCTi AN NOKasHWKiB «OfHOPIAHICTb
BMICTY» Ta «KisIbKiCHE BU3HAYEHHS».
106. | METOTPEKC Tabnetkv no 10 wr; EBEBE AscTpis BUMNYCK cepil: AscTpisi/ BHECEHHS 3MiH 10 peeCTpaLiiiHuX maTepianis: 3MiHM 3a He UA/0513/01/03
AT "EBEBE" no 50 TabneTtok y dapma EBEBE dapma HimeuunHa | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | niossieae
KOHTeliHepi; no 1 lec.m.6.X. lec.m.6.X. Hopr. hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTuui
KOHTelHepy Yy Hdpr. KI K, AscTpisi; nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHI KOpoOLyi BUNYCK cepil: IHCTPYKUi A1 MeANYHOro 3aCTOCyBaHHSA Ha nigcTasi
Cantotac ®apma perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
v6X, HimeuyunHa,; nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
BUPOBHMUTBO in 3acToCyBaHHS NikapcbKoro 3acoby B
bulk, ynakoska, nicnspeecTpauiiHnii nepioa, abo sk pesynbTar
TecTyBaHHA: MaynT OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BiAMNOBIAHO
dapma Amaper 00 nnaHy negiatpnyHux gocnigxkerb (PIP) (3miHy
'mM6X, HimeuunHa Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHM BHECEHO B iHCTPYKLIit0 ANs
MeAMYHOro 3acToCyBaHHA MiKapCbKoro 3acoby Ao
po3ziny "B3aemogis 3 iHWMMM NiKapCbKUMU
3acobamu Ta iHLWi BUAW B3aemogiii" BiAnoBigHO [0
OHOB/EHOT iHChopMaLyii LWoAo 6e3mnekn 3acToCyBaHHS
Lito40i pevyoBuHY 3rigHO 3 pekoMeHaauieto PRAC.
TepMmiH BBEflEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA
107. | METOTPEKC Tabnetkv no 2,5 wmr; EBEBE ABCTpiIs BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: 3MiHK 3a He UA/0513/01/01
AT "EBEBE" no 50 TabneTok y Papma EBEBE ®apma HimeuunHa | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
KOHTeHepi; no 1 fec.m.6.X. [ec.m.6.X. Hdpr. thapmakoHarisgy. 3mMiHa y KOpoTKili XxapakTepucTuLi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
KOHTEliHepy y Hdpr. KI KI', ABCTpisi; nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHilA KopooLi BUNYCK cepil: IHCTPYKUII ANA MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
Cantotac ®apma perynisipHoO OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nekn
vM6X, HimeyunHa; nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
BUPOBHMLTBO in 3aCcTOCYyBaHHSA Nikapcbkoro 3acoby B
bulk, ynakoBka, nicnsipeecTpauiiinii nepiog, abo sk pesynbtar
TecTyBaHHs: [aynT OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIAHO
dapma Amaper [0 nnaHy negiatpnyHux gocnigpxkeHs (PIP) (3MiHy
'M6X, HimeuunHa Y3rofXXeHo 3 KOMMEeTEHTHUM YNOBHOBaYKEHUM
opraHom) - 3MiHM BHECEHO B iHCTPYKLitO A5
MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3ziny "B3aemogisi 3 iHWMMKM fliKapCbKUMU
3acob6amu Ta iHLWi BUAM B3aEMOZiin" BignoBigHo g0
OHOBJIEHOT iHhOpMaLii LoA0 6e3nekn 3acToCyBaHHS
L0401 peyvoBMHN 3rigHO 3 pekomeHgauieto PRAC.
TepMmiH BBEZlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPMAKEHHSA
108. | METOTPEKC Tabnetkv no 5 mr; EBEBE AscTpis BWMNYCK cepil: AscTpisi/ BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHN 3a He UA/0513/01/02
AT "EBEBE" no 50 Tabnetok y dapma EBEBE ®apma HimeuunHa | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
KOHTeliHepi; no 1 lec.m.6.X. [ec.m.6.X. Hdpr. hapmakoHarnsgy. 3mMiHa y KOpoTkili XxapakTepucTuLi
KOHTEliHepy y Hdpr. KI KI, AscTpisi; nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHIA KopoobLi BWMNYCK Cepil: IHCTPYKLi 415 MeAUYHOro 3acToCyBaHHS Ha niacTasi
Cantotac ®apma perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
v6X, HimeuyunHa,; nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
BMPOGHULITBO in 3acTOCyBaHHS NikapCbKoro 3acoby B
bulk, ynakoska, nicnspeecTpauiiHnii nepios, abo sk pesynbTar
TecTyBaHHA: MaynT OL|iHKM 3BITY 3 AOCHiKEHb, MPOBEAEHNX BiAMNOBIAHO
dapma Amaper [0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
M6X, HimeuunHa Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHM BHECEHO B iHCTPYKLIit0 A1
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ziny "B3aemogis 3 iHWMMK NiKapCbKUMU
3aco6amu Ta iHLWi BUAY B3aEMOZI" BigNoBIigHO A0
OHOBJIEHOT iHdhopMaLii LWoao 6e3nekn 3acTocyBaHHS
Lito4oi pevyoBuHY 3rigHO 3 pekoMeHaauieto PRAC.
TepMmiH BBEAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA
109. | METPOHIAAS3 | po3unH 45 iHdysiii AHaHTa Benuka €ponaid IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/15762/01/01
on 0,5 % no 100 mn Megikeap BpuTaHis Xentkeap lBT. | TMny - 3MiHKM Woao0 6e3nekn/edeKTUBHOCTI Ta peyenmom nionseae
npenapary B nra. nra. hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuui

KOHTeliHepax; no 1
KOHTeliHepy B MAiBL
B KOpOO6L

niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 419 MeAUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOoCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCAiMKEHb, NPOBEAEHNX BiANOBIAHO
[0 nnaHy negiatpuynunx gochimxkerb (PIP) (3miHy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBEOXKEHNM
opraHom)

3MiHV BHECEHI A0 IHCTPYKLIT 418 MeAnyYHOro

3aCTOCyBaHHS NiKapCbKoro 3acoby y po3gainm
"OcobnmBocCTi 3acTocyBaHHA", "Mo6iuHI peakwii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Aito40T pevoBrHN. BBeAEHHS 3MiH NpoTArom 3-x

MicALiB Nic/sa 3aTBePAKEHHS.

110.

MIAA3O/TAM-
BICTA

PO3YMH ANS iH'EKLIN,
5 mr/mn no 50 mr no
10 mn B amnyni; no
5 amnyn y KapTOHHIl
Kopobui

MicTpan
Kenitan
MeHexmeH
T Nimiteq,

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOro 3acToCyBaHHS Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MeANYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ain "Mo6iyHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHChopMmaL,i 3
6e3neku Ajtloyoi pevoBNHN. BBeAeHHS 3MiH NpoTArom
6-TU MicsaUIB NicNsA 3aTBEPKEHHS.

3a
peyermom

He
nionsieae

UA/18463/01/02

111.

MIAA3O/NAM-
BICTA

PO3YMH NS iH'EKLIN,
5 mr/mn no 15 mr no
3 mn B amnyni; no 5
amnyn y KapTOHHIl
Kopoobui

MicTpan
Kenitan
MeHepxmeH
T Nimiteq,

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKUII 418 Me4UYHOro 3aCTOCyBaHHA Ha nigcTasi
perynspHoO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
NikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acToCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiliinii nepioa, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaxy negiatpuyHux gocnigpkeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLiT 4151 MeANYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Mo6iyHi
peakuii" BiANOBIgHO A0 OHOBMEHOI iHChopMmaL,i 3
6e3neku Ajloyoi pevoBNHU. BBeAeHHS 3MiH NpOTArom
6-TU MicAUIB NicNsa 3aTBEPKEHHS.

3a
peyerimom

He
nionsiecae

UA/18463/01/01

112.

MI®OPTUK

TabneTkn, BKPUTI
060/10HKOH,
KMLLKOBOPO34MHHI N0
180 wmr; no 10

HoBapTic
®apma Al

LLIseliyapi
A

YyacTKoBWiA
KOHTPO/1b SIKOCTI:
HosapTic ®apma

LLTeinH AT,

LLiseliyapisi/
HimeuunHa/
CnoBeHisn

BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHK
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
AisIbHOCTI BUPO6HUMKA (BK/IKOYaK4K, 3a

3a
peyenmom

UA/8947/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TabneTok y 6nictepi; LLiefiuapis; HeobXiAHOCTI, MicLie NPOBEeAEHHS KOHTPOJIH SAKOCTI),
no 12 énictepis y BUPOGHULTBO, abo BnacHuka macTep-gaiina Ha A®l, abo
KOpPOG6Lii 3 KApTOHY yacTKoBwiA noctavanbHuka A®l/BuxigHoro
KOHTPO/b SKOCTI, marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
nepBuHHe 3aCTOCOBYHTbCS Y BUPOOGHULTBI AD| (AKLLO
nakyBaHHs1, 3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BTOPUHHE BiICYTHOCTI cepTudpikaTta BignoBigHOCTI
nakyBaHHS: €Bponeiicbkiii hapmakonei y 3aTBepaxeHoMy
HoapTic ®apma [ocke, abo BUPOOHMKaA HOBOT AONOMDKHOI peYOBUHU
MpopakwH MméX, (AKLLLO 3a3HaYeHO Y A0CbE) 3MiHa HaliMeHyBaHHS Ta
HimeuuunHa; azpecy Micusi NPoBaKeHHS Aisi/IbHOCTI BUPOGHMKA
nepBuHHe A®I, BignoBigasbHOro 3a KoHTposb skocTi (All tests
nakyBaHHs, except Microbiology, Assay of Sodium by flame
BTOPVHHE AAS). fitova pepakuis: Novartis Integrated Services
nakyBaHHs, BUNYyCK Limited Ringaskiddy, Co Cork Ireland DUNS
cepii: 985756561. MponoHoBaHa pepakuis: SGS
Nex International Service Laboratory (ISL) Limited
dapmacbloTUKanc Ringaskiddy Cork, P43 FR 63 Ireland DUNS
A.4., BUpo6HMya 985785798
OinbHUUA
NeHpasa,
CnoseHis
113. | MI®OPTUK TabneTku, BKPUTI Hosapric LLiBeiiuapi YyacTKoBWiA LLiBeiuapis/ | BHECEHHS 3MiH [0 peecTpaviliHix maTepianis: 3MiHn 3a - UA/8947/01/02
060/10HKOIO, Papma Al A KOHTPO/b AKOCTI: HimeuunHa/ | Tuny - AgMiHICTpPaTWBHI 3MiHK. 3MiHa peyenmom
KMLLKOBOPO3YVHHI N0 HoaprTic ®apma CnoBeHis HalimeHyBaHHS Ta/abo agpecu MicLs NPoBamXeHHS
360 wmr; no 10 LLTeliH AT, LisinbHOCTI BUpoOHUKa (BK/ItoYakoun, 3a
Tabnetok y 6nictepi; LLsenuapis; HeobXiAHOCTI, MiCLie NPOBEAEHHS KOHTPOJIHO AKOCTI),
no 12 6nictepis y BMPOGHMLTBO, abo BnacHvka mactep-gaiina Ha A®l, abo
KopoOLi 3 KapTOHY YyacTKoBWiA nocravanbHuka Adl/BuxigHoro
KOHTPO/b SKOCTI, marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
nepBuHHe 3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
nakyBaHHs1, 3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BTOPVHHE BiICYTHOCTI cepTudpikara BignoBigHOCTI
nakyBaHHs: €Bponelicbkii hapmakonei y 3aTBepaKeHoOMy

HosapTic ®apma
MpopgakwH MméX,
HimeuumnHa;
nepBuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:

Nex
PapmacboTuKanc
4.4, BUpobHuya
OinbHUUS
NeHpasa,
CnoBeHis

nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOI peHOBUHM

(AKLLLO 3a3HaYeHO Y A0CbE) 3MiHa HaiMeHyBaHHA Ta

agpecy Micusa NpoBaKeHHS AisNbHOCTI BUPOGHMKa

A®I, BigNoBiAa/IbLHOrO 3a KOHTPO/Ib AKoCTi (All tests

except Microbiology, Assay of Sodium by flame

AAS). flioua pegakuis: Novartis Integrated Services

Limited Ringaskiddy, Co Cork Ireland DUNS
985756561. NponoHoBaHa peakuisi: SGS
International Service Laboratory (ISL) Limited
Ringaskiddy Cork, P43 FR 63 Ireland DUNS
985785798
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
114. | MI®OPTUK TabneTku, BKpUTI HoBaprTic LLisefiuapi 4acTKoBWiA LLiBeiiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiiHix maTtepianis: 3MiHn - - UA/10098/01/01
060/10HKOIO, dapma Al A KOHTPO/b AKOCTI: HimeuuunHa/ | TMNy - AgMiHIiCTpaTUBHI 3MiHW. 3MiHa
KMLLKOBOPO3YMHHI N0 HoaprTic ®apma CnoBeHis HaliMeHyBaHHA Ta/abo afpecy MicLs NPOBaIKEHHS
180 wr; in bulk: no LLTeliH AT, [iSNbHOCTI BUpOOHMKa (BK/THOYatoun, 3a
10 TabneTok y LLiBeiiuapis; HeobXiAHOCTI, MicLle NPOBEAEHHS KOHTPOJIH SKOCTI),
6nicTepi; no 12 BMPOGHULITBO, abo BnacHuka mactep-chaiina Ha A®l, abo
6nicTepis B 4acTKoBWiA noctavanbHvka A®l/BuxigHoro
ynakosLi; no 90 KOHTPO/b AKOCTI, matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
yNaKkoBOK y KOpOOLi nepBuHHe 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
3 KapTOHY nakyBaHHs, 3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BTOPVHHE BiJCYTHOCTI cepTudikaTa BignosigHOCTI
nakyBaHHs: €Bponeiicbkiii hapmakonei y 3aTBepaKeHOMY
HoapTic ®apma [ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT peYOBUHM
MpogakwH 62X, (AKLLLO 3a3HAYEHO Y A0CbE) 3MiHa HaliMeHyBaHHS Ta
HimeuumnHa,; agpecu Micua NPoBaKeHHS AisNIbHOCTI BUPOGHMKa
nepBuHHe A®l, BignoBigabHOro 3a koHTposb skocTi (All tests
nakyBaHHs, except Microbiology, Assay of Sodium by flame
BTOPVHHE AAS). fitoua pepaxuis: Novartis Integrated Services
nakyBaHHs, BUMYyCK Limited Ringaskiddy, Co Cork Ireland DUNS
cepii: 985756561. NponoHoBaHa pefakuis: SGS
Nex International Service Laboratory (ISL) Limited
dapmacbloTmkanc Ringaskiddy Cork, P43 FR 63 Ireland DUNS
4.4., BupobHuya 985785798
AiNbHUUA
NeHpasa,
CrnoseHis
115. | MI®OPTUK TabneTku, BKpUTI Hosaprtic LLsenuapi 4acTKoBWi LLiBeiuapis/ | BHECEHHS 3MiH [0 peecTpavyiiHuX maTtepianis: 3MiHn - - UA/10098/01/02
060/10HKOI0, dapwma Al A KOHTPO/b AKOCTI: Himeuunna/ | TuNy - AAMiHICTpPaTVBHI 3MiHK. 3MiHa
KMLLKOBOPO34YUHHI NO HosapTic ®apma CnoseHisa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPOBaXEHHS

360 wr; in bulk: no
10 TabneTok y
6nictepi; no 12
6nicTepis B
ynakosLi; no 45
yNakoBOK y KOpo6Li
3 KapTOHY

LLTelin AT,
LLiBeiiuapis;
BUPOBHULTBO,
4acTKoBWi
KOHTPO/b SIKOCTI,
nepBuHHe
nakyBaHHS,
BTOPVHHE
nakyBaHHS:
HoBaptic ®apma
MpopakwH MvéX,

[iSNbHOCTI BUPOOHMKa (BK/THOYatoun, 3a
HeobXiAHOCTI, MicLie NPOoBEAEeHHS KOHTPOJIH SKOCTI),
abo BnacHuka macTep-ghaiina Ha A®l, a6o
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYIOTbCSA Y BUPOOHULTBI ADI (SKLLO
3a3HayYeHo y JOCkbE Ha nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI
€Bponeiicbkii hapmakonei y 3aTBepaXeHoOMy
[ocbe, abo BUPOOHMKaA HOBOT AOMOMDKHOT PEYOBUHM
(AKLLLO 3a3HAYeHO Y A0CbE) 3MiHa HaliMeHyBaHHA Ta

HimeuuunHa; azpecy Micusi NPoBapKEHHS Aisi/IbHOCTI BUPOGHMKa
nepBuHHe A®I, BignosigasbHOro 3a koHTposb skocTi (All tests
nakyBaHHs, except Microbiology, Assay of Sodium by flame
BTOPVHHE AAS). fitova pepaxuis: Novartis Integrated Services
nakyBaHHs, BUNYyCK Limited Ringaskiddy, Co Cork Ireland DUNS
cepii: 985756561. MNMponoHoBaHa pepakuis: SGS
Nex International Service Laboratory (ISL) Limited
dapmacbloTUKanC Ringaskiddy Cork, P43 FR 63 Ireland DUNS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
A.4., BUpo6HMya 985785798
OinbHUUA
NeHpasa,
CnoseHis
116. | MOBIHA3A®- | Tabnetku, BKpPUTI Mosi Xenc LLiBeiiuapi CaBa Xenckea IHais/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/11619/01/01
10 MIr 060/10HKOH0, 6X ] Nta, IHais YropwmHa | TMny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta peyenmom
KMLLKOBOPO3YVHHI N0 Megiton thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHeCeHI B
10 mr; no 10 dapmacbioTikan TEeKCT MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby
TabneTtok y 6nictepi; Nta., YropwpuHa 00 YTOYHEHHS NIOrOTUNY 3asiBHMKA Ta TEXHIYHOT
no 1 a6o 3 6nictepn iHhopMaLii, a TakoXX BHECEHO HEe3HAYHI pefaKLiiiHi
B KapTOHHIi Kopo6Lyi npasku.
TepmiH BBEAEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA
117. | MOBIHA3A®- | Tabnetku, BKpUTI Mosi Xenc LLiBeiiuapi CaBa Xenckea IHais/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/11619/01/02
20 MI’ 0060/10HKOHO, X ] Nta, IHais YropwmHa | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
KMLLKOBOPO34YUHHI NO Megiton hapmakoHarnagy (iHwi 3miHn) 3MiHW BHECEHI B
20 mr; no 10 dapmacbioTikan TEKCT MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby
TabneTtok y 6nictepi; Nt1a., YropwpuHa 00 YTOYHEHHS NTOrOTUNY 3asiBHMKA Ta TEXHIYHOT
no 1 a6o 3 6nictepn iHhopMmaLii, a TakoX BHECEHO HEe3HAaYHI pefaKLiiiHi
B KapTOHHIi Kopo6Lyi npasku.
TepMmiH BBEAleHHS 3MiH NpOTAroM 6 micauis nicns
3aTBEPAKEHHSA
118. | MOMETA3OH | cnpeii HazasbHWiA, TOB «TeBa YkpaiHa BUPOGHMLTBO 3a Yecbka BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/15611/01/01
-TEBA cycneHsisi, 50 YkpaiHa» NOBHMM LUK/TOM: Pecny6nika/ Il TMny - 3MiHM 3 IKoCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
MKr/go3y; no 10 r (60 Tesa Yex Benuka KOHTpo:b roToBoro fikapcbkoro 3acoby. 3MiHa
[03) y donakoHi 3 IHpacTpis c.p.o., BpuTtaHis napameTpiB cneuudikaLii Ta/abo AonyCcTUMUX MeX
[03yHUnM cnpei- Yecbka rOTOBOTO JIiKAPCbKOro 3acoby (3MiHa 3Haxo4UTbLCS
Hacocom Ta Pecny6nika; no3a 3aTBePMKEHVMN AONYCTMUMU MEXaMU
posnuaBayeM, KOHTpPO/b cepii 3a cneumdikawiin)
3aKpuUTUM NOKa3HUKOM PO3LUMPEHHSA BEPXHLOT MeXi napameTpy «B’A3KiCTb»
KoBMaykom; no 1 "Bu3HayeHHs i3 20-60 cl3 go 20-65 cl3 y cneuudpikauii M3
hnakoHy B MOMeTa30Hy NPOTAroM TePMiHY NpMAATHOCTI. TakoX BHECEHO
KapTOHHI KOpoOLyi dypoaTty y Masimx pefakuinHi npasku B po3gin 3.2.P.5.1.
Kpannax/yacTkax": Cneuudpikanis. BBegeHHs1 3MiH NpoTArom 6-tm
MenbbypH MicALIB NiCNSA 3aTBEPAKEHHS.
CaliHTndik
NimiTen, Benuka
Bputanis
119. | MYCKOMEL PO34MH ANA iH EKUi, TOB YkpaiHa Mecdpap Inay Caw. TypeyunHa | BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu 3a - UA/14717/01/01
4 Mr/2 mn, no 2 mn B «YOPN[ A.LL. | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NlikapCbkuii 3aci6. peyenmom
amnyni; no 6 amnyn MEANLNH» 3MiHK Yy BUPOGHMLTBI. 3MiHa po3mipy cepil

B KOHTYPHIl
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyj
B KAPTOHHIlA KOpOGL

(BKOYAKOUM fiana3oH po3mipy cepil) roToBOro
nikapcbKoro 3aco6y (36inbweHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MipoM) [lofaHHA
anbTepHaTUBHWI po3mip cepii 400 n (186 046
amnyn) 4o BXe 3aTBepxeHoro po3mipy 50 1. 3miHu
Il Tvny - 3miHKn 3 AkocTi. A®l. BUpobHuLTBO. 3MiHa
BMPOGHUKA BMXiAHOrO/MPOMIXXHOTrO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYaKOUN, fe HeobXiAHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CLE)(iHLWi 3MiHM) 3aMiHa
BMpo6Huka APl Alchem International Limited, IHgis
Ha India Glycols LTD Registerd office: Plot No.2-B,
Sector-126, Express Highway, Near Lotus Valley
International School, Noida-201304 (U.P.) Works:
Plot No2,3,4,&5 Pharmacity, Selagui,Dehradun-248
197, Uttarakhand, India 3 HagaHHAM MacTep-chaiina
Ha AQI

120.

HEBIHOPM

Tabnetku no 5 mr,
no 10 TabneTtok y
6nicTepi; no 2
6nictepn y nauui 3
KapToHy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa
(BUMpOGHUYA
AinbHnus (BCi
cTagji
BMPOBHMYOrO
npouecy))
TOB HB®
«MIKPOXIM>»,
YkpaiHa
(BignoBigansHuii
3a BMNyCK cepil,
He BK/IoYaum
KOHTPO/b/BMNPOGY
BaHHs cepii)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: 3MiHK
| Tuny - AgMiHICTpPaTWBHI 3MiHK. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asiBHVKa (BnacHuKa
peecTpauiiiHoro NocBigYeHHs1) 3MiHa agpecu
3asBHVIKa. 3MiHW BHECEHI B IHCTPYKLil0 ANA
MeAMYHOro 3acTOCyBaHHA /TiKapCbKoro 3acoby y
po3ainum "3anBHuK" Ta "MicLe3HaxomKeHHsS
3a8BHMKA" y 3B'A3KY 3i 3MIHOK apecu 3asBHMUKA.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
3aTBEePLKEHHS. 3MiHN | TUny - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHWM y BUPOOHULTBI.
3miHa iMnopTepa/3aMiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa ab0 foAaBaHHS BUPOOHMKA, L0
BiANOBIAae 3a BBE3€HHA Ta/abo Bunyck cepii) - He
BKJ/TH0YAKOUYMN KOHTPO/1b/BUNPOBYBaHHA cepii.
[opasaHHsa BMpo6HUKa MNN3, BiANOBIAa/IbHOIO 3a
BMNYCK Cepii, HE BK/II0YaUN
KOHTPO/b/BUNPO6YBaHHsA cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m. Kuis,
Byn. ByaingycTpii, 5). 3MiHM BHeceHi B po3aiu
"BupobHuK" Ta "Micue3HaxoxeHHs BUPOGHMKa Ta
agpeca Micusi NpoBaKEHHS 100 AisnbHoCTI"
IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
NikapCcbKoro 3acoby Yy 3B'A3Ky 3 f0faBaHHAM
BMPOOHUKA, BiAMNOBIAAUIbHOIO 3a BUNYCK cepii, Ta
MOX/IUBICTIO APYKyBaTU OKPEMI IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS A5 BiANOBigHUX
BMPOBGHUKIB; SIK HACNIAOK - MOsiBA YNakoBOK
nikapcbKoro 3acoby A58 40AATKOBOro BUPOGHNKA.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.

3a
peyenmom

He
nionseae

UA/19237/01/01

121.

HIKCAP® 10
Mmr

TabneTku, Wo
[AMCNepryTbes B
POTOBIli MOPOXXHUHI,

MeHapiHi
IHTEepHeLLoH
an

NMokcemby
pr

Brpo6HMUTBO “in
bulk”, nakyBaHHs,
BUMYCK cepiit: A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. 3mMiHa 4acToT Ta/abo TepMiHiB

3a
peyenmom

UA/13866/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
no 10 wr; no 10 OnepeiwoH MeHapiHi NOAAaHHSA PerysisipHO OHOBJTIOBAHUX 3BITiB 3 6e3nekn
TabneTok y 6nicrepi; c MaHydakTypiHr nikapcbknx 3acobiB - 3MiHa 4YacToTK Ta TePMIHIB
no 1 a6o no 3 INokcembypr NoricTikc ena NoAaHHA perysisipHO OHOBJIIOBAHOTO 3BITY 3 6e3Mnekun
6nictepu B C.A. Cepsicec C.p.J1,, [itoua pepakuis: YactoTa nogaHHs perynsipHo
KapTOHHilA KopooLi ITania; KoHTponb OHOB/OBAHOIO 3BITY 3 6e3neku 1 pik KiHueBa gara
cepiii: A. MeHapiHi [N5 BKIloYeHHA AaHunx go PO3B6 - 07.03.2018 p.
MaHydhakTypiHr [ara nogaHHs - 16.05.2018 p. NponoHosaHa
NoricTikc eHg, pepakuis: Yactota nogaHHa perynspHo
Cepsicec C.p.J1,, OHOB/IIOBAHOrO 3BITY 3 6e3nekn 3 poku KiHuesa faTa
ITanis; €spodhiHc 0117 BK/TIOYEHHA AaHnx go PO36 - 07.03.2024 p.
Bionab cpn, Itanis [ata nogaHHs - 05.06.2024 p.
122. | HIMECYNIA, Tabnetkv no 100 wmr, AT YkpaiHa AT "Nly6Hnchapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHN 3a - UA/5536/01/01
no 10 Tabnetok y "Jly6Hndchap Il TNy - 3MiHK 3 AkocTi. A®l. BupobHuLTBO. 3MiHa peyenmom
6nictepi,no 1, 2, 3 M" BMPOOHUKA BUXiAHOrO/NMPOMIXHOrO
a6o 10 6nicTepiB y NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
nauuj 3 KapToHy; No BMPOGHMYOMY npoteci A®l, abo 3miHa BUPO6HUKa
10 TabneTok y (BKNtOUatOuK, ae HeobXxigHO, MicLe NPOBEAEHHS
6nicTepax KOHTpOsto skocTi) APl (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXXEHOMY [0CLE)(BBEAEHHS HOBOIO
BMpo6HUKa ADI 3 HagaHHSAM MacTep-thaina Ha AdI)
- BBE€EHHS HOBOro BMpo6Huka A®l MaHranam [Jparc
eHp OpraHikc J1T4., IHAIS 3 HagaHHAM MacTep-
thaiina (Bepcis AM®: MDOL/NMS/OP-2023/00;
nara: 4 kBiTHs 2023 poky)
123. | HIMECYNIA MoOpOLLIOK MAT YkpaiHa MAT Ykpaiva BHECEHHS 3MiH 10 peecTpaLiiiHuX maTepianis: 3MiHM 3a - UA/19690/01/01
rpaHynboBaHuii 4s "Ximchapmsa "Ximchapm3saBsog | TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
OpasIbHOT CyCneHsil, BO/, "UepBoHa 3ipKa" hapmakoHarnsgy (iHwi 3miHv). BeegeHHs
100mr/2rno2ry "YepBoHa [04AaTKOBOro TEKCTY MapKyBaHHA BTOPUHHOT
calue; no 10 cawwe 3ipka" ynakoBKU NikapcbKoro 3acoby i3 3a3HayveHHsm 2D-
a6o 30 cawle y nayui Koay y n. 17 IHWE. TepmiH BBe4EHHA 3MiH -
3 KapTOHY NpoTSArom 6 MicsiLiB NiCNsi 3aTBEPAKEHHS.
124. | HIMIA® rpaHynu, 100 mr/2 r; TOB YKpaina KYCYM IHgis/ BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHK 3a He UA/4240/03/01
no 2r . cawe, no 30 | "Tneacapm XENTXKEP NBT Ykpaina | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peuyenmom | nidssieae
calle B KapTOHHii nTar NTA, IHpis; thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTuLi
yNakoBLi TOB "KYCYM nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta

PAPM", YKpaiHa

IHCTPYKL|i 415 MEAUYHOTO 3aCTOCYBaHHS
reHepuYHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3aco6iB Nic/A BHECEHHSA TiEl caMoi 3MiHV Ha
pedhepeHTHWIT Npenapar (3mMiHa He NnoTpebye
HaZiaHHA XOAHNX HOBUX [OAATKOBUX AaHWX) 3MiHU
BHeCeHi [10 IHCTPYKLIi 419 MEeJUYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainy "®apmMakooriyHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMK NiKapCbknMy 3acobamu Ta iHLWi BUAW
B3aemogiit”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHs

rpyaar”, "34aTHiCTb BNAMBATM Ha LIBUAKICTb peakLii
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

npu KepyBaHHi aBTOTPAHCMOPTOM a60 iHLINMKN
MexaHizmamu”, "Cnoci6 3acTocyBaHHs Ta go3u",
"Mepepo3ysaHHsa", "MobiuHI peakuii” 3rigHo 3
iHchopmaLieto LWoA0 MeANYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (Himecun,
rpaHynn Ans opanbHoi cycneHsii no 100 mr/2 r).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEepPMKEHHSA. 3MiHN | TUNy - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOTO
3aCTOCYBaHHA Ha MigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku NiKkapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA
nikapcbKoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBA)XEHVM OpraHom) 3miHn
BHeCeHi 10 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ain "3actocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO 10 OHOBMEHOT iHGOpMaLii 3 6e3neku
Ai040T peyvoBrHN. BBeEHHS 3MiH NPOTArom 6-Tu
MicsLiB nicns 3aTBepAKeHHs. 3MiHu | Tuny - 3MiHK
wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHM) 3MiHW BHECEeHI A0 IHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHS /TiKapCbKoro 3acoby y
po3ain "Mo6iyHi peakuii™ Wwoao 3BiTyBaHHS Npo
no6iuHi peakuii.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpPMKEHHSA. 3MiHN | TUNy - 3MiHY WoA0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiiHoro NOCBifYEHHS, BK/IOUa0un
MnaH ynpaBniHHA py3vkamu (3aCTOCyBaHHS TEKCTY,
AKUIA NOTOPKEHNIA 3 KOMNETEHTHUM OpPraHoM)
3asaBHMKOM HaaHO OHOBMEHUIA MnaH ynpasniHHSA
pu3nkamu Bepcia 2.0. 3MiHU BHECEHO A0 YacTuH: |
«3aranbHa iHdhopmauis» Il «Cneuundikauis 3
6e3nekn» Il «MnaH 3 papmakoHarnsagy» 1V «MnaHn
oo nicnspeecTpauiiHnux focniopkeHb
ehbekTBHOCTI» V «3axoau 3 MiHiMi3avii pu3vikie» VI
«Pe3tome nnaHy ynpasniHHA pusukamu» VI
«[lopatkn» (gopatkv 1-8) y 38’A3Ky 3 OHOB/IEHHAM
iHchbopma,ii 3 6e3nekun Ajtoyoi pevoBUHN HiMecynig
BiANOBAHO A0 aKkTyanbHOI pedhepeHTHOI iHhopMaui,
a TakoX Y 3B'A3KY i3 3MiHOIO dhopmaTy BifnoBifgHO A0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines).
125. | HIMIA® Tabnetkn no 100 wmr, TOB YkpaiHa KYCYM IHgis/ BHECEHHS 3MiH 40 peeCcTpaLiiHNX MaTepiasis: 3MiHK 3a He UA/7649/02/01
[Ans BUpOGHMKa "TNEOPAP XENTXKEP MBT YkpaiHa | Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta peyenmom | nionsizae
KYCYM XENTXKEP M naTa" NTA, IHais; hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
MBT NTA, IHaisa: no TOB "KYCYM nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI ynakoBL,i;
no 10 TabneTtok y
6nictepi; mo 1
6nictepy B
KapTOHHIA ynakoBLi;
no 10 ynakoBoOK y
KapTOHHI kopo6Lyj;
ans supobHuka TOB
"KYCYM ®APM"
YkpaiHa: no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI ynakoBL,i;
no 10 TabneTtok y
6nictepi; no 10
6nicTepiB y
KapTOHHIlA KOpooLi

DAPM", YKkpaiHa

IHCTPYKLUT 4719 MeANYHOro 3acTOCyBaHHSA
reHepuYHUX/ribpuaHNX/6iIoNoAIGHMX NiKapCbKUX
3ac06iB nicns BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHWIT Npenapar (3mMiHa He NnoTpebye
HafaHHA XOAHVX HOBUX AOAATKOBUX AaHWX) 3MiHU
BHECEHI [10 iHCTPYKLIiT 4719 MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3giny "®apmMakosoriyHi
BnactusocTi", "lMpoTunokasaHHA", "B3aemogis 3
HLIMMKM NikapcbKMKM 3acobamu Ta iHLWi BUAm
B3aemogiit, "OcobamBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA
rpyaaro”, "Mob6iunHi peaxuii" 3rigHo 3 iHchopmavieto
LOA0 MeAMYHOro 3acTOoCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (HIMECW, rpaHynu ans
opanbHOTi cycneHsii, no 100 mr). BeBefeHHs 3miH
NPOTArom 6-T1 MicALIB MiC/IA 3aTBEPKEHHS. 3MiHM |
TMny - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUII ANA Me4UYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBigHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHM BHECEHI A0 IHCTPYKLUii Ans
MeAMYHOro 3aCTOCyBaHHA /TikapCbKoro 3acoby y
po3ain "3acTtocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” BignoBigHO [0 OHOBEHOT
iHbopmawii 3 6e3neku Ajtoyoi pevyoBuHW. BBeeHHsS
3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPIXKEHHS
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (hapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
3060B'A3aHb Ta YMOB BMAaYi peecTpauiiniHoro
nocBig4YeHHs, BkIoYatoun MnaH ynpaeniHHA
pu3nkamm (3acTocyBaHHA TEKCTY, KW NOrOAKEHNT
3 KOMMETEHTHUM OpraHom) 3asBHVKOM HafaHo
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n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o

126.

HOPBACK®

Tabnetkn no 10 wmr;

Biatpic

CLWA

OHoBJ/IeHWiA MnaH ynpasniHHA pu3ukamm Bepcis 2.0.
3MiHM BHECEHO [0 YacTuH: | «3arasibHa
iHchopmauis» Il «Cneuudikauis 3 6e3neku» Il «MnaH

3 chapmakoHarnsagy» IV «MnaxHu woano
nicnsipeecTpauiiHnx focnigxeHb e(peKTUBHOCTI»
V «3axoau 3 MiHimi3aLji pusukis» VI «Pe3tome nnaHy
ynpasniHHA pusnkamu» VIl «Jogatkn» (gogatkm 1-
8) y 3B’A3Ky 3 OHOBJ/IEHHAIM iH(bopMaLii 3 6e3neku
Ait040T pevoBMHN HiMecynif BIANOBAHO [0
aKkTyasibHOI pethepeHTHOT iHdhopMaLii, a Takox y
3B'A3KY i3 3MiHOO hopmarty BifgnoBigHO 40 BUMOrT
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V Rev.2
Human Medicines). 3miHu | Tuny - 3miHn wWoao
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) 3MiHWM BHECEHI A0 IHCTPYKLIT 418 MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ain "MobiuHi
peakuii" LWoa0 3BiTyBaHHA NPO NO6iYHI peakLii.
BBefieHHs1 3MiH NpoTArom 6-Tn MicALiB 3 faTu
3aTBEPKEHHS.

nocsio4YeHHs

no 10 TabneTtok y
6nicTepi; no 3 abo
no 6 6nictepis y
KapTOHHI ynakosL,i

CnewenTi
nnc

BUPOGHIK,
BiANOBIAa/IbHUN 3a
nakyBaHHs,
KOHTPONb SIKOCTI
Ta BMUNycK cepii:
Mdpaiizep
MeHiohekyypuHr
[onuneng MrmoéX,
HimeyunHa
BUPOGHIK,
BiANOBIAa/IbHUI 3a
BMPOGHMLTBO
npenaparty in bulk,
KOHTPO/b AKOCTI:
Mdpaiizep
dapmactoTikan3
NNC, CWA

Himeuunna/
CLWA

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK
| Tuny - AgMiHICTpPaTWBHI 3MiHK. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asiBHVKa (BnacHuKa
peecTpaLiiHoro nocBig4eHHs1) AgmiHicTpaTnBHa
3MiHa HallMeHyBaHHA Ta afpecu 3asBHUKA
(BNacHvKa peecTpauiiHoro nocBig4yeHHs) 6e3 3MiHu
caMmoi topuanyHoi ocobu. BnacHukom Pl
3a/MaeTbCs 0fHa I Ta cama tpuanyHa ocoba.
3MiHN BHECEHO B TEKCT MapKyBaHHs B M.6 «IHLIE»
(nepBuHHa ynakoska) Ta'y n. 17 «IHWE» (BTopuHHa
ynakoBka) LL0A0 SI0roTuny 3asiBHUKa. TepMiH
BBE/EHHS 3MiH NpoTAroM 12 micauis micns
3aTBepXEHHS. 3MiHY | TUny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO Nikapcbkoro 3acoby, BKIKYaun AinbHULL
BWMYCKy cepii abo MicLie NPoBEAEHHS KOHTPO/TIO
AKOCTI. (AISNbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepild)
3miHa agpecy BUPO6HMKA BiANOBigaIbHOTO 3a
nakyBaHHS, KOHTPO/b IKOCTi Ta BUMYCK cepil, ¥
3B'A3KY 3 NpMBefeHHAM ajpecu [0 3a3HayeHol y
OHOBJIEHIl niueHsii Ta GMP cepTudikarTi.
Brpo6HMya AinbHuLS Ta BCi BUPO6HUYI onepadii
3aNMWaTbeA He 3MIHHUMW. TepMiH BBEAEHHS 3MiH

npoTtsarom 12 micauis nicas 3aTBepmkeHHs. 3MiHu |

3a
peyenmom

He
nionseae

UA/5681/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI 4NN
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAAIbHOMO 3a BUNYCK
cepili, MicLie NpoBeAEeHHsI KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y A0CHE)
AfMiHiCTpaTMBHa 3MiHa BUTyYEHHS BUPOGHNYOT
AiNbHULI BigNOBifanbHOI 3a BUPOGHMLTBO
npenapary in bulk, nakyBaHHsl, KOHTPONb AKOCTI Ta
Bunyck cepii P-dapm [hxepmari TM6X, HimewunHa.
3annwaeTbCcs albTePHATUBHI BUPOGHVKA KOTPI
BMKOHYHOTb iAeHTUYHI (oyHKLUii: Mdpaiizep
MeHtochbekuypuHr Joiunang Mv6X, HimeyunHa Ta
Mdpaiizep PapmactoTikans NI/1C, CLUA. TepMiH
BBEJEHHS 3MiH nNpoTaroM 12 micsauis nicns
3aTBEPKEHHS

127.

HOPBACK®

TabneTku no 5 mr;
no 10 TabneTtok y
6nictepi; no 3 abo
no 6 6nicTtepiB y
KapTOHHIiA ynakoBL,i

Biatpic
CnewenTi
nnc

CLIA

Bupo6HuK,
BiANOBiAabHMI 3a
nakyBaHHS,
KOHTPO/b SIKOCTI
Ta BMNYCK cepil:
Mdpaiizep
MeHodekuypuHr
Hoiunena MrmoéxX,
Himeuunna
Bupo6HuK,
BiANOBiAabHMI 3a
BMPOGHMLITBO
npenapary in bulk,
KOHTPO/b SIKOCTI:
Mdpaiizep
dapmactoTikan3
JNC, CWA

HimeuuunHa/
CWA

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiHOro nocBig4yeHHs) AgmiHicTpaTnBHa
3MiHa HallMeHyBaHHA Ta afpecy 3asBHMKa
(BnacHvKa peecTpaLiiHoro NocBig4yeHHs1) 6e3 3MiHn
camoi lopuanyHoi ocobu. BnacHukom PI1
3a/MLWAETLCA OfHa /i Ta cama opuanyHa ocoba.
3MiHN BHECEHO B TEKCT MapKyBaHHs B .6 «IHLLIE»
(nepBuHHa ynakoBka) Ta'y n. 17 «IHLWE» (BTopuHHa
ynakoBka) LLoA0 N10roTMny 3asBHMKa. TepMmiH
BBE/EHHS 3MiH MpoTAroM 12 micsauis nicns
3aTBEpMKEHHS. 3MiHM | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afpecu micus
NpoBaf)KEHHN AiS/IbHOCTI BUPOOHUKa/iMnopTepa
rOTOBOrO JlikapCbKoro 3acofby, BK/IYaoun AiNbHUL
BUNYCKy cepii abo MicLe NpoBeAEHHSA KOHTPO/TO
AKOCTI. (AiS/IbHICTb, 3a 5Ky BiANOBigae
BMPOGHMK/IMNOpPTEp, BK/IOYAUM BUMYCK Cepiid)
3MiHa agpecun BUPOGHMKa BiANOBILaIbHOMO 3a
nakyBaHHS!, KOHTPO/Ib SIKOCTi Ta BUMYCK Cepii, y
3B'A3KY 3 NpMBEAEHHAM agpecu 40 3a3HayeHol y
OHOBJIEHIl NniueHsii Ta GMP cepTudikari.
Brpo6Hunya ginbHuus Ta BCi BUPO6HUYI onepauii
3aMWATLCA He 3MIHHUMU. TepMiH BBEAEHHS 3MiH
npoTsarom 12 micauis nicns 3aTBepmXeHHs. 3MiHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHML (BKIKOYAKYN AiNbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
NikapcbKoro 3acoby, AinbHWLi AN NPoBefEHHS

3a
peyenmom

He
nionsieae

UA/5681/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHs, BUPOGHWMKa, BigNoBigasIbHOTO 3a BUMYCK
cepili, MicLie NpoBefieHHSI KOHTPOSO cepii) abo
noctavasibH1Ka BUXiAHOro mMaTepiasy, peareHTy abo
[LOMOMDKHOT pEYOBMHY (AIKLLIO 3a3HAYEHO Y [0ChE)
AZMiHiCTpaTMBHa 3MiHa BUTy4YEeHHS BUPOGHMYOT
AinbHULI BigNoBifanbHOI 3a BUPOGHULTBO
npenapary in bulk, nakyBaHHs, KOHTPOJIb SKOCTI Ta
Bunyck cepii P-dapm xepmari TM6X, HimeuunHa.
3annwaeTbCs aslbTEPHATUBHI BUPOBGHMKM KOTPI
BMKOHYIOTb iAeHTUYHI doyHKLii: MNdpaiizep
MeHtochekuypuHr fJoiunang M6X, HimeuunHa Ta
Mdpaiizep ®apmactoTikans NI/1C, CLUA. TepMiH
BBE/EHHS 3MiH MpoTAroM 12 micauis micns
3aTBEPMAKEHHS
128. | HOPEMIHE® KOHLeHTpaT ans AT NatBis BMPOGHUK, SKNIA Natsis/ BHECEHHS 3MiH 4,0 peecTpayiiHux martepianis: 3a - UA/19739/01/01
PVH po34nHy Ans "Kanuekc" BignoBigae 3a CnoBayumHa TexHiyHa noMmuska (3rigHo Hakasy MO3 Big peyenmom
KAJNLUEKC iHcpy3iiA, 1 mr/mn, no KOHTPO/1b 23.07.2015 Ne 460) - TexHi4yHy NoOMuIKy
1wmn, 2mn, 4™, 5 cepii/sunpobysaH BMMNpPaB/IEHO B iHCTPYKL,i 415 MeANUYHOro
mn, 8 mn a6o 10 mn HA: 3aCTOCYyBaHHSA Ta TEKCTi MapKyBaHHS yNakoBKu
B amnyni, no 5 AT "T'piHaekc", NiKapcTKOro 3acoby B 3a3HaueHi KiflbKiCHOro cknagy,
amnyn B KOHTYPHii Natsis a came He B6y/10 BKa3aHO KiflbKiCTb HOpeniHedpuHy
YapyHKOBIl BCi cTagil TapTtpaty (2 mr, 4 wmr, 8 mr, 10 mr, 16 mr, 20 mr).
ynakosLi; no 1 a6o 2 BMPOBHMYOrO 3a3HadeHe BUMNpaB/IeHHSA BiANOBIigaE MaTepianam
KOHTYPHI YapyHKOBI npovecy, Kpim peecTpauiiHoro Jocbe
ynakoBLji B nayui 3 BWMYCKy Cepii:
KapToHy XBM ®apma
c.p.o.,
CnosayunHa
BUNYCK cepil:
AT "Kanuekc",
Nartsis
129. | HYMETA emynbCisa Ans BakcTep Benbris BMNPOGYBaHHS Benbris BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/17633/01/01
G13E iHdpy3iiA, no 300 mn C.A. KOMMOHEHTIB | TMRYy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii 3aci6. peyenmom
(50 % po3uunH cknagy; KOHTPO/Ib AONOMDKHUX peHoBUH. 3MiHa y MeTodax
rnokosu — 80 mn; BUNPOOYBaHHSA BMNPO6GYBaHHS AONOMiXXHOT PEUOBUHMW (BUTYYEHHS
5,9 % po3unH NPOMDKHOrOo MeToAy BUNpoByBaHHS, SKLLO anbTepHaTUBHUI
amiHOKMCOT 3 NPoAYKTY (CymiL MeTog, BUNPOoOyBaHHS BXe 3aTBepKeHO)
enekTponitamn — aMiHOKMCOT); BunyueHHs meToay nonym’sHoi potomeTpii ans
160 mn; 12,5 % BMPOGHMLITBO BM3HAYEHHS HATPIlO, A1 AONOMIXKHOT PEYOBUHN
ninigHa emynbcis — cuctemu Sodium oleate (BMpo6HMLTBa KoMMaHii Lipoid), Tak
60 mn) y KOHTeliHep/3akyno SIK a/lbTEepPHATUBHUI MeTog, BUNpo6yBaHHs (EBp.d.
TpUkamepHomy ptoBasibHWiA 3acib; 2.2.22 - AToMHO-€eMiCiliHa CnekTpoMeTpis) BXe
naacTUKoOBOMY BMPOGHMLITBO 3aTBepXeHO. 3MiHN | Tuny - 3MiHK 3 AKOCTI.
naketi. niKapcbkoro [oTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb AOMOMIXKHUX
TpvikamepHuii 3acoby, pevoBuH. 3MiHa NapameTpiB cneumdikaLilii Ta/abo
nNacTVKoBUI NakeT HanoBHEHHS, [OMYCTUMUX MeX A/19 [ONOMDKHOT peYoBUHN
ynakoBaHuii y NOKpUTTSA (BUNy4YeHHsn 3i cneyndikaLii He3Ha4YHOro NoKasHuKa
3aXMCHY NiBKOBY 3aX1CHOK (Hanpvknaj 3acTapifioro nokasHvka)) BunyyeHHs 3i
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
060/10HKY, WO 060/10HKOI0

MICTWUTb MOrIMHaY
KMCHIO Ta iHaMKaTop
KMCHI0; no 10
NakeTiB y KAPTOHHIl
KopooLi

(overpouching);
cTepwnisauis Ta
yrnakoBkKa,;
BMNPO6YBaHHSA
nNiKapcbkoro
3acoby; BMnycK
cepii: bakctep
C.A., benebris

cneuudikauii 4na 4ONOMKHOI peyoBMHM Sodium
oleate (BUpo6HMLTBA KOMNaHIi Lipoid) nokasHuka
Bavkki MeTauin. 3MiHu | TUNYy - 3MiHKU 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ans A®Il; ansa BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBMEHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-099-
Rev 04 (3aTBepmkeHo: R1-CEP 2008-099-Rev 03)
Ans gitoyoi pevosnHu Glycine, Bif Bxe
3aTBepmxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3miHu | TUnNYy - 3MiHu 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONEeChbkil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaTt BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUi
cepTudikaT Bif y)xe 3aTBepXeHOro BUPOOHWKa -
MogaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 1999-136-
Rev 08 (3aTBeppxeHo: R1-CEP 1999-136-Rev 07)
4ns pitodoi pevoBrHU Methionine Big yxe
3aTBEpAXeHOro BupobHrka SEKISUI MEDICAL CO.,
LTD., Japan. 3miHu | TMny - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikar
BiZJNOBIAHOCTI E€BpPONENChKIi
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a6o
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudiikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2014-204-
Rev 01 gnsa gjtoyoi peyosuHn Threonine Big,
3aTBepmkeHoro BupobHuka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC., USA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xe 3aTBepKeHOro BUpoOHYKa -
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2012-336-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-336-Rev 00)
Ansa giryoi peyoBmHM Soya-bean oil refined, Big Bxe
3aTBepMKeHoro BMpo6Huka Societe Industrielle des
Oleagineux, ®paHuis
3MmiHu | TMNY - 3MiHKM 3 SKOCTI. FOTOBUIA NiKAPCbKNi
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y meTofax BUNpPo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meTogax
BMNpoOYyBaHb (BK/OYaOUM 3aMiHy abo
[OMOBHEHHSA)) [lofaHo anlbTepHaTUBHUIA MeToz,
(ICP-OES) ans Bn3HaueHHs igeHTudikauii Ta
KinibKicHOro BMicTy kanito B '/13. BBeeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHK |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpO/b roTOBOrO MikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNpPobyBaHb
(BKNKOYAOUM 3aMiHy abo [OMOBHEHHS)) JoaaHo
anbTepHatusHuii metopg (ICP-OES) ans BU3HAYEHHS
iAeHTudiKauii Ta KinbKicHOro BMICTY kasibLjito B /13 .
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPLAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHY
a60 JONOBHEHHS))
JogfaHo anbTepHatuBHuii metog (ICP-OES) ans
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BM3HAYEHHS igeHTndikaLi Ta KislbKiCHOro BMICTy
MarHito B [/13. BBefieHHs 3MiH NpoTArom 6-1u
MiCALIB MiCNA 3aTBEPKEHHS. 3MiHW | TUny - 3MiHKW 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IH0HYAKUMN 3aMiHY
ab60 gonoBHEHHs)) [lofAaHo anbTepHATUBHUIA MeToq,
(ICP-OES) gns Bu3HayeHHs igeHTudikaujii ta
KiNIbKICHOTO BMICTY HaTpito B '/13.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa -
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2014-204-
Rev 00 (3atBepmkeHo: RO-CEP 2014-204-Rev 01)
Ana ailyoi peyoBrHy Threonine Bif 3aTBEPAXEHOTO
Bupo6HMKa AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA
130. | HYMETA emynbCis ans BakcTep Benebris BMNPOGYBaHHSA Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/17605/01/01
G16E iHdpy3iiA; mo 500 mn C.A. KOMMOHEHTIB | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6. peyenmom
(50 % po3uuH cknaay; KOHTPO/Ib ONOMDKHUX peHOBUH. 3MiHA Y MeToAax
rNOKO3n — 155 mr; BMNPOGYBaHHSA BMNPOOYBaHHA AOMNOMDKHOT PEYOBUHU (BUSTYHYEHHS
5,9 % po3unH MPOMDKHOTO MeToAy BUNPOOYBaHHSA, SKLLO aflbTEPHATUBHUIA
aMiHOKMCNOT 3 npoaykTy (CymiL MeTOo/, BUNPO6YBaHHSA BXe 3aTBepKEHO)
enekTponitamm — aMiHOKMCOT); BUYYEHHS METOoAY NoNyMm'ssHOI hoTomeTpii ans
221 mn; 12,5 % BMPOGHMLTBO BM3HAYEHHS HATPIlo, A1 AOMNOMIKHOT peYOBUHU
ninigHa emynbcis — cuctemu Sodium oleate (BMpo6HULTBa KOMNaHii Lipoid), Tak
124 mn)y KOHTeliHep/3akyno AK a/IbTEPHATUBHWI MeToA, BUNpobyBaHHs (Esp.®P.
TprKaMepHoMy ptoBasibHWiA 3acib; 2.2.22 - ATOMHO-€eMiCiliHa CnekTpoMeTpist) BXe
naacTUKOBOMY BMPOOHULITBO 3aTBEpPAKEHO. 3MiHM | TUNY - 3MiHK 3 AKOCTI.
nakeri. nikapcbkoro [oTOBWIA Nikapcbknii 3aci6. KOHTPOb AOMNOMIKHUX
TpukamepHuii 3acoby, peyoBuH. 3MiHa NapameTpiB cneuudikauii Ta/abo
nNacTvKoBuiA NakeTt HanoBHEHHS, [OMYCTUMUX MEX A/19 [ONOMDKHOT peYoBUHN
ynakoBaHuii y NOKPUTTSA (BUNyYeHHs 3i cneumdikauii He3Ha4YHOro NokKasHuka
3axuCHY NNiBKOBY 3axyCHO0 (Hanpvknag 3acTapifioro NoKasHMKa)) BUyYEHHS 3i
060/10HKY, L0 060J10HKO cneumaikaLii, o1 4ONOMIXHOI pevyoBuHM Sodium

MICTUTb NOTIMHAY

(overpouching);

oleate (BMpoGHMLTBA KOMNaHii Lipoid) nokasHuka
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

KUCHIO Ta iHAnKaTop
KUCHIO; MO 6 nakeTis
Y KapTOHHiiA Kopobuj

cTepunisauis Ta
yNakoBKa;
BMNPOGYBaHHSA
nikapcbkoro
3acoby; BMMycK
cepii:
Bakctep C.A,,
Benebris

BaXKKI MeTanu.
3MiHu | TUNYy - 3MiHK 3 AKkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xxe 3aTBepKeHOro BUpoOHuKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-099-
Rev 04 (3atBepmxeHo: R1-CEP 2008-099-Rev 03)
ons pitoyoi peyosuHu Glycine, Bif Bxe
3aTBepxeHoro Bupo6Huka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd.
3MiHn | TUny - 3MiHn 3 sKkocTi. CepTudikat
BignosigHocTI/IE-cepTudpikat BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTucpikata BigNoBiAHOCTI
€sponelicbkiii hapmakonei: gns A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBuHY (cepTuddikaTt BifNoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBeHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHMKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1999-136-
Rev 08 (3aTtBepmkeHo: R1-CEP 1999-136-Rev 07)
4ns pitovoi pevosrHu Methionine Big yxe
3aTBepxeHoro BupobHunka SEKISUI MEDICAL CO.,
LTD., Japan. 3miHu | TUny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTuddikat
BiANOBIAHOCTI EBpONEChkil
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTudikaT Bif y)xe 3aTBepXEHOro BUPOOHWKa -
noJaHHs OHOB/IEHOro cepTudpikarta BiANOBiAHOCTI
€sponevicbkii hbapmakonei Ne R1-CEP 2014-204-
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

Rev 01 gns gitoyoi pevosuHmn Threonine Big,
3aTBepmxeHoro Bupo6Hnka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC., USA.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns

3aTBEPAKEHHS.

3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT

BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA

HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NPoAyKTy, Lo

BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI

€Bponeiicbkiii hapmakonei) - OHoBNeHUiA
cepTudikaT Bif y)xe 3aTBepXeHOro BUpOOHWKa -
noJaHHA OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 2014-204-
Rev 00 (3aTBeppxeHo: RO-CEP 2014-204-Rev 01)

0N Aitoyoil peyoBrHU Threonine Bif 3aTBEpP)XEHOrO
BUpo6HMKa AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA. 3MiHn | Tuny - 3MiHn
3 AkocTi. CepTudikat BignosigHocTi/IE-cepTudikaT
BiZJNOBIAHOCTI €BpPONENChKIit
hapmakonei/moHorpadii. MogaHHA HoBOro abo

OHOBJIEHOTO cepTudikaTa BignosigHOCTI a6o

BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI

€Bponeiicbkili hapmakonei) - OHOBNEHW
cepTudikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-083-
Rev 01 (3aTBeppxeHo: R1-CEP 2010-083-Rev 00)

ans gitoyoi pevosrHn Sodium chloride Big Bxe
3aTBEPAXEHOr0 BUPOGHUKA, SKNIA 3MiHNB Ha3BY
(3aTBepaxeHo: ESCO France S.A.S. —Saline de
Dombasle, ®paHuis; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuisn). 3miHa Ha3Bu BnacHuka CEP
(3aTBEpAXeEHO: ESCO France S.A.S. (European Salt
Company, ®paHuis; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuis).

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicna
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikar
BifiNOBIAHOCTI E€BpONeNChkiit
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTudikaT Bif y)xe 3aTBepKeHOro BUpobHuKa -
noAaHHs OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2012-336-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-336-Rev 00)
Ansa givyoi peyoBmHM Soya-bean oil refined, Big Bxe
3aTBepAKeHoro BMpo6Huka Societe Industrielle des
Oleagineux, ®paHuis. 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IH0HYAKUMN 3aMiHY
ab0 [OMNOBHEHHS)) A0A4AHO aflbTepHaTUBHUI METoq,
(ICP-OES) gns Bu3HayeHHs igeHTudikaujii ta
KifIbKiCHOTO BMICTY Kanito B [/13.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPLAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y MeTofax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHY
ab0 [OMNOBHEHHS)) A0A4AHO aflbTepHaTUBHUI METoq,
(ICP-OES) gns Bu3HayeHHs igeHTudikaujii ta
KifIbKiCHOro BMICTy HaTpito B '/13. BBeeHHs 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePAXEHHSA. 3MiHN |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3aco6y (iHwWi 3MiHM y MeTofax BUNpobyBaHb
(BKTrOHaOuM 3aMiHy ab0 JOMNOBHEHHS)) AoAaHO
anbTepHaTuBHuii meTof (ICP-OES) ans BU3HaueHHs
iaeHTudikauii Ta KinbKicHOro BMICTY KasbLjito B /13 .
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEepPAKEHHS. 3MiHN | TMNy - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMMNPOBYBaHHA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHV Y MeTofax BUNpobysaHb (BKIHOHAK0UN 3aMiHy
ab0 [OMNOBHEHHS)) A0A4AHO anbTepHAaTUBHUI MEeToq,
(ICP-OES) ansa Bu3HaveHHs igeHTudikadii ta
KifIbKicHoro BMicTy marHito B [/13. BBefeHHs 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NpPOTSArom 6-TM MicsALB NiC/1A 3aTBEPAKEHHS.
131. | HYMETA emynbCisa Ans BakcTep Benbris BMNPOGYBaHHSA Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a - UA/17606/01/01
G19E iHcpysiiA, no 1000 mn C.A. KOMMOHEHTIB | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuin 3aci6. peyenmom

(50 % po3umH cknagy; KOHTpO/b [ONOMDKHUX PeqoBMH. 3MiHa y MeTofdax

rnoKo3n — 383 mn; BMNPO6YBaHHSA BUNPOBYBaHHS AONOMDKHOT PeYOBUHU (BUYYEHHS

5,9 % po3unH NPOMDKHOrO mMeToAy BUNpobyBaHHS, AKLLO albTepHATUBHUI

amiHOKMCNOoT 3 npoaykTy (cymiw MeTo/ BUNpobyBaHHS BXe 3aTBEPA)KEHO).

enekTponitamn — aMiHOKMCOT); BunyuyeHHs meToay nonym’siHoi poTomeTpii Ans

392 mn; 12,5 % BMPOGHMLITBO BM3HAYEHHA HATPIlO, A1 AONOMIXKHOT PEYOBUHN

ninigHa emynbcis — cmcTemu Sodium oleate (BMpo6HMLTBa KoMMaHii Lipoid), Tak

225 mn) y KOHTeliHep/3akyno SIK a/flbTEepPHATUBHWI MeTof, BUNpobyBaHHs (EBp.d.

TpUKamepHomy ptoBasibHWi 3acib; 2.2.22 - AToMHO-eMiCiliHa CnekTpoMeTpis) BXe

n1acTMKoBOMY BMPOGHMLTBO 3aTBepmxeHo. 3MiHu | TUny - 3MiHU 3 SKOCTI.

naketi. nNiKapcbkoro FoTOBWIA Nnikapcbkuii 3aci6. KOHTPOIb AONOMIXKHUX

TpvikamepHuii 3acoby, peyoBuH. 3MiHa NapameTpiB cneuundikaLilii Ta/abo

nNacTVKoBUI NakeT HanoBHEHHS, [OMYCTUMUX MeX A/19 [OMNOMKHOT peYOBUHN

ynakoBaHuii y NOKPUTTSA (BuNy4eHHsA 3i cneumdikaii He3HaYHOro NoKasHUKa

3axMCHY NiBKOBY 3aX1CHOK (Hanpuknag 3acTapisioro nokasHuka)). BunyyeHnHs si

060/10HKY, WO 0060/10HKO cneumdikauii, AN 4ONOMIXHOT pedyoBuHM Sodium

MICTUTb NOrNNHAaY

KMCHIO Ta iHAMKaTop
KMCHIO; Mo 6 nakeTis
Y KapTOHHIi1 kopobui

(overpouching);
cTepwnisauis Ta
yrakoBKa,;
BMNPO6YBaHHSA
nNiKapcbkoro
3acoby; BMnycK
cepii: bakctep
C.A., Benebris

oleate (BMpo6HMLTBA KOMNaHIi Lipoid) nokasHuka
Bavkki MmeTauin. 3MiHu | TUny - 3MiHKU 3 SKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiAANOBIAHOCTI EBpONEeichkili
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTIi abo
BU/TyYEHHS cepTudikaTa BifnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBIigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi
cepTuguikart Bif y)xe 3aTBepKEHOro BUpobHUKa .
MogaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-099-
Rev 04 (3atBepmkeHo: R1-CEP 2008-099-Rev 03)
4ns pitoyoi pevosrHn Glycine, Big Bxe
3aTBepmxeHoro BupobHuka Evonik Rexim (Nanning)
Pharmaceutical Co., Ltd. 3miHu | TUny - 3MiHu 3
akocTi. CepTudpikaT BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONeichbkil
hapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BifnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpPOOHULTBI ADI; ans
[0MOMDKHOT peyoBrHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBMEHWI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

cepTudikaT Bif y)Xe 3aTBepIXEHOro BUPOOHMKA.
MogaHHsA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 1999-136-
Rev 08 (3aTBeppxeHo: R1-CEP 1999-136-Rev 07)
4ns pitovoi pevosrHn Methionine Big yxe
3aTBEpAXeHOro BupobHrka SEKISUI MEDICAL CO.,
LTD., Japan. 3minHu | TMny - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI E€BpPONENChKIit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuddikaT Bif yxe 3aTBepKEHOr0 BUPOOHMKA.
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2014-204-
Rev 01 gnsa gjtoyoi peyosuHn Threonine Big,
3aTBepmkeHoro BupobHuka AJINOMOTO HEALTH
AND NUTRITION NORTH AMERICA, INC.,
USA.BBefieHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTI.
CepTtudpikat BignosigHocTi/l E-cepTudikat
BiZJNOBIAHOCTI €BpPONENChKiit
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTudikaTa BignosigHOCTI a60
BWYYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi
cepTuduikar Bif y)Xe 3aTBep4KEHOr0 BUPOOHMKA.
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2014-204-
Rev 00 (3atBepmxeHo: RO-CEP 2014-204-Rev 01)
Ana gilyoi peyoBrHK Threonine Bif 3aTBEPAXEHOrO
BMpo6HMKa AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA, INC., USA. 3miHn | Trny - 3miHn
3 akocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponevicbkiii hapmakonei: ans A®I; ansa BuxigHoOro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBMEHWi
cepTudikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHMKA.
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2010-083-
Rev 01 (3aTBepmkeHo: R1-CEP 2010-083-Rev 00)
Ans gitoyoi pevosuHu Sodium chloride Big Bxe
3aTBEPXEHOr0 BUPOOHUKA, AKNIA 3MIHUB Ha3BY
(3aTBepmxeHo: ESCO France S.A.S. —Saline de
Dombasle, ®paHuis; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHuisi). 3miHa Ha3Bu BnacHvnka CEP
(3aTBEpAxeHo: ESCO France S.A.S. (European Salt
Company, ®paHuisi; 3anponoHoBaHo: K+S FRANCE
SAS, ®paHujis).BBegeHHA 3MiH MPOTAroM 6-Tu
MicAILiB nicns 3aTBepKEHHS. 3MiHK | TUny - 3MiHK 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONEeChKil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHSA cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUii
cepTudikaT Bif yXe 3aTBepIXEHOro BUPOOHMKA.
MogaHHsA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 2012-336-
Rev 01 (3aTBeppxeHo: R1-CEP 2012-336-Rev 00)
ONns ajto4vol pedyoBrHKU Soya-bean oil refined, Big Bxe
3aTBepAXeHoro BupobHuka Societe Industrielle des
Oleagineux, ®paHuis. 3miHu | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y metofax
BMMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTofax BUNPo6yBaHb (BK/1HOUYAKUMN 3aMiHY
a60 AONOBHEHHS)). [loAaHO aslbTepHATUBHUIA METOS,
(ICP-OES) ans Bn3HaueHHs igeHTudikauii Ta
KinbkKicHoro BMicTy kanito B 'N13.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHW 3 AKOCTI.
['oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y metofax
BMMNPOBYBaHHA rOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTofax BUNPo6yBaHb (BK/1HOUYAKUMN 3aMiHY
a60 AONOBHEHHS)). [lofaHo asibTEPHATUBHUIA METOL,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

(ICP-OES) ans Bu3HaueHHs igeHTudikauii Ta
KinbKicHOro BMIicTy HaTpito B [/13. BBeieHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCA 3aTBEPKEHHSA. 3MiHM |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
KOHTpOo/b roTOBOrO NikapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNpPobyBaHb
(BKKOYAtOUM 3aMiHy ab0 [0NOBHEHHS)). JogaHo
anbTepHatusHuii metopg (ICP-OES) ans BU3HAYEHHS
iAeHT1dikauii Ta KilbKicHOro BMICTy KasbLjto B [13.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa y MmeTofax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IHOHYAKUMN 3aMiHY
ab6o foNOBHEHHS)). JlofaHo anbTepHaTUBHWIA METOZ,
(ICP-OES) gns Bu3HayeHHs igeHTudikaujii tTa
KiflbKicHOro BMiCTy MarHito B ['/13.BBefieHHS 3MiH
NPOTAroM 6-Tu MiCALIB NiC/IA 3aTBEPAKEHHS.

132.

oKcon

PO3YMH ANS iH'EKLN,
2 mr/mn, no 25 mn
abo 50 mny
donakoHi, no 1
chnakoHy B
KapTOHHIlA KOpooLi

Mini
Xernckepe
NimiTeq

Benuka
BpuTaHis

BeHnyc Pemegic
Nimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCcbkuii 3aci6.
3MiHM Y BUPOOHULTBI. 3MiHa po3mipy cepii
(BKNtOYAKOUM fgiana3oH po3mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) 36i/bLUEHHS
pO3Mipy cepii roTOBOrO /iKapCbKOro 3acoby Ans
[03yBaHHA 2 Mr/MA1y donakoHax no 25 mi.
3arBepmpkeHo: Po3mip cepii 2500 thiakoHiB.
3anponoHoBaHo: Po3mip cepii 3000 diakoHiB.

3a
peyernmom

UA/4065/01/01

133.

OMENPA30N

Kancynu no 10 mr,
no 7 kancyny
6nictepi, no 2 abo 4
6nicTepn y nauui

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX MaTepianiB: 3MiHN
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTkili XapakTepucTuui
NikapCcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKUII ANA MegMYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo focniaxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOCAiAKeHb, NpOBeAEeHNX BiAMNOBIAHO
[0 nnaHy negiatpnyHux gocnigpkers (PIP) (3MmiHy
Y3rOPKEHO 3 KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) .
3MiHM BHECEHI [0 IHCTPYKLIT AN MegnyHoro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
"Ocob6nmBoCTi 3acTocyBaHHSA", "TMobiuHi peakuii”
BigNoBiAHO A0 iHdhopMaLii 3 6e3nekn 3acTOCyBaHHs
[ito40i peyoBrHW. TepMiH BBEAEHHS 3MiH NPOTAroM

3a
peyenmom

He
nionsieae

UA/19799/01/01




103

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

6 micauiB nicns 3aTBepMKeHHS. 3MiHu | Tuny - 3miHn
wopo 6e3snekv/epekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW). 3MiHM BHECEeHI [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuii” cTocoBHO iHGhopMaLii
LLI0A0 NOBIJOM/IEHHS NPO MiJO3PtOBaHi MOGIYHI
peakuii. TepmiH BBEAEHHSA 3MiH MPOTAroM 6 Micauis
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 415 MeAUYHOTO
3aCTOCYBaHHA Ha MigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3neku NiKkapcbKoro 3acoby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA
nikapcbKoro 3acoby B nicnspeecTpavjiiiHuii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHVX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigxeHs (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom). 3MiHu
BHeCeHi 10 IHCTPYKUIT 415 MEeAUYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby go posgainis "OcobamBocTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
BiANOBIAHO A0 iH(hopMaLii 3 6e3nekn 3acTocyBaHHS
Aito40oi peyoBrHW. TepMiH BBEAEHHS 3MiH NPOTArOM
6 MicALiB nic/1A 3aTBEPAKEHHS.

134.

OMENPA30N

Kancynu no 20 mr,
no 7 kancyny
6nicTepi, no 1 a6o 4
6nictepu y nauui, no
10 kancyny
6nicTepi, no 1 a6o 3
6nictepn y nayuj

AT
"dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLi 4159 MeAUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NpOBEeAEHNX BIiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) .
3MiHN BHECEHI A0 IHCTPYKLIT 4515 MeanYHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ainis
"Oco6nmBocTi 3acTocyBaHHA", "MobivHi peakuii”
BiANOBIAHO A0 iHhopMmaLii 3 6e3nekn 3acTocyBaHHSA
[ito4oi peyoBrHN. TepMiH BBEAEHHS 3MiH NPOTAroM
6 MicAuiB nicna 3aTBepAXeHHS. 3MiHN | Tuny - 3MiHK
wopo 6e3nekn/echekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW). 3MiHM BHECEeHi [0 IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3gainy "Mo6iyHi peakuii" cTOCOBHO iHhopmauii

3a
peyenmom

He
nionseae

UA/19799/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

LLIO0 NOBIAOM/IEHHS NPO MiJ03pPtOBaHI MOGIYHI
peakuii. TepmiH BBEeHHS 3MiH NPOTArom 6 MicsiLisB
nicns saTBeppkeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL,i slikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 41a MeanyHoro
3aCTOCyBaHHSA Ha MiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3MeKkun NiKapcbkoro 3acooby,
abo pocnimkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B MicnsipeecTpaviiiHvin nepios,
a60 AK pe3ynbTar OLiHKM 3BITY 3 [OCNILKEHD,
npoBefeHnX BigNoBIAHO [0 NNaHy negiaTpuyuHmX
pocnigxeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEeHTHUM YNOBHOB&XEHNM OpraHom). 3MiHu
BHECEeHI [10 IHCTPYKLIT A/19 MEeANYHOro 3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao po3ainis "Oco6nmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta fo3un"
BiANOBIAHO A0 iHhopMmaLii 3 6e3nekn 3acTocyBaHHSA
[ito40oi peyoBrHN. TepMiH BBEAEHHS 3MiH NPOTAroM
6 MicALiB Nic/1a 3aTBEPAXEHHS.

135.

OMENPA30N

Kancynu no 40 wmr,
no 7 kancyny
6nictepi, no 1 a6o 4
6nicTepu y nauuj, no
10 kancyny
6nictepi, no 1 a6o 3
6nicTepn y nauui

AT
"®Gapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| Tuny - 3miHK Woao 6e3nekn/edpeKTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOro 3acToCyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3acTOCyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
OpraHom) .
3MiHV BHECEHI A0 iHCTPYKLiT 4518 MeanYHOro
3acToCyBaHHSA NikapcbKoro 3acoby [0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii”
BiANOBIAHO A0 iHhopMaL,ii 3 6e3nekn 3acTocyBaHHS
Lito4oi pevoBUHU. TepMmiH BBEAEHHS 3MiH NPOTATOM
6 micauis nicns 3aTBepkKeHH:A. 3MiHu | Tuny - 3MiHn
woao 6e3nekn/edhekTBHOCTI Ta chapmakoHarnsagy
(iHWi 3miHM). 3MiHM BHECEHI [0 IHCTPYKUii ans
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby go
po3gainy "Mo6iyHi peakuii” cTocoBHO iHchopMmaii
LLIOA0 MOBIAOM/IEHHS MPO Nif03POBaHi NOBGIYHI
peakuii. TepmiH BBEAEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBepkKeHHs. 3MiHu | Tuny - 3MiHK LWoAo
6e3nekun/edhekTBHOCTI Ta hapMakoHarniagy. 3miHa
Y KOPOTKIli XapakTepucTuL,i JlikapCbKoro 3acoby,

3a
peyernmom

He
nionsieae

UA/19799/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3aCTOCyBaHHS Ha MigcTasi perynspHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKMn NiKapcbKoro 3acooby,
abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHnii nepios,
abo K pesynbTar OLiHKM 3BITY 3 [OCAIAKEHD,
npoBefeHnX BigNoBIAHO A0 NAaHy nefiaTpuuHmX
pocnipkeHb (PIP) (3MiHY y3rogkeHo 3
KOMMETEHTHUM YMOBHOBaXXEHVM OpraHoM). 3MiHN
BHECEeHI [10 IHCTPYKLIi 415 MEJUYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby ao posainis "OcobnnBocCTi
3acTocyBaHHs", "Cnoci6b 3acTocyBaHHA Ta 403Kn"
BiANOBIAHO A0 iHopMaL,i 3 6e3nekn 3acTocyBaHHS
Lito4oi pevoBUHU. TepMiH BBEAEHHS 3MiH NPOTATOM
6 micsiliB nicns 3aTBepAKEHHS.

136.

OMENPA30N
-®OAPMAK

MOPOLLIOK ANsi
pO34uHy ans
iHdpysili no 40 wr; 1
h/1aKOH 3 MOPOLLKOM
B nauLii

AT
"®apmak”

Ykpaina

AT "dapmak"
YKpaiHa
(BMPOGHMLTBO 3
npoaykuii in bulk
hipmMu-BUpPOOHUKA
Nabopatopioc
HopmoH C.A,
IcnaHis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKUII ANA Me4UYHOro 3aCToCyBaHHA Ha nigcTasi
perynisipHoO OHOBJIHOBAHOTO 3BIiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBigHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHM BHECEHI A0 IHCTPYKLUii Ans
MeAMYHOro 3aCTOCyBaHHA /TikapCbKoro 3acoby y
po3ginu "OcobamBocTi 3acTocyBaHHSA", “Mo6iIYHi
peakuii" BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun jtoyoi pevyoBuHU. BBeeHHSA 3MiH NPOTArom
6-Tv MicALIB NicnsA 3aTBepAKEHHSA. 3MiHu | Tvny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHWM BHECEHI [0
IHCTPYKL|i 415 MeAUYHOr0o 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peakuii” woao
B&X/IMBOCTI 3BiTYyBaHHA NPO NOGiYHI peakuii
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHS. 3MiHK | TRy - 3MiHW WoA0
6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby, a came BUIy4YeHO BUKIadeHHs
TEKCTYy MapKyBaHHA pOCIiliCbKOK MOBOIO Ta
KOHKPEeTM30BaHO iHthopmalL,ito Wwogo norotuny.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.

3a
peyenmom

He
nionsieae

UA/18270/01/01

137.

OMHAAPEH®

PO34MH OniliHWIA Ans

TOB "BayL

YKpaiHa

Papmsasoq

MonbLla

BHECEHHS 3MiH |0 peecTpaLiiiHux MmaTepiasis: 3MiHu

3a

UA/5204/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

250

iH'ekujii; no 1 mny
amnyni; no 5 amnyn
Y KapTOHHiiA Kopobuj

Xenc"

Enba A.T.

| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
BUXIiQHWA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea AdI
(monoBHeHHA creumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM METOA0M BUNPOOYBaHHS)
[OMOBHEHHSA creuundikaLii A®| TecTocTepoHy
i30KkanpoHaT HOBMM MOKa3HWKOM SKOCTi Bacterial
endotoxins Ta BifgnoBigAHM METOLOM BUMPOOYBaHHS.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. KOHTpoib AdI.
3MiHa y napameTpax cneuudikauiin Ta/abo
OONYCTUMUX MEX, BUSHAUYEHMX y crieumdikalisx Ha
A®I, ab60 BUXigHWIA/NPOMXHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(monoBHeHHs creumdikalii HOBUM MOKa3HMKOM
AKOCTi Ta BiAMOBIAHMM METO40M BUNPOOYBaHHS)
[JonosHeHHs crevumdikalii APl TecTocTepoHy
KanpiHaT HOBUM NMOKa3HWKOM siKocTi Bacterial
endotoxins Ta BignoBiAHMM METOA0M BUNPOGYBaHHS.

peyerimom

138.

OMHAAPEH®
250

PO34nH oniliHWi Ans
iH'ekujii; no 1 mny

amnyni; no 5 amnyn
Y KapTOHHIi kopobu,i

TOB
«BAYL
XEJIC»

YkpaiHa

Papmsasop,
Enba A.T.

Monblwa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
napameTpax cneuudgikauii Ta/abo AONyCTUMUX MEX,
BM3HAuYeHUX y cneumdiikauisx Ha Adl, abo
BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl
(monoBHeHHA creumdikalii HOBUM NOKa3HUKOM
AKOCTI Ta BiAMOBIAHMM METOA0M BUNPOOYBaHHS) -
[OMOBHEHHAM cneumdikaLii a8 TeCTOCTEPOHY
nponioHaTy HOBMM MOKa3HWKOM SKOCTi Bacterial
endotoxins (LAL); 3MiHu | Tuny - 3miHu 3 sKocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax cneuundikadiii
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneundikauisix Ha Adl, abo BUXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHMLUTBA AD| (ONOBHEHHA cneuudikaLii HOBUM
NOKa3HNKOM SIKOCTi Ta BiAMNOBiIAHUM METOA0M
BMNPOGYBaHHS) - AONOBHEHHAM cnevumdikauii gns
TECTOCTEPOHY heHIINponioHaTy HOBMM NMOKAa3HUKOM
akocTi Bacterial endotoxins (LAL); 3minu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y
mMeTofax BunpobysaHHs AP abo BUXigHOro
marepiany/npomiKHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa ADI
(iHLWi 3MiHW) - pefakLiiiHi 3MiHW y MeTogax
BMNpo6yBaHHA A®| 3 BHECEHHAM 3MiH A0 po34iniB
3.2.5.4.2,3.2.5.4.313.2.S.4.5. ona Ailounx pevoBuH
TECTOCTEPOHY NPOMioHaTy, TECTOCTEPOHY

3a
peyernmom

UA/5204/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
cheHinnponioHaty Ta 3MiHn B Mmogyni 3.2.5.4.3 ans
Ail04NX PeyoBMH TECTOCTEPOHY i30KanpoHary,
TECTOCTEPOHY flekaHoaTy
139. | OPPAAVH Kancynv TBepgi no 2 Caigiw LLIBeuis Bupo6HMLTBO 3a LLiBeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a - UA/13603/01/01
Mr; no 60 kancyn y OpdaH NOBHUM LK/IOM: | TMny - 3MiHu 3 akocTi. A®L. KoHTposib AdL. 3miHa y peyenmom
thnakoHi; no 1 BiosiTpym Anotek NpogakiiH napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
chnakoHy B IHTepHelLeH & JlebopeTpiep BM3HAYEHUX Y cneumdikauisx Ha Adl, abo
KapTOHHIiA ynakoBL,i en Ab AB, LBeUis; BUXIiAHWIA/NPOMDXHUIA NpoAyKT/peareHT, Wwo
KoHTponb sikocTi: BMKOPVCTOBYIOTbCS Y npoueci BuUpobHuytea Ad|
AnoTtek MNpoaakwH (iHLWi 3MiHW)
& NebopeTpiep 3MiHa onuncy napameTpa «30BHILLHIl BUrAL» Y
AB, LBeuijs cneuudikaLii CMPOBMHY auUeTOoH LjiaHOoriaApuH, ska
BMKOPVCTOBYETLCA Y NPOLLECi BUPOBHULITBA AiH04OT
PEYOBMHMN HITU3NHOHY i3 «NPO30pa, 31erka
)KOBTyBara pignHa» Ha «npo3opa, 6e3bapsHa 40
3/1erka XoBTyBaTa pignHa». 3aTBepAXeHo:
3.2.S.2.3.4 Raw material specification Acetone
cyanohydrin Appearance: clear, slightly yellow liquid
3anponoHoBaHo: 3.2.S.2.3.4 Raw material
specification Acetone cyanohydrin Appearance:
clear, colorless to slightly yellow liquid.
140. | OP®AAVH Kancynu Teepai no 5 Caigiw LBeuis Bupo6HMLTBO 3a LBeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/13603/01/02
Mr; no 60 kancyny OpdaH NOBHUM LMK/IOM: | Tuny - 3MiHu 3 AkocTi. A®IL. KoHTposb AdL. 3miHa y peyenmom
chnakoHi; no 1 BiosiTpym Anotek MNpogaxiiH napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
donakoHy B IHTepHeLueH & NlebopeTpiep BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
KapTOHHIA ynakoBL,i en Ab AB, LBeuis; BUXIiAHWIA/NPOMDKHUIA NpoayKT/peareHT, Wwo
KoHTponb sikocTi: BMKOPVCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
AnoTek MNpogakwH (iHWi 3MiHW)
& NebopeTpiep 3MiHa onuncy napameTpa «30BHiLLHIl BUrAL» Y
AB, LBeuis cneuudikaLyii CMPOBMHY auUeTOoH LjiaHOoriApuH, ska
BMKOPVCTOBYETLCA Y NPOLLECi BUPOBHULITBA fiH0HOT
PEYOBMHM HITU3NHOHY i3 «NPO30pa, 3n1erka
)KOBTyBara pignHa» Ha «npo3opa, 6e3bapsHa 40
3/1erka XoBTyBaTa pignHa». 3aTBepAXeHO:
3.2.S.2.3.4 Raw material specification Acetone
cyanohydrin Appearance: clear, slightly yellow liquid
3anponoHoBaHo: 3.2.S.2.3.4 Raw material
specification Acetone cyanohydrin Appearance:
clear, colorless to slightly yellow liquid.
141. | OPPAAVH Kancynu Teepai no Csigiw Lseuis Brpo6HMLTBO 3a Lseuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/13603/01/03
10 wmr; no 60 kancyn OpchaH NOBHUM LMK/IOM: | Tuny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y peyenmom
y chnakoHi; no 1 BioBiTpym AnoTek MNpogakwH napameTpax cneuudikauii Ta/abo JoNyCTUMUX MeX,
dhnakoHy B IHTepHeLueH & NlebopeTpiep BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
KapTOHHIiA ynakoBL,i en Ab AB, WBeLis; BUXIZHWA/NPOMIXHUIA NPpOAYKT/peareHT, Lo

KoHTponb sikocTi:
Anotek MNpogakLiH
& NebopeTpiep
AB, LUlBeuis

BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea Ad|
(iHWi 3MiHW)

3MiHa onucy napameTpa «30BHiLUHI BUTNAA» y

crneundikauii CMPOBUHM aLETOH LjiaHOrigpuH, sika
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMKOPVCTOBYETLCA Y NPOLLECI BUPOBHMLITBA 0401
PEYOBMHM HITU3NHOHY i3 «NPO30pa, 3M1erka
)KOBTyBaTa pignHa» Ha «npo3opa, 6e3bapsHa 40
3/1erka XoBTyBaTa pignHa». 3aTBepaXeHo:
3.2.S.2.3.4 Raw material specification Acetone
cyanohydrin Appearance: clear, slightly yellow liquid
3anponoHoBaHo: 3.2.S.2.3.4 Raw material
specification Acetone cyanohydrin Appearance:
clear, colorless to slightly yellow liquid.
142. | OTPUBIH cnpeii HasasbHWIA, FCK LLisefiuapi 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 He UA/5206/02/01
[o30BaHuit 0,1 %; KoHcblomep A Xenckep CAP/ | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma nionsieae
no 10 mny Xenckep hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTumui
nonimepHomy CAPNI nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
nakoHi 3 IHCTPYKUII ANA Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
posnuaBavem; no perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
1 donakoHy B

KapTOHHIlA KOpooLi

nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnimpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAUYHOTO
3acToCyBaHHSA Nikapcbkoro 3acoby Ao po3giny
"Mo6iyHi peakwi" BigNOBIAHO A0 OHOBEHOT
iHhopmalii 3 6e3nekun 3acTocyBaHHA AitoUoil
peyoBMHM Nikapcbkoro 3acoby. BeegeHHs 3MiH
NpoTArom 6-Tu MicALB Nicns 3aTBEpPAKEHHS
3MiHu 1l TMny - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHM y KOPOTKii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKL,iT 415 MeAnYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBYMM AaHUMU 3 SKOCTI,
OOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta JaHUMK 3
hapmakoHarnagy - 3MiHW BHECEHO [0 IHCTPYKLUIT A1
MEeAMYHOro 3acTOCyBaHHA NiKapcbKoro 3acoby ao
po3ginis "lNpoTunokasaHHs", "OcobmnBocCTi
3acToCcyBaHHSA", "3acToCyBaHHSA Y nepiog BarirTHOCTI
ab0 rogyBaHHA rpyaa”(BHECEHHS A04AaTKOBMX
3acTepexeHb), "Cnocib 3acTocyBaHHs Ta Ao3un",
"Mepepo3ysaHHa", "Mo6IYHI peakuii” Bi4NOBIAHO A0
OHOBJIEHOT iH(hopMaLlii 3 6e3nekn 3acToCyBaHHS
[ilo40T PeYOBVHY MiKapCbKOro 3acoby, a Takox
BHECEHO iH(hopmaLito Npo HEOBXiAHICTb
NoBIAOMASATY NPO YCi BUNAAKW Mif03pHOBaHNX
NoGiYHMX peakLiil Ta BifCyTHOCTI eDeKTUBHOCTI
nikapcbKoro 3acoby. BBefeHHs 3MiH NpOTArom 6-Tu

MicsILiB Nicns 3aTBEpPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
143. | OD/IOKAIH- masb, o 15 r a6o 30 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTtepianiB: 3MiHN 3a - UA/7088/01/01
AAPHULA® ryTy6i; no 1 1y6i y "®bapmaueBT "papmaueBTUYHA | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
nauuj nyHa thipma ipma "AapHuua" hapmakoHarnagy (iHwi 3mMiHn) - OHOBMIEHHSA TEKCTY
"fapHuus" MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a came BUy4YeHHs iHdhopMadi,
3a3HayeHol PoCiiCbKO MOBOH), 3a3HaveHHsA QR-
KOAY Ha BTOPVHHIIA yNakoBLji Ta He3HauHi pefakLiiiHi
npasku. BBeAeHHs 3MiH NpOTAroM 6-Tn MicsALiB nicns
3aTBEPKEHHS
144. | NAHTEHON niHa HawkipHa, 4,63 | TOB "BAYL YkpaiHa BignosiganbHuii HimeuunHa/ | BHeCeHHSs 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu 6e3 nionsizae UA/4438/01/01
CMNPEN r/200rno 130ry XENC" 3a BUNYCK Cepiii: Ipnangis/ | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peuyenma
KOHTeliHepi nig, [p. F'epxapa LLisefiuapis 3MiHun y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo
TUCKOM; no 1 MaHH Xewm.-thapm. CTOCYOTbCSI BUMYCKY Cepii Ta KOHTPO/IIO SKOCTI
KOHTEliHepy B Pabpuk M'm6X, roTOBOrO JlikapCbKoro 3acoby (3amiHa abo
KapTOHHI Kopoobui HimeuunHa A0faBaHHA BUPOOHMKA, LLIO BiANOBiJa€E 38 BBE3EHHSA
BignosiganbHuii Ta/abo Bunyck cepii) - He BkIoyatoum
3a BUMNYCK Cepiii: KOHTPONb/BUNPOBYBaHHSA cepil - JoAaBaHHsA
Bayw + Nlom6 BMpo6HMKa M3 Bausch +Lomb Ireland Limited,
Ipnang Nivitea, Ireland, BignoBiganbHoro 3a Bunyck cepii. 3MiHK
Ipnangis BHeCeHi y po3ainu "BUpo6HuK" Ta
BupobHMLTBO "Micue3HaxomkeHHs BUPOGHMKa Ta oro agpeca
bulk, nakyBaHHs, MiCLiAl NPOBaKEHHS AiS/IbHOCTI" B iIHCTPYKL,it0 AN1s
KOHTPO/b SIKOCTI: MeAMYHOro 3acTOCYBaHHA Yy 3B'A3Ky 3 BBEEHHAM
ACM Aepocon- [04aTKOBOTO BUPOOHUKA Ta SIK HACNIAOK - BiANOBifHi
Cepsic AT, 3MiHM Y TEKCTi MapKyBaHHS1 YNakoBKU JlikapCbKoro
LLiBeiiuapis 3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
145. | NAPAKO/, Tabnetkv no 10 ToBapucTBo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/12054/01/01
IC® Tabnetok y 6nictepi; 3 [0aTKOBOK | TMny - 3miHK 3 AkocTi. CepTudpikat peyenmom
no 1 6nictepy B [0[4aTKOBOK BiANOBIAA/bHICTIO BignosigHocTi/l E-cepTudikar BignosigHoOCTI
naJui 3 KapToHy; No Bignosigasb "IHTEPXIM" €Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
10 TabneTok y HICTIO noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y
6nicTepi "IHTEPXIM" BiANOBIAHICTb A0 MoHOrpadii APY abo
€Bponeiicbkoi dhapmakonei, abo iHWOoi HauioHa/IbHOI
thapmakonei fepxasu €C (3MiHa y cneundikaisx,
nos'sasaHa 3i amiHamu B 1PY, abo €Bponeiicbkii
hapmakonei, abo iHLi HalioHanbHi hapmakonel
nepxasun €C) - npuBefeHHA cneundikauii Ta
MeTogaiB KOHTponto Ad| y BignoBigHICTb A0
MoHorpadii «Paracetamol» E€d, gitoue BugaHHs, Lo
BXOAATb A0 cknagy N3, a came 3mMiHa HOPMyBaHHS
Ta METOAiB KOHTPO/IH0 3a NoKasHMKamu
«laeHTudikauis», «CynpoBifgHi AOMILLKM»,
BUJIyYEHHS NoKasHMKa «Baxki meTanms.
146. | NEHTA/IIH- Tabnetkn, no 10 ToBapucTBO YKpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW 3a - UA/14757/01/01
340POB'A TabneTok y 6nictepi; 3 obMexeHo | TMny - 3miHK 3 AkocTi. CepTudpikart peyenmom
1 a6o 2 6nictepu B obmexeHoto BiANOBIAA/LHICTIO signosigHocTi/l E-cepTudikar BignosigHocTi
KOpo6L,i 3 KAPTOHY BignoBigaib "papmaueBTNYHa €Bponeiickbkiin papmakonei/moHorpadii. NMogaHHs
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HICTIO KOMMaHis HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
"®bapmaueBT "3p0pos'a", abo BUNy4YeHHs cepTucpikata BigNoBIAHOCTI
nyHa YkpaiHa €sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
KOMMaHis (cbacyBaHHs i3 "in marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
"3popos'a" bulk" npenapaty BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana

hipMu-BMPOGHMKa
TOB "XapkiBCbke
hapmMaueBTUyHE
niANPMEMCTBO
"3p0poB'sa
Hapogy", YkpaiHa)

[OMNOMDKHOT peyoBMHY (cepTuddikaT BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBMEHWi
cepTudikaT Bif y)Xe 3aTBEpIXEHOro BUPOOHMKA.
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne R1-CEP 2006-199 -
Rev 01 (3atBepmkeHo: R1-CEP 2006-199 - Rev 00)
Ana gitoyoi pevosuHy Codeine phosphate
hemihydrate Big Bxe 3aTBepaxeHOro BUpobHuKa
ALKALOIDA CHEMICAL COMPANY ZRT.
3MiHn | TUNY - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUNy4YEHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
HOBOrO BMPO6HMKa (3amiHa abo AOMOBHEHHS)
nofaHHsA HOBOro cepTudikara BiANOBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-023 -
Rev 05 ans gitovoi peyosmHu Codeine phosphate
hemihydrate Big HoBoro Bupo6Huka SANECA
PHARMACEUTICALS A.S. (4onoBHeHHS). Ak
Hacnigok, NpMBeAeHHs crneumdikalii Ta MeTogis
KOHTPO/O SKOCTi Ha Ailovy peYOoBUHY 3a NOKA3HUKOM
“3a/ULLKOBI Ki/IbKOCTi OpraHiyHnX PO34nHHUKIB" [0
Bumor CEP pgaHoro Bupo6Huka.
3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudikaT
signosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BUPO6HMKA (3amiHa abo [0MOBHEHHS)
noAaHHsa HOBOro cepTtudpikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2001-090 -
Rev 06 ans gitovoi peyosmHu Codeine phosphate
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

hemihydrate Big HoBoro Bnpo6Huka ALCALIBER
S.A.U., Spain (gonoBHeHHS).3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BuyyeHHs1 BUPOGHUYOT
OiNbHUUI (BKAOYaoun ginbHuLi ana Adl,
NMPOMIKHOIO NPOAYKTY abo roToBOro NikapCbKoro
3acoby, AinbHNULi AN NPOBELEHHS NaKyBaHHS,
BMPO6HUKA, BiAMOBIAA/ILHOO 3a BUMYCK CEpiil, MicLe
NpoBeAeHHs KOHTPOI0 cepil) abo noctavyanbHUKa
BWXiAHOro marepiasy, peareHTy abo AONOMDKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE) BUNYHEHHS
BMpobHUKa A®I| KogeiHy docdrat dipmum
MACFARLAN SMITH LIMITED, United Kingdom.

147.

NEHTOKCU®
1IH-
JLAPHULA

PO34MH A5 iH'EKLN,
20 mr/mn, no 5 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIl
ynakosui; no 1 a6o 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®GapmaueBT
nyHa chipma

"fapHuus”

Ykpaina

MpAT
"PapmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHML (BKNHOYAKUN AinbHAL ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
niKkapcbKoro 3acoby, AiNbHULI ANs NPOBeAEeHHS
nakyBaHHs, BUPOGHMKA, BigNOBifaIbHOTO 3a BUMYCK
cepili, MicLie NpoBefeHHS KOHTPOSIO cepii) abo
nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y [0ChE)
AaMiHiCTpaTMBHa 3MiHa BUTy4YeHHS BUPOGHMKa AdI
MeHTOKCUDINIHY: Saneca Pharmaceuticals, a. s.,
Slovak Republic. 3anuwaeTcbs asibTepHATUBHWIA
BMpo6HuKa A®I: Sun Pharmaceutical Industries
Limited, India.

3a
peyenmom

UA/4041/02/01

148.

NMEHTOTPEH

pO3unH ANs iHQYys3il,
0,5 mr/mn, no 200
My hnakoHax

MpAT
"®GapmauesT
n4yHa dhipma

"fapHnus”

Ykpaina

MpAT
"PapmaueBTnyHa
ipma "OapHuua”

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHN
I Tuny - AaMiHiCTpaTUBHI 3MiHWU. BunyyeHHs
BMPOBHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI AN
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs1, BUPOGHYKA, BifNOBigaIbHOro 3a BUMYCK
cepiii, Micue NPoBeAEeHHs KOHTPOIO cepii) abo
noctavasibH1Ka BUXILHOTO MaTepiasy, peareHTy abo
[0MNOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y OChLE).
AAMiHicTpaTMBHa 3MiHa BUTyYeHHS BUPOGHMKa AdI
MeHTOKCUDINIHY: Saneca Pharmaceuticals, a. s.,
Slovak Republic. 3anuwaeTcbs albTepHATUBHWIA
BMpo6Huka A®I: Sun Pharmaceutical Industries
Limited, India.

3a
peyerimom

UA/15146/01/01

149.

NMEPEKNCY
BOJHIO
PO34VH 3 %

pO34uH Ans
30BHILUHBOTO
3acTocyBaHHS,
BOLHWIA 3 %, no 40
mn, abo 100 mn, abo
no 200 mny
donakoHax CKASHUX
a60 NosiMEepPHHX;

MpAT
dapmaueBT
N4yHa
habpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTMYHA
thabpuka "Biona"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3MiHW
| TMny - AAMIHICTpaTVBHI 3MiHW. Buiy4yeHHs
BMPOGHUWYOI AiNbHML (BKIKOYAKUN AiNbHAL ANS
A®I, npomiXHOro NpoaykTy abo rotoBoro
niKapcbKoro 3acoby, AiNbHULI 4151 NPOBEeAEHHS
nakyBaHHS, BUPOGHMKa, BigNoBifasIbHOTo 3a BUMYCK
cepili, MicLie NpoBeAEeHHsI KOHTPOSKO cepii) abo
nocTavasibHVKa BUXIgHOro martepiasy, peareHty abo

6e3
peyenma

UA/7655/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
abo 100 mn a6o no [OMOMDKHOI PEYOBMHY (SIKLLIO 3a3HAYEHO Y A0ChE) -
200 My chnakoHax BunyuyeHHsi anbTepHaTNBHOrO BMpo6HUKa A®I TOB
nonimepHux, «[lera», Pocisi, BpaxoByuy BpaxyByloun HasBHICTb
YKYMOpeHi IHLUMX 3aTBEPKEHNX BUPOGHWKIB Ajt0UOT pEHOBUHN
KpuLKamu 3 BO/HIO nepokcuay po3unH 30% (TOB «IHTep-
HacazKoto; no 100 CuHTes», YkpaiHa T1a MNpAT «bionik», Ykpaina.),
My chN1aKoHi 3rigHo MocTtaHoBn KMY Big 16.08.2022 Ne915 "Mpo
nosiMepHomy, BHECEeHHS 3MiH A0 MNopagky AepxaBHoT peecTpavii
YKynopeHomy (nepepeecTpadii) nikapcbkmx 3acobis".
KPWILLKOIO 3
Hacagkoto; no 1
chnakoHy B nauwyj; no
40 mn a6o 100 mn y
dhnakoHax CKIsIHUX
abo nonimepHux; no
1 cbnakoHy B mayui
150. | NIPALETAM TabneTku, BKPUTI MAT YkpaiHa MAT "lannudapm” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianiB: 3MiHK - - UA/9520/01/01
o060n0oHkot, no 200 "ranuudap | Tvny - 3miHK 3 AkocTi. CepTudikart
mr in bulk: mo 15 kry M" BignosigHocTi/l E-cepTudikat BignosigHOCTI
noaBiniHWX €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
nonieTnIeHoBMX HOBOro abo OHOB/IEHOTO cepTudikarTa BifgnoBigHOCTI
MiLLIKaX; M0 2 MiLLKK ab0o BUNyYeHHs cepTudikaTta BifgnoBigHOCTI
y NNacTUKOBIN €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
€MKOCTi marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUpOOHULTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€sponelicbkin dhapmakonei) - HoBuii ceptudikar Big
BXe 3aTBepAKeHOro B1pobHuKa MNMogaHHA HOBOro
ceptudgpikaty CEP R1-CEP 2004-083-Rev 07 Big,
BXe 3aTBepxeHoro BupobHunka A®| Northeast
Pharmaceutical Group Co. Ltd., KuTaii; 3minu | Tvny
- 3MiHu 3 skocTi. CepTuddikat BignosigHOCTI/TE-
cepTugikaT BiANOBIAHOCTI €BpONenchbKil
hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI a6o
BW/TYYEHHS cepTudikaTta BignoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[LOMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuii cepTudikar Big,
BXE 3aTBepKeHOro BUpobHuka - NogaHHa HOBOro
cepTudpikaTy BiANoBigHOCTI EBpoNenchbkili
thapmakonei R1-CEP 2004-069-Rev 04 Big Bxe
3aTBEpAXEHOro BUpo6Hvka ana Adl MIPALIETAM,
cybcTaHuis Pharmaceutical Works POLPHARMA
S.A,, lMNonblua
151. | NIPALEETAM TabneTku, BKpUTI MNAT YkpaiHa MNAT "Tannycapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiH1X maTepianis: 3MiHK 3a - UA/0901/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
o6onoHkot, no 200 "rannudap | TNy - 3miHK 3 AkocTi. CepTudikart peyenmom
Mr rno 10 Tabnetok y M" BignosigHocTI/IE-cepTudpikat BignosigHoCTi
6nicTepi; no 3 abo 6 €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
6nicTepiB y nauui HOBOro abo OHOB/IEHOTrO cepTudikaTa BifgnoBigHOCTI
abo BUNyYeHHs cepTucpikata BigNoBiAHOCTI
€sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BYKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponelicbkinn hapmakonei) - HoBuii cepTudikar Big
BXe 3aTBepAKeHOro B1pobHuKa MogaHHsA HOBOro
ceptucpikaty CEP R1-CEP 2004-083-Rev 07 Big
BXe 3aTBepxeHoro BupobHunka A®| Northeast
Pharmaceutical Group Co. Ltd., Kutaii; 3miHu | Tvny
- 3MiHn 3 sKocTi. CepTudpikat BignosigHoCTI/TE-
cepTudikaT BignoBigHOCTI EBponeinchkiii
thapmakonei/MoHorpadii. NMogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTIi abo
BW/TyYEHHS cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
BXe 3aTBEepAXXEeHOro BUpPobHYKa - MNogaHHs HOBOro
cepTudikaTy BiANoBigHOCTI EBponechkili
apmakonei R1-CEP 2004-069-Rev 04 Big Bxe
3aTBepaxeHoro BupobHunka ans A®| MIPALIETAM,
cybcTaHuis Pharmaceutical Works POLPHARMA
S.A,, MNMonbla
152. | NPEBUAMIC TabneTku, BKpUTI Mepk Wapni | LWeeiiyapi BMPOGHMLTBO, Ipnangis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/19168/01/01
NNiBKOBOO Ooywm IAEA A aHaniTMyHe Benbris | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, No 240 M6X TEeCTyBaHHS: thapmakoHarnagy (iHwi 3MiH1) 3MiHN BHECeHI B
mr; 4 6nictepu no 7 MCA IHTepHewHn TEKCT MapKyBaHHS BTOPUHHOT YMakoBKM MiKapCbKoro
TabneTok B KOXHOMY meX / MCL4 3aco6y y n.12. «<HOMEP PEECTPALIVIHOIO
(28 TabneTtok) B Ipnangjs MOCBIAYEHHA» Ta n. 17. «IHWE». BBegeHHs 3MiH
KapTOHHIA Kopoo6Li (Bennigaiin), npoTarom 3 MicsLiB Nicns 3aTBEPAKEHHS.
Ipnangis
nepBrHHE Ta
BTOPWHHE
nakyBaHHs, 403BiN
Ha BUMYCK cepii:
OpraHoH XeficTt
68, benebris
153. | NPEBUMIC KOHUeHTpaT ans Mepk Wapni | LWseiyapi BTOPVHHE Benebrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/19269/01/01
pO34uHy Ans Ooywm IOEA A nakyBaHHs, IpnaHgis | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHdpy3iid, 240 mr (20 6X aHaniTMyHe hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHI B
Mr/Mn); KOHUEHTpaT TeCTyBaHHS, TEKCT MapKyBaHHS BTOPUHHOT yMakoBKM NiKapCbKoro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

NS PO34nHY B
CKNSAHOMY (pr1aKoHi
(tuny 1), 1 donakoH y
KapTOHHI KopoobLi

TecTyBaHHSA
cTabinbHOCTI Ta
[03BIiN Ha BUMYCK
cepii: OpraHoH
XelicT 6B,
Benebrisi;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHS Ta
aHanitnyHe
TeCTyBaHHs,
TecTyBaHHS
cTabinbHOCTI:
MCJ, IHTepHeLHN
TM6X/MCA
IpnaHgjs
(Kapnoy),
IpnaHgis

3acoby y n.12. kHOMEP PEECTPALINHOIO
MOCBIAYEHHSA» Ta n. 17. «IHWE». BBegeHHs 3MiH
npoTArom 3 micsALiB NiCNs 3aTBEPAXKEHHS.

154.

MPErAJIKA

kancynu Teepgi no
75 wmr; no 10 kancyn
y 6nicTepi; no 2
6nictepu B
KapTOHHIlA KOpooLi

Mictpan
Kenitan
MeHemxmeH
T NimiTen,

AHrnisA

BMPOGHMLITBO
roToBOT NiKapCbKoi
hopmu, neperMHHA

Ta BTOPMHHA

ynakoBka,
KOHTPO/b Cepil,
BWMNYCK Cepil:
®APMATEH
IHTEPHELUHN
CA, Ipeuis

BMPOBOHULITBO
roTOBOI NiKapCbKOi
dhopmu, KOHTPOIb

cepil, NnepBuUHHa
ynakoBka,
BTOPWHHA
ynakoBka:
OmaH
dapmactoTikan
Mpopgakrtc Ko.,
N.1.C., OmaH

Ipeuis/
OmaH

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiiHOro NocBigYeHHs) 3MiHa agpecu
3as1BHMKA

3a
peyenmom

UA/19604/01/01

155.

MPErAJIKA

kancynu Teepgi no
150 wr; no 10
Kancyn y énictepi;
no 2 6nictepu B
KapTOHHIl KopooLi

MicTpan
Kenitan
MeHexmeH
T NlimiTeq

AHrniA

BMPOGHMLITBO
roTOBOT NiKapcbKoi
hopmu, nepBrMHHA

Ta BTOPUHHA

ynakoBka,
KOHTPO/b Cepil,
BUNYCK cepi:
PAPMATEH
IHTEPHELUHN

peuis/
OmaH

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy 3asBHVKa (BnacHuKa
peecTpayiiiHOro NocBigYeHHs) 3MiHa agpecu
3asBHMKA

3a
peyenmom

UA/19604/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
CA, lpeuis
BMPOOHULITBO
roToBOI NiKapCbKoi
dhopmu, KOHTPOb
cepil, NnepBuUHHa
ynakoBka,
BTOPVHHA
ynakoBka:
OmaH
dapmactoTikan
Mpopgakrtc Ko.,
N.1.C., OmaH
156. | NPErANIKA Kancynv TBepgi no Mictpan AHrnis BMPOGHMLTBO Ipeuis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a - UA/19604/01/03
300 wmr; no 10 Kenitan roToBOT NiKapCbKoi OmaH | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peyenmom
Kancyn y énictepi; MeHepKkmeH dopmMm, NepBuHHA HaliMeHyBaHHA Ta/abo agpecu 3asBHUKA (BNaCHUKA
no 2 6nictepu B T Nliviteq, Ta BTOpVHHA peecTpauiiiHOro NocBigYeHHs) 3MiHa agpecu
KapTOHHIlA KOpooLi yrnakoBka, 3asBHMKA
KOHTPO/b Cepil,
BWMNYCK Cepil:
®APMATEH
IHTEPHELUHN
CA, Ipeuis
BMPOOHULITBO
roTOBOI NiKapCbKOi
dhopmu, KOHTPOIb
cepil, NnepBuUHHa
ynakoBka,
BTOPWHHA
ynakoBka:
OmaH
dapmactoTikan
Mpopgakrtc Ko.,
N.1.C., OmaH
157. | NPOCTA3AH- | Tabnetkn MicTpan AHrniA BMPOGHMLTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/17365/01/01
BICTA NPOIOHIOBaHOI Aji Kenitan nepBuHHeE, HimeuuunHa/ | TMny - AgMiHICTpaTVBHI 3MiHW. BunyyeHHs peyenmom
no 0,4 mr; no 10 MeHexmeH BTOPVHHE Bonrapis BMPOGHWYOI AinbHUL (BKNHOYAKUN AibHAL ANS
TabneTok y 6nictepi; T NimiTeq, nakyBaHHs, A®I, npomiXHOro NpoayKTy abo rotoBoro
no 3 6nictepu y KOHTPOb SKOCTI, niKkapcbKoro 3acoby, AinbHULI ANs NPOBeAEHHS
KapTOHHI KopoobLi BWMNYCK cepil: nakyBaHHs, BUPOGHWKa, BigMNoBifasIbHOro 3a BUMYCK
CiHTOH XicnaHis, cepili, MicLe NpoBefieHHs1 KOHTPOSIO cepii) abo
C.J1.,, IcnaHis nocTavasibHVKa BUXigHOro marepiasny, peareHty abo
BUPOBHMLTBO, [0MOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y A0CHE)
KOHTPO/b SIKOCTI: BunyyeHHs nakyBanbHOI AiNlbHAL BUPOGHUKA
PotTeHgopd Pottengopc ®apma MvbX, HimeuyunHa, 3a
®apma 'méX, agpecoto: Am dnsiireHganb 3, EHHirepnox,
HimeyunHa MiBHiuHWIA PeiiH-BecTdhania, 59320, HimeuuunHa,
nepBuHHeE, ockinbku CiHTOH XicnaHisi, C.J1. He BUKOPUCTOBYE
BTOPUHHE OaHuii cainT. Ana AinbHWUUI 32 agpecoto:
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nakyBaHHs: OcTteHdpenbaep wrpacce 51-61, 59320 EHHirepnox,
il MiBHiYHUIA PeiiH-BecTdpanisa, HimeuunHa, haktnuHe
dapmacbloTikasc, MicLe BUpPO6GHMLTBA Ta BCI BUPOGHMYI onepadii
JIta, Bonrapis 3aMwarTbes 6e3 3MiH.
158. | NyPUUUniH NOPOLLOK, rpaHynu CeHTpieHT HigepnaH CeHTpieHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK - - UA/14940/01/01
(AMOILUNIH Ta NnopoLLoK dapmacbioTi on dapmacbloTikans | Tuny - 3miHK 3 AkocTi. APl Cuctema
y MiIKpPOHi30BaHwi Kans IHAia MpaiisiT KOHTeliHep/3akynoproBasibHWii 3aci6 (iHLWi 3MiHW) -
TPUTIAPAT) (cy6eTaHuin) y HesepnaHac Nimitep OHOB/IEHHS po3Ainy «MapkyBaHHs» B MKHA /13.
noslieTUIEeHoBMX [opaTkoBa iHhopmavisi Moxe 6yTu HaHeceHa y
naketax gns BiANOBIAHOCTI O HOPMATUBHOT AOKYMeHTaL,ii
hapMaLeBTUYHOIO BUPOGHMKa
3aCTOCyBaHHs
159. | N'ATUPYATK | Tabnetku, no 10 ToBapucTBo YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a - UA/8698/01/01
A®IC Tabnetok y 6nictepi; 3 [0aTKOBOK YTOUHEHHSA HANUCaHHA YMOB BifgnycKy B Hakasi peyernnmom
no 1 6nictepy B [,00aTKOBOKO Bi4NOBIAA/IbHICTIO Ne 1808 Big 18.10.2023 B npoueci BHECEHHSA 3MiH
nadi 3 KapToHy Bignosigasb "IHTEPXIM" (3MiHu | TMNY - 3MiHK 3 aKocTi. CepTudikaT
HICTIO BignosigHocTI/IE-cepTudpikat BignosigHoCTi
"IHTEPXIM" €sponelicbkin dhapmakonei/MoHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BigNoBigHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLWOoi HauioHaIbHOT
thapmakonei gepxasu €C (3MiHa y crneundikaisx,
nos'sizaHa 3i amiHamu B 1dY, abo €Bponeiicbkiit
thapmakonei, abo iHLIA HavuioHanbHI dhapmakonei
aepxasun €C) npuBefeHHs cneumdikauii Ta MeTosis
KOHTpoto Adl y BIANOBIAHICTL A0 MOHOrpadii
«Paracetamol» €®, gitoye BuAaHHS, WO BXOAATb 40
cknagy N3, a came 3mMiHa HOPMyBaHHS Ta MeTOZIB
KOHTPO/IH0 3a NoKasHvkamu «laeHTudikauis»,
«CynpoBigHi AOMILLKW», BUTYYEHHST NOKa3HUKa
«Baxki meTanu»). Pefakuis B Hakai - 6e3 pevenTa.
BipHa pefakuis - 3a peuenTom.
160. | PEBAMIMNIA KpucTanivyHui MAT YKpaina LI3saHcy CiHepaxi Kutaicbka BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: 3MiHW - - UA/17275/01/01
NOPOLLOK "Knismegnp dapmac'toTikan HapopgHa | Tuny - 3MiHu 3 akocTi. A®L. KoHTposib AdL. 3miHa y
(cybeTaHuis) y enapat" Ko., T4, pecny6nika mMeTofax BunpobysaHHsa A®| abo BUXigHOro
NoABINHNX mMartepiany/npomMikHOro NPoAyKTy/peareHTy, Wwo
nonieTnIeHoBUX BUKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
naketax gns (iHwWi 3MiHM y MeTogax BUNPobyBaHHA (BKIOYaOUM
hapMaLeBTUHHOIO 3amiHy ab0 gonoBHeHHS) A®| a6o
3acTocyBaHHs BMXiZAHOrO/NPOMIXHOro NPoAyKTy) - 3MiHa y MeToAax

BUNpobyBaHHA An1a APl pebaminigy 3a NokasHUKOM
“3aMLWKOBI PO3YNHHUKIL"; 3MiHK | TURY - 3MiHN 3
AKoCTi. A®l. KoHTposb A®I (iHWi 3MiHW) -
MpuBeaeHHs cneundikadii Ha AP| pebaminigy y
Bi4MNOBIAHICTb A0 BUMOr €BpONenchLKoi papmakonei
MOB’A3aHO0 i3 3MiHOI HaliMeHyBaHHS NoKasHMKa
“3a/MLLKOBI KiSIbKOCTi OpraHiyH1X PO3UNMHHUKIB” Ha
“3aIMLWKOBI PO3YMHHUKM"
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
161. | PEBMOKCUK | po3uuH ons iH'ekuin AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU 3a - UA/0759/02/01
AM® 1% nol5mnB "®apmak” Il Tuny - 3miHM 3 AkocTi. A®l. BupobHuUTBO. 3MiHM B peyenmom
amnyni; no 3 a6o 5 npoteci BupobHuuTea AP (iHWi 3MiHKM) NogaHHA
amnyn y 6nictepi; no oHoBnieHoro DMF Big Bupo6Hmka A®|l Menokcukam -
1 6nicTepy y nauui; Derivados Quimicos S.A.U., IcnaHisi.
no 1,5 mn B amnyni;
no 5 amnyn y nayui
162. | PEMAHTAOWN | ta6netku no 0,05 r MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU 6e3 - UA/5426/01/01
H-KP no 10 TabneTok y "Ximchapmsa "Ximchapmsasog | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuii 3aci6. peyenma
6nicTepi; no 2 BOA, "YepBoHa 3ipka" KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
6nictepu B nauui 3 "UepBoHa MeToAax BUNpPobyBaHHSA rOTOBOrO JliKapCbKOro
KapToHY 3ipka” 3aco6y (OHOB/IEHHSI NPOLLeAYpPU BUNPOOYBaHHA o1
npuBeAeHHS Yy BiANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
ctarTeto AdY abo Eponeiicbkoi hapmakonei) -
3MiHV A0 MeToAy BUNPOOYBaHHA 3a MNOKa3HWKOM
«CTupanictb» 13 Ansa npuBefeHHss METOANKN Y
BiANOBIAHICTb 40 BUMOT fitoyoi AdPY. Takox
KpUTepili NPUAHATHOCTI 3@ NOKa3HUKOM
«CTupaHicTb» y cneundikauii Ta MeToaax KOHTPOsIo
npuBeAeHo Y BiANOBIAHICTb A0 BUMOT Ajto4oil
pegakuii AdY, a came 3a3Ha4YeHO «He Ginbwe 1,0
%> 3aMiCTb «He binbLie 1 %».
3aTtBepmxkeHo: Cneuudpikauisi: CTupaHicte He
Ginbwe 1 % AdY 1.2, 2.9.7. MeTO4MN KOHTPOSIO:
CTupaHicTb. Bu3HaueHHs npoBogATh Ha 20
Tabnetkax. Brpata B maci mae 6yTu He 6Ginblie 1 %
Bifl cymapHoi macu BunpobysaHux Tabnetok (Y
1.2,29.7).
3anponoHoBaHo: CtupaHicTb He 6inbwe 1,0 % AdY
2.9.7. MeTogy KoHTponto: CTupaHicTe He 6inblie
1,0 % (APY 2.9.7)
163. | PIANTPIC crnpei HasanbHUiA, neHmapk Lseliuapi CneHmapk IHAis BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a - UA/18235/01/01
[030BaHuiA, CnewianTi ] dapmMacbioTVKan3 TeXHi4yHa nomuska (3rigHo Hakasy MO3 Big peyenmom
cycneHsis, no 56, C.A. nra. 23.07.2015 Ne 460), BunpaBneHHs TEXHIYHOT
120 a6o 240 po3y NOMUKK, 3rigHO N.2.4. po3ainy VI Hakasy MO3
noslieTuaeHoBoMy YkpaiHu Big 26.08.2005p. Ne 426 (y pegakLii Hakasy
donakoHi; no 1 MO3 Ykpainu Big 23.07.2015 p Ne 460) —
donakoHy 3 BunpaBneHHs TeXHIYHOI NOMW/IKM NOB’A3aHOo 3
[03YH04MM HACOCOM- HeBIpHVM NepeHocoM iHdhopMaLii npu nepeknagi
posnusitoBayem, MK$ Ha ykpaiHCbKy MOBY, a came y po3gini
3aKpUTUM «Cneuungikais», meTof BUNpobyBaHHS «KinbkicTb
KOBNaykom, y 003 B 04HOMY (h/1akOHi» NS ynakoBku 240 [o3.
KapPTOHHIi KOpoOLi
164. | POMECTIH® | Tabnetku, BKpUTI AHaHTa Benuka ApTypa IHAis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3MiHW 3a - UA/14017/01/01
10 NAiBKOBOIO Megikeap BpuTaHis dapmacbtoTikan3 Il TMny - 3miHK 3 sikocTi. APl BupobHMUTBO. 3MiHa peyenmom
o60onoHkoto, no 10 nra. Met. 1114, BMPOGHMKA BUXiAHOro/NpoOMiDKHOrO

Mmr; no 10 TabneTok
y 6nicTepi, no 3

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTHLCA Y
BMpo6HUYOMY npoueci ADI, ab6o 3miHa BUPOGHMKa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

(nikapcbka chopma,

ynakoska)
6nictepu y

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

165.

POMECTIH ®

KapTOHHilA KopooLi

(BKIrOHaouM, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpON0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpPONENChKil thapmakonei y
3aTBEPAKEHOMY [OCLE)(BBEAEHHS HOBOIO
BMpoGHUKa A®| 3 HaaaHHAM MacTep-thaiina Ha Adl)
BBefeHHs1 HoBoro Bupo6Huka A®| posysacTtaTuHy
KasibLito — Reine Lifescience, India
BBeneHHs 3MiH NpoTArom 3-x micsuis nicns
3aTBEPMAKEHHS. 3MiHM Il TMny - 3MiHK 3 AKoCTi. AdI.
Brpo6HMUTBO. 3MiHa BUPOOHUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHMYOMY npoueci API,
abo 3miHa BUpOoGHYKa (BKIOUaKun, ae HeobxigHo,
MicLle NpoBefeHHS KOHTPO AkocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei y 3aTBepaXeHoOMy
[ocbe)(BBeAEHHS HOBOrO BUPO6HUKa AdI 3
HafaHHsAM macTep-haiina Ha A®l) BeefeHHs
HOBOro BMPOOHMKa APl po3yBacTaTuHy KasbLiito —
Melody Healthcare Pvt. Ltd., India BBegeHHs 3MiH
npoTArom 3-x MicALIB Mic/a 3aTBEPIKEHHS.

166.

20

POMECTIH ®

TabneTku, BKpUTI
NNiBKOBOO
060n0HKot0, No 20
mr; no 10 Tabnetok
y 6nicTepi, no 3
6nictepn y
KapTOHHIA Kopoo6Li

AHaHTa
Megikeap
nra.

Benuka
BpuTaHis

ApTypa
dapmacbloTikan3
Met. N14.

IHgis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHU
Il TMny - 3miHK 3 AkocTi. APl. BUpobHMUTBO. 3MiHa
BMPOGHUKA BUXiAHOro/NnpoOMKHOro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKTOYatoun, Ae HeobxigHO, MicLe NpoBeAEeHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOrO
BMpo6HMKa A®| 3 HaaaHHAM MacTep-thaiina Ha Adl)
BBepneHHs1 HOBOro BUpo6HUKa A®I po3yBacTaTuHy
KanbLjto — Reine Lifescience, India
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBepLKEHHS. 3MiHK Il Trny - 3MiHK 3 AKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BVXifHOro/MPOMIKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCH Y BUPOGHMYOMY npoueci AdI,
abo 3miHa BMpOoGHYKa (BKNoYarouu, ge HeobxigHo,
MicLie NpoBeAeHHS KOHTPOo SKocTi) AdI (3a
BiiCYTHOCTI cepTudikata BignosigHOCTI
€Bponeiicbkiin hapmakonei y 3aTBepaKeHOMy
[ocbe)(BBeAEHHS HOBOTO BUpobHUka Adl 3
HafaHHSAM macTep-haiina Ha A®l) BeefeHHs
HOBOrO BMPO6HMKa AP| po3yBacTaTvHy KasibLiito —
Melody Healthcare Pvt. Ltd., India BBegeHHs 3miH

NpoTArom 3-X MicALiB Nicaa 3aTBEPKEHHS.

3a
peyenmom

UA/14017/01/02

TabNeTkn, BKPUTI

AHaHTa

Benvka

ApTypa

IHgis

BHECEHHS 3MiH |0 peecTpaLiiiHux MmaTepiasis: 3MiHu

3a

UA/14017/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

5

MN/1iBKOBOIO
060/10HKO0, MO 5 Mr;
no 10 TabneTtok y
6nicTepi, no 3
6nictepu y
KapTOHHIA KOpO6L

Megikeap
nra.

BpuTaHis

dapmacbloTikan3
rer. /114,

Il Ty - 3MiHK 3 AkocTi. A®l. BupobHuLTBO. 3MiHA
BMPOOHUKA BUXiAHOrO/MPOMIXXHOrO
NpoayKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPO6HUKa
(BKNtOYatoum, ge HeobXxigHO, MicLe NPoBeAEHHS
KOHTpOnto sikocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOIO
BUMPOGHMKa AD| 3 HafaHHAM MacTep-haiina Ha AdI)
BBeneHHs1 HoBoOro Bupo6Huka A®| posyBacTtaTviHy
KasnbLito — Reine Lifescience, India
BBefeHHs1 3MiH NpoTArom 3-x MicsuiB nicns
3aTBepmxeHHs. 3MiHu Il Tuny - 3miHu 3 aKocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOGHUKaA
BWXifHOro/MPOMIXHOro NPOAYyKTy/peareHTy, Lo
BUKOPVICTOBYIOTbCS y BUPOOHMYOMY npoueci AP,
ab60 3MiHa BMPOGHWMKa (BKNOYatoun, Ae HeobxigHo,
MicLie NpoBeAeHHS KOHTPOIO AKocTi) AdI (3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY
[0cbe)(BBEAEHHS HOBOro BUPOGHNKa Adl 3
HajaHHAM macTep-chaiina Ha A®l) BeegeHHs
HOBOro BMpOGHMKa APl po3yBacTaTuHy KasibLiito —
Melody Healthcare Pvt. Ltd., India BeegeHHs 3MiH
npoTsrom 3-X MicsLiB Nicais 3aTBEPAKEHHS.

peyerimom

167.

POCYCTAP

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOH0, Mo 10
Mmr; no 10 TabneTtok
y 6nicTepi, no 2 abo
no 3 abo no 5 abo
no 6 abo no 9
6nicTepis y kopoobLi

TOB
«YOPN[
MEAVLINH>»

YkpaiHa

YOPA[,

MEAMLIVH I1AY

CAH. BE TIIX.
AL

TypeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KOpoTKili XxapakTepucTumui
niKkapcbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLi 4159 MeAUYHOro 3acTocyBaHHS Ha niacTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekun
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKoro 3acoby B
nicnsapeecTpauiiinii nepiod, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiMKEeHb, NpOBEeAEHNX BIiANOBIAHO
[0 nnaHy negiatpuyHnx gocnigxersb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKUiT AN MeANYHOro
3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginu:
"Oco6nmBocTi 3acTocyBaHHA", "MobivHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun
Ailo40i peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALB Nicnsa 3aTBepAKEeHHs

3a
peyenmom

He
nionseae

UA/18372/01/01

168.

POCYCTAP

TabneTkn, BKPUTI
NnniBKOBOKO
060/10HKO10, No 20
mr; no 10 TabneTok

TOB
«YOPA[,
MEONLMH»

Ykpaina

YOPI]
MEAVLIMH IN1AY
CAH. BE TIDX.

ALl

TypeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta

3a
peyerimom

He
niosnsiecae

UA/18372/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
y 6nicTepi, o 2 abo IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
no 3 aéo no 5 a6o perynsipHo OHOBJIIOBAHOTO 3BIiTY 3 6e3nekn
no 6 aéo no 9 nikapcbKkoro 3acoby, abo gocnimpkeHb 3 6e3neku
6nicTepiB y kopobLi 3aCTOCyBaHHS NiKapCbKoro 3acoby B
nicnspeecTpauiiHnii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOCAiKEHb, MPOBEAEHNX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigkerb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHU BHECEHO [0 IHCTPYKLUIT AN MEeANYHOro
3acToCyBaHHA NikapcbKoro 3acoby y po3ginu:
"Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,i 3 6e3neku
Lito4oi pevyoBuHW. BBeeHHS 3MiH NPOTAroM 6-Tn
MicsILiB Nicns 3aTBEPAYKEHHS
169. | POCYCTAP TabneTku, BKpUTI TOB YkpaiHa YOPNA TypeyunHa | BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3MiHU 3a He UA/18372/01/03
NNiBKOBOO «YOPN[ MEANUWNH INAY | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyennmom | nions2ae
060n0HkKot0, No 40 MEANLNH» CAH. BE TIOX. hapmakoHarnsgy. 3mMiHa y KopoTkili XapakTepucTuui
mr; no 10 Tabnetok A.LL. nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
y 6nicTepi, no 2 abo IHCTPYKUII ANA Me4UYHOro 3aCToCyBaHHA Ha nigcTasi
no 3 a6o no 5 abo perynspHO OHOB/IIOBAHOIO 3BiTY 3 6e3neku
no 6 abo no 9 nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
6nictepiB y Kopobui 3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OL|iHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBigHO
[0 nnaHy negiatpuyHux gocnimpxkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLIT 4151 MeAUYHOTO
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ginu:
"Ocob6nmBoCTi 3acTocyBaHHSA", "MobiuHi peakw,ii”
BiNOBIAHO 4O OHOBNEHOI iHChopMaLi 3 6e3neku
Ai040T peyoBrHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALB nic/a 3aTBepAXEeHHs
170. | CENTONETE cnpeii gns poToBoi KPKA, a.4., CnoBeHis BMPOBOHULITBO CnoseHisn BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHU 6e3 - UA/15458/01/01
® TOTAN MOPOXHWHW, PO3unH; | HoBO mecTo roToBOro | TMny - 3miHK 3 AkocTi. CepTudikart peyenma

no 30 mny
nnacTyKkoBoMy
oNakoHi 3
[03y0UnMm
nyNbBEPN3aTOPOM;
no 1 donakoHy B
KapTOHHI KopoobLi

NiKapcbKoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPOb SKOCTI,
BMNYCK Cepiii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTPO/b cepili:
KPKA, a.4a., Hoso
mecTo, CnoBeHist

BignosigHocTI/lE-cepTudpikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
ab0o BUNyYEHHs cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYyKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpOobHULTBI ADI; ans
[0MOMDKHOT peyoBrHK (CepTudikaTt BignoBigHOCTI
€sponelicbkin dhapmakonei) - HoBuii cepTudikar Big
BXe 3aTBepPAXXEeHOro BUPO6HYKa - NOAaHHSA HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBpONechbkili
cdhapmakonei RO-CEP 2020-286-Rev 00 ans Adl
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
6eH3vaamMiHy rigpox/1I0puA, Bif BXe 3aTBEPKEHOrO
BUpobHuKa Centaur Pharmaceuticals Private
Limited, IHgin
171. | CENTONETE NboAsHUKK, 3 Mr/1 KPKA, a.4a., CnoBeHis BMPOGHMLTBO "in CnoBeHisn BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepianiB: 3MiHK 6e3 - UA/16726/01/01
® TOTAN MTF; 10 8 NIbOASAHUKIB HoBo mecTo bulk", nepsnHHa | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenma
JIMMOH TA y 6nicTepi, no 1, no Ta BTOpUHHA thapmakoHarnagy (iHwi 3MiHn) - 3MiHM BHECEHO [0
BY3VNHA 2,no 3, no 4 abo no yNnakoBKa, TEKCTY MapKyBaHHA BTOPUHHOT YNakoBKM
5 6nicTepiB y KOHTPO/b cepil): nikapcbKoro 3acoby B n.8. «AATA 3AKIHYEHHA
KapTOHHI Kopoobui KPKA, a.4., Hoso TEPMIHY NPNJATHOCTI». BBeaeHHs 3MiH
mecTo, CroBeHis; NpoTArom 6-Tu MicALB Nicns 3aTBEpPAKEHHS
KOHTPO/b Ccepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpO/b Ta
BWMNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTPO/b cepii:
HN30X
(HauioHanbHi
nab6opartopis 3a
34paB'e, OKOJIE iH
XpaHo), CnoseHis
172. | CENTONETE NbOoAAHNKN, 3 Mr/1 KPKA, 4.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTtepianis: 3MiHN 6e3 - UA/16752/01/01
® TOTAN MT; Mo 8 NIbOASAHUKIB HoBo mecTo bulk”, nepsuHHa | Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta peyenma
NMMOH TA y 6nicTepi, no 1, no Ta BTOPUHHA hapmakoHarnagy (iHwi 3MiHn) - 3MiHW BHECEHO [0
ME/L 2,no 3, no 4 abo no yrnakoBkKa, TEKCTY MapKyBaHHSA BTOPUHHOI YNakoBKY
5 6nictepiB y KOHTPO/b Cepil: nikapcbkoro 3acoby B n.8. «AATA 3AKIHUEHHA
Kopobui KPKA, a.4., Hoso TEPMIHY NPUNJATHOCTI». BBeaeHHs 3MiH
mecTo, CrnoBeHis; NpoTArom 6-Tn MiCALB MiCNs 3aTBEPMAXEHHS
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, C/oBeHis;
KOHTpO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
KOHTPO/b Ccepil:
HN30X
(HauioHanbHi
nabéopartopis 3a
3apaB'e, OKOME iH
XpaHo), C/oBeHis
173. | CUTHI®OP NMopoLUoK AN Pekopgari PpaHLis BTOPUHHE LlBeliuapisa/ | BHECEHHS 3MiH A0 peecTpauiliHux maTepiasis: 3MiHun 3a - UA/15926/01/01
NAP cycneHsii s Pea Jlizizec nakyBaHHs, BUNycKk | Higepnanan | TMny - 3miHK 3 AkocTi. ADI. BupobHMUTBO. 3MiHa peyenmom
iH exuii no 20 mr; 1 cepii: HoBapTic / BMPOGHMKA BUXiAHOro/NpoOMiDKHOrO
h/1aKoH 3 NOPOLLKOM ®dapma LLTeiH AT, AscTpisi/ NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTLCA Y
Y KOMMJ/IEKTi 3 LLIBeliyapisi; HimeyunHa BMpo6HUYOMY npoueci ADI, ab6o 3miHa BUPOGHMKa




122

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

PO34YMHHMKOM MO 2 BMPOGHMLTBO, (BKIrOHaouM, Ae HeobxigHO, MicLe NpoBeAeHHS

My nonepeaHbL0 KOHTPO/b AKOCTI, KOHTpON0 iKOCTi) ADI (3a BiACYTHOCTI cepTudpikara

3arnoBHeHOMY nepsBuHHe BiZJNOBIAHOCTI EBpPONENChKil thapmakonei y

wnpuui (kapmenosa nakyBaHHs 3aTBEPAXEHOMY [OCHE)(3MiHW [0 3aX0A4iB,

HaTpito, MaHiT PO3YMHHMKA Ta noB'A3aHUX 3 KOHTponem A®|, abo fofaBaHHA

(E421), nonokcamep BTOPVHHE AiNbHUL, fe NPOBOANTLCSA KOHTPO/L/BUNPOBYBaHHSA

188, Boga ans nakyBaHHs cepii) JogasaHHA finbHuui SGS International

iH'ekuil), 1 ronkoto roToBOro Services Laboratory (ISL) Limited, Ringaskiddy

Ta 1 agantepom B
KapTOHHI/ Kopoo6Li

npoaykty: A66oTT
Bionogxukanc
B.B., HigepnaHau;
KOHTPO/b AKOCTI
3a BCimMa
napameTpamu 3a
BUIK/TIOYEHHAM
Tecty
"BakTepianbHi
€HO0TOKCUMHK",
nepBuHHe
nakyBaHHs
nopotuky: CaHgos
m6X, ABCTpis;
KOHTPO/b SIKOCTi
3a BCimMa
napameTpamu 3a
BUK/OYEHHAM
MOIEKYNAPHOT
macu nonimepy Ta
Tecty
"BakTepianbHi
€HAOTOKCUHN":
CaHpio3 'm6X,
ABCTpISi;
BMPOGHMLTBO
nopotuky in bulk
AN cycneHsii ans
iH'ekujn: HoBapTic
dapma Arl,
LBeliuapis;
KOHTPO/b SIKOCTI
3a NOKa3HMKOM
"BakTepianbHi
€HAOTOKCUHN":
EypochiHC
Biodapma
MpopakT TecTiHr
MioHix Fm6X,
HimeuumnHa,;

Cork, P43 FR 63, Ireland ge npoBoAuTLCSA KOHTPO/Ib
cepii A®I nacupeoTng (y popmi nacupeotugy
namoary). 3miHu | Tuny - 3MiHK 3 AKocTi. AdI.

Brpo6HMLuTBO. 3MiHM B NpoLeci BupobHuuTea API
(He3HauHa 3miHa y npoueci BUpo6HuuTBa Adl)
HesHauHa 3miHa y npoueci BupobHuyTea A®I Ha
ctagji 4.3.11 O6epHeHo-ha3zoBa xpomarorpadis —
opepxaHHs cnonykn D25. 3miHum | Tuny -
AMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPpOOHUYOT
AiNbHUUI (BKAOYaoumn AinbHULi ana Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro JliKkapCbKOro
3aco06y, AiNbHUL ANS NPOBEAEHHA NakyBaHHS,

BUPOGHMKA, BiANOBIAAILHOMO 3a BUMYCK cepil, MicLe

NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHyKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y [OCLE)

BunyuyeHHs noctavanbHuka” Senn Chemicals, Guido
Senn Strasse 1, Dielsdorf, 8157, LUBeiiuapis

BMXigHOro marepiany “Fmoc-Lys(Boc)-OH”. 3minu |

TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI 4NN
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAAIbHOMO 3a BUNYCK
cepili, MicLie NpoBefeHHs1 KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[ONOMDKHOT PeqyOBMHN (SIKLLLO 3a3HAYEHO Y AOCHE)

BunyyeHHs noctavanbHuka Luxembourg Industries

Ltd., Hakodhim 29, Arad 8909327, I3painb BuxigHOro

matepiany “Fmoc-Phg -OH”, Guido Senn Ta “Fmoc-

Hyp (Boc — aminoethylcarbamoyl) -OH". 3miHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI 4NN
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BiAMOBIAaIbLHOMO 3a BUNYCK
cepili, MicLie NpoBefeHHsI KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OCHE)
BunyueHHst noctavyanbHuka Chemtech Leuna
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

TepMiHa/IbHa
cTepunisauis
hNaKoHIB:
Cineppxu Xenc
[eHikeH Al,
LBeliuapis

GmbH, PO Box 1111, Leuna 06234, HimeuunHa
BUxigHoro matepiany “Fmoc-Tyr(BzL) -OH”. 3miHn |
TUny - 3MiHu 3 akocTi. A®Il. BupobHuuTBO. 3MiHa
BMPO6GHMKA BUXIAHOro/NpoOMKHOrO
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®I, abo 3miHa BUPOOHUKaA
(BKIrOHaKouM, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpON0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBepMXEHOMY A0Cbke)(iHLWi 3MiHW) JoaaBaHHS
anbTepHaTMBHOrO noctavansHuka CBL (Chemical
and Biopharmaceutical Laboratories) of Patras S.A.,
Industrial Area of Patras, Block 1, Patra Achaia,
25018, pevia BuxigHOro mMatepiany
amiHoMeTuIboBaHa NonicTUposibHa cMona
(aminomethylated polystyrene resin). 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NpOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYaKOUN, fe HeobXiAHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) A®I (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpMKEHOMY AOCbE)(iHLWi 3MiHM) 3MiHa
noctayasnibHuka BUXiAHOro matepiasy A5 naMmoBol
KMCNOTN, SIKa BUKOPUCTOBYETLCA Y BUPOOHULTBI ADI
nacupeoTugy (y hopmi nacupeotugy namoary).
3aTtBeppxeHo: Shasun Pharmaceuticals Ltd.,
27,Vandaloor Kelambakkam Road Keelakottaiyur
Village, Melakottaiyur (Post) Chennai — 600048,
IHais 3anponoHoBaHo: Solara Active Pharma
Sciences Limited, R.S. No. 33& 34, Mathur Road
Periyakalapet, Puducherry — 605014, India. 3miHu |
Tmny - 3MiHN 3 sKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHA APl abo BUXIgHOTO
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMNPOGYBaHHA) HesHauHi 3MiHW Y 3aTBEpKEHNX
MeToAax BUNpPOGYyBaHHS 3a NOKa3HUKOM “JoMilLkn” —
Acetic acid. 3MiHu | TUNy - 3MiHK 3 AkoCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa API
abo BMXigHOro martepiany/npomiKHOTo
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (HE3HaUHI 3MiHK Y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
HesHauHi 3MiHW y 3aTBEPAKEHNX METOAAX
BMNPO6YBaHHA 3a NokasHUKOM “KiflbkicHe
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BM3Ha4eHHs" Ta “CynyTHi AOMILIKN”.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.
3miHa y meToax BunpobysaHHA APl abo BUXIAHOTO
marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MeToAaX
BMNPOOYBaHHs)
HesHauHi 3MiHM y 3aTBEPAKEHNX METOAAX
BMNPOOYBaHHA 3a NOKa3HUKOM “3asINLLKOBI KifIbKOCTI
OpraHiYHMX PO3YMHHMKIB".
174. | CUTHI®OP NopoLUoK ANns Pekopgaarti ®paHuin BTOPVHHE LLIBeiiuapisi/ | BHeECEHHs 3MiH 40 peecTpauiiiHnx MaTepianis: 3MiHN 3a - UA/15926/01/02
NAP cycnensii gns Pea [flizizec nakyBaHHs, Bunyck | Higepnangn | TNy - 3miHK 3 AkocTi. APl BupobHuuteo. 3miHa peyenmom
iH exuii mo 40 mr; 1 cepii: HoBaprTic / BMPOGHMKA BUXiAHOro/NnpoMiKHOro
(pN1akoH 3 MOPOLLKOM dapwma LUTeliH AT, ABcTpisi/ NpoAayKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
Yy KOMM/IEKTi 3 LLiBeliyapisi; HimeuunHa BMpOo6HUYOMY npoueci AdI, abo 3miHa BUpO6HMKa
PO34YMHHMKOM MO 2 BMPOGHMLTBO, (BKTroHatoun, fe HeobxigHO, MicLe NpoBeAeHHS
My nonepeaHbLo KOHTPO/b SKOCTI, KOHTpONI0 siKoCTi) ADI (3a BiACYTHOCTI cepTudpikata
3arnoBHEHOMY nepBrHHe BiANOBIAHOCTI E€Bponeiickbkili hapmakonei y
wnpuui (kapmenosa nakyBaHHs 3aTBEPIAXEHOMY [OCHE)(3MiHN 0 3aX0p4iB,

HaTpito, MaHiT

PO34YMHHUKa Ta

noB'a3aHux 3 KoOHTposiem A®l, abo fofaBaHHSA

(E421), nonokcamep BTOPVHHE AiNbHULI, fe NPOBOANTBLCSA KOHTPO/b/BUNPOBYBaHHS
188, Boga ans nakyBaHHs cepii) JogasaHHA finbHuUUi SGS International
iH'ekil), 1 ronkoto roToBOro Services Laboratory (ISL) Limited, Ringaskiddy

Cork, P43 FR 63, Ireland ge npoBoauTLCA KOHTPO/b
cepii A®I nacupeoTug (y popmi nacupeotugy
namoary). 3miHu | Tuny - 3MiHu 3 aKocTi. AdI.

Brpo6HMLTBO. 3MiHM B npoueci BupobHuutea API

npoaykTy: A660TT
Bionogpxukanc

B.B., HigepnaHau;
KOHTPO/b AKOCTI

Ta 1 agantepom B
KapTOHHIA KopoobLi

3a Bcima (He3HauHa 3miHa y npoueci BUpo6HuuTBa Adl)
napamerpamu 3a HesHauyHa 3MiHa y npoueci BupobHuuTea APl Ha
BVIK/TIOYEHHAM ctagii 4.3.11 ObepHeHo-thasosa xpomartorpadis —
Tecty ofepxaHHs cnonykn D25. 3miHu | Tuny -
"BakTepia/bHi AMIHICTPaTVBHI 3MiHW. BUyyYeHHs1 BUpOOHUYOT
€H0TOKCUHN", AinbHUUI (BKAOYaoumn AinbHULi ans Adl,
nepBuHHe MPOMIKHOI0 NPOAYKTY abo roToBOro /liKapCbKoro
nakyBaHHs 3aco6by, AiNbHUL ANS NPOBEAEHHA NakKyBaHHS,

BMPOOHUKA, BiAMOBIAA/IbHOIO 3a BUNYCK Cepiil, MicLe
npoBefeHHS KOHTPO/II0 cepii) abo nocTavanbHrKa
BMXIZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI

nopotuky: CaHgos
m6X, ABCTpis;
KOHTPONb SIKOCTI

3a BCima PEeYOBUHM (SKLLO 3a3HAYEHO Y AOChE)
napameTpamu 3a BunyuyeHHs noctavanbHuka” Senn Chemicals, Guido
BUK/HOYEHHSAM Senn Strasse 1, Dielsdorf, 8157, LLBeiiuapis
MOIEKYNAPHOT BMXigHOro marepiany “Fmoc-Lys(Boc)-OH”. 3minu |
Macu nonimepy Ta TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
TecTty BUPOBHUYOT AiNbHULI (BKNOYAOUY AiNbHULI A5
"BakTepianbHi A®I, npomiXHOro NpoayKTy abo rotoBoro
€HA0TOKCUHN": nikapcbKoro 3acoby, AibHNL AN NPOBeAEHHS

nakyBaHHs1, BUPOGHYKA, BifNOBIgaIbHOrO 3a BUMYCK

CaHpo3 'm6X,
cepii, Micue NpoBeAEeHHs KOHTPOO cepii) abo

ABCTpISi;




125

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BMPOGHMLTBO noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo

nopotuky in bulk
AN cycneHsii ans
iH'ekujn: HoBapTic
dapma Arl,
LBeliuapis;
KOHTPO/b SIKOCTI
3a NOKa3HMKOM
"BakTepianbHi
€HAOTOKCUHN":
EypochiHC
Biodapma
MpopakT TecTiHr
MioHix FmM6X,
HimeuumnHa,;
TepMiHa/IbHa
cTepunisauis
hNaKoHIB:
Cineppxu Xenc
[eHikeH Al,
LBeliuapis

[OMOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [OCHE)
BunyyeHHs noctavanbHuka Luxembourg Industries
Ltd., Hakodhim 29, Arad 8909327, I3painb BuxigHOro
mMatepiany “Fmoc-Phg -OH”, Guido Senn Ta “Fmoc-
Hyp (Boc — aminoethylcarbamoyl) -OH". 3miHu |
TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOOHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI ANS
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAAILHOMO 3a BUNYCK
cepili, MicLie NpoBefeHHs1 KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [0CHE)
BunyueHHs noctavyansHuka Chemtech Leuna
GmbH, PO Box 1111, Leuna 06234, HimeuunHa
BUxigHoro matepiany “Fmoc-Tyr(BzL) -OH”. 3miHn |
TUny - 3MiHu 3 akocTi. A®Il. BupobHuuTBOo. 3miHa
BMPO6GHMKA BUXIAHOro/NnpoOMKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®I, abo 3miHa BUPOGHUKa
(BKIrOHaKOuM, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpONt0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpPONENCHKIl thapmakonei y
3aTBepMXEHOMY A0Che)(iHLWi 3MiHW) JoaaBaHHS
anbTepHaTMBHOrO noctavansHuka CBL (Chemical
and Biopharmaceutical Laboratories) of Patras S.A.,
Industrial Area of Patras, Block 1, Patra Achaia,
25018, pevia BuxigHOro matepiany
amiHoMeTuIboBaHa NonicTUposibHa cMona
(aminomethylated polystyrene resin). 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NpoOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYaKOuK, fe HeobXiAHO, MicLe NpoBeAeHHS
KOHTposito sikocTi) AP (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBepMKEHOMY AOCbE)(iHLWi 3MiHM) 3MiHa
noctavyanbHuka BUXiAHOro maTepiay A5 naMmoBol
KMCNOTN, SIKa BUKOPUCTOBYETLCA Y BUPOOHULTBI ADI
nacupeoTtugy (y hopmi nacupeotugy namoary).
3aTtBeppxeHo: Shasun Pharmaceuticals Ltd.,
27,Vandaloor Kelambakkam Road Keelakottaiyur
Village, Melakottaiyur (Post) Chennai — 600048,
IHais 3anponoHoBaHo: Solara Active Pharma
Sciences Limited, R.S. No. 33& 34, Mathur Road
Periyakalapet, Puducherry — 605014, India. 3miHu |
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

Tmny - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHA APl abo BUXIgHOIO
marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMNPOOGYBaHHA) HesHauHi 3MiHW Y 3aTBEpKEHNX
MeToAax BUNpPoGyBaHHS 3a NOKa3HUKOM “[oMilLkn” —
Acetic acid. 3MiHu | TUNy - 3MiHK 3 AkoCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa API
abo BMXigHOro martepiany/npomikKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (HE3HAUHI 3MiHK Y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
HesHauHi 3MiHM y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA 3a NokasHUkoM “KiflbkicHe
BM3Ha4YeHHs" Ta “CynyTHi AOMILIKA”.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®IL. KOHTposib AdI.
3miHa y meToax BunpobysaHHA APl abo BUXIAHOTO
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNPOOYBaHHs)

HesHauHi 3MiHM y 3aTBEPAKEHNX METOAAX
BMNPOOYBaHHA 3a NOKa3HUKOM “3a/INLLKOBI KifIbKOCTI
OpraHiYHMX PO3YMHHMKIB".

175.

CUrHI®OP
nAP

NOPOLLIOK Ans
cycnensii gns

iH ekuin no 60 mr; 1
dhnakoH 3 NOPOLLKOM
Y KOMM/IEKTi 3
PO3YMHHMKOM MO 2
M1y nonepeaHbo
3arnoBHEHOMY
wnpuui (kapmenosa
HaTpito, MaHiT
(E421), nonokcamep
188, Boga gna
iH'ekuil), 1 ronkoto
Ta 1 agantepom B
KapTOHHIA Kopoo6Li

Pekopgaarti
Pea Jlizizec

®paHuin

BTOPWHHE
nakyBaHHS1, BUMYyCK
cepii: HoBaprTic
dapwma LUTeliH AT,
LLsefiuapis;
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBrHHE
nakyBaHHS
PO3YMHHMKA Ta
BTOPVHHE
nakyBaHHS
roToBOro
npoaykTy: A660TT
Bionogpxukanc
B.B., HigepnaHau;
KOHTPO/b AKOCTI
3a BCiMa
napameTpamu 3a
BUK/TIIOYEHHAM
Tecty
"BakTepia/bHi
€HO0TOKCUHK",

LLiseiiuapisi/
Higepnangm
/

ABcTpisi/
HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHU
| TNy - 3miHK 3 AkocTi. APl BupobHuuteo. 3miHa
BMPO6GHMKA BUXiAHOro/NnpoMKHOro
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPO6HMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKIovatoun, fe HeobxigHO, MicLe NpoBeAeHHS
KOHTpONt0 siKOCTi) ADI (3a BiACYTHOCTI cepTuddikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAXEHOMY [OCHE)(3MiHN 40 3aX0p4iB,
noB'a3aHux 3 KoOHTposiem A®l, abo fofaBaHHSA
AiNbHULI, fe NPOBOANTLCSA KOHTPO/b/BUNPOBYBaHHS
cepii) JogasaHHA finbHuUUi SGS International
Services Laboratory (ISL) Limited, Ringaskiddy
Cork, P43 FR 63, Ireland ge npoBoauTLCA KOHTPO/b
cepii A®I nacupeoTug (y hopmi nacupeotugy
namoary). 3miHu | Tuny - 3MiHu 3 aKocTi. AdI.
Brpo6HuLTBO. 3MiHM B nNpoueci BupobHuutea API
(He3HauHa 3miHa y npoueci BUpo6HuuTBa Adl)
HesHauyHa 3MiHa y npoueci Bupo6HuuTea APl Ha
cTagji 4.3.11 O6epHeHo-ha3zoBa xpomarorpadis —
ofepxaHHs cnonykn D25. 3miHum | Tuny -
AMIHICTPaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHUYOT
AiNbHUUI (BKAOYaoumM AinbHUUi ans APl,

3a
peyenmom

UA/15926/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nepBuHHe MPOMIiXHOr0 NPOAYKTY @60 roTOBOrO /liKapCbKoro
naKyBaHHs1 3aco6y, AiNbHUL ANst NPOBELEHHS NakKyBaHHS,

nopotuky: CaHgos
m6X, ABCTpis;
KOHTPO/b SIKOCTi
3a BCimMa
napameTpamu 3a
BUK/OYEHHAM
MOIEKYNAPHOT
macu nonimepy Ta
Tecty
"BakTepianbHi
€HAOTOKCUHN":
CaHpio3 'm6X,
ABCTpISi;
BMPOGHMLTBO
nopotuky in bulk
AN cycneHsii ans
iH'ekujn: HoBapTic
dapma Arl,
LBeliuapis;
KOHTPO/b SIKOCTI
3a NOKa3HMKOM
"BakTepianbHi
€HAOTOKCUHN":
EypochiHC
Biodapma
MpopakT TecTiHr
MioHix Fm6X,
HimeuumnHa,;
TepMiHa/IbHa
cTepunisauis
(h1aKoHiB:
Cineppxu Xenc
[eHikeH Al,
LBeliuapis

BUPOGHMKA, BiANOBIAAILHOMO 3a BUMYCK cepil, MicLe
NpoBefEeHHS KOHTPO/TIO cepii) abo nocTavanbHyKa
BMXiZAHOro MaTepiany, peareHTy abo fOMNOMDKHOI
PEeYOBUHM (SKLLO 3a3HAYEHO Y [OCLE)
BunyuyeHHs noctavanbHuka” Senn Chemicals, Guido
Senn Strasse 1, Dielsdorf, 8157, LLBeiiuapis
BMXigHOro marepiany “Fmoc-Lys(Boc)-OH”. 3minu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOOHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI ANS
A®I, npomiXHOro NpoAyKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BiAMOBIAAIbHOMO 3a BUNYCK
cepili, MicLie NpoBefeHHs1 KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[ONOMDKHOT peqyoBMHN (SIKLLLO 3a3HAYEHO Y A0CHE)
BunyyeHHs noctavanbHuka Luxembourg Industries
Ltd., Hakodhim 29, Arad 8909327, I3painb BuxigHOro
matepiany “Fmoc-Phg -OH”, Guido Senn Ta “Fmoc-
Hyp (Boc — aminoethylcarbamoyl) -OH". 3miHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs
BMPOBOHUYOT AiNbHULI (BKNOYAKOUY AiNbHULI 4NN
A®I, npomiXHOro NpPoAyKTy abo rotoBoro
nNikapcbKoro 3acoby, AibHNL AN NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BifMOBIAAILHOMO 3a BUNYCK
cepili, MicLie NpoBefEeHHs1 KOHTPOSO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[0MOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y OCHE)
BunyueHHs noctavyansHuka Chemtech Leuna
GmbH, PO Box 1111, Leuna 06234, HimeuunHa
BUxigHoro matepiany “Fmoc-Tyr(BzL) -OH”. 3miHn |
Tnny - 3MiHu 3 akocTi. A®Il. BupobHuuTBo. 3MiHa
BMPO6GHMKA BUXIAHOro/NnpoOMKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®I, abo 3miHa BUPOOHUKa
(BKIrOHaKouM, Ae HeobxigHO, MicLe NpoBeAeHHS
KOHTpON0 KOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiZJNOBIAHOCTI EBpONENChKil thapmakonei y
3aTBEepMXEHOMY A0Che)(iHLWi 3MiHW) JoaaBaHHS
anbTepHaTMBHOrO noctavansHuka CBL (Chemical
and Biopharmaceutical Laboratories) of Patras S.A.,
Industrial Area of Patras, Block 1, Patra Achaia,
25018, pevia BuxigHOro matepiany
amiHoMeTuIboBaHa NonicTUposibHa cMona
(aminomethylated polystyrene resin). 3miHu | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NpoMiDKHOrO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYaKOUN, fe HeobXiAHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) AP (3a BigcyTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpMKEHOMY AOCbE)(iHLWi 3MiHM) 3MiHa
noctayasnibHuka BUXiAHOro matepiasy A5 naMmoBol
KMCNOTN, SIKa BUKOPUCTOBYETLCA Y BUPOOHULTBI ADI
nacupeoTtugy (y hopmi nacupeotugy namoary).
3aTtBeppxeHo: Shasun Pharmaceuticals Ltd.,
27,Vandaloor Kelambakkam Road Keelakottaiyur
Village, Melakottaiyur (Post) Chennai — 600048,
IHais 3anponoHoBaHo: Solara Active Pharma
Sciences Limited, R.S. No. 33& 34, Mathur Road
Periyakalapet, Puducherry — 605014, India. 3miHu |
Tmny - 3MiHK 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofax BunpobysaHHA APl abo BUXIgHOTO
marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpobHULTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHNX MeTohax
BMNPOGYBaHHA) HesHauHi 3MiHW Y 3aTBEpKEHNX
MeToAax BUNpPoGYyBaHHS 3a NOKa3HUKOM “[oMilLkn” —
Acetic acid. 3MiHu | TUNy - 3MiHK 3 AkoCTi. API.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHa API
abo BMXigHOro martepiany/npomiKHOTo
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP| (HE3HaUHI 3MiHK Y
3aTBEPMKEHNX METOAAX BUNPOGYBaHHS)
HesHauHi 3MiHW y 3aTBEPAKEHNX METOAAX
BMNPOGYBaHHA 3a NokasHUkoM “KiflbkicHe
BM3Ha4YeHHs" Ta “CynyTHi AOMILIKA”.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®L. KOHTposib AdI.
3miHa y meToax BunpobysaHHA APl abo BUXIAHOTO
marepiany/npomMiKHOr0 NPOAYKTy/peareHTy, Lo
BYKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdDI
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOoAAX
BMNPOOYBaHHS)

HesHauHi 3MiHW y 3aTBEPAKEHNX METOAAX
BMNPOOYBaHHA 3a NOKa3HUKOM “3asINLLKOBI KifIbKOCTI
OpraHiYHMX PO3YMHHMKIB".

176. | CKANPI3I PO34UH A5 iH'EKLLA E66BI LLiBeiiuapi TeCTyBaHHS: cuwA/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/17970/01/02
no 150 mr/1 mn; 1 Biochapmach ] E66BIi Biopicepu HimeuunHa Il TMny - 3MiHKM WoA0 6e3nekn/edPeKTNBHOCTI Ta peyenmom nionseae
nonepegHL0 toTikan3 CeHTep IHK, CLUA; hapmakoHarnsgy. 3MiHM y TepaneBTUUHUX
HanoBHEHW TM6X BUPOGHMLITBO nokasaHHsX (fofaBaHHs HOBOTO TepaneBTUYHOro
CKMSAHWIA WINpuL, nikapcbkoro nokasaHHs abo 3miHa y 3aTBEP)KEHOMY NOKa3aHHi) -
BMOHTOBaHWI y 3acoby, 3MiHU BHECEHO [0 IHCTPYKLUIiT AN MeANYHOro
aBTOIHXeKTOp; No TeCTyBaHHs, 3aCTOCYyBaHHSA NikapcbKoro 3acoby Ao po3giny

ofjHOMy nepBuHHE "MNokasaHHa" (AogaBaHHA NMOKa3aHHs A0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
aBTOIHXeKTOopY Y nakyBaHHS: 3aCTOCyBaHHA "McopiaTuyHWi apTpuT”), a Takox A0
KapTOHHilA KopooLi E66BI po3ainis "®apmakonoriyHi BnactmeocTi”, "Cnocié
BioTekHonogxi 3acTocyBaHHsa Ta fo3u", "MobiyHi peakuyii, "Aditn"
NTA, CLUA; BIANOBIAHO [0 MaTepiasliB peecTpaviliHoro foChbe.
BTOPWHHE TakoX 3MiHW BHECEHO [0 KOPOTKOI XapakTepucTukm
nakyBaHHs, nikapcbKoro 3acoby Ao po3giny " 4.1. TepaneBTUYHI
TeCTyBaHHs, nokasaHHs", a Takox A0 po3ginis "4.2. [lo3n Ta
BUNYyCK cepil: cnoci6 3actocyBaHHs", "4.3. Oitn", "4.9. Mo6iuHi
E66BI [oiiuneHs peakuii”, "5.1. ®apmakoguHamiuHi BNacTnBoCTi",
'm6X i Ko. KT, "5.2. dapmakoKiHeTW4Hi B1acTMBOCTI" BigNOBIAHO JO
HimeuuunHa; MarepianiB peecTpauiiiHoro gocbe. BBeeHHS 3MiH
TEeCTyBaHHS: NPOTAroM 6-T MICALIB NIiCNA 3aTBEPKEHHS. 3MiHN
Yapnb3 Pisep Il TNy - 3MiHKW 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6.
Nab6opaTtopi3 CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo
[xepmaHi Mm6X, ymoBax 36epiraHHs roTOBOrO /liKapCbKoro 3acoby
HimeuunHa (3miHa B ymoBax 36epiraHHs slikapcbkoro 3acoby
6i0N10r4YHOro NOXOMKEHHS, AKLLO AOCNIIKEHHS
cTabinbHOCTI 6yNn NpoBefeHi He y BiANOBIAHOCTI [0
3aTBEPKEHOr0 NPOTOKO/TY) - BHECEHHA [0AaTKOBUX
yMOB 36epiraHHs /13, a came MOX/UBICTb
36epiraHHa npenapary He B X0NoAWNbHUKY (Mpu
Temnepartypi Big 2 go 8 ?C), a npun TemnepaTypi He
BuLLe 25 ?C, NpoTsAroM 24 roguH B OpUriHasIbHil
KapTOHHI KOpo6L|i Ans 3axuCTy Big Aii ceiTna. 3MiHW
BHECEHO [0 IHCTPYKLi 415 MeAMYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"YMOBU 36€epiraHHsA", 4,0 KOPOTKOT XapaKTepUCTUKM
nikapcbKoro 3acoby Ao po3giny "6.4. Ocobnusi
3anobixHi 3axoam npu 36epiraHHi", a Takox 40
MapKyBaHHS! YNakoBKW NikapcbKoro 3acooy.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
177. | CMO®KABIB | emynbcia gns PpeseHiyc HimeuumnH ®peseHiyc Kabi LLseujs BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3MiHu 3a - UA/14345/01/01
EH iHpy3iiA; NepBUHHA: Kabi a AB | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6. peyenmom
NEPUPEPNY | no 1206 mn, no Hoiunang KOHTpPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
HUIA 1448 mn, no 1904 6X MeTo4ax BUNPO6YyBaHHSA rOTOBOTO JliKapCbKOro

M/ B TPUKamepHoMy
nnacTyKoBoMy
KOHTeliHepi
«BiodiH», AKuii
pasom 3
AHTUNOKNCHUKOM
BMiLLYIOTb Y
30BHILLHIl
NNacTUKOBUIA MiLLIOK;
BTOpPVHHa: no 1206
M/, no 1448 mn, no
1904 mn B

3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKKOYAOUM 3aMiHy ab0 [ONOBHEHHS)) 3aMiHa
Ai04Oro MeToy KiflbKiCHOro BU3HAYEHHS HaTpito B
Cwmodpninig 20%, xunpoBa emMynbCisi, Ha HOBUIA MeTOS
ONTUYHO-EMICIHOI CNEKTPOMETPIT 3 iIHAYKTUBHO
3B'A3aHot0 nnasmoto (IPS-OES). 3miHn | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbKoro 3acoby. 3miHa y meTtogax
BMNPOOGYBaHHSI FOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNPo6yBaHb (BK/II0HYAKUMN 3aMiHY
a60 [OMNOBHEHHS)) 3aMiHa Ailounx MeTozis
BM3HAYEHHS HATPIIO, Kanito, KaslbLito, MarHito,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
TprKaMepHoMy dhocdopy, LMHKY B PO34MHI aMiHOKMCOT 3
naacTUKoBOMY enekTponitamu (AmiHoBeH 10%, po3unH
KOHTeliHepi aMiHOKMCOT 3 e/1eKTPo/iTaMn) Ha HOBUI MeTOof,
«BiothiH», sKuii ONMTUYHO-EMICIHOI CNEKTPOMETPIT 3 iIHAYKTUBHO
pasom 3 3B’A3aHoto0 nnasmoto (IPS-OES). 3miHa nos’si3aHa 3
AaHTVOKVMCHNKOM BMNPOBaPKEHHAM Cy4acHOro metogy Ans
BMILLYIOTb Y BWU3HAYEHHS e/IeMEeHTIB.
30BHILLHIN
NNacTUKOBUIA MILLIOK,
no 4 MiLkn B
KopoobLi
178. | CMO®KABIB | emynbcia gns PpeseHiyc HimeuumnH ®peseHiyc Kabi LLseujs BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHN 3a - UA/14346/01/01
EH iHcpy3iiA; no 986 mn, Kabi a AB | TNy - 3MiHW 3 AKOCTi. FOTOBWIA Nlikapcbkuii 3aci6. peyenmom
LUEHTPAJ/IbH no 1477 mn, no Hoiunang KOHTpO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
nin 1970 mn, no 2463 6X MeTo4ax BUNpPObYyBaHHSA rOTOBOTO JliKapCbKOro

M1 B TpYKaMepHOMy
n1acTMKOBOMY
KOHTeliHepi
«BiodiH», AKuii
pasom 3
AHTUOKNCHMKOM
BMILLYIOTb Y
30BHiLLHIl
NNacTUKOBUIA MiLLIOK;
no 986 mn, no 1477
M, no 1970 mn B
TpYKaMepHoMy
n1acTMKoBOMY
KOHTEeliHepi
«BiothiH», AKMin
pasom 3
AHTUOKNCHUKOM
BMILLYOTb Y
30BHiLLHIl
NNacTUKOBWIA MILLIOK;
no 4 Milkun B
Kopo6ui; no 2463 mn
B TPMKamMepHOMY
n1acTMKoBOMY
KOHTEeliHepi
«BiothiH», sKuii
pasom 3
AHTMOKNCHUKOM
BMIiLLYIOTb Y
30BHILLHIl
NAacTUKOBUIA MILLIOK;
no 3 Millkun B
Kopobui

3aco06y (iHWi 3MiHM y MeTodax BUNpPobyBaHb
(BKKOYAOUM 3aMiHy a60 [ONOBHEHHS)). 3aMiHa
Ai04Oro MeToy KiflbKiCHOro BU3HAYEHHS HaTpito B
Cwmodpninig 20%, xunpoBa emMynbCisi, Ha HOBUIA MeTOS
ONTUYHO-EMICIHOI CNEKTPOMETPIT 3 iIHAYKTUBHO
3B’A3aHot0 nnasmoto (IPS-OES). 3miHn | Tuny -
3MiHu 3 sKocTi. FoTOBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCcbKoro 3acoby. 3miHa y meTtogax
BMNPOOGYBaHHS FOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpo6yBaHb (BK/IH0HYAKUMN 3aMiHY
a60 [ONOBHEHHS)).
3amiHa fitounx MeTofiB BU3HAUYEHHS HaTpilo, Kaulito,
KanbLjto, MarHito, poccopy, LIMHKY B PO3UMHI
aMiHOKMCNOT 3 enekTponiTamu (AMiHoBeH 10%,
PO34YMH aMiHOKUC/IOT 3 eNeKTPOoITamu) Ha HOBWiA
MeTOo/ ONMTUYHO-EMICIAHOI CNeKTpoMeTpil 3
iHOYKTMBHO 3B’A3aHot0 nnasmoto (IPS-OES). 3miHa
noB’si3aHa 3 BNPOBa)KEHHAM Cy4acHOro mMetogy As
BW3HAYEHHS e/IeMeHTIB.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
179. | COMNANrH kancysnu, no 10 ToBapuncTBO YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX maTtepianiB: 3MiHN 3a - UA/12311/01/01
Kancyn y énictepi; 3 06MexeHo | TMny - 3miHK 3 AkocTi. CepTuUdcpikat peyenmom
no 1 6nictepy y obmexeHoro BiANOBIAA/LHICTIO signosigHocTi/l E-cepTudikar BignosigHoCTi
KOpOO6Li 3 KApTOHY BiANoBigasb "XapkiBcbke €Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HICTIO hapmMaueBTUyHe HOBOro abo OHOB/IEHOTrO cepTudpikaTa BifgnoBigHOCTI
«Papmaves niANPMEMCTBO abo BUNyYeHHs cepTudikarta BifnoBigHOCTI
TUYHA "3p0poB'sa €Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
KOMnNaHis Hapoay" matepiany/peareHTy/NpoOMKHOIo NPOAYKTY, L0

«300pOB’'A»

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuii cepTudikar Big,
HOBOro BUPO6HMKA (3amiHa abo [AOMOBHEHHS) -
noAaHHsa HOBOro cepTtudpikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne R1-CEP 2001-090 -
Rev 06 ans gitouoi peyosmHu Codeine phosphate
hemihydrate Big HoBoro Bnpo6Huka ALCALIBER
S.A.U., Spain (gonoBHeHHS); 3MiHu | Tuny - 3MiHn 3
akocTi. CepTudikaT BignosigHocTi/lE-cepTudikart
BiANOBIAHOCTI EBpONEeChKil
thapmakonei/MoHorpadii. MogaHHsA HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BW/TyYEHHSA cepTudikaTta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
HOBOroO BMPOG6HMKa (3amMiHa abo AOMOBHEHHS) -
nofaHHsA HOBOro cepTudikara BiANoBIAHOCTI
€sponeiicbkiii hapmakonei Ne R1-CEP 2007-023 -
Rev 05 ans gitovoi peyosmHu Codeine phosphate
hemihydrate Big HoBoro Bupo6Huka SANECA
PHARMACEUTICALS A.S. (4onoBHeHHS). Ak
Hacnifgok, NpMBeAeHHs crneumdikalii Ta MeTogis
KOHTPO/O SKOCTi Ha Ailovy peYOoBUHY 3a NOKA3HUKOM
“3a/ULLKOBI Ki/IbKOCTi OpraHiyHnX PO34NHHUKIB" [0
Bumor CEP gaHoro Bupo6Hwuka; 3miHu | Tuny -
AMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHUYOT
AiNbHUUI (BKAOYaoum AinbHULi ana Adl,
MPOMiXXHOro NPoAyKTy abo roToBOro JlikapCbKOro
3aco06y, AiNbHUL ANA NPOBEAEHHA NakyBaHHS,
BUPOGHMKA, BiANOBIAAILHOMO 3a BUMYCK cepil, MicLe
NpoBefEeHHS KOHTPO/IIO cepii) abo nocTavanbHuKa
BMXiAHOro MaTepiany, peareHTy abo fOMNOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CLE) - BUTYYEHHS
BMPOGHMKa Aitoyoi pevoBrHn Codeine phosphate
hemihydrate MACFARLAN SMITH LIMITED, United
Kingdom (B1po6HWYi dinbHuLi y MicTax EauHbypr Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep

n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o

3acoby ynakoska) nocsi0O4YeHHs1
AHHaH)

180. | CNIPUBA® NopoLUoK ANns BepiHrep HimeuuunH BepiHrep HimeuuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a He UA/6495/01/01
iHranauin, Teepaj IHrenbxanm a IHrenbxanm | TMny - 3MiHK 3 AKOCTi. MeguyHi NpUCTPOT (iHLWi peyenmom nionseae
Kancysv no 18 wmkr; IHTepHeLwwHn dapma 'm6X i Ko. 3MiHW) - BHECEHHS 3MiH [0 MaTepianis
no 10 kancyn 3 meX Kl peecTpaLiiHoro A0CkLE, a CaMme OHOBJIEHHS PO3Aiy
NOPOLUKOM ANs 3.2.R, pe-knacudikalisi MeANYHOTo NPUCTPOLD
iHranauin y 6nicrepi; XeHpiXelinep®, oHOBNEHHS |aeHTudikauiliHoro
no 3 6nictepu B HOMepy YNoBHOBaXxeHOoro opraHy (C€ 0123) Ha
KapTOHHI Kopo6Lyj; npucTpoi XeHAiXennep® Ta Ha BTOPWHHIN yNakoBLi;
no 10 kancyn 3 BK/IO4EHO A0 po3ainy CepTtudikaT ynpas/iiHHA
NOPOLLKOM ANt AKicTio €C, BugaHuii ynoBHOBaXXEHUM OpraHom,
iHranauin y énicrepi; [eknapauito BignosigHocTti EC Ta [Jeknapadito
no 1 a6o 3 6nictepn BiAMOBIAHOCTI NP0 Te, WO NpucTpiin XeHaiXelinep®
B KOMIM/IEKTI 3 Bignosigae sBumoram MDR BenvkobputaHii gns
NPUCTPOEM npucTpoiB knacy |. PernameHt €C Woa0 BMpo6is
XeHpgiXeiinep® B Mean4YHoro npusHadeHHss (MDR) 2017/745 3amiHioe
KapTOHHIlA KOpooLi nitovy AnpekTuBy LWLOA0 BUPO6IB MegUYHOro

npusHaveHHsa 93/42/EEC. BignosigHo f0 LbOro
HOBOro PernameHTy kiac MeauyHoro npucTporo
XeHpiXelinep®, sknii BUKOPUCTOBYETLCA A5
iHransujii NopoLUKy ANs iHranauii, Teepgi kancynm 18
MKT, 3MiHUTbCSA 3 knacy 1 Ha knac lla B €sponi.
BBeneHHs 3MiH NpoTAroM 12-tm micsliB nicns
3aTBepMKEHHS; 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - 3MiHN BHECEHO B IHCTPYKLitO A/1A
MEeAMYHOro 3acToCyBaHHSA NiKapcbKoro 3acoby go
po3giny "Cnocib 3acTocyBaHHsA Ta f031" BiAMNOBIgHO
[0 OHOB/EHOI iHGhopMaLiT LWoao 6e3nekn
3aCTOCyBaHHS Ajto40i pevoBVHN. BBeAEeHHS 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM
Il TMny - 3MiHK Wwoao 6e3nekn/edHekTBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpPOTKili XapakTepucTuuj
nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLU|T A8 MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW JaHWMM 3 SKOCTi, AOKIHIYHUMMU, KNiHIYHUMMN
JaHuMu Ta AaHumu 3 chapmakoHarnagy - 3miHu
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "®apMakoiorivHi
BnacTmBocTi", "Oco6/IMBOCTi 3aCTOCYBaHHS",
"Cnoci6 3acTocyBaHHs Ta f03u", "Mo6iuHI peakuii”
Ta pegaroBaHo po3ginu "Nlikapcbka chopma”,
"@apmakoTepanesTuyHa rpyna. Kog ATX"
(YTO4HeHHs onucy thapmakoTepaneBTUYHOI rpynu
6e3 thakTnyHoi 3miHu kogy ATX), "Aitn",
"Mepeno3yBaHHA". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicALB Nicnsa 3aTBepAKEeHHs
181. | CTOMAHIIH cnpeli gns poToBOi TOB «TeBa YKpaiHa TeBa Yex Yecbka BHECEHHS 3MiH 40 pPEECTpaLiiHNX MaTepiasiB: 3MiHK 6e3 - UA/1831/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
NOPOXHWHW; Mo 30 YkpaiHa» IHpacTpis c.p.o. Pecny6nika | TNy - 3miHK 3 AkocTi. CepTudikart peyenma
My dprakoHi; no 1 BignosigHocTI/IE-cepTudpikat BignosigHoCTi
chnakoHy 3 €Bponeiicbkiii hapmakonei/moHorpadii. MogaHHs
MeXaHiYHUM HOBOro abo OHOB/IEHOTrO cepTudikaTa BifgnoBigHOCTI
posnuaBayeM, abo BUNyYeHHs cepTucpikata BigNoBiAHOCTI
annikatopom gns €sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHoOro
POTOBOT MOPOXHWUHU marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
Ta KpULLIKOHO, sika BUKOPVCTOBYIOTbCS Y BUPOOHWLTBI ADI; ans
3axuae [O0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
posnusnoBay, B €Bponeiicbkiii hapmakonei) - OHOBMEHWi
KopoobLi cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHMKa -
MopaHHsA oHOBNEHOrO cepTuddikaTa BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2005-238-
Rev-03 (3atBepaxeHo: R1-CEP 2005-238-Rev-02)
Ha A®| MekceTUAVH Bif, 3aTBEPAKEHOTO BUPOOHUKA
CURIA FRANCE S.A.S,, France
182. | TABINEK Kancynm dapmaueyTi ABCTpis KataneHt HimeuunHa/ | BHeECEHHSs 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHU 6e3 - UA/5604/01/01
KMLLKOBOPO3UMHHI we Pabpik [xepmani AscTpis | Tvny - 3miHK 3 AkocTi. CepTudikart peyenma
M'siki no 150 mr; no MOHTaBIT Ebepbax, BignosigHocTi/l E-cepTudikat BignosigHOCTI
10 kancyny eX HimeyunHa €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
6nicTepi; no 3 (Bpo6HMLTBO HOBOro abo OHOB/IEHOTO cepTudikarTa BifgnoBigHOCTI
6nictepu B Hepo3dacoBaHol ab0o BUNyYeHHs cepTudikaTta BifgnoBigHOCTI
KapTOHHIlA KOpooLi npoayKuit €Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
(kancynoBaHHs, marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
KOHTPO/b SIKOCTI BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
LOMOMDKHUX [onomikHoT pedoBuHm (MCE-cepTudikat
PEYOBUH, BiANoOBIgHOCTI €Bponeiicbkili hapmakonei gns
KOHTpO/b B Adl/BnxigHoro matepiasy/peareHTy/MpoMiXXHOro
npoueci npoaykTy abo A0NOMIKHOT pe4oBMHN) - OHOBMEHWIA
BMPOGHMLTBA)); cepTudikaT Bif, BXe 3aTBepPKEHOro BUPOOHMKA -
dapmaueyrTile MoaaHHA oHoBrieHoro ME-cepTudikaty
habpik MoHTaBIT BiAnoBiaHOCTI E€Bponelickbkiit hapmakonei CEP: R1-
M6X, ABCTpis CEP 2003-172 Rev 03 (3atBepmxeHo: CEP: R1-
(HaHeceHHs CEP 2003-172 Rev 02) ans fONOMiXXHOI pe4OBUHM
KMLLKOBOPO3YMHHO (kenaTtuHy) Bif, y)Xe 3aTBEPKEHOr0 BUPOOHMKA
ro NOKpUTTS Ha Gelatina Group.
Kancyny,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb SIKOCTI
Ta BUNycK cepii)
183. | TENNPEC Tabnetku no 40 AT YkpaiHa MoBHWI LKA IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasnis: 3miHa 3a - UA/15949/01/01
nntoc mr/12,5 wr; no 14 "Papmak” BUPOBHMLTBA, 3asBHuKa /13 (MIBI) (BnacHuka peectpaviiHoro peyenmom
Tabnetok y 6nictepi; BWMNYCK cepil: nocsigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
no 2 abo no 7 NABOPATOPIOC 460). TepMiH BBEEHHS 3MiH MPOTAroM 6 micALiB
6nictepiB y NIKOHCA, C.A., nicnsa 3aTBepAXeHHs; 3MiHW | Tuny - 3MiHK Woa0
KapTOHHIW nayui Icnanis 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

KOHTposb sKOCTi:
NABOPATOPIO
EYEBAPHE, C.A.,
Icnanis

BeefieHHs1 a60 3MiHM A0 y3araslbHEHNX JaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs ysarasibHeHnX
[AaHyX Npo cuctemy hapmakoHarnsgy, 3mMiHa
YNOBHOB&XEHOI 0c06u, BiANOBIAa/IbHOT 3a
34iicCHeHHA hapMakoHarnaay; KOHTaKkTHOT 0cobu 3
hapmakoHarnsgy 3asiBHUKa /15 34iiCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo0 BOHa BiAMiHHA Bif,
YNOBHOB&XEHOI 0C06M, BignoBiganbHOI 3a
3pjlicHeHHs hapmakoHarnagy (Bkyarym
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHI MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3as1BHMKA, BifnoBigaibHOI 3a
hapmakoHarnag. [iova pegakuis: 1BaH Kimnpiy /
Ivan Cimprich. NMponoHoBaHa pegakuis: Kopaepo
FannHa AHApiiBHA. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XEHOT 0CO6M 3asBHMKA, BifMOBiga/IbHOI 3a
hapmakoHarnsag.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsagy; 3minu | Tuny - 3minmn wono
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - 3MiHVY BHECEHO [0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM NikapcbKoro 3acoby B n. 6.
«|HLWE» Ta A0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBku B n. 12. <HOMEP PEECTPALINHOIO
MOCBIAYEHHSA», n. 16. «IHPOPMALIA, AKA
HAHOCUTBLCA LWPNGTOM BPANNIS», n. 17.
«|HLWE». TepmiH BBeZeHHA 3MiH NPOTArom 6 MicsiLiB
nicns 3aTBepikeHHs

184.

TENMNPEC
nnoc

Tabnetku no 80
Mmr/25 wmr; no 14
TabneTtok y 6nictepi;
no 2 aéono 7
6nictepiB y
KapTOHHIW nayu,i

AT
"®papmak”

Ykpaina

[MoBHUIA LMKN
BUPOGHMLTBA,
BWMNYCK cepil:
NABOPATOPIOC
JNNIKOHCA, C.A,,
Icnanis
KoHTposb sKkocCTi:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

IcnaHis

BHECEHHS 3MiH O peecTpaLiiiHux maTepiasis: 3miHa
3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiHoro
noceigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). TepMiH BBeAEHHS 3MiH NPOTAroM 6 MicsALiB
nicnsa 3aTBepXeHHs; 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 a60 3MiHW A0 y3arasibHEHUX JaHnX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
YNOBHOB&XEHOI 0c06w, BiANOBiAa/IbHOT 3a
3[iicHEeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3[jicHeHHs hapmakoHarnaay (BkIyatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BifgnoBigabHOI 3a

3a
peyenmom

UA/15949/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

thapmakoHarnag. [iova pegakuis: 1BaH Kimnpiy /
Ivan Cimprich. NMponoHoBaHa pepakuis: Kopaepo
FannHa AHApiiBHA. 3MiHa KOHTAKTHUX JaHUX
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BiAMOBiga/IbHOI 3a
hapmakoHarnsag.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina cucremm
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHSI OCHOBHOT AiSiNIbHOCTI 3
hapmakoHarnsagy; 3minu | Tuny - 3minmn wono
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - 3MiHV BHECEHO [0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM NikapcbKoro 3acoby B n. 6.
«|HLWE» Ta A0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBkM B n. 12. <HOMEP PEECTPALINHOIO
MOCBIAYEHHSA», n. 16. «IHPOPMALIA, AKA
HAHOCUTBLCA LWPNGTOM BPANNS», n. 17.
«|HLE>». TepmiH BBeZeHHA 3MiH NPOTArom 6 MicsiLiB
nicns 3aTBepikeHHs

185.

TENMNPEC
nnoc

Tabnetku no 80
mr/12,5 wr; no 14
TabneTtok y 6nictepi;
no 2 aéono 7
6nictepiB y
KapTOHHIW nayu,i

AT
"®apmak”

Ykpaina

[MoBHUIA LMKN
BUPOGHMLTBA,
BWMNYCK cepil:
NABOPATOPIOC
JNNIKOHCA, C.A,,
Icnanis
KoHTposb sKkocCTi:
NABOPATOPIO
EYEBAPHE, C.A,,
Icnanis

IcnaHis

BHECEHHS 3MiH O peecTpaLiiiHux maTepiasis: 3miHa
3asBHuKa /13 (MIBI) (BnacHuka peecTpaviiHoro
nocBigyeHHs) (3rigHo Hakaly MO3 Big 23.07.2015 Ne
460). TepMiH BBeAEHHS 3MiH NPOTAroM 6 MicAuUiB
nicnsa 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BeeieHHs1 a60 3MiHM A0 y3arasibHEHNX JaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
AaHyX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMNOBHOB&XEHOI 0c06y, BiANOBIAa/IbHOT 3a
3[iicHEeHHs1 hapMakoHarnsay; KOHTaKTHOI 0cobu 3
hapMakoHarnagy 3asaBHUKa ANns 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, SKWwo0 BOHa BiAMiHHA Bif,
YMNOBHOB&XEHOI 0C06M, BigNoBiganbHOI 3a
3[jicHeHHs dhapmakoHariaay (BKIyatumn
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. [itova pegakuis: 1BaH Kimnpiy /
Ivan Cimprich. MponoHoBaHa pepfakuis: Kopaepo
FannHa AHgpiiBHA. 3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXXEHOT 0C06M 3aABHUKA, BiAMNOBiga/IbHOI 3a
hapmakoHarnsg.
3MiHa MicLe3HaxomKeHHs macTep-daiina cuctemu
thapmakoHarnsgy Ta iioro Homepa. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnagy; 3MiHu | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) - 3MiHV BHECEHO [0 TEKCTY MapKyBaHHS
NepBMHHOT yNakoBKM ikapcbKoro 3acoby B n. 6.

3a
peyenmom

UA/15949/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
«|HLWE» Ta A0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBku B n. 12. <HOMEP PEECTPALINHOIO
MOCBIAYEHHSA», n. 16. «IHPOPMALIA, AKA
HAHOCUTBLCA LWPNGTOM BPANNS», n. 17.
«|HLWE». TepmiH BBeZEeHHA 3MiH NPOTArom 6 MicsiLiB
nicns 3aTBepAkeHHs
186. | TEO®EAPUH | Ttabnetku no 10 ToBapuncTBO YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/9230/01/01
IC® Tabnetok y 6nictepi; 3 [0aTKOBOK | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom | nidssieae
no 1 6nictepy B [0[aTKOBOK BiANOBIAA/LHICTIO hapmakoHarnsgy. 3mMiHa y KOpoTkili XapakTepucTumui
nauuj BiAgnNoBigab "IHTEPXIM" nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
HICTIO IHCTPYKUII ANA Me4UYHOro 3aCToCyBaHHA Ha nigcTasi
"IHTEPXIM"

perynisipHoO OHOBJ/IHOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpawiiiHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHux gocnigpxkers (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTpyKUil Ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
po3giny "B3aemogisi 3 iHWMMM fliKapCbKUMU
3aco6amu Ta iHLWi BUAM B3aEMOZiin" Wwoa0 6e3neku
3acToCyBaHHS Aito4oi pevoBuHY heHobapbiTan
BiANOBIAHO A0 pekomeHaauin PRAC.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPMKEHHS. 3MiHN | TUNy - 3MiHW WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHa
Y KOPOTKili XapakTepucTuL, slikapcbkoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKUIT 4151 MEAUYHOTO
3aCTOCYBaHHSA Ha MigcTasi perynspHo
OHOBJ/IKOBAHOTO 3BIiTY 3 6e3nek NikapcbKoro 3acoby,
abo pocnimkeHb 3 6e3nekn 3acToCyBaHHs
NiKapcbKoro 3acoby B nicispeecTpauiinnii nepiog,
abo K pe3ynbTar OLiHKM 3BITY 3 JOCAIAKEHD,
npoBeAeHWX BignoBigHO A0 NnaHy negiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) - 3miHu
BHECEeHO A0 [HCTpyKLii Ana MeanmyHoro
3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMM flikapcbkumu 3acobamm Ta
iHWI BMAW B3aemogijit”, "Oco6nMBOCTi 3aCTOCyBaHHA"
LoA0 6e3nekn 3acToCyBaHHS Ait040i peHOBUHN
napaueTamon BignoBigHO f0 pekoMeHgauin PRAC.
BBefeHHs 3MiH npoTAroM 3-0X MicAuiB nics
3arBep/XeHHs. 3MiHu | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - 3MiHV BHECEHO A0 [HCTpYKUiT ans
MEeAMYHOro 3acTOCyBaHHA NiKapcbKoro 3acoby go
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
po3giny "MobiuHi peakuii” WoAo 3BITYBaHHSA Npo
noGiyHi peaxuii, Ta pefakLiiiHi npaBku A0 po34inis
"Cknag", "dapmakonoriyHi BnactmeocTi", "B3aemogis
3 iHWVMU flikapcbkMMK 3aco6amMu Ta iHLi BUAn
B3aemogiit”, "OcobMBOCTi 3acTOCyBaHHS",
"MepepnosyBaHHa" Ta "MobiyHi peakuii”. BBeaeHHA
3MiH NpoTSArom 3-0x MicsiLiB MiC/As1 3aTBEPAKEHHS.
187. | TELUEHTPUK KOHUeHTpaT ans TOB «Pouu YkpaiHa BupobHMLTBO HimeuunHa/ | BHeCEeHHsi 3MiH 40 peecTpauiiHnx MaTepianis: 3MiHu 3a - UA/15872/01/01
® pO34uHy AN YkpaiHa» Hepo3sdacoBaHoi LLisefiuapis | TMny - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuii 3aci6. peyenmom
iHcpysiii no 1200 npoaykKuii, KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
mr/20 mn, no 20 mMn nepBuHHe MeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
y thnakoHi; no 1 nakyBaHHs, 3ac006y (iHWi 3MiHM y MeTofax BUNpobyBaHb
chnakoHy y BMNpPOGYBaHHSA (BK/THOYAOUM 3aMiHy 260 AOMOBHEHHS)). 3MiHN Y

KapTOHHIlA KOpooLi

KOHTPO/IO AKOCTi:
Pow fliarHocTuke
'mM6X, HimeuunHa
BupobHMLTBO
Hepo3acoBaHol
npoaykKuii,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYCK cepi:
®.XothpmaHH-/15
Pow NTA,
LLiBeiiapis

mMeToAax BUNpoGyBaHHS - BBEAEHHS
anbTepHaATUBHOIO METOAY 3 TECTYBaHHAM Ha
HeBuauMi yacTkm (USP<787>).BBefieHHS 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePAXKEHHS. 3MiHN |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuii 3acib.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
3ac006y (iHWi 3MiHM y MeTogax BUNpobyBaHb
(BKtOYALOUM 3aMiHYy @60 [OMOBHEHHS)).
BunyyeHHs 3aTBepAXEeHOro nnaHy MOHITOPUHIY
xuttesoro umkny (PALM) post approval lifecycle
Management Plan, Bkato4atouy MOHITOPUHT
TecTyBaHHS rOTOBOrO /NiKapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpMXEHHS. 3MiHKM | TMny - 3MiHW 3 AkocTi. API.
KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHsa AdI
abo BMXigHOro martepiany/npomiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y
npoueci BUpobHuuTBa APl (iHWi 3MiHK y MeToAax
BMNpOGYBaHHSA (BK/1HOYAOUMN 3aMiHy abo
[0NoBHEHHS) AD| abo BUXiAHOro/NpoOMiKHOrO
NPoAyKTY). BunyyeHHs 3aTBepAKeHOro naaHy
MOHITOPUHTY XUTTEBOTO Umkny (PALM), BkIoyaoun
MOHITOPUHT TECTYBaHHS Ail040i PEYOBUHM.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y meTogax BunpobyBaHHs Ad|
abo BuUXigHoro martepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuutea A®| (iHWwi 3MiHM y MmeTogax
BMNPO6YBaHHsA (BK/IOYaKOUYM 3aMiHy abo
[0MNoOBHEHHs) AD| abo BUXiAHOro/NPOMIKHOrO
npoaykTy). BuganeHHs npoTtokony keanidikawii
NepBMHHOTO CTaHAaPTHOro 3pasky. OCHOBHWIA
CTaHJapPTHUIA 3pa30K pPo3paxoBaHWii Ha BECb TEPMIH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ekcnyaTauii npoaykTy. HoBuii nepBUHHMIA
CTaHAapTHWI 3pa3oK roTyeTbCA NnLle y pasi
HeobXxiAHOCTI 3aMiHN ab0 NONOBHEHHSA NEPBUHHOIO
CTaHfapTHOro 3paska. BeegeHHs1 3MiH npoTsrom 6-

TN MiICALIB Nicnsa 3aTBEPLXKEHHSA. 3MiHW | TNy -
3MiHK 3 sKocTi. APl KoHTposb AP, 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMMX MEX,
BM3HAYEHUX Y cneuudikauisx Ha Adl, abo
BUXIZHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTBCS y Npoueci BUpobHuuTea Ad|
(BMNYyYEHHSI HE3HAYHOTO MOKa3HMKa AKOCTI
(Hanpuknag, BUI1y4YeHHS 3aCTapifioro NoKasHmka)).
BupaneHHs nokasHukis: AHK knituHu- rocnogaps
(host cell DNA), 6inok knitTuH-rocnogaps (host cell
protein), BinbHWiA Tion, okucneHHs CDR (CDR
oxidation), BunyxeHuii 6inok A (leached protein A).

BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicns
3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.

nikapcbKoro 3acoby. 3miHa napameTpis
nikapcbKoro 3acoby (iHLi 3miHW).
nporpaMu MOHITOPUHY Ta fofaBaHHSA Moro Ao

cneumaikauis. BBefeHHA 3MiH NPOTArom 6-Tu

MiCALIB MiCNA 3aTBEPKEHHS. 3MiHW | TUny - 3MiHKW 3

AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS FOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IH0HYAKUMN 3aMiHY
ab0 [0NOBHEHHS)). JofaBaHHA anlbTepHaTUBHOIO
ONTUMI30BAHOr0 METOAY NENTUAHOIO KapTyBaHHS i3
KOPOTLUMM 4acoM MiAroTOBKM 3paska (2 rogunHu
npoTu 7 roguH).BeeAeHHs 3MiH NpoTAroM 6-tu
MiCALIB MiCNA 3aTBePMKEHHSA. 3MiHW | TUny - 3MiHKW 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro Nikapcbkoro 3acoby. 3MiHa y MeTogax
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpobyBaHb (BK/IH0HYAKUMN 3aMiHY
ab0 [0NOBHEHHS)). JofaBaHHA anlbTepHaTUBHOIO
mMeToay Y® cnekTpockonii Haxuny 418 BUSHAYEHHS
BMICTy 6inka npw Bunycky [/13. BBeieHHS 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBePMAXEHHSA. 3MiHN |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.

KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeTofax BUNPoByBaHHSI FOTOBOrO NiKapCbKoro

3ac06y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax

[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
BupaneHHs atpubyTy kucnotHoi obnacti IE-HPLC i3

cneumdikauii Bunycky 'N3. OHoBneHHs p. 3.2.P.5.1
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BMNpo6yBaHHS). [logaBaHHA aBTOMaTN30BaHo|
cucTeMu nigpaxyHKy KOMoHili 3a f0NomMOoro
TexHonorii Growth Direct. BBeAeHHS 3MiH NPOTArom
6-Tv MicALIB Nicn1sA 3aTBepKeHHs. 3MiHu | Tvny -
3MiHu 3 aKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BUNpobyBaHb/nepiofy 36epiraHHa abo
ymoB 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEpXEeHOMY [0Cbe cepTuddikarta BiAnoBiAHOCTI
€Bponeiicbkiii hapmakonei, Lo BkIoYae nepios
MOBTOPHOTrO BUNPOGYBaHHS) (3MiHa y
3aTBEpAKEHOMY NPOTOKONI CTabiNbHOCTI). 3MiHM Y
3aTBEPAKEHOMY NPOTOKOAI CTabiNbHOCTI
CTaHJapTHOrO 3pas3ky, BUAasIeHHs aTpubyTy
chisnyHoro ctaHy Ta pH 3 npotokony Ans
TeCTyBaHHSA CTabiIbHOCTi MalibyTHIX CTaHAAPTHUX
3paskiB. BBeAeHHS 3MiH NpoTArom 6-Tn MicAuiB
nicnsa 3aTBepXeHHs. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTposb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo fonycTUMUX MEX, BUSHAUYEHMX
y cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y NPOLEeCi
BUPOGHMLTBA AD| (3BY)XXEHHS [ONYCTUMUX MEX,
BM3HAYeHUX y cneuudikauii). 3ByXXeHHs Kputepiis
NPUAHATHOCTI AN N. AKTUBHICTb 415 MaliByTHIX
CTaHAapTHMX 3pa3kiB. OHoBNeHHA p. S.5 Reference
standards or materials.

BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEpMKEHHS. 3MiHKM | Tuny - 3MiHK 3 AkocTi. API.
KoHTposnb A®L. 3miHa y MeTodax BunpobyBaHHsa AdI
abo BMXigHOro martepiany/npomiKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y
npoueci BUpo6HuLTBa AP| (HE3HAUHI 3MiHK Y
3aTBEPKEHNX MEeToAax BUNPOOYBaHHS).
[JlofaBaHHs aBTOMATM30BaHOI CMCTEMU NiAPaxyHKY
KOJOHiI 3a fonomoroto TexHonorii Growth Direct, sik
anbTepHaTUBY NOTOYHOMY Bi3yasSIlbHOMY 34MTYBaHHS
[ONs TecTyBaHHSA 6ioHaBaHTaXEHHS B MPOLECI
KoHTposnto (IPC) A®l. BBeAeHHS 3MiH NpOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHW | TUny - 3MiHKW 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BUxigHOro
marepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLeci BUpOoGHMLTBA ADI
(iHWi 3mMiHM y MeTofax BUNPoGyBaHHA (BK/ItOYa0oUn
3amiHy abo AonoBHeHH:) Ad| abo
BVIXiLHOr0/MPOMDKHOr0 MPOAYKTY).
[onasaHHA anlbTePHATUBHOIO MeToay Y®
CNEeKTPOCKONIT HaXWy 415 BU3HAYEHHS BMICTY binka
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npu Bunycky A®l. BBegeHHs 3MiH MpOTArom 6-tu

MicsILiB nicns 3aTBepKEHHS. 3MiHK | TUny - 3MiHK 3
AKoCTi. A®I. KoHTposib AdL. 3miHa y meTogax
BMNpo6yBaHHsA A®I abo BuxigHOro
mMartepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(iHwWi 3mMiHM y MeToaax BUNPoOyBaHHSA (BK/IOYAKUM
3aMiHy abo fonoBHeHHA) A®| abo
BUWXifHOro/NpoMiXHOro NpoAaykTy). logasaHHs
a/IbTEPHATVBHOIO ONTUMI30BAHOTO MeToAY
NenTUAHOrO KapTyBaHHS i3 KOPOTLUMM YacoM
nigroToBky 3paska (2 rognHn npotn 7
roguH).BeeaeHHs 3MiH NpoTarom 6-Tu MicauiB nicns
3aTBepKEHHS. 3MiHU | TUnY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHM BUNpo6yBaHb abo A0MyCTUMUX
MeX y npoueci BupobHuytea A®l, o BCTaHOB/IEHI Y
cneuunagikauisx (BU1y4eHHs HECYTTEBOTO
BMNpobyBaHHsA). BuaaneHHs TecTyBaHHA Ha
napBOBipyCy rpu3yHiB, NPOBEAEHW nepes
36MpaHHAM KNiTUH.BBEAEHHSA 3MiH MPOTArom 6-Tu
MiCALIB MiCNA 3aTBEPKEHHSA. 3MiHu | TNy -
AAMIHICTpaTUBHI 3MiHWN. BuyyeHHs1 BUPOGHUYOT
OinbHULI (BKIHOYaoUM AinbHUL Ana Adl,
NPOMIXXHOro NPOAYKTY abo roToBOro MikapCcbKoro
3aco6y, AinbHNULi AN NPOBEAEHHS NaKyBaHHS,
BMPOGHUKA, BiAMOBIAA/ILHOMO 3a BUMYCK Cepiit, MicLe
NpoBefeHHs1 KOHTPO/IIO cepii) abo nocTavyanbHUKa
BMXiQHOrO Marepiasy, peareHTy abo JONOMDKHOT
PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE). BunyyeHHs
Solvias AG, Romerpark 2, 4303 Kaiseraugst,
Switzerland , sik caliTy 3 TeCTyBaHHs Aito4oi
peyoBuHW Ha MJIP - TecT napBOBIpyC rpU3yHiB B
npoueci koHTponto (IPC). BBefeHHs 3MiH NpoTArom
6-T MicALIB Mic/1A 3aTBEpXEHHSA. 3MiHu |l Tuny -
3MiHu 3 siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHONOriYHOMY/iMyHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogi, Y KoMy
BMKOPUCTOBYETbLCA 6i0n0riYHUiA peareHT, abo ix
3amMiHa, abo 6ionoriyHOro Npenapary NopiBHAHHSA
(cTangapTHOro npenaparty), WO He 3a3HavyeHuid y
3aTBEPAKEHOMY NPOTOKONI). logaBaHHSA
[104aTKOBOro METOAY TECTYBAHHS Ha CTEPW/bHICTb
(ATP dependent bioluminecscence) sk

anbTepHaTUBHY METOAMKY Ha CTePUSIbHICTb 0
BignosigHoro metogy (EP.2.6.1, USP <71>, JP
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
4.06). BBeeHHs 3MiH NpoTArom 6-T1 MicALiB micns
3aTBEPAKEHHS.
188. | TIOBICTA PO34NH A1 iH'EKLIN, Mictpan AHrnis BEM lnay CaH. Be TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/20123/01/01
no 4 mr/2 mn, no 2 Kenitan Tik. A.C. | TUny - AAMiHICTpaTMBHI 3MiHW. 3MiHa Ha3BM peyenmom | nionsizae
M/ B amnyni; no 6 MeHeKmeH nikapcbKoro 3acoby
amnyn B KApPTOHHIN T NimiTeq, 3MiHV BHECEHO LL0A0 Ha3BM JikapCbKoro 3acoby
nauuj 3aTtBeppxeHo: TIONNAKC (TIOLAKS).
3anponoHoBaHo: TIOBICTA (THIOVISTA).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
189. | TPAHEKCAM | po3yvH Ans iH'exuii, MpusaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/17082/01/02
OBA 50 mr/mn, no 5 mn B akuioHepHe akuioHepHe | TMny - 3miHK 3 AkocTi. CepTucpikat peyenmom
KNCNOTA amnyni; no 5 amnyn TOBapucTBo TOBapuCTBO BignosigHocTi/lE-cepTudpikar BignosigHocCTi
B 6nicTepi; no 1 "Jlekxim- "JlekxiMm-Xapkis" €Bponeiicbkili hapmakonei/moHorpadii. MoaaHHsA
6nicTepy B nauui; no Xapkis" HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
5 mn B amnyni; no 5 ab0o BUNyYEHHs cepTudikaTta BignoBigHOCTI
amnyn B 6nicTepi; no €Bponelicbkiin hapmakonei: ana A®l; ans BUxigHoro
2 6nictepu B navuj; marepiany/peareHTy/npomMikKHOro NpPoAyKTy, Lo
no 5 mn B amnyni; BMKOPUCTOBYHOTbCS Y BUpOobHULTBI AdDI; ans
no 5 amnyn B [0MOMDKHOT peyoBrHK (CepTudikart BignoBigHOCTI
6nicTepi; no 10 €Bponeiicbkili hapmakonei) - OHOBNEHWi
6nicTepiB B navwj cepTudikaT Bif y)xe 3aTBepXeHOro BUpOOHWMKa -
noJiaHHs OHOB/IEHOro cepTuddikarta BiANOBIAHOCTI
€Bponelicbkili chapmakonei R1- CEP 2006-142- Rev
03 pnsa A®l TpaHekcaMoBa Kvc/oTa Bif,
3aTBepaxeHoro Bupo6Hrka HUNAN DONGTING
PHARMACEUTICAL CO. LTD, China y 38’a3ky 3
[,00aBaHHAM Ai/bHULb MPOMiIXKHOI NPOAYKLT.
190. | TPAHEKCAM | po3uuH Ans iH'eKUild, MpusaTHe YkpaiHa MpuBatHe Ykpaina BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3MiHW 3a - UA/17082/01/01
OBA 100 mr/mn, no 5 mn akuioHepHe akuioHepHe | TMny - 3miHK 3 skocTi. CepTudcpikat peyenmom
KNCNOTA B amnyni; no 5 TOBapuCTBO TOBapuCcTBO BignosigHocTI/lE-cepTudpikat BignosigHoCTi
amnyn B 6nictepi; no "Jlekxim- "Mekxim-Xapkis" €Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHs
1 6nicTepy B nauui; Xapkis" HOBOro abo OHOB/IEHOrO cepTudikata BigNOBIAHOCTI
no 5 mn B amnyni; ab0o BUNyYeHHs cepTudikaTta BifgnoBigHOCTI
no 5 amnyn B €sponeiicbkiii hapmakonei: gns A®Il; ana BuxigHOro
6nictepi; no 2 mMartepiany/peareHTy/NPoOMiKHOIO NPOAYKTY, WO
6nictepy B mauu; no BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
5 mn B amnyni; no 5 [OMNOMDKHOT peyoBuHY (CepTuddikaTt BiANoBIgHOCTI
amnyn B 6nicTepi; no €Bponeiickkin papmakonei) - OHOBNEHNIA
10 6nicTepiB B nayi cepTudikaT Bif yxe 3aTBepXeHOro BUPOOHWMKa -
noAiaHHA OHOBMIEHOTO cepTudikaTa BifnoBiAHOCTI
€Bponelicbkiii hapmakonei R1- CEP 2006-142- Rev
03 pns A®l TpaHekcaMmoBa KucoTa Bif,
3aTBepaxeHoro Bupo6Hnka HUNAN DONGTING
PHARMACEUTICAL CO. LTD, China y 3B'A3ky 3
[00aBaHHAM AifbHULb NPOMiIXHOT NPOAYKLT.
191. | YHI®P/IOKC Kpanni OYHi/BYLLHI, TOB Cnosaubk TOB "YHIME[ CnoBaubka | BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHun 3a He UA/12837/01/01
po3uvH 0,3 % no 5 "YHIMEL a PAPMA" Pecny6nika | TMNYy - 3MiHK 3 sikocTi. CepTudcpikart peuyenmom | niosnsieae
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

mn a6o 10 mny
nnacTyKkoBoMy
KOHTeliHepi-
KpanesnbHuuj; no 1
KOHTEliHepy-
KpanesnbHuLi B
KapTOHHI KopoobLi

OAPMA"

Pecny6nik
a

BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MoaaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab0o BUNyYEHHs cepTudikarta BifgnoBigHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npoMikHOro NpPoAyKTy, Lo
BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; ans
[0MOMDKHOT peyoBUHU (cepTudikar BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHuii
cepTudikaT Bif yXe 3aTBepIXEHOro BUPOOHMKA.
MogaHHA OHOBNEHOrO cepTudikaTa BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-134-
Rev 06 (3aTBeppxeHo: R1-CEP 2000-134-Rev 05)
ons A®l opnokcaumHy Bif, BXe 3aTBEPKEHOIO
BMpO6HUKa Quimica Sintetica S.A. 3minu Il TUny -
3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KoHTposb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
nNiKapcbKoro 3acoby (3mMiHa 3HaxoAMTbCH No3a
3aTBEpPMKEHVMI AONYCTUMAMU MeXamu
cneuudikadiii) 3miHa BUMoru cneuudikadii Wwoao
30BHILUHBOTO BUIIAAY /likapcbkoro 3acoby, a came
KO/IbOPY PO34MHY Bif, NOTOYHOT BUMOTM «KOBTYBaTWIi
PO34MH Makc. Y5» 10 «3e/1eHyBaTo-)XOBTOr0 Makc.
GY4», 06yMOB/IEHO MOMUJIKOKO B MOYATKOBIN OLLHL
KO/IbOpY, 3 BiANOBIAHNUMY 3MiHaMK B po34in «Onuc»
Ta «KonboposicTb» MKA /13. 3MiHM BHECEHI B
po3gain "Mikapcbka chopma”(OCHOBHI (i3MKO-XiMiYHi
B/1aCTUBOCTI) B IHCTPYKLiO ANA MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby.

192.

YNCAPUH
YNCA 500 MI

TabneTky wunydi no
500 mr no 4
TabneTkn B CTpUMI;
no 4 ctpunu B
KapTOHHIlA KOpooLi

YMNCA CAC

®paHuis

YMNCA CAC

®paHLis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iicCHEHHSA ddapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3fjiicHeHHs thapmakoHarnsgy B YkpaiHi, KO BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3[jlicHeHHs hapMakoHarnsay (BkiYakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CO6U 3asBHYVKA, BifnoBigaibHOI 3a
3piicHeHHs dhapmakoHarnaay: [irova pegakuis: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakuis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX AaHKX
YNOBHOBaXKEHOI 0CO6U 3asiBHMKA, BifgnoBigabHOI 3a

6e3
peuyenma

UA/2308/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3[iiCHEHHS1 dapMakoHarnsay.

193. | YPOBYTUH Tabnetku, 5 mr; no Akkopa Monbua BupobHMLTBO Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a He UA/19193/01/01
10 TabneTok y Xerckea nNiKapcbkoro BpuTtanisa/ | TMNYy - 3MiHK WoA0 6e3nekn/eeKTUBHOCTI Ta peyenmom nionseae
6nicTepi; no 3 Moncka Cn. 3acoby, nepBuHHE Yexisa/ thapmakoHarnagy (iHwi 3MiHu) - 3MiHY BHECEHO A0
6nictepn y nayuj 3.0.0. Ta BTOPUHHE IHais IHCTPYKLUIT 1A MeAMYHOro 3aCTOCYBaHHSA

nakyBaHHS,
KOHTPO/b SIKOCTI
cepil: IHTac
dapmacbtoTikanc
NimiTeq, IHAis;
BupobHMLTBO
nNiKapcbkoro
3acoby, nepenHHe
Ta BTOPUHHE
nakyBaHHs: IHTac
dapmacbloTikanc
NimiTen, HAis;
KoHTponb sikocTi:
ACTPOH
PECbOPY
NIMITEL, Benvka
Bputanis;
KoHTposb AkocCTi:
ANC
NABOPATOPIC
(FOKENM) NIMITEL,
Benuka BpuTaHis;
KoHTposb sKkocCTi:
TOB AJIC Yecbka
Pecnyb6nika,
Yexist; KoHTponb
akocTi: TOB AJIC
Yecbka
Pecny6nika,
Yexist; JopaTkoBa
AinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOIO
nakyBaHHS:
AKKOP[,
XEJICKEA
NIMITEL, Benvka
Bputanis;
BignosiganbHuii
3a BUMYCK Cepii:
AKKOP[,
XEJICKEA
NIMITEA, Benvka

nikapcbKoro 3acoby Ao po3ainy "Mobivni peakwyii”
L1100 NOBiAOM/IEHb NPO NOBIYHI peakwii, Takox
nofaHo posainy "3asasHuK", "MicLe3HaxomKeHHs
3asBHMKA". TepMiH BBEAEHHS 3MiH MPOTSArom 6
MicSLiB Nicns 3aTBEpPAYKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BpuTaHis
194. | YPONIECAH® | kpanni opasibHi, in MAT YkpaiHa MAT "lanuudapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHK - - UA/9517/01/01
bulk: no 25 mny "Tanuudpap | TMRYy - 3MiHK 3 AKkoCTi. FOTOBWIA NiKapCbKuii 3aci6.
chnakoHi- M KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
KpanenbHuj; no 88 MeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
hnakoHiB- 3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
KpanenbHuupb y BUMPOOYBaHHA) - HesHayHa 3MiHa y 3aTBepaKeHux
KOpoO6i KapTOHHOMY; MeTofax BUNPOo6yBaHHS NoB'A3aHa 3 HeOOXIAHICTIO
in bulk: no 25 mny YHichikauii MmeToAiB po3paxyHKy 3a NOKa3HUKOM
chnakoHi- «KinbkicHe BU3HaueHHs: MeHTON, 6opHinaueTar» y
KpanenbHuLj, N3 YPOJIECAH®, kpanni, a came po3paxoByBaTu
3aKpUTOMY KPULLIKOHO KINIbKICHWI BMICT LMX KOMMOHEHTIB 3a
3 KOHTpO/IEM CniBBIAHOLWEHHAM NJIOLL NiKiB KOXXHOIO 3 MapKepiB 40
NepLLOro po3kpuTTA, N/I0Li Nika BHYTPILUHLOrO CTaHAAPTYy 3 METOA0M
no 88 gonakoHiBs- KiNbKiCHOro po3paxyHky 6opHinauetary y A®I Anuui
KpanenbHuub y onisi, ika BxoauTb Ao cknagy YPOJIECAH®, kpanni
KOpob6i KapTOHHOMY OpaJ/IbHI .
195. | YPOJIECAH® | kpanni opasibHi no MAT Ykpaina MNAT "Tannucapm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu 6e3 - UA/2727/02/01
25 Mn 'y donakoHi- "Tanuudhap | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenma
KpanenbHuui, no 1 M" KOHTPO/Ib rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
donakoHy- MeTo4ax BUNPObYyBaHHSA rOTOBOTO JliKapCbKOro
KpanenbHuLi B 3aco0y (He3HayHa 3MiHa y 3aTBepKeHNX MmeTodax
nadui; no 25 mn y BUNPO6YBaHHSA) - He3HauHa 3MiHa y 3aTBepaKEHNX
chnakoHi- MeTodax BUNpobyBaHHA NoB's3aHa 3 HEOOXiAHICTIO
KpanenbHuuj, YHithikauil meToAiB po3paxyHKy 3a NOKa3HUKOM
3aKpUTOMY KPULLIKOKO «KinbkicHe BU3HauyeHHs: MeHTon, 6opHinauetar» y
3 KOHTpoNiemM N3 YPOJIECAH®, kpanni, a came po3paxoByBaTtu
NepLLOoro pPo3KpUTTA, KINIbKICHWI BMICT LiMX KOMMOHEHTIB 3a
no 1 chnakoHy- CMiBBIAHOLLEHHAM M/I0LL, NiKIB KOXHOIO 3 MapkepiB A0
KpanenbHuui B navui naoLwi nika BHYTPILLUHLOrO CTaHAAPTY 3 METOA0M
KifIbKiCHOTO po3paxyHky 6opHinauetaty y A®I Anuui
onis, siKka BXoauTb Ao cknagy YPOJIECAH®, kpanni
OpaJ/IbHI .
196. | PEAVNH-20® Kancynu rno 20 mr in OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK - - UA/1240/01/01
bulk: no 2500 H Naiicp CaeHcuns | Tuny - AAMiHICTpaTUBHI 3MiHW. 3MiHa
Kancyn y noggiiHmx NAN®CAEH Niviteq HaliMeHyBaHHS Ta/abo agpecu MicLa NPOBamKeHHs
nosnieTuIeHoBMX Ch3 (E® [iSNbHOCTI BUpO6OHUKa (BK/THOYatoun, 3a
naketax 3ETI) HeoOXiAHOCTI, MicLie NPOBEAEHHS KOHTPOIIO AKOCTI),

abo BflacHvKa MmacTtep-haiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMiHOro NpPoayKTy, Lo
3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO
3a3HavYeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BifICYTHOCTI cepTudpikara BifgnoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepapKeHoMy
[ocbe, abo BUPOOHMKA HOBOT AONOMDKHOT pEHOBUH
(AKLLLO 3a3HAYeHO Y A0CbE) 3MiHa Ha3BW BUPOGHMKA
A®I| nipokcrkamy. BupobHuya ginbHuus Ta yci
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

BMPO6HUYI onepavii 3a/MwarTbCs HE3MIHHMU.
[Oitova pepakuisn: Ramdev Chemicals Pvt. Ltd., India
MponoHoBaHa pepakuis: Ipca Laboratories Limited,

India

197.

DEAQNH-20®

kancynu no 20 mr no
10 kancyny
6nicTepi; no 3
6nictepu B nauui 3
KapToHy

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepToaxeH
Nainch CaeHeus
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - AgMiHICTpPaTWBHI 3MiHK. 3MiHa
HalimeHyBaHHS Ta/abo agpecu MicLs NPoBamXeHHS
LisinbHOCTI BUpoOHUKa (BK/ItoYakoun, 3a
HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJIO AKOCTI),
abo BnacHvka mactep-gaiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI AD| (AKLLO
3a3HaYeHo y A0CbE Ha Nikapcbkuid 3acib) 3a
BiICYTHOCTI cepTudpikara BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaKeHoOMy
nocbe, abo BUPOOHUKA HOBOI AOMOMIXHOI peHOBUHM
(AKLLLO 3a3HAYEHO Y A0CbE) 3MiHa Ha3BW BUPOGHMKA
A®I nipokcmkamy. BupobHuya ginbHuus Ta yci
BMPOGHUYI onepavii 3aN1waTbCa HE3MIHHUMMU.
[itoua pepakuis: Ramdev Chemicals Pvt. Ltd., India
MponoHoBaHa pepakuis: Ipca Laboratories Limited,
India

3a
peyenmom

UA/1239/01/01

198.

®EPBEKC
ang
J[lOPOCNNX

NOPOLLIOK A71SA
0pasIbHOT0 PO3UMHY;
8 calle y KapTOHHii
Kopobui

YMNCA CAC

®paHuis

YMNCA CAC

PpaHLin

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu
| Tuny - 3miHK Woao 6e3nekn/edheKTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEfEHHSA y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0c0obu 3 thapmakoHarnagy 3asBHuKa Ans
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs hapmakoHarnsgy (Bkioyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
tpaiina cuctemmn chapmakoHarnsgy) 3miHa
yMOBHOBaXXEHOT 0c06M 3aBHUKA, BiAMNoBigabHOI 3a
3pificHeHHs1 hapmMakoHarnaay: [iroya pegakuisi: El
Mahdi Benchekroun, MD. NponoHoBaHa pefakLis:
Saloua Mekhfiwi. 3MiHa KOHTaKTHUX AaHUxX
YNOBHOBaXEHOI 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
34iiCHEHHS hapMakoHarsay.

6e3
peyenma

UA/7741/01/01

199.

®EPBEKC
ans
JloPOCNNX
3
MAMMHOBU
M CMAKOM

NOPOLLIOK A5
OpasIbHOTO PO34UHY,
8 calle y KapTOHHiM
KopoobLi

YINCA CAC

PpaHuin

YINCA CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: 3MiHK
| TNy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTPO/Ib FTOTOBOIO /iKapCbKOro 3acoby. 3miHa y
MeToJax BUNPOOYBaHHSI rOTOBOTO J1iKapCbKOro
3acoby (He3HayHa 3MiHa Y 3aTBEpPKEHUX MeTofax
BMNPOOGYBaHHS) 3MiHa TUNy CTaHAAPTHOro 3paska 3i

6e3
peyenma

UA/3128/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
BTOPWHHOTO Ha nepeuHHNI C3 gns metony
KOHTPON0 M3 «TecT Ha YACTOTY». 3MiHuK | Tuny -
3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpob
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MeTogax
BMMNPO6YBaHHA rOTOBOrO NliKapCbKoro 3acoby (iHLwi
3MiHV Yy MeTofax BUNpobyBaHb (BKIHOHYAKOUN 3aMiHy
ab0 [ONOBHEHHS)) AONOBHEHHS METOZIB KOHTPO/THO
HOBMM MeTofoM BEPX, aK anbTepHaTUBHUM AN
KOHTPOJH0 NOKa3HUKIB «laeHTudikalis», «KinbkicHe
BM3HAYEHHS Ail040T peyoBrHN» Ta «OAHOPIAHICTb
[,030BaHNX OAUHULbLY». 3MiHU | TUMy - 3MiHW 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNpoOyBaHHA) 3MiHa TUNY CTaHJAapPTHOTO 3paska 3i
BTOPVHHOIO Ha nepBuHHUIA C3 ans meToais
KoHTponto MN3 «laeHTudikauis», «KinbkicHe
BM3HAYEHHS Ail040T peYoBVHN» Ta «OAHOPISHICTb
[1030BaHNX OAMHWLb>» (CTaHAAPTHWIA MeToa) ANA
A®I| napaveramorny, ackopbiHOBOI KMCNOTK Ta
deHipamiHy maneaty.
200. | ®EPYMBO cupon, 50 mr/5 mn, My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/2106/01/01
no 50 mn y chnakoHi akuioHepHe akuioHepHe | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
CKNsiHOMY ab0 TOBapUCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3miHu)
noniMepHomy; no 1 "HaykoBo- "HaykoBo- 3MiHa y 3B'A3KY YTOUHEHHS BUKNAAEHHS po3ainy
chnakoHy pa3om 3 BMPOGHUYNI BMPOGHNUNI "Mlopatkosa iHdhopmadis. [l-1. Ynakoska" MKA.
[03yBa/TbHUM LeHTp LeHTp [itoua pepgakuis: MKA N3 JOOATKOBA
NPUCTPOEM B naulLl; "BopLuariscb "BopLyariscbKuii IHPOPMALIA (A4]) Po3gin Al-1. Ynakoska Mo 50 mn
no 100 mny KW Ximiko- Ximiko- npenapary y nakoHi cknsHoMmy abo nosnimepHomy B
chnakoHi cksiHoMy; thapmaueBT thapmaueBTUYHWIA KOMMJ/IEKTI 3 KPULLKOK 3 KOHTPOJIEM MEPLLOro
no 1 cpnaxkoHy NYHWIA 3asof” po3KpUTTA. Ha thnakoH HakewTb eTUKETKY,
pasom 3 3asof” BMIOTOB/IEHY NOAirpadiyHUM CNocoboM ApykKy.
[03yBa/IbHUM ®1aKkoH pasoM 3 IHCTPYKLIEID 415 MEANYHOTO

NPVUCTPOEM B NauLyj;
no 100 mn y 6aHuy;
no 1 6aHui pasom 3
[03yBasIbHUM

NPUCTPOEM B NauL,i

3acToCyBaHHA npenapary Ta [03yBa/IbHUM
NPUCTPOEM NOMILLAIOTb B NayKy 3 MapKyBaHHAM
YKPaiHCbKOIO Ta POCIiiCbKO0 MOBaMm Ta
MapKyBaHHAM WpudTom Bpaiins ykpaiHcbKo
moBoto. 1o 100 mn npenaparty y 6aHui nonimepHili B
KOMMNJIEKTi 3 KPULLKOI 3 KOHTPO/IEM NepPLIOro
pO3KpUTTA. Ha 6aHKy Hak/elloTb eTUKETKY,
BMrOTOB/IEHY nonirpaciyHum cnocobom Apyky.
BaHKy pa3oMm 3 iHCTPYKUiE 415 MeAnYHOro
3aCTOCyBaHHA npenaparty Ta [03yBa/IbHUM
NPUCTPOEM NOMILLAIOTb B NaYKy 3 MapKyBaHHAM
YKPaiHCbKOIO Ta POCIiiCbKO0 MOBaMm Ta
MapKyBaHHAM WpudTom Bpaiins ykpaiHcbKo
MoBOH0. Mo 100 mn npenaparty y pnakoHi ckisHoMy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep

peecmpayiliHo2o

nocsio4YeHHs

B KOMIM/IEKTi 3 KPULLKOIO 3 KOHTPO/IEM NEpLLIOro
pO3KpUTTA. Ha hnakoH HakneoTb eTUKETKY,
BMrOTOB/IEHY nonirpacivyHum cnocobom Apyky.
®1aKkoH pasoM 3 IHCTPYKLIEID A1 MEANYHOTO
3acTocyBaHHs npenapary Ta fo3yBaslbHUM
NPUCTPOEM NOMILLIAIOTbL B NayKy 3 MapKyBaHHAM
YKPaiHCbKOIO Ta POCIiiCbKO0 MOBaMm Ta
MapKyBaHHAM WpudTom Bpaiins ykpaiHcbko
MoBolto. [NponoHoBaHa pegakuis: MKA N3
OOOATKOBA IHPOPMALIIA (A1) Po3sgin Al-1.
Ynakoska Mo 50 mn npenapary y h1akoHi CKNsTHOMY
abo nonimepHoOMy B KOMMEKTi 3 KPULLIKOKO 3
KOHTPO/IEM MEepLUOro Po3kpuTTA. Ha dhnakoH
HakKNewTb eTUKETKY, BUTOTOBMEHY NosirpadivyHum
cnocobom Apyky. PnakoH pasom 3 iIHCTPYKLIED 415
MeJMYHOro 3aCTOCYBaHHA npenaparty Ta
[03yBa/IbHUM NPUCTPOEM MOMILLAI0TL B Nayky. Mo
100 mn npenaparty y 6aHLi NosiMepHii B KOMNAEKTI
3 KPWLLKOIO 3 KOHTPOJIEM MEPLIOro PO3KPUTTA. Ha
6aHKy HaKellTb eTUKETKY, BUTOTOB/IEHY
nonirpacpiyHMmM cnoco6om apyky. BaHky pasom 3
IHCTPYKLEIO A1 MEJNYHOIO 3aCTOCYyBaHHS
npenapary Ta fo3yBaslbHUM MPUCTPOEM MOMILLA0Tb
B nauky. Mo 100 mn npenapaTty y hakoHi CKNsSHOMY
B KOMM/IEKTi 3 KPULLKOIO 3 KOHTPO/IEM NEpLLIOro
pO3KpUTTA. Ha hnakoH HakneTb eTUKETKY,
BMrOTOB/IEHY nonirpaciyHum cnocobom Apyky.
®1aKkoH pasoM 3 IHCTPYKLIEID 415 MEANYHOTO
3acTocyBaHHs npenapary Ta fo3yBaslbHUM
NPUCTPOEM MNOMILLAIOTL B NaYKy. OHOB/IEHHS TEKCTY
MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nikapcbKoro 3acoby, a came BUy4YeHHs iHdhopMadi,
3a3HayeHoi PoCifiCbKO MOBOK. BBeAEHHS 3MiH
NpOTSArom 6-Tv MiCSILiB MicAsi 3aTBEPAKEHHS

201.

®JIOFEH3UM

TabneTku, BKPUTI
060/10HKOI0 110 20
TabneTok y 6nictepi;
no 2, no 5 a6o no 10
6nictepiB y
KapTOHHI Kopobui ;
no 800 TabneTok y
6aHKax

MYKOC
Papma
'm6X i Ko.
K

HimeyunH
a

MYKOC

EmynbcioHcresenn

bwat M6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK
| Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BigMiHHa Bif, yNOBHOBaXeEHOI 0c06y, BignoBiganbHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy). 3MiHa
KOHTaKTHMX AAaHWX YNOBHOBaXXEHOI 0COOM 3asBHUKA,

6e3
peuyenma

UA/2843/01/01




148

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BiAMNOBIAa/IbHOI 3a hapmMakoHarnsg. 3miHa
MicLie3HaxopKeHHs1 macTep-thaiina cuctemu
chapmakoHarnsgy. 3MiHa micua 34iiCHEHHSA
OCHOBHOI AisiIbHOCTI 3 chapmakoHarnsgy. 3minm |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3ara/ibHeHUX JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dhapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHsA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/TbHOI
3a 3[jlicHeHHs chapMakoHarnsay (Bkiyakun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
thaiina cuctemu chapmakoHarnsgy). 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BiANOBiAA/IbHOI 3a
hapmakoHarnag B Ykpaini. [itoua pegakuis: Fopinuk
ApTtem Bonogymumposuy. MNponoHoBaHa pefakuis:
Xinbko €BreHia OnekcaHapisHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0co6u
3asBHWMKa, BiANOBiAaNbHOI 3a hapMakoHarnsg B
YKpaiHi.

202.

DNYCTUH

Tabnetkn no 20 mr;
no 10 Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li

BIB IAV®
nnn

IHais

Bisimeg Nab6e /iTg,

IHgis

BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis:
TexHiyHa noMmuska (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460. BunpaB/ieHHS! TEXHIYHOT
NOMU/IKK 3rigHo n.2.4. po3gainy VI Hakazy MO3
Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpaiuu Big 23.07.2015 p Ne 460), ponyLieHol
npu NpoBeAeHHi NpoLeaypy peecTpadii B
3aTtBepmxeHnx MKA M3 (Hakaz MO3 YkpaiHu Big,
25.02.2023 p. Ne388, P UA/19908/01/01) B
cneuudikavii. 3a3HayeHi BUNpaBfeHHs
BiANOBIAA0TH MaTepiasiamMm peecTpaljiiiHoro AOoCbE,
AKi 3HAX0AATHLCA B apXiBi.

3a
peyermom

UA/19908/01/01

203.

®NYLUMHAP®
N

Masb, Mo 15 r y Ty6i;
no 1 Ty6i B
KapTOHHIl KopooLi

TOB
«BAYL
XENC»

Ykpaina

Papm3asop,
Enbha A.T.

Monblwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TMny - 3miHn 3 AkocTi. CepTudikart
BignosigHocTI/TE-cepTudpikat BignosigHoCTi
€Bponelicbkili thapmakonei/moHorpadii. 3miHu,
NoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHICTL A0 MOHorpadii 4PY a6o
€Bponeiicbkoi hapmakonei, abo iHLWOoi HalioHaIbHOT
hapmakonei gepxasu €C (iHLi 3MiHX) 3MiHW Y
crneuudikavii 4ilo4oTi pevyoBrMHN HEOMILMHY CybdaTy
3a NokasHMKom «MikpobionoriyHa uncrtora
NnoB’A3aHi 3 NpvBeAeHHAM A0 Bumor ctatTi Ph.Eur.
5.1.4.

3a
peyerimom

UA/2879/01/01

204.

XEAEH3A

cynosuTopii

AnbneH

HimeyumH

BUPOBHMK

HimeyunHa

BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiB: 3MiHW

6e3

UA/18373/01/01




149

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
pekTasbHi; no 5 dapma a BiANOBIAa/IbHUI 3a | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenma
CynosuTopiiB y meX KOHTPO/b AKOCTI, 3MiHV Yy BUPOOHMLTBI. 3MiHM Yy NpoLeci BUPOGHULITBA

6nictepi, no 1
6nictepy y
KapTOHHilA KopooLi

BUMNYCK cepil:
Mepu, ®apma
M6X i Ko. KlraA,
HimeuumnHa,;
BMPOGHUK
BiANOBiAaIbHMI 3a
BMPOGHULITBO in
bulk, nepeuHHe Ta
BTOPWHHE
nakyBaHHS:
AMKA®APM
dapmacbioTikan
'mM6X, HimeuyunHa

roTOBOro NikapCcbKoro 3acoby, BKIYaun
NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCA NPy
BUPOBHMULTBI rOTOBOTO JliKapCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpobHULTBA) -
BHECEHHS 3MiH nifg, Yac BupobHuyoro npouecy M3,
30Kpema: - Ha ctagii 4 Step: Filling and sealing
(primary packaging) - Temnepartypa OX0NOKEHHS 3
180°C 3miHeHa Ha oxonomkyunii TyHenb «Cooling
tunnel»; - Ha cTagisx 3.3 Cooling, 3.4 Add one after
the other while stirring and keeping temperature, 3.5
Add premix 3 - OHOB/IEHHS Y 3B’A3KY 3 PO3LLUUPEHAM
[ianasoHy LWBNAKOCTEN 3MillyBaHHS; 3MiHM | Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHN y
BMPOOHULTBI. 3MiHM Y Npoueci BUpo6HULTBA
roTOBOrO /iKapcbKoro 3acoby, BkIovaun
NPOMIXHUIA MPOAYKT, L0 3aCTOCOBYETLCA NpY
BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUpo6bHULTBA) -
BHECEHHS 3MiH nig vyac BUPo6GHMYoro npouecy M3,
3okpema: 3 po3giny 3.2.P.3.5. Banigauis npouecy Ta
/abo iioro ouiHKa BUAAIEHO CKaH-KoMil NpoToKoNy 3
Banigauii; 3MiHu | Tuny - 3miHmn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHMLTBI. 3MiHU Y
npoweci BUPOGHULITBA FOTOBOIO JlikapCbKoro 3acoby,
BK/THOHAIOUM NPOMiXHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MmiHa y npoLeci
BVMPOGHMLTBA) - BHECEHHS 3MiH Mif, Yac BUPOOHNYOro
npouecy N3, 30Kkpema: 3a3HavyeHHsA MpoTokony 3
Banigauii y Burnagi okpemoro gogatky (Annex 1),
3BiT 3 Bastigauii y BUrnsgi okpemoro goaatky (Annex
2); 3miHu | TNy - 3MiHKW 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. 3MiHN Y
npoueci BUpo6HNULTBA FOTOBOTO /iKapCbKOro 3acoby,
BK/IO4AI0UM MPOMIXKHWI MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOOGHULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HauyHa 3miHa y npoLeci
BMPOGHMLTBA) - BHECEHHS 3MiH y n.3.2.P.3.4. Control
of Critical Steps and Intermediates: 3miHeHa
LUBWAKICTb NepemilllyBaHHs, a TakoX 3MiHEHa
Temneparypa HarnoBHBaua; OHOB/IEHO NnapameTpu
NiHIT po3nuBy; 3MiHK | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
3MiHU Y npoLieci BUPO6HMLITBA FOTOBOTO /iKApCbKOro
3aco0y, BKIOYaoUy NPOMKHWI NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI TOTOBOIO
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nikapcbKoro 3acoby (He3HayHa 3MiHa Y npoLeci
BUPOOHULTBA) - BHECEHHSA 3MiH Yy n. 3.2.P.3.3.

Controls: B po3gini 4.2. Temperatures for filling and

Temnepartypu 0XonomkeHHs; y p. 4.5. Filling process

Description of Manufacturing Process and Process

sealing — 3BY)XEHO fjiana3oH LUBWUAKOCTEN
3MilLlyBaHHS Ta HANOBHEHHS, 3BY)XXEHHS AianasoHy

— pO3LUMPEHHs TemMnepaTypy HanoBHIOBaya Ta
3BY)XEHHSA TemnepaTypy B OXO/I0[KYOUOMY TyHen;
3MmiHu | TMNY - 3MiHKW 3 SKOCTI. FOTOBUIA NiKAPCbKN
3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y meToax BUNpPo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOOYBAHHS) - BHECEHHS
3MiH o MeTogis BunpobysaHHs 13, 30kpema:
3a3HayYeHHsI MOYEeProBoOro BUKOPUCTaHHA METOSiB
aHanizy UPLC Tta HPLC 3a nokasHukamu
"laeHTudpikauia” Ta "KinbkicHe BU3HaYeHHS:
MoHoxnopkapsakposn. Onii pomaLukm.
Mponinranat"(paHiwe nomMuakoBo 6yn0 3a3Ha4eHo
3amiHy HPLC Ha UPLC). [logatkoBo, BHECEHHS 3MiH
0o meTogiB «lgeHTudikauis Ta KinbkicHe
BU3HAYEHHS IXTaMMO/»; 3MiHK | TUny - 3MiHK 3
AKkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKOro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOGYBaHHS) - BHECEHHSA 3MiH 40 MeTopis
BMNpPo6yBaHHA /13, 30kpema: onTuMmisaLis MeToais
Bunpo6ysaHHA UPLC ta HPLC (3miHu B
npo6oniAroToBLi 3paskiB; NepesipLi NpMAAaTHOCTI
cuctemn); 3MiHu | TUNY - 3MiHK 3 SKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
[OMYyCTUMMX MEX roTOBOTO NiKapcbkoro 3acoby
(BHECEHHSA 3MiH y OCbE A5 NPUBELEHHS Y
BiAMNOBIAHICTb A0 3arasibHOI cTaTTi 2.9.40
«O[HOPIAHICTE [O30BAHUX OAMHULLbY
L®Y/EBponeiicbkoi hapmakonei 3aMicTb
3aTBEpXEHUX 3arasibHux crtatein 2.9.5
«OpfHOpigHICTL Macu» Ta/abo 2.9.6 «O4HOpPIAHICTb
[,031») - BHECEHHSA 3MiH f0 Cneuudikauii / MeTogis

"OpfHopiAHICTb f03K" Ha 2.9.40. "OfHOpIAHICTb

Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiANOBIAHOCTI EBpONEeichbkili

BMNpo6yBaHHSA /13, 30kpemMa: 3amiHa meTogy 2.9.6.

[030BaHNX OAMHULB"; 3MiHW | TURYy - 3MiHK 3 AKOCTI.

hapmakonei/moHorpadii. NMogaHHA HoBoro abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponeiicbkiii hapmakonei: ons A®I; ana BuxigHoOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMNOMDKHOT peyoBMHY (cepTuddikaT BifnoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBMEHWi
cepTudikaT Bif yXe 3aTBepAXeHOro BUPOOHUKa -
nogaHHa oHoeneHoro CepTtudikaty BifnoBigHOCTI
€® CEP Ne R1-CEP 2004-100 Rev 03 gnia Adl
JleBOMEHTON Bif, BXe 3aTBEPAKEHOTO BUPOOHMKA
Symrise AG (nonepegHs Bepcis R1-CEP 2004-100
Rev 02); 3miHu | Tvny - AgMIHICTpaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoun,
3a HeobXiAHOCTI, MicLe NPOBEAEHHS KOHTPOJTHO
AKOCTi), ab0 BnacHuKa macTep-chaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
3aCTOCOBYHTbCS Y BUPOOGHULTBI AD| (AKLLO
3a3Ha4YeHo y A0CbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTI cepTudpikarta BignoBigHOCTI
€Bponelicbkii hapmakonei y 3aTBepaXeHoOMY
[ocke, abo BUPOOHMKaA HOBOT AONOMDKHOI peYOBUHU
(AKLLLO 3a3HAYEHO Y AOCHE) - 3MiHA HA3BW BUPOOHUKA
A®I MoHoxiopkapsakpon 3 SANOCHEMIA
Pharmazeutika AG/ CaHoxemusa Papmaveytuka Al
Ha SANOCHEMIA Pharmazeutika GmbH/CaHoxemis
dapmaveyTika FTM6X, a TakoX BHECEHA pefaKLiiiHa
npaska B agpecy BUpobHUKa, 6e3 3MiHW Micus
po3TallyBaHHs; 3MiHW | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMiA 3aci6. 3MiHa y
mMeToAax BUNPO6YBaHHSA NEPBVHHOI yNakoBKM
roTOBOro Nikapcbkoro 3acoby (He3HauHi 3MiHW y
3aTBEPMKEHNX MeTOAax BUNPOOYyBaHb) - BHECEHHS
3MiH 0 MeTogiB BUNPO6yBaHHS NepBUHHOT
ynakoBKM, 30Kpema: 3MiHa MeTOANKN BUNPOOYBaHHS
repmMeTUYHOCTI CTpUNIB. (3aTBepA)KeHO: TecT 3
HaBaHTaXKEHHSM; 3arnpOnNOHOBaHO: TeCT 3
METW/IEHOBWM CUHIM)

205.

XEOEH3A

cynosuTopii
pekTasnbHi; no 5
CynosuTopiiB y
6nictepi, mo 1
6nictepy y
KapTOHHIlA KOpooLi

AnbneH
dapma
m6X

HimeyunH
a

BMPOGHMK
BiANOBiAa/IbHWIA 32
KOHTPO/b SIKOCTI,
BWMNYCK cepil:
Mepu, Papma
M6X i Ko. KlraA,
HimeuumnHa,;

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiniHux maTepiasis: 3MiHu
| TNy - 3miHK 3 AkocTi. CepTudikart
BignosigHocTI/lE-cepTudpikat BignosigHocCTi
€Bponeiicbkil thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI
abo BUNy4YeHHs cepTudpikata BiANOBIAHOCTI
€sponelicbkin hapmakonei: ana A®l; ans BuxigHoro

6e3
peyenma

UA/18373/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHUK
BiANOBiAaIbHUI 3a
BMPOGHULITBO in
bulk, nepeuHHe Ta
BTOPWHHE
nakyBaHHS:
AMKA®APM
dapmacbioTikan
'mM6X, HimeuunHa

marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MNOMDKHOT peyoBuHY (cepTuddikaTt BifnoBIigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBMEHWi
cepTudikaT Bif y)Xe 3aTBepAXeHOro BUPOOHUKa -
noAaHHA OHOB/IEHOTO cepTudikaTa BifnoBiAHOCTI
€sponelicbkin hapmakonei R1-CEP 2004-100 Rev
02 (3atBepmxeHo: R1-CEP 2004-100 Rev 01) ans
A®| neBOMEHTONY Bif, BXe 3aTBEPAKEHOIO
BMpO6HMKa Symrise AG 3 BiANOBIAHUM OHOB/IEHHAM
cneumdikauii Ta MeToAiB KOHTPO/IHO, pefaKLiiiHi
3MiHW.

206.

XOH/PO-PIL,

kancynu, 200 mr/250
mr, no 10 kancyn y
6nictepi; no 5
6nicTepiB y
KapTOHHIiA ynakoBL,i

Dxn Em
dapmacboT
nkanc Jtg.

pysis

Doxkn Em

PapmacboTuKanc
nrp.

pysis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHN
| TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy 3asBHVKa (BnacHuka
peecTpauiiiHoro nocBig4yeHHs) - 3mMiHa Ha3BuM Ta
afpecy 3aiiBHUKa (BnacHvKa peecTtpaiiHoro
nocsigyeHHs); 3minu | Tuny - AgMIHICTpaTUBHI 3MiHN.
3miHa HalimeHyBaHHS Ta/abo agpecu Micua
NpoBaPKEHHSA AiSIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BKIYaoUn AiflbHUL
BWMYCKy cepii abo MicLie NpoBeAEeHHS KOHTPO/TIO
AKOCTI. (AiSNIbHICTB, 3a SKy BiAgnosifae
BMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK CEpili) -
3MiHa Ha3BM BUPOOHNKA, Y 3B'A3KY 3 PilLEHHAM
BN1aCHWKa KOMNaHii, a Takox 3MiHa agpecu
BMPOOHUKA Y 3B'A3KY 3 po3nopsamkeHHaM Cakpebyio
M. T6inici. BupobHunya ginbHULA Ta yci BUPOGHMYI
onepauii 3annwalTbCst He3MiHHUMUW. 3MiHU BHECEHO
B IHCTPYKL,O 4719 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu «BupobHuk» Ta
«MicLe3HaxoMKeHHs BUPOOHUKa Ta agpeca Micusa
NPOBa)KEHHS NOro Aif/IbHOCTI» 3 BIANOBIAHUMY
3MiHaMK y TEKCTi MapKyBaHHSA YNakoBKW MiKapCbKoro
3acoby

6e3
peuyenma

nionsieae

UA/13850/01/01

207.

XYMANOIr®
MIKC 25

cycneHsis ans
nigLWwkipHoro
BBe/leHHs, 100
MO/mn; no 3 mny
CK/ISAHOMY
KapTpuaxi; no 5
KapTpuaxis y
KapTOHHIA ynakoBLi;
no 3 Mn 'y CKNstHomy
KapTpuaxi,
BKNageHomy Y
Lwnpuru-py4ky
KBikleH; no 5

Eni Ninni
HepepneHp,
B.B.

HigepnaH
an

Ninni ®paHc

PpaHuin

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
Il Tuny - 3miHn 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
mMeTogax BunpobysaHHa APl abo BUXigHOrO
marepiany/npomiKHOr0 NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUpo6HuLTBa AdI
(cyTTeBa 3miHa y
6ionoriyHoMy/iMyHONOriYHOMY/iMYHOXIMIYHOMY
meToZi BUNpobyBaHHSA abo MeTogj, y KoMy
BMKOPUCTOBYETHLCA GioNoriYHnii peareHT ans
6ionoriyHoro A®l, abo iioro 3amiHa) BuganeHHs
HOMEPpIB cepiii AN BCiX eTa/IOHHMX CTaHAapTiB 3a
BMHATKOM OCHOBHOIO €Ta/IOHHOrO CTaHAapTy.
BHeceHHs 3MiH [0 npoueayp TecTyBaHHs

3a
peyerimom

UA/8352/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
LUNPUL-PYYOK «KanibpyBaHHs po6040ro (BTOPUHHOrO )
KBikIMeH y KapTOHHii cTaHgapTy», «KinbkicH1i cTaHaapT ANS BU3HAYEHHS
ynakosLi aHani3y Ta iieHTUYHOCTI», «KinbKicHWIA cTaHaapT
N8 BMICTY 3a/IMLLKOBOrO 6isika B KTiTUHI
rocnopaps» Ta «KinbkicHuin ctaHgapT ans
BM3HAYEHHA Ki/bKOCTi 3anuwkosoro HPI B
nNikapCbKiin cybecTaHLii», akTMBHOT cybcTaHuil
6i0N10rYHOr0 MNOXOMXKEHHS IHCY/iIHY Ni3NPO, LWASXOM
3anpoBa/pKeHHs NPOTOKONIB KBanidikauii ans
niAroTOBKY HOBMX €TAU/TOHHNX CTaHAAPTIB, ki ByAyTh
BMKOPVCTOBYBATMUCh Y MPOLIeCi BUPOGHULTBA
nikapcbKoi cybcTaHLii iHCyniHy nisnpo.
208. | UEPE3NM® MOPOLLIOK ANs CaHodpi 6.B. | HigepnaH Brpo6HMUTBO Ipnangisa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu 3a He UA/8659/01/02
400 O NPUroTyBaHHSA on KiHLLeBOro CLWA | TMny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peyenmom | niossieae
KOHLeHTpaTy Ans NpPOAYKTY HalilMeHyBaHHS Ta/abo agpecy 3asBHVKa (BnacHuka
po34nHy Ans (fill/finish), peecTpauiiHoro nocBig4yeHHs)) 3MiHa Ha3BK
iHcpysiii no 400 Of; KOHTPO/b cepil, 3asBHMKa (BNacHyKa peecTpauiiiHoro nocBigYeHHs).
1 a6o 5 dhnakoHiB 3 nakyBaHHs, Agfpeca 3asiBHUKA 3a/IMLLAETLCA 6€3 3MiH. 3MiHK
MOPOLLIKOM Y MapKyBaHHS, BHECEHO B iHCTPYKL,iO 415 MEeAMYHOrO 3aCTOCyBaHHSA
KapTOHHIlA KOpooLi MiCLLe3Hax0KeHH NiKapcbKoro 3acoby Wo0 HaliMeHyBaHHS 3asiBHUKa
51 YNOBHOB&XXEHOI 3 BiNOBIAHUMY 3MIHAMW Y TEKCTi MapKyBaHHS
ocobu, BUNycK yNakoBKM NikapcbKoro 3acoby. BBeaeHHs 3MiH
cepii: nNpoTArom 6 MicsLiB nicns 3aTBepkeHHs. 3MiHu |
[xeHsaim Ipnang TUny - 3MiHu Wwoao 6e3nekn/ethekTNBHOCTI Ta
Nimiten, lpnaxgis thapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECeHi Ao
dopmynoBaHHA TEKCTY MapKyBaHHS1 BTOPUHHOT yNaKoBKu
npenapary: NiKapCcbKoro 3acoby LWOAO0 YTOUYHEHHS norotmuny
JNoHua 3asBHMKa. BBefeHHs 3MiH NpoTArom 6-Tm MicsAuiB
Bionogxikc, IHK., nicnsa 3aTBEPKEHHS.
CLIA
dopmynoBaHHA
npenapary:
PesinieHc bocToH
IHK., CLUA
209. | LEPE3NM® nopoLuoK ans CaHodpi B.B. | HigepnaH BupobHMLTBO Ipnangis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHK 3a He UA/8659/01/02
400 O NPUroTyBaHHA on KiHL,EBOrO CLWA | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom | nionsi2ae
KOHUeHTpaTy ans NpoAyKTY thapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHO [0
pO34unHy Ans (fill/finish), IHCTPYKLT AN19 MeANYHOr0 3aCTOCYBaHHS
iHdhysili no 400 OJ; KOHTPO/b Cepil, niKapcbKoro 3acoby Ao po3ainy "OcobmBocTi
1 a6o 5 hnakoHiB 3 nakyBaHHs, 3acTocyBaHHA" BifnoBigHO 40 OHOB/IEHOT
NOPOLLKOM Y MapKyBaHHS, iHhopmaLii 3 6e3nekun 3acTocyBaHHA NikapCbKoro

KapTOHHI KopoobLi

MiCLie3HaX0AKEHH
A1 YNOBHOBaXXEHOI
ocobu, BUNycK
cepii: [hkeHsalim
Ipnang Nimites,
Ipnangis;
PopmynoBaHHA

3aco6y. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micALiB
nicns 3aTBepKeHHs.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
npenaparty: /loHua
Bionogxikc, IHK.,
CLUA;
$opmynoBaHHA
npenapary:
PesinieHc bocToH
IHK., CLUA
210. | LEPE3NM® NopoLUoK ANns CaHodpi 6.B. | HigepnaH BupobHMLTBO Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHiX MmaTepianis: 3MiHK 3a - UA/8659/01/02
400 OA4 NPUroTyBaHHA on KiHL,EBOrO CWA | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
KOHLieHTpaty Ans NPoAYyKTY dhapmakoHarnsgy. BeefeHHsa abo 3miHn fo
pO34unHy ans (fill/finish), y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
iHcbysiii no 400 OJ, KOHTPO/b cepii, (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTemy
1 a6o 5 hnakoHiB 3 nakyBaHHs, hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
NOPOLLKOM Y MapKyBaHHS, BiNOBigaNbHOI 3a 3iliCHEHHS hapmakoHarnsagy;
KapTOHHI Kopoobui MiCLie3HaXOAKEHH KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
51 YNIOBHOB&XXEHOI 3AificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
ocobu, BUNycK BigMiHHa Bif, yNOBHOBaXeEHOI 0Cc06W, BignoBiganbHOI
cepii: [hkeHsalim 3a 3fjiicHeHHs hapmakoHarnagy (Bkioyarun
Ipnang Nivitea, KOHTaKTHi flaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
IpnaHgis; thaiina cuctemun chapmakoHarnsgy) - 3miHa
dopmynoBaHHA KOHTaKTHOI 0CO6U 3asBHWKa, BiANOBIAA/IbHOI 3a
npenaparty: JloHua thapmakoHarnsg B Ykpaini. [itoua pegakuis:
Bionogxikc, IHK., XopakiBcbka TeTsHa BsyecnasiBHa. MNponoHoBaHa
CLUA; pepakuis: Bapdonomeesa IsaHHa OnekcaHgpiBHa.
dopmynoBaHHA 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0co6bm
npenapary: 3as1BHUKA, BiANoOBiAabHOI 3a thapmakoHarnsg, B
PesinieHc BocToH YkpaiHi
IHK., CLUA
211. | UE®YPOKCU | nopowok ons My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianis: 3MiHK 3a - UA/0565/01/01
M-BX®3 pO3unHy ANS iH'EKUili | akuioHepHe akuioHepHe | Tuny - 3miHK Woao 6e3nekn/edpekTBHOCTI Ta peyenmom
no 250 mr; 1 do1lakoH | TOBapuCTBO TOBapuCTBO thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHS TEKCTY
3 NOPOLLKOM Y nauLii "HaykoBo- "HaykoBo- MapKyBaHHS YNakoBKM NikapcbKoro 3acoby, 3okpema
3 KapToHy; 5 BMPOGHUYNI BMPOGHNUNI BWYYEHHS iHhopMmaLi, 3a3Ha4YeHOl poCiiCbKo
dhnakoHis 3 LieHTp LieHTp MOBOIO, T BHECEHHS HE3HAYHMX pefakLUiliHNX
NMOPOLUKOM Y KaceTi; "BopLuiariscb "BopLyariBcbKuii npaBoK Mo TeKCTy. TepmiH BBeAEHHS 3MiH NPOTSArom
no 1 kacerti y neHani KW Ximiko- Ximiko- 6 micauiB nicns saTBepkKeHHs
3 KapPTOHY dhapmavesT dhapmaLeBTUYHMI
NYHWIA 3aBog"
3asof”
212. | UE®PYPOKCWU | nopollok ans My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHuX MaTepianis: 3MiHM 3a - UA/0565/01/02
M-BX®P3 PO34MHy 181 iH'EKU | akuioHepHe akuioHepHe | TMny - 3MiHKn Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
no 750 mr, 1 doniakoH | TOBapuCTBO TOBapucTBO thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHS TEKCTY
3 MOPOLLKOM Yy navi "HaykoBo- "HaykoBo- MapKyBaHHS yNakoBKU flikapcbKoro 3acoby, 3okpema
3 KapTOHy; 5 BMPOGHNYMI BMPOBHNYMI BW/TyYEHHST iHhopmauil, 3a3Ha4YeHOol poCilicbKor
donakoHis 3 LieHTp LeHTp MOBOIO, T BHECEHHS HE3HAYHMX pefaKLUiiHnX
MOPOLLKOM Y KaceTi; "Bopuuariscb "BopLyariBCbkuii npaBoK MO TEKCTY. TepMiH BBEAEHHS 3MiH NPOTArOM
no 1 kaceti y neHasi KW XiMiKo- XiMiKO- 6 MicALiB Nic/1a 3aTBepPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
3 kapToHy; 1 chnakoH | chapmauesT thapmaueBTUYHWI
3 MOPOLLKOM Y NYHWIA 3asof”
KOMMNEKTi 3 3asog”
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 5
M1 abo no 10 mn B
amny”ni B navui 3
KapTOHHOIO
neperopojko
213. | UE®YPOKCWU | nmopollok ans My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHiX MaTepiani: 3MiHN 3a - UA/0565/01/03
M-BX®3 pO34nHy ANs iH'eKUili | aKuioHepHe akuioHepHe | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
no 1,5r, 1 donakoH 3 TOBapuCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHn). OHOBNEHHSI TEKCTY
MOPOLLKOM Yy nauui 3 "HaykoBo- "HaykoBo- MapKyBaHHS1 yNakoBKU JlikapcbKoro 3acoby, 3okpema
KapToHy; 5 p/1akoHiB | BUPOGHMYWMIA BMPOGHUUNIA BUYYEHHS iH(DOpMaLlii, 3a3Ha4YeHOl POCiCbKO
3 MOPOLUKOM Y LeHTp LeHTp MOBOI0, T BHECEHHS HE3HAYHWX pefaKLinHuX
kaceTi; no 1 kaceTiy | “"BopLiariscb "BopuyariBcbKuii npaBoK MO TEKCTY. TepMiH BBEAEHHS 3MiH NPOTAroM
neHani 3 KapToHy KWiA Ximiko- XiMiKO- 6 MicALiB nicna 3aTBepAKEHHS
thapmauesT thapmavLeBTUYHWi
NYHUIA 3aBog"
3asof”
214. | UMKNO 3® Kancynu Teepai, no M'ep ®abp ®paHuin M'ep dabp PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHK 3a - UA/7550/01/01
DOPT 10 kancyny MegukameH MegnkameHT | TMny - 3miHK 3 AkocTi. CepTudpikat peyenmom
6nicTepi; no 3 T MpopakwH BignosigHocTi/l E-cepTudikar BignosigHoOCTI
6nictepu B €Bponeiicbkili hapmakonei/moHorpadii. MogaHHA
KapTOHHIA ynakoBL,i HOBOro abo OHOB/IEHOro cepTudikata BigNOBIAHOCTI
abo BUNyYeHHs cepTudikarta BignoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; ans BuxigHoro
martepiany/peareHTy/NpoMbKHOIO NPOAYKTY, L0
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI AdDl; ans
[0MOMDKHOT peyoBUHU (CepTudikar BignoBigHOCTI
€Bponeiicbkili hapmakonei) - BunyueHHs
cepTudikaTiB (3a HaABHOCTI My/IbTUM/IETHOTO
cepTudpikata Ha marepian) BuganenHs CEP R1-
CEP 2005- 282 ans akTvBHOI cy6CcTaHLji -
ackop6iHoBOI kncnoTy Bupo6Huka DSM Jiangshan
Pharmaceutical (Jiangsu) CO., LTD.
215. | UNCMNNATUH | KoHueHTpaT ans Akkopa MonbLa Brpo6HMuTBO IHpis/ BHECEHHS 3MiH 10 peeCTpaLiiiHuX maTepianis: 3MiHM 3a He UA/15240/01/01
A AKKOPp, PO34unHy ANns Xenckea N3, nepBrHHE Ta Benvka | TMny - AAMiHICTpaTVBHI 3MiHW. Buiy4yeHHs peyenmom | niossieae
iHcpysii, 1 mr/mn, no Moncka Cn. BTOPVHHE BpuTtaHisa/ BMPOGHWYOI AiNbHUL (BKIKOYAKUN AiNbHAL ANS
10 mn, no 25 mn, no 3.0.0. naxkyBaHHs, ManbTa/ A®I, npomiXHOro NpoaykTy abo rotoBoro
50 mn, no 100 mny KOHTPO/b SKOCTI YropwmHa/ niKapcbKoro 3acoby, AiNbHULI 4151 NPOBEeAEHHS
dhnakoHi; no 1 cepi: Monbwa nakyBaHHS, BUPOGHMKa, BigNoBifasIbHOTo 3a BUMYCK
donakoHy y IHTac cepili, MicLie NpoBeAEeHHsI KOHTPOSKO cepii) abo

KapTOHHI KOpoOLyi

dapmacbtoTikan3
NimiTen, IHAiA
(anbTepHaTuBHUIA
BMPOGHMUK):

nocTavasibHVKa BUXIgHOro martepiasy, peareHty abo
[O0NOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO Y [OChE) -
BUYYEHHS AiNIbHUL KOHTPOSIIO SAKOCTi ACTPOH
Pesbopu JlimiTeq, TpeTiii Ta YeTBEpPTUil MOBEPX,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
IHTac Ceipx Xayc, 319 MinHep Poya, Xeppoy, HAL1 4HF
$apmacbloTikan3 Benuka bputaHis /Astron Research Limited, 2nd &
Nimites, IHaisA 3rd Floor, Sage House, 319 Pinner Road, Harrow,
BTopuHHe HA1 4H United Kingdom; 3MiHn | Tuny - 3MiHn 3
nakyBaHHS: AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
Akkopf, Xenckea BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
Nivitea, Benuka CTOCYHOTbCSI BUMYCKY Cepii Ta KOHTPO/IHO SKOCTI
BpuTaHis roTOBOrO JlikapCcbKoro 3acoby (3amiHa abo
KOHTPO/b AKOCTI A0faBaHHA BUPOOHMKA, LLIO BiANOBifa€E 38 BBE3EHHSA
cepiii: Ta/abo Bunyck cepii) - He BkIoyatoum
dapmagokc KOHTPO/b/BMNPOBYBaHHA cepii - AoAaBaHHA
Xenckea J1tg,, AiNbHULI, WO BiANOBIAaE 3a BUNYCK cepii AKKOpA,
ManbTta Xenckea Moncka Cn.3 0.0. Cknag Imnoptepa Byn.
KOHTPO/b AKOCTI Nytomepcka 50, Mab6’aHiue, 95-200, MonbLua/Accord
cepiit: Healthcare Polska Sp. z.0.0. Magazyn Importera ul.
dapmasanig, NT4,. Lutomierska 50, Pabianice, 95-200, Poland. 3MiHn
Mikpob6ionoriyHa BHECEHI B po3Ai/in "BupobHuK" Ta
naboparopis, "Micue3HaxomkeHHs1 BUPO6HMKa Ta agpeca Micus
YropwuHa NPOBaPKEHHS OT0 AiS/ILHOCTI" B IHCTPYKLit0 ANs
BignosiganbHuii MeAMYHOro 3acTOCYBaHHS Yy 3B'A3Ky 3 BBEEHHAM
3a BUMYCK cepii: [04aTKOBOro BUPOGHMKA Ta SIK HACNifOoK - nosiBa
AKKopg, Xenckea TEKCTYy MapKyBaHHA yNakoBKM MiKapCbKoro 3acoby
NimiTeq, Benvka NS 40AATKOBOTrO BUPO6HMKA. BBEAEHHNA 3MiH
BputaHis NpoTArom 6-Tn MiCALB NiCNs 3aTBEPAXEHHSA
BiANOBiAa/IbHWIA 32
BUNYyCK cepil:
AkKkopg, Xesnckea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
MonbLua
216. | UWACNNATWUH | koHueHTpaT Ans AKkopA, Monbwa Brpo6HMUTBO IHgis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHN 3a He UA/15240/01/01
A AKKOPL, pO34unHy Ans Xerckea N3, nepBuHHe Ta Benuka | TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | nidssieae
iHcpysii, 1 mr/mn no Moncka Cn. BTOPVHHE Bputanis/ thapmakoHarnsgy (iHwi 3MiHn) - 3MiHWM BHeCeHo [0
10 mn, no 25 mn, no 3.0.0. nakyBaHHs, Manbta/ IHCTPYKL|i 415 MeAUYHOr0 3aCTOCYBaHHS
50 mn, no 100 mny KOHTPO/b SKOCTI YropwmHa/ nikapcbKoro 3acoby A0 po3ainy "MobiuHi peakwii”
thnakoHi; no 1 cepii: IHTac Monba LLI0A0 HeOOXIAHOCTI 3BITYBaHHS NPO YCi BUNaAKM

chnakoHy y
KapTOHHIlA KOpooLi

dapmacbloTikan3
NimiTen, HAis;
a/lbTepHaTUBHMNA
BMPOGHMK: IHTac
dapmacbloTikan3
Nimitea, IHgis;
BTopuHHe
nakyBaHHS:
AKKopg, Xesnckea
NimiTen, Benuka
BpuTaHis;
KOHTPO/b SKOCTI

nifo3proBaHnX NOGIYHMX peakLili Ta BiACyTHOCTI
eeKTMBHOCTI NiKapcbKoro 3acoby, a Takox A0
po3ginis "3aaBHuK" Ta "MicLe3HaxogKeHHs
3a8BHMKA", @ came J0MNOBHEHHS iHhopMaLii mpo
3asBHUKA Ta 1ioro MicLie3HaxomKeHHs. TepMiH
BBEAEHHS 3MiH MPOTAroM 6 MicAuis nicns
3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

cepiii:
dapmagokc
Xenckea N114,.,
ManbTa; KOHTPO/b
SKOCTI cepiii:
dapmasanig, /T4,
Mikpo6ionoriyHa
nab6opaTopis,
YropLmHa;
BignosiganbHuii
3a BMNyCK cepil:
AkKopg, Xenckea
NimiTen, Benuka
BpuTaHis;
BiiNOBIfaNbHWIA 32
BWMNYCK Cepil:
Akkopf Xenckea
Moncka Cn. 3 0.0.
Cknag Imnoprepa,
MonbLua

217.

UMCNNATUH
=M

KOHLLeHTparT ans
pO34nHy Ans
iHcpysiid, 0,5 mr/mn
no 20 mn (10 wmr),
abo 50 mn (25 wr),
a60 100 mn (50 mr)
y thnakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

Mini
Xernckepe
NimiTeq

Benuka
BpuTaHis

BeHnyc Pemegic
Nimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu
| TNy - AOMiHICTpaTWBHI 3MiHU. BunyyeHHs
BMPOBHUYOT AiNbHULI (BKNOYAKOUN AiNbHULI AN
A®I, npomiXHOro NpoayKTy abo rotoBoro
nikapcbKoro 3acoby, AibHNL AN NPOBeAeHHS
nakyBaHHs1, BUPOGHYKA, BifNOBigaIbHOrO 3a BUMYCK
cepii, Micue NpoBeAeHHs1 KOHTPOIO cepii) abo
noctayasibHvKa BUXiAHOro MaTepiasty, peareHTy abo
[O0NOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y OChE) -
BWyYEHHS BUPOOHUKIB 1i040i PEYOBUHMN
umnennatuny Aptuit Laurus (P) Ltd., IHgis, Ta Suzhou
Sunray Pharma. Co. Ltd., KnuTali, y 38’s13ky 3 TVM, L0
BMpo6HUK 113 BeHyc Pemegic NlimiTeg posipeas
KOHTPaKT 3 3a3Ha4yeHMK BUpPOGHMKamu AdI.
BBefeHHs 3MiH NpOTAroM 6-Tu MicAUiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHU 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudpikat
BiAANOBIAHOCTI EBpONEeichbkili
hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudikaTa BifnoBigHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[O0MOMDKHOT peyoBMHY (cepTuddikaTt BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuid cepTudikar Big,
HOBOro BMPOGHUKA (3amiHa ab0 [ONOBHEHHS) -
nogaHo Hoewii cepTudikat BignosigHocTi €P, No.

3a
peyernmom

UA/6490/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

R1-CEP 2012-012-Rev 00 gns fjto4oi pe4yoBuHM
uucnnaTyH Big HoBoro Bupo6Hnka UMICORE
Argentina S.A., ApreHTuHa. BBefieHHs 3MiH
NPOTAroM 6-T MICALIB MiC/SA 3aTBEPKEHHS. 3MiHM
Il Ty - 3MiHK 3 AkocTi. A®l. BuUpo6HMLTBO. 3MiHA
BMPOGHUKA BUXIAHOro/NpOMKHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMpo6HUYOMY npoueci A®l, abo 3miHa BUPOGHMKA
(BKIOYaKOuN, fe HeobXiAHO, MicLe NpoBeAeHHS
KOHTposito sikocTi) AP (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPIKEHOMY [0CbE)(BBEAEHHSA HOBOIO
BMpo6HMKa A®| 3 HagaHHAM MacTep-thaiina Ha Adl)
- 3aMiHa BYPOBHMKa Ait040i PEeHOBMHU LcnaaTuHy
Shilpa Medicare (P) Ltd., Raichur., IHgia, Ha Sun
Pharmaceutical Industries Ltd., IHgis, 3 HagaHHAM
ASMF Ha A®I (March-2018), y 3B’A3Ky 3i 3MiHOI
noctavasibHuka A®| BupobHuKom 13 BeHyc
Pewmegic Nimiten, IHaja. BBeAeHHS 3MiH npoTarom 6-
TW MicAUiB Nicnsa 3aTBEPKEHHS.

218.

AHYMET

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 50
mr/850 wr; no 14
TabneTok y 6nictepi;
no 4 6nictepu B
KapTOHHI Kopoobui

Mepk Wapn i

Joym IAEA
meX

LLsenuapi
b

MepBuHHA Ta
BTOPWHHA
ynakoBka, A,03Bin
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
Higepnangu;
Brpo6HMUTBO
Hepo3acoBaHol
npoayKuii,
aHasliT4He
TeCcTyBaHHS npu
Bunycky: Ecika
KBiH6opo JlimiTeq,
Benvika bputaHisi;
MareoH MyepTo
Piko, IHk., MyepTo
Piko, CLLA; MC[,
IHTepHewHn M6 X
(chiniss Cinranyp),
Cinranyp;
MepBuHHA Ta
BTOPWHHA
ynakoBka: PoBi
dapma IHgacTpian

HigepnaHngm
/

Benuka
Bputanis/
CLUA/
Cinranyp/
Icnanis

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTtepianis: 3MiHN
| TNy - 3MiHW 3 AKOCTi. FOTOBWIA NlikapCcbkuii 3aci6.
KOHTpPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro
3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
(BKKOYAlOUM 3aMiHy ab0 [ONOBHEHHS)). JloaaBaHHSA
aNbTepHaTMBHOIO MeToAy BunpobyBaHHsA /13 3a
nokasHukoMm «OfHOpIgHICTb f03yBaHHA» (BEPX).
BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOOGYBaHHS FOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNpo6yBaHb (BK/IH0HYAKUMN 3aMiHY
ab0 [0NOBHEHHS)). JofaBaHHA aflbTepHaTUBHOIO
aHaniTuyHoro metogy M3 Ans noKasHUKiB
«laeHTudikauis», «KinbkicHe BUSHaYEHHS»,
«MpopaykTn po3nagy» (BEPX/Y®) agns AdI
MeTdopMiHy rigpoxnopuay. BeegeHHs 3MiH
NpoTArom 3-x MicALIB Mic/1A 3aTBEpKEHHS. 3MiHM |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA roTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BunpobysaHb
(BrntOYatouM 3aMiHy abo [OMNOBHEHHS)). [logaBaHHsA

Cepsicec, C.A., albTEPHATUBHOIO aHasTiTYHOro metoAy N3 3a
IcnaHis; nokasHukamu «lgeHTtudikauis», «KinbkicHe
TecTyBaHHsA BM3HaYeHHs», «[poaykTu posnagy» (BEPX/Y®) ans

3a
peyernmom

UA/11003/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

CTabiNbHOCTI:
Mepk Wapn i
Jdoym INC, CLWLA

A®| cutarnintuHy. BBegeHHa 3MiH mpoTarom 3-x
MicsILiB nicns 3aTBepKEHHS. 3MiHK | TUny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOro NikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLin Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cneuudikawi
HOBWM MOKA3HUKOM 3 BifMOBIAHNM METOAO0M
BMNpobyBaHHS). BHeceHHs 3MiH B cneuudikauito
['N13 3a nokasHuKoM «laeHTudikauis» gns Adl
cMTarninTHy, a camMe AOMOBHEHHS crevumdikawi
MeTogom BEPX/Y® (nocunaHHa Ha
anbTepHaTMBHUI MeTog, «KinbkiCHe BU3HAUYEHHS,
«[MpoaykTn po3nagy» Ta «laeHTudikavis»).
BBeneHHs 3MiH NpoTArom 3-x micsuis nicns
3aTBEPLAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikaw,ii
HOBWM MOKa3HUKOM 3 BiAMOBIAHUM METOAO0M
BUNpobyBaHHsA). BHeceHHs 3miH B cneundikauii M3
3a nokasHUKOM «laeHTudikayis» APl meTdopmiHy
rigpoxnopugy, a came AONOBHEHHS cnevumdikauii
meTogom BEPX/Y® (nocunaHHs Ha
anbTepHaTUBHUIA MeTof «KinbKicHe BU3HAUEHHS»,
«[MpoaykTn po3nagy» Ta «laeHTudikavis»).
PepakuiiiHi 3miHn B cneumdikauii N3 gns
nokasHuka «IY cnekrpockonisi). BBefeHHS 3MiH
NPOTArom 3-X MiICALIB Nic/A 3aTBEPLAKEHHSA. 3MiHN |
TUNy - 3MiHK 3 SIKOCTi. FTOTOBWIA Nnikapcbkuii 3acio.
KoHTposb roToBoOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /iKapCbKoro
3ac06y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BMNpOoGyBaHHS). He3HauHa 3miHa B 3aTBEPAKEHOMY
MeToAj BUNpo6yBaHHS 3a NMOKa3HUKOM
«OpfHopigHicTb fo3yBaHHA» (BEPX), a came
36iNbLUEHHS Yacy xpomaTorpadyyBaHHs 3 3,5 XBUMUH
[0 5 xBunuH. Pepaxuiiini 3MiHm B cneyudikauii M3
3a NOKa3HUKOM «PO3UYMHEHHS» - BUTYYEHHS
MOCWU/IaHHS Ha BHYTPILLHIA MeToA BUNpobyBaHHs,
6e3 3MiH B MeToi BUNpobyBaHHS. BBeeHHSA 3MiH
NpoTArom 3-x MicALiB NiC/1A 3aTBEPKEHHSA. 3MiHM |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKuii 3acib.
KOHTpO/b roTOBOrO MikapCcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPO6YBaHHS). He3HauHi 3MiHV B 3aTBEpXXeHOMY
MeToai BEPX A15i KOHTPO/I0 3a MOKa3HWMKOM
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs*

Homep
peecmpayiliHo2o
nocsio4eHHs

«laeHTudiKayisi, KibkiCHe BU3HAYEHHS, NPOAYKTY
po3snagy» ana A®l meTdopmiHy rigpoxnopuay, a
came [ofiaBaHHS BU3HAYEHHS «NPUBIN3HNIA»
BiAHOCHWMIA yac yTpumyBaHHS (RRT) Ta 3amiHa
XpomaTorpaMu po3unHy 415 nepesipku NpugaTHocTi
cuctemn. BeeeHHS 3MiH NpoTArom 3-x MicsauiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
['oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNpPo6YyBaHHSA). HesHauHi 3MiHW B 3aTBEP)KEHOMY
MeTogi BEPX gnsi KOHTPOO 3@ NOKa3HUKOM
«lgeHTundpikauis, KinbkicHe BU3HAYEHHs, NPOAYKTN
po3nagy» gns A®l cutarninTuHy, a came AofaBaHHA
BM3HAYEHHS «NPUBIN3HUIA» BiGHOCHMIA Yac
yTpumyBaHHs (RRT). BBeAeHHS 3MiH NpoTArom 3-X
MicALIB NiCNs 3aTBEPAKEHHS.

219.

AHYMET

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, N0 50
mr/1000 mr; no 14
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHIA KopoobLi

Mepk Wapn i

Joym IAEA
vM6X

LLiBefiuapi
A

MNepBuHHa Ta
BTOPVHHA
ynakoBka, [03Bin
Ha BUMYCK cepii:
Mepk Wapn i
Joym B.B.,
HigepnaHgu;
BupobHMLTBO
Hepo3acoBaHol
npoaykKuii,
aHaniTuyHe
TeCTyBaHHs npu
Bunycky: Ecika
KsiH6opo JimiTesn,
Benuka BpuTaHis;
MarteoH MNyepTo
Piko, IHk., MyepTo
Piko, CLLA; MC[,
IHTepHewwHn M6 X
(cbinis Civranyp),
Cinranyp;
MNepBuHHa Ta
BTOPVHHA
ynakoBka: PoBi
dapma IHgacTpian

Higepnangm
/

Benuka
BputaHis/
cuwA/
Cinranyp/
Icnanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX MaTepianiB: 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKOro
3aco06y (iHWi 3MiHK y MeToAax BUnpobysaHb
(BKtOYatOUM 3aMiHy abo [OMOBHEHHS)). [logaBaHHsA
aNbTepHaTUBHOIO MeTody BUNpobyBaHHSA 13 3a
NnokasHNKoM «OHOPIAHICTb A03yBaHHA» (BEPX).
BBefeHHst 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEpMKEHHS. 3MiHW | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbkoro 3acoby. 3miHa y meTogax
BMMNPO6YBaHHA rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHM Y MeToAax BUNpobyBaHb (BKIHOYAOUN 3aMiHy
abo gonosHeHHs)). [lofaBaHHS aflbTePHATUBHOIO
aHaniTyHoro metogy 13 fns nokasHukis
«lgeHTndikauis», «KinbkicHe BUSHaUYEHH:»,
«Mpoayktn po3nagy» (BEPX/Y®) gns AdI
MeTdopMiHy rigpoxnopuay. BBegeHHs 3MiH
NPOTArom 3-X MICALIB Nic/1A 3aTBEPLKEHHSA. 3MiHN |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKuii 3aci6.
KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHS rOTOBOrO /iKapCbKoro
3aco06y (iHWi 3MiHM y MmeTogax BUNpobyBaHb
(BrtOYatouM 3aMiHy abo [OMOBHEHHS)). logaBaHHs

Cepsicec, C.A., a/bTepHaTMBHOIO aHaniTMYHoro metody M3 3a
Icnanis; nokasHukamm «lgeHTtudikauis», «KinbkicHe
TecTyBaHHS BM3HAYeHHs», «[poaykTn po3nagy» (BEPX/Y®) ans
cTabinbHoCTI: A®I cutarninTyHy. BeeeHHs 3MiH NpoTAaroM 3-x
Mepk Wapn i MiCALIB MiC/1sa 3aTBEPMAKEHHS. 3MiHuW | TMny - 3MiHKW 3

3a
peyenmom

UA/11003/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

[oym NINC, CLLIA

AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOIO
nNikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii

HOBWM MOKa3HUKOM 3 BiAMOBIAHUM METOAO0M
BUNPoByBaHHSA). BHeceHHs 3miH B cnevuudikadio

N3 3a nokasHukoMm «lgeHTndikauis» ana Adl
cuUTarninTuHy, a came AOMNOBHEHHS creundikaLii

meTogom BEPX/Y® (nocunaHHs Ha
anbTepHaTUBHUIA MeTof «KinbKicHe BU3HAUEHHS»,
«[MpoaykTn po3nagy» Ta «laeHTudikavis»).
BBefeHHs1 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPMKEHHS. 3MiHM | TMny - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo fonyCTUMNX MEX FOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii
HOBMM MOKA3HWKOM 3 BiANOBIAHUM METOA0M
BMNpobyBaHHs). BHeceHHs 3miH B cneuudikauii M3
3a NoKasHUKOM «laeHTudikalis» APl meTopmiHy
rigpoxnopuay, a came AONOBHEHHS cneuudikaii
meTogom BEPX/Y® (nocunaHHs Ha
a/lbTepHaTUBHUIA MeTop, «KinbkicHe BU3HAUEHHSI»,
«[MpoaykTn po3nagy» Ta «laeHTudikawis»).
PepaxkuiiHi 3miHu B cneuudikavii N3 ana
nokasHuka «l4 cnekrpockonist). BBegeHHs 3MiH
NpoTArom 3-x MicALiB NiC/1A 3aTBEPLKEHHSA. 3MiHU |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
KOHTpO/b roTOBOrO MikapCcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BMNPO6YBaHHs). He3HayHa 3MiHa B 3aTBEpAXEHOMY
MeToai BUnpobyBaHHS 3a NOKa3HWKOM
«OpaHopigHiCTb A03yBaHHsA» (BEPX), a came
36i/bLUEHHA Yacy xpomaTorpadyBaHHs 3 3,5 XBUAWH
[0 5 xBUnvH. PepakuiiiHi 3MiHW B cneuudikauii FN3
3a MOKa3HNKOM «PO3UYMHEHHS» - BUSTYYEHHS
MOCWUTaHHS Ha BHYTPILLHIA MeToA BUNPoByBaHHS,
6e3 3MiH B MeToi BUNpobyBaHHSA. BBeAeHHS 3MiH
NpoOTArom 3-x MicALIB Mic/1A 3aTBEpKEHHS. 3MiHM |
TMNy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGYBaHHSA rOTOBOrO /liKapCbKOro
3acoby (He3Ha4yHa 3miHa y 3aTBEpPKEHUX MeTofax
BUNPOo6YBaHHSA). HesHauHi 3MiHW B 3aTBEP)KEHOMY

MeTogi BEPX onsi KOHTPOO 3@ NOKa3HUKOM
«lgeHTundpikauis, KinbkicHe BU3HAYEHHS, NPOAYKTN
posnagy» ansa APl meTchopmiHy rigpoxnopuay, a
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1
camve fofaBaHHS BU3HAYEHHS «NPUBIN3HNIA»
BiAHOCHWMIA yac yTpumyBaHHS (RRT) Ta 3aMiHa
XpomaTorpamy po3uuHy 15 nepeBsipku NpuAaTHOCTI
cmctemn. BBegeHHS 3MiH NpoTArom 3-x MicsauiB
nicnsa 3aTBepXeHHs. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPosIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y meTogax
BMNPOBYBaHHS roTOBOrO Nikapcbkoro 3acoby
(He3HauHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPO6YBaHHS). HesHauHi 3MiHN B 3aTBEpXEHOMY
MeToi BEPX Ansi KOHTPOO 3a NOKa3HUKOM
«laeHTudikauis, KiflbkicCHe BU3HaAYEHHS, NPOAYKTY
posnagy» ana Ad®| cutarnintuHy, a came fofaBaHHS
BU3HAYEHHS «NPUOAN3HUIA» BIAHOCHWIA Yyac
yTpumyBaHHA (RRT). BBefeHHS 3MiH NpoTarom 3-x
MiCALIB MiCNSA 3aTBEPAKEHHS.
220. | AHYMET TabneTku, BKpUTI Mepk Wapni | LWeseiyapi MepBuHHA Ta HigepnaHan | BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3MiHN 3a - UA/11003/01/01
N/1iBKOBOIO Joym IAEA A BTOpPUHHA / | TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
060/10HKO10, M0 50 eX ynakoBka, [403BiN Benuka KOHTPO/Ib rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
mr/500 wr; no 14 Ha BUMYCK cepii: Bputania/ MeTofax BUNPO6yBaHHS roTOBOrO /iKapCbKOro
TabneTok y 6nictepi; Mepk Wapn i CLUA/ 3aco06y (iHWi 3MiHM y MeTodax BUNpobyBaHb
no 4 6nictepu B Ooym B.B., Cinranyp/ (BKOYatOUM 3aMiHy abo [0NOBHEHHS)). JloaaBaHHSA
KapTOHHI Kopobui Higepnangu; Icnanis aflbTepHaTUBHOTO MeToAy BunpobyBaHHsA /13 3a
Brpo6HMLUTBO nokasHukoMm «OfHOpIAHICTb f03yBaHHA» (BEPX).
Hepo3acoBaHol BBeneHHs 3MiH NpoTarom 3-x micsuiB nicns
NpoAYyKLUiT, 3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHK 3 AKOCTI.
aHanitnyHe [oTOBWIA Nikapcbkumii 3aci6. KOHTpob roToBOro

TeCcTyBaHHS npu
Bunycky: Ecika
KBiH6opo JlimiTeq,
Benvika bputaHisi;
MarteoH MyepTo
Piko, IHk., MyepTo
Piko, CLLA; MC[,
IHTepHewHn M6 X
(chiniss Cinranyp),
Cinranyp;
MepBuHHA Ta
BTOPVHHA
ynakoBka: PoBi
dapma IHgacTpian
Cepsicec, C.A.,
Icnais;
TecTyBaHHA
CTabiNbHOCTI:
Mepk Wapn i
Adoym INC, CLUIA

nikapcbKoro 3acoby. 3miHa y meTofax
BMNPOOGYBaHHS FOTOBOrO MiKapCbKOro 3acoby (iHLwi
3MiHM Y MeTogax BUNPo6yBaHb (BK/II0HYAKOUMN 3aMiHY
a60 [0NOBHEHHS)). JofaBaHHA aflbTepHAaTUBHOIO
aHaniTuyHoro metogy M3 AN noKasHUKIB
«laeHTudikalis», «KinbkicHe BUSHaYEHHS»,
«MpopaykTn po3nagy» (BEPX/Y®) ans AdI
MeTdopMiHy rigpoxnopuay. BeegeHHs 3MiH
NpoTArom 3-x MicALIB Mic/1A 3aTBepKEHHS. 3MiHM |
TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA rOTOBOrO /liKapCbKoro
3aco06y (iHWi 3MiHK y MeToAax BUnpobysaHb
(BrntOYatOUM 3aMiHy abo [OMOBHEHHS)). [logaBaHHsA
aflbTEPHATUBHOIO aHasTiTMYHOro metoAy MN3 3a
nokasHukamu «lgeHTtudikauis», «KinbkicHe
BM3HAYeHHA», «[poaykTn po3nagy» (BEPX/Y®) ans
A®| cutarninTuHy. BBegeHHsa 3MiH mpoTarom 3-x
MicsILiB nicns 3aTBepKEHHS. 3MiHK | TUny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

roTOBOro NikapcbKkoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo foNyCTUMUX MEX FOTOBOTO
NiKapcbKoro 3acoby (40NOBHEHHA cneuundikawii
HOBWM MOKA3HUKOM 3 BiAMOBIAHNUM METOAO0M
BMNpoOYyBaHHS). BHeceHHs 3MiH B cneuudikauito
113 3a nokasHuKoM «laeHTudikauis» gns Adl
cMTarninTHy, a came AOMNOBHEHHS crevumdikawi
MeTogom BEPX/Y® (nocunaHHa Ha
anbTepHaTMBHUI MeTog, «KinbKiCHe BU3HAUYEHHS»,
«[MpoaykTn po3nagy» Ta «laeHTudikavis»).
BBeneHHs 3MiH NpoTArom 3-x micsuis nicns
3aTBEPMAKEHHS. 3MiHN | TMNy - 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTpob roTOBOro
nikapcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS cneumdikawii
HOBWM MOKa3HUKOM 3 BiAMOBIAHUM METOAO0M
BMNpobyBaHHsA). BHeceHHs 3miH B cneundikauii M3
3a nokasHUKOM «laeHTudikayis» APl meTcdopmiHy
rigpoxnopugy, a came AONOBHEHHS cnevumdikauii
meTogom BEPX/Y® (nocunaHHs Ha
anbTepHaTUBHUIA MeTof, «KinbKicHe BU3HAUEHHS»,
«[MpoaykTn po3nagy» Ta «laeHTudikawis»).
PepakuiiiHi 3miHn B cneuudikauii N3 gns
nokasHuka «IY cnekrpockonisi). BBefeHHs 3MiH
NPOTArom 3-X MiICALIB Nic/1A 3aTBEPLKEHHSA. 3MiHN |
TUNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3acio.
KoHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpPoGyBaHHSA rOTOBOrO /iKapCbKoro
3ac06y (He3HayHa 3MiHa Y 3aTBEpAKEHNX MeToAax
BMNpOoGyBaHHS). He3HauHa 3miHa B 3aTBEPAKEHOMY
MeToAi BUNpo6yBaHHS 3a NMOKa3HUKOM
«OpfHopigHicTb fo3yBaHHA» (BEPX), a came
36iNbLUEHHS Yacy xpomaTorpadyyBaHHs 3 3,5 XBUMUH
[0 5 xBunuH. Pepaxuiiini 3MiHm B cneyudikauii M3
3a MOKa3HUKOM «PO3UYMHEHHS» - BUTYYEHHS
MOCWU/IaHHS Ha BHYTPILLHIA MeToA BUNpobyBaHHs,
6e3 3MiH B MeToi BUNpobyBaHHS. BBeeHHSA 3MiH
npoTArom 3-x MicALiB NiC/A 3aTBEPKEHHSA. 3MiHK |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
KOHTpOo/b roTOBOrO MikapCcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOTO /iKapCbKOro
3ac00y (He3HayHa 3MiHa y 3aTBEpAKEHNX MeToAax
BUNPO6YBaHHS). He3HauHi 3MiHV B 3aTBEpXXeHOMY
meToai BEPX Anst KOHTPO/0 3a NOKa3HMKOM
«laeHTudikavis, KibkiCHe BU3HaYEHHS, NPOAYKTY
po3snagy» ana A®l meTdopmiHy rigpoxiopuay, a
came f10flaBaHHs BU3HAYEHHS «NPUBIN3HNIA»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo2o
3acoby ynakoska) nocsi0O4YeHHs1

BiAHOCHWMIA yac yTpumyBaHHS (RRT) Ta 3amiHa
XpomaTorpaMu po3unHy 415 nepesipku npugaTHocTi
cucTemn. BeeeHHS 3MiH NpoTArom 3-x MicsauiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nnikapcbkmii 3aci6. KOHTpob rOTOBOro
nikapcbKoro 3acoby. 3miHa y metogax
BMNPOOYBaHHSA rOTOBOTO MliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BUNPo6YyBaHHSA). HesHauHi 3MiHW B 3aTBEPKEHOMY
MeTogi BEPX onsi KOHTPOO 3@ NOKa3HUKOM
«lgeHTudikauis, KinbkicHe BU3HAYEHHs1, NPOAYKTN
po3nagy» gns A®l cutarninTuHy, a came AofaBaHHA
BM3HAYEHHS «NPUBIN3HNIA» BiGHOCHWIA Yac
yTpumyBaHHs (RRT). BBeAeHHS 3MiH NpoTArom 3-x
MicALIB NiCNs 3aTBEPAKEHHS.

*y pa3i BHeCeHHs1 3MiH 00 iHCmpyKyii npo medu4yHe 3acmocyBsaHHs

B.o. Haua/IbHUKA

dapmaLeBTUUYHOTO YNpaB/liHHSA

OnekcaHgp NPILEHKO




ITEPEJIIK
JIIKAPCBKIX 3ACORIB, AKM BIJIMOBJIEHO B JIEP)KABHIN PEECTPAIIIL, IIEPEPEECTPAIIIL TA
BHECEHHI 3MIH /IO PEECTPAIIMHUX MATEPIAJIIB

Joparok 3

/0 Haka3zy MiHicTepcTBa 0X0poHH

3/10pOB’si Ykpainu «IIpo JepXXaBHY
nepepeecTpariio JIIKapCbKHX 3aco0iB
(MeguuHMX iMyHOOGio/IOriYHMX MpenapartiB) Ta
BHECeHH# 3MiH /|0 peecTpalliliHuX MarTepiaiiB»

Bif 10 micronaja 2023 poxky Ne 1946

HecTepuIbHNX
nNikapcbknx hopm

Ne Ha3ssa dopma sunycky 3asBHUK KpaiHa Bupo6HUK KpaiHa liocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. BPYCHUL nikapcbka poc/IMHHa MpAT YkpaiHa MpAT YkpaiHa | 3acigaHHa HTP BiagmMoBUTY y 3aTBEPMKEHHI - 3MiHM | TNy - 3MiHW 3 AkocTi. ADIl. CTabinbHICTb.
nncTA CUpOBUHA "NikTpasn" "NikTpasun" Ne 35 Big 3MiHa nepioy NoBTOpHUX BUNpobyBaHb/nepiofy 36epiraHHss abo yMoB 36epiraHHs
(cybeTaHuis) y 19.10.2023 A®l (3a BIACYTHOCTI y 3aTBepi)keHOMy [Ocbe cepTuddikata BifgnoBigHOCTI
MiLLIKax 3 TKaHWHU 3 €Bponelicbkiin hapmakonei, LWo BK/IYae nepio NOBTOPHOrO BUNPO6YyBaHHS) (iHLui
noninponizieHoBnx 3MmiHun) (B.l.r.1. (x) 16) 3amiHa napameTpy "TepMiH npugatHocTi" Ha "Mepiog A0
HUTOK @60 Y MilLKax npoBefieHHsA NOBTOPHUX BUNPOOyBaHb" 3aTBepikeHo TepMiH NpuaaTHOCTI 2 POKM
nanepoBmx 3anponoHoBaHo [lepiof A0 NpoBefeHHs MOBTOPHUX BUNpPOOyBaHb 12 MmicAuiB
6araToLlapoBuXx, 3MiHa He pekoMeHAOBaHa [0 3aTBepAkKeHHs. Jlikapcbka POCMVMHHA CUPOBUHA
THOKax 3 TKaHHK 3 BK/t0YaE B COGI Pi3HOMAHITHI rpynu 6Gi0O/IOMNYHO aKTMBHUX PEYOBUH, SKI TUM un
noninponineHoBux iHWMM YMHOM MOXYTb 3MiHIOBATUCb 3 4acoM Ta € He CTabiflbHO PEeyvOBUHOIO.
HUTOK /1A 3rigHo n.3.4.18 HacTtaHoBu 3 sikocTi 42-3.3:2004 Jlikapcbki 3acobu. BunpobyBaHHs
hapmMaLeBTUYHOTO cTabinibHOCTI, AN BiNbWOCTI ABHO HEecTabiflbHUX 6i00rYHNX/6I0TEXHOMOMNYHNX
3aCTOCyBaHHS pPEeYOBMH JOUiNbHILLE BCTAHOB/IOBATU TepMiH 36epiraHHs, a He nepiog Ao
npoBefeHHA MNOBTOPHWX BWNPOGyBaHb. Y Marepianax peecTpauiiHoro Aocbe
BIACYTHI AaHi B MigTPUMKY 3MiHM TEPMiHY NPUAATHOCTI Ha nepiof A0 NPOBeAeHHs
MOBTOPHMX BUNPOOYBaHb, @ came- [OBrOCTPOKOBI Ta MPUCKOPEHi BUNPOOYBaHHS
cTabinbHocTi A®| (BpycHuLi NMCTS) 'y MEpPBUHHIA ynakoBuj. Kpim TOro, 3rigHo
3aTBEPMKEHUM «YMOBaM 36epiraHHs», cybcTaHuito BpycHuLi NucTs HeobXxigHo
3b6epiraT — «B 3aliMLIEHHOM OT CBETa MecCTe», LU0 BKa3ye Ha HecTabiNbHICTb
POCAMHHOI NiKApCbKOT CUPOBWHW. TakMM YMHOM, 3MiHa He pekoMeHAoBaHa A0
3aTBEPMKEHHS, OCKIIbKA 3aTBEpKEHUA TepMiH NpuAaTHOCTI B 2 POKU €
BUMPaBAaHUM Ta 06rpyHTOBaHUM
2. BY3WHW YOPHOI | kBiTkM (Cy6CTaHLis) MpAT YkpaiHa MpAT YkpaiHa | 3acigaHHs HTP BigmoBuUTN y 3aTBEPAXEHHI - 3MiHU | TNy - 3MiHK 3 sKocTi. APl CTabiNbHICTb.
KBITKU Y MilLKax, THOKax; "NikTpasn" "NikTpasun" Ne 35 Big 3MiHa nepiogy NOBTOPHMX BUMNpobyBaHb/nepioy 36epiraHHss abo yMOB 36epiraHHst
ANns BUpo6HULTBA 19.10.2023 A®| (3a BIACYTHOCTI y 3aTBepA)KeHOMy [JOCbe cepTuddikata BifgNOBIAHOCTI

€Bponelicbkiin hapmakonei, Lo Bk/IYae nepios NOBTOPHOTO BUNPOOYBaHHS) (iHLUi
3miHn) (B.l.r.1. (x) IB) 3amiHa napameTpy "TepmiH npugaTtHocTi" Ha "Mepiog Ao
npoBefAeHHA NOBTOPHMX BUNPOOYBaHb" 3aTBepmxeHo TepMiH NpuaaTHOCTI 2 PoKu
3anponoHoBaHo [lepiof A0 NpPOBeAeHHS MOBTOPHMX BWMNpoOyBaHb 12 MicsLiB.
3MiHa He peKkoMeHAOBaHa [0 3aTBEpAKeHHs. Jlikapcbka POC/MHHA CUPOBUHA
BK/IlOYAE B CO6i Pi3HOMaHITHI rpynu 6iosIONYHO aKTMBHMX PEYOBUH, SKIi TUM 4n
HWMM YMHOM MOXYTb 3MiHIOBATUCb 3 4acoM Ta € He CTabiNlbHOK PeyvOBUHOIO.
3rigHo n.3.4.18 HacTtaHoBu 3 AKocTi 42-3.3:2004 Jlikapcbki 3acobun. BunpobysaHHs
CTabifIbHOCTI, ANs 6iNbLOCTi SIBHO HecTabilbHMX 6i010rivyHnX/6i0TeXHOMOTNYHNX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

rMiocmasa

lpoyedypa

pPEeYOBMH JOUiNbHILLE BCTAHOB/IOBATU TepMiH 36epiraHHs, a He nepiog Ao
npoBefeHHA MNOBTOPHMX BWNPOGyBaHb. Y Marepianax peecTpauiliHoro Aocbe
BIACYTHI AaHi B MigTPUMKY 3MiHM TEPMiHY NPUAATHOCTI Ha nepiof A0 NpPoBeAeHHs
MOBTOPHMX BUNPOOYBaHb, @ came- [OBrOCTPOKOBI Ta MPUCKOPEHi BUNPOOYBaHHS
cTabinbHocTi A®| (By3vHM YOPHOT KBITKM) Yy NEPBUHHIl ynakosui. Kpim Toro, 3rigHo
3aTBEPAXEHNM «YMOBaM 36epiraHHsi», Cy6CTaHLUilo By3nHM YOPHOI KBITKM
HeobxigHO 36epiraTm — «B 3allMLLIEHHOM OT CcBeTa MecTe», L0 Bkasye Ha
HEeCTabi/IbHICTb  POC/IMHHOT  NIKAPCbKOI CMPOBMHW. TakUM YMHOM, 3MiHA He
pekoMeHAO0BaHa [0 3aTBEPMKEHHS, OCKIIbKW 3aTBEPAKEHUIE TEPMIH NPUAATHOCTI B
2 poKuM € BUMpPaBAAHUM Ta O6rpyHTOBaHUM

r0A4Y NNoan

nnoam (cybcraHuis)
y MilLKkax gns
BMPOGHMLTBA
HecTepubHNX
nNikapcbknx hopm

MpAT
"NikTpasn"

YKpaiHa

MpAT
"NikTpasn"

YkpaiHa

3acigaHHa HTP
Ne 35 Big
19.10.2023

BigmoBUTN y 3aTBEPAXKEHHI - 3MiHU | TNy - 3MiHK 3 KocTi. APl CTabiNbHICTb.
3miHa nepiogy NOBTOpPHMX BUNpobyBaHb/Nepiogy 36epiraHHA abo ymoB 36epiraHHs
A®| (3a BIACYTHOCTI y 3aTBepA)KeHOMy [Jocbe cepTuddikata BifgNOBIAHOCTI
€Bponelicbkiin hapmakonei, Lo Bk/IYae nepiod NOBTOPHOrO BUNPO6YBaHHS) (iHLLUi
3miHn) (B.l.r.1. (x) IB) 3amiHa napameTpy "TepmiH npugaTtHocTi" Ha "Mepiog Ao
npoBefAeHHA NOBTOPHMX BUNPOOYBaHb" 3aTBepmxeHo TepMiH NpuaaTHOCTI 2 Poku
3anponoHoBaHo [lepiof A0 NpPOBeAEeHHS MOBTOPHMX BWUMNpoOyBaHb 12 MicsLiB.
3miHa He pekomeHoBaHa [0 3aTBepKEHHs. JlikapCbka POCMMHHA CUPOBMHA
BK/IlOYAE B CO6i Pi3HOMaHITHI rpynu 6iosIONYHO aKTMBHMX PEYOBUH, SKIi TVM 4n
HWMM YMHOM MOXYTb 3MiHIOBATUCb 3 4acoM Ta € He CTabiNlbHOK PeyvOBUHOIO.
3rigHo n.3.4.18 HacTtaHoBu 3 AkocTi 42-3.3:2004 Jlikapcbki 3acobun. BunpobysaHHs
CTabifbHOCTI, AN GiNbLOCTI SBHO HEecTabiNlbHMX 6i010rivYHNX/6I0TEXHOMOMNYHNX
pEeYoBUH [OUiSIbHILLE BCTaHOBMIOBATM TepMiH 36epiraHHs, a He nepiog Ao
npoBefieHHss MOBTOPHMX BWNPOOyBaHb. Y MaTtepiaiax peecTpauiiiHoro [OCbe
BiACYTHI AaHi B MiATPMMKY 3MiHM TepMiHy MPUAATHOCTI Ha Mmepiog A0 NPOBEeAEHHS
NOBTOPHMX BUNPOGYBaHb, @ came- [OBrOCTPOKOBI Ta MPUCKOPEHi BUNPOOGYBaHHS
ctabinbHocTi A®l (Fnogy nnoaw) y nNepBUHHIA ynakoBui. Kpim Toro, 3rigHo
3aTBEpAXeHUM «YMoBaM 36epiraHHsi», cy6cTaHuito [nogy nnoau HeobXigHo
36epiraTm — «B 3allWLLIEHHOM OT CBeTa MecTe», L0 BKa3ye Ha HecTabiflbHICTb
POC/INHHOI NIKAPCbKOi CMPOBUHW. TakvMM YMHOM, 3MiHA HE peKkoMeHfoBaHa [0
3aTBEPMKEHHS, OCKIIbKA 3aTBEepKEeHUd TepMiH NpuAaTHOCTI B 2 POKM €
BUMpPaBAaHWM Ta 06rpyHTOBaHUM

FOPOBUHN
YOPHOMMIAHOI
nnogn

nnoay (cybcTaHuis)
y MilLKax ans
chapmaL,eBTUYHOro
3acToCyBaHHS

MpAT
"NikTpasun"

YkpaiHa

MpAT
"NikTpasn"

Ykpaina

3acigaHHa HTP
Ne 35 Big,
19.10.2023

BiagmMoBUTY y 3aTBEPMKEHHI - 3MiHV | TUNY - 3MiHW 3 AKkocTi. ADl. CTabinbHICTb.
3miHa nepiogy NOBTOpPHMX BUNpobyBaHb/Nepiogy 36epiraHHA abo ymMoB 36epiraHHs
A®l (3a BIACYTHOCTI y 3aTBepXEeHOMY [A0Cbe cepTuddikata BifgnoBigHOCTI
€Bponelicbkiin hapmakonei, LWo BK/IYae nepiod NOBTOPHOrO BUNPOGYBaHHS) (iHLUi
3miHmn) (B.1.r.1. (x) 1B). 3amiHa napameTpy "TepMmiH npugaTtHocTi* Ha "lMepios no
npoBeAeHHsA NOBTOPHWUX BUNPoOyBaHb" 3aTBepikeHO TepMiH NpuaaTHOCTI 2 poKu
3anponoHoBaHo [lepiof [0 MPOBEAEHHS MOBTOPHMX BUMpPOGyBaHb 12 MicsuiB.
3MiHa He pekomeHAoBaHa [0 3aTBepKeHHs. JlikapCbka POC/MHHA CUPOBUHA
BK/IlOYAE B COOGI Pi3HOMAHITHI rpynu 6i0N0OMNYHO aKTUBHUX PEYOBUH, SKi TUM 4un
HLUMM YMHOM MOXYTb 3MIHIOBATUCb 3 YACOM Ta € He CTabiNlbHOK PEeYOBUHOL.
3rigHo n.3.4.18 HacTtaHoBu 3 fkocTi 42-3.3:2004 Jlikapcbki 3acobu. BunpobyBaHHS
cTabinbHOCTI, AN BiNbWOCTi ABHO HecTabifibHMX 6i010r4YHNX/6I0TEXHOMOMNYHNX
peyoBMH AOUiNbHille BCTAHOB/IOBATU TepMiH 30epiraHHs, a He nepiog Ao
NpoBefieHHA MOBTOPHMX BWUNPOGyBaHb. Y Marepiasiax peecTpauiiHoro A0oCcbe
BiACYTHI AaHi B NiATPUMKY 3MiHM TepMiHy NpUAATHOCTI Ha nepiof A0 NpoBeAeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

rMiocmasa

lpoyedypa

MOBTOPHMX BUNPOOYBaHb, @ came- [OBrOCTPOKOBI Ta MPUCKOPEHi BUNPOOYBaHHS
cTabinbHocTi A®I (TopobuHM YopHONIAHOI NAoAW) y MEPBUHHINA ynakoBui. Kpim
TOro, 3rigHO 3aTBEpKEHNM «YMoBaM 36epiraHHsa», cybcTaHuito opobuHK
YyopHOMMiAHOI N10AM HEeOobXigHO 36epiraTy — «B 3alMLEHHOM OT CBeTa MecTe»,
L0 BKa3ye Ha HecTabiflbHICTb POC/MHHOI NiKapCbKOi CUPOBUHU. TakmMm YMHOM,
3MiHA He PEeKOMEHJOBaHa [0 3aTBEP)KEHHS, OCKIIbKA 3aTBEPMXEHWUA TepMiH
NPUAATHOCTI B 2 POKW € BUNpaBAaHUM Ta 06rpyHTOBaHVM

KPOMUBU
nmncTAa

nneta (cybcTaHuis)
y MillKax, Tiokax gns
BMPOGHMLTBA
HecTepubHNX
nNikapcbknx hopm

MpAT
"NikTpasn"

YKpaiHa

MpAT
"NikTpasn"

YkpaiHa

3acigaHHa HTP
Ne 35 Big
19.10.2023

BigmoBuUTN y 3aTBEPAXEHHI - 3MiHU | TNy - 3MiHK 3 KocTi. APl CTabiNbHICTb.
3miHa nepiogy NoBTOpPHMX BUNpobyBaHb/Nepiogy 36epiraHHA abo ymoB 36epiraHHs
A®| (3a BIACYTHOCTI y 3aTBepA)KeHOMy [JOCbe cepTuddikata BifNOBIAHOCTI
€Bponelicbkiin hapmakonei, Lo Bk/IYae nepiosd NoBTOPHOrO BUNPO6YBaHHS) (iHLUi
3miHn) (B.l.r.1. (x) IB) 3amiHa napameTpy "TepmiH npugaTtHocTi" Ha "Mepiog Ao
npoBefAeHHA NOBTOPHMX BUNPOOYBaHb" 3aTBepmxeHo TepMiH NpuAAaTHOCTI 2 Poku
3anponoHoBaHo [lepiof A0 NpPOBeAEHHS MOBTOPHMX BWMNpoOyBaHb 12 MicsLiB.
3miHa He pekomeHoBaHa [0 3aTBEpPKEHHs. JlikapCbka POCMMHHA CUPOBMHA
BK/IlOYAE B CO6i Pi3HOMaHITHI rpynu 6iosIONYHO aKTMBHMX PEYOBUH, SKIi TUM 4n
HWMM YMHOM MOXYTb 3MiHIOBATUCb 3 4acoM Ta € He CTabiNlbHOK PeyvOBUHOIO.
3rigHo n.3.4.18 HacTtaHoBu 3 AkocTi 42-3.3:2004 Jlikapcbki 3acobun. BunpobysaHHs
CTabifbHOCTI, AN GiNbLIOCTI SBHO HEecTabiflbHMX 6i00rivYHNX/6I0TEXHOMOMYHNX
pEeYOBUH [OOUiSIbHILLE BCTaHOBMOBATM TepMiH 36epiraHHs, a He nepiog Ao
npoBefeHHsA MOBTOPHMX BMUNPOOyBaHb. Y MaTtepiaiax peecTpauiiiHoro [OCbe
BiACYTHI AaHi B MiATPMMKY 3MiHM TepMiHy MPUAATHOCTI Ha Mmepiog A0 NPOBEeAEHHS
NOBTOPHMX BUNPOGYBaHb, @ came- [OBrOCTPOKOBI Ta MPUCKOPEHi BUNPOOGYBaHHS
ctabinbHocTi A®|l (KponmeBm nucTts) y nepsBuHHIN ynakosui. Kpim Toro, 3rigHo
3aTBEpMAXEHUM «YMoBam 36epiraHHs», cybcTaHuilo Kponmeu niucts HeobXigHo
36epiraTm — «B 3allWLLIEHHOM OT CBeTa MecCTe», L0 BKa3ye Ha HecTabiflbHICTb
POC/NHHOI NiKAPCbKOi CMPOBUHW. TakvMM YMHOM, 3MiHA HE peKkoMeHAoBaHa [0
3aTBEPMKEHHS, OCKIIbKA 3aTBEpKEHUd TepMiH NpuAaTHOCTI B 2 POKM €
BUMPaBAaHWM Ta 06rpyHTOBaHUM

KCE®POKAM®

TabneTkn, BKpUTI
NNiBKOBOHO
060/10HKO10, NO 4 Mr
ab6o no 8 mr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHI Kopoo6Li

AciHo
dapma Al

Lselina
pis

Takega M'mM6X,
Mmicue
BUPOGHMLTBA
OpaHieHbypr

Himeyun
Ha

3acigaHHa HTP
Ne 35 Big,
19.10.2023

BigmMoBUTY y 3aTBEPMKEHHI - 3MiHW | TNy - 3MiHK 3 SKoCTi. A®Il. KoHTponb AdI.
3miHa y napameTpax creuudikaliin Ta/abo JOMYCTUMUX MeX, BU3HAYEHUX Y
cneyudpikayisax Ha A®Il, ab6o BuUxigHWIA/MPOMiXHWI  NpodyKT/peareHT, WO
BMKOPWCTOBYIOTbCA y Mpoueci BupobHuutBa Adl (gogaBaHHa abo 3amiHa (3a
BVMHATKOM aKTWBHOI PEYO0BWHM 6i0/10rYHOT0 abo iIMYHOMOMNYHOTO MOXOXKEHHS)
napameTtpa cneuudpikauii 3 BignoBigHMM  MeTOLOM  BWUNPOGYBaHHA  3a
pesynbTatammn gocnigxkeHb 3 6e3nekn abo skocTi) (6.1.6.1. (€) 16) JogasaHHs
TeCTy Ha BW3HAYeHHA «bakTepiasibHUX eHAOTOKCWHIB» 3rigHo 3 Ph. Eur. 2.6.14
(metog C) B cneuudikauito Ha APl. 3miHa He pekoMeHAoBaHa [0 3aTBEPKEHHS.
[lopaBaHHA TecTy Ha BU3HAYeHHs «bakTepiaslbHUX E€HAOTOKCHHIB» CTOCYETbCA
napeHTepasibHNX NiKapCbknx QOpM, AK 3a3HaYeHO B HaZaHoOMy MifTBEepIKEeHHI
3aTBEpAXeHHs 3MiHM B.1.b.1.h, IB (Danish Medicines Agency) «the determination
of the bacterial endotoxins for drug substances used in drug products for
parenteral use is a requirement in the EP». Takum 4nHoOM, 3asBneHa 3miHa b.1.6.1.
(e), |IB He pekomeHAOBaHa [0 3aTBEPKEHHS, OCKi/IbkM He cTocyeTbes [/13
Kcedhokam®, TabneTku, BKpUTI NNIBKOBOK 060/0HKO0

KCE®OKAM®

TabneTku, BKPUTI

AciHo

LlBeiiua

Takepa Mm6X,

Himeyun

3acigaHHa HTP

BigmoBuTN y 3aTBEpPMXKEHHI - 3MiHU | TUNY - 3MiHKN 3 AKOCTi. A®l. KOHTponb AdI.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

KpaiHa

Bupo6Huk

KpaiHa

rMiocmasa

lpoyedypa

PANIA,

NAiBKOBOO
060/10HKOI0, NO 8 Mr,
no 6 TabneToky
6nictepi, no 1
6nictepy B
KapTOHHiiA Kopo6Li

dapma Al

pist

micue
BUpPOGHMLUTBA
OpaHieHbypr

Ha

Ne 35 Big
19.10.2023

3miHa y napameTpoB crieuudikauiii Ta/abo JOMYCTUMUX MeX, BU3HAYEHUX Y
cneyudpikauisgx Ha A®l, abo BuxigHUIA/MpOMiXHWIA  NpodyKT/peareHT, LWo
BMKOPWCTOBYIOTbCA Y npoueci BupobHuutBa A®l (gogasBaHHa abo 3amiHa (3a
BVMHATKOM aKTVWBHOI PEYOBUHM 6i0/I0MNYHOTO @60 iIMYHONIOMNYHOTO MOXOMKEHHS)
napameTtpa cneuudpikauii 3 BignoBigHMM  MeTOLOM  BUNPOGYBaHHA  3a
pesynbTatammn gocnigjxeHb 3 6e3nekn abo sakocti) (6.1.6.1. (€) IB). JonasaHHs
TECTY Ha BM3HAYEHHs1 «bakTepianibHUX EeHAOTOKCUHIB» 3rigHo 3 Ph. Eur. 2.6.14
(metog C) B cneuudikauito Ha A®Pl. 3miHa He pekoMeHAoBaHa [0 3aTBEP)KEHHS.
[lopaBaHHA TecTy Ha BU3HAYeHHs1 «bakTepiasibHUX EHAO0TOKCHHIB» CTOCYETbCA
napeHTepasibHNX NikapCbknx QOPM, SK 3a3HaYeHO B HafaHoOMy MifTBEpKEeHHI
3aTBepAxeHHs 3miHu B.1.b.1.h, IB (Danish Medicines Agency) «the determination
of the bacterial endotoxins for drug substances used in drug products for
parenteral use is a requirement in the EP». Takum 4nHoM, 3asBneHa 3miHa b.1.6.1.
(e), |Ib He pekomeHAoOBaHa [0 3aTBEPKEHHS, OCKi/IbkM He cTtocyeTbes [/13
Kcedokam® Panig, Tabnetkn, BKPUTI N1IBKOBOK 06010HKOKO

NNNKU KBITKA

KBITKM (CybCcTaHLis)
Y MillKax, Tiokax ons
BMPOGHMLITBA
HecTepuIbHNX
nikapcbknx hopm

MpAT
"NikTpasn"

YkpaiHa

MpAT
"NikTpasun"

YkpaiHa

3acigaHHa HTP
Ne 35 Big
19.10.2023

BiagmMoOBUTY y 3aTBEPMKEHHI - 3MiHM | TUNY - 3MiHW 3 AkocTi. A®Il. CTabinbHICTb.
3miHa nepiofy NOBTOPHUX BUNpOoGyBaHb/nepioay 36epiraHHsa abo yMoB 36epiraHHs
A®| (3a BIACYTHOCTI y 3aTBepA)kKeHOMy [OcCbe cepTuddikata BifgnoBIgHOCTI
€Bponelicbkiin hapmakonei, LWo Bk/IYae nepio NoOBTOPHOTO BUNPO6YyBaHHS) (iHLui
3MmiHun) (B.l.r.1. (x) 16) 3amiHa napameTpy "TepMmiH npugatHocTi" Ha "lepiog Ao
npoBefeHHsI NOBTOPHUX BUNPObyBaHb" 3aTBepmkeHo TepMiH NpugaTHOCTI 2 POKM
3anponoHoBaHo [lepiog [0 NpoBeAeHHS MOBTOPHMX BUNpPoOyBaHb 12 MicsuiB.
3miHa He pekomeHAOBaHa [0 3aTBEPMXEHHS. Jlikapcbka POC/AMHHA CUMPOBKHA
BK/ItOYAE B COOI Pi3HOMAHITHI rpynu 6GiO/IOMNYHO aKTMBHUX PEYOBUH, SKI TUM un
iHWMM YMHOM MOXYTb 3MiHIOBATUCb 3 4acoM Ta € He CTabiNlbHOK PEeyvOBUHOIO.
3rigHo n.3.4.18 HacTtaHoBM 3 sikocTi 42-3.3:2004 Nikapcbki 3acobu. BunpobyBaHHS
CTabinibHOCTI, AN BiNbWOCTi SABHO HEecTabifbHMX 6i00rYHNX/6I0TEXHOMOMNYHNX
pPEYOBMH JOUiNbHILlE BCTAHOB/IOBATU TepMiH 36epiraHHs, a He nepiog [Jo
NpoBefeHHA MNOBTOPHWX BWUNPOGyBaHb. Y Marepianax peecTpauiliHoro Aocbe
BIACYTHI AaHi B MiATPMMKY 3MiHM TEPMiHY MPUAATHOCTI Ha Mepiog A0 NPOBeAEeHHS
MOBTOPHMX BUNPOOYBaHb, @ came- [OBrOCTPOKOBI Ta MPUCKOPEHi BUNPOOYBaHHS
cTabinbHocTi A®| (Jlunu KBITKM) Yy NEPBUHHIA ynakoBuj. Kpim TOro, 3rigHo
3aTBEPAXEHUM «YMoBaM 36epiraHHs», CcybcTaHuito Jlunu KBITKM HeobXigHO
3b6epiraT — «B 3aliMLIEHHOM OT CBETa MecCTe», LU0 BKa3ye Ha HecTabinbHICTb
POCAMHHOI NiKApCbKOT CUPOBMHW. TakMM YMHOM, 3MiHa He pekoMeHAoBaHa A0
3aTBEPKEHHS, OCKINbKM 3aTBEPMKEHW TepMiH npuaaTHOCTi B 2 poKM €
BUMpPaBAaHUM Ta 06rpyHTOBaHUM

POMALLIKMN
KBITKW

KBITKM (CybCTaHLis)
Y MilLiKax, THOKax,
Kinax gns
BUPOGHMLTBA
HecTepuIbHUX
niKkapcbknx hopm

MpAT
"NikTpasn"

YKpaiHa

MpAT
"NikTpasun"

Ykpaina

3acigaHHa HTP
Ne 35 Big
19.10.2023

BigmoBuUTN y 3aTBEPAXEHHI - 3MiHU | TRy - 3MiHK 3 siKocTi. APl CTabiNbHICTb.
3miHa nepiogy NOBTOpPHMX BUNpobyBaHb/Nepiogy 36epiraHHA abo ymoB 36epiraHHs
A®| (3a BIOCYTHOCTI Yy 3aTBep)keHOMy [AOCbe cepTuddikata BifnoBigHOCTI
€Bponelicbkiin hapmakonei, Lo BK/IYae nepios NOBTOPHOrO BUNPO6YyBaHHS) (iHLUi
3miHn) (B.1.r.1. (x), IB) 3amina napameTtpy "TepmiH npugaTtHocTi" Ha "Mepiog Ao
npoBefAeHHA NOBTOPHMX BUNPOOYBaHb" 3aTBepmxeHo TepMiH NpuAAaTHOCTI 2 Poku
3anponoHoBaHo [lepiof A0 NpPOBeAEHHS MOBTOPHMX BWUMNpoOyBaHb 12 MicsLiB.
3miHa He pekomeHoBaHa [0 3aTBEpPKEHHs. JlikapCbka POC/MHHA CUPOBMHA
BK/IlOYAE B CO6i pi3HOMaHITHI rpynu 6iO/IOMNYHO aKTMBHMX PEYOBUH, SKi TUM 4n
iHLWMM YMHOM MOXYTb 3MiHIOBATUCb 3 4acoM Ta € He CTabiflbHOK PeyvyoBKHOI0.
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Ne Hassa ®opma sunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby

3rigHo n.3.4.18 HacTtaHoBu 3 AkocTi 42-3.3:2004 Jlikapcbki 3acobu. BunpobyBaHHs
cTabiNbHOCTI, AN 6GiNbLIOCTI ABHO HECTabiNIbHUX 6i0N0riYHNX/GI0TEXHONOTIYHNX
peyoBUH AOUiNbHille BCTAHOB/IOBATU TepMiH 30epiraHHs, a He nepiog Ao
NpoBefieHHA MOBTOPHMX BWUNPOGyBaHb. Y Marepiasiax peecTpauiiHoro A0oCbe
BiACYTHI AaHi B NiATPUMKY 3MiHW TepMiHy NpUAATHOCTI Ha nepiof A0 NpoBeAeHHS
NOBTOPHUX BUMNpPoOYyBaHb, a came- [OBIOCTPOKOBI Ta MPUCKOPEHi BUMPOOYBaHHS
ctabinbHocTi A®I (Pomalku KBiTKM) Y NEpBUHHIA ynakosui. Kpim TOro, 3rigHo
3aTBEPAXEHUM «YMOBaM 36epiraHHs», cybcTaHuito Pomallku KBiTKM HeobXifHO
36epiraTm — «B 3alMLLIEHHOM OT CBEeTa MEeCTe», L0 BKa3ye Ha HecTabifibHICTb
POC/IUHHOI NKAPCbKOi CMPOBWHW. TakMM YMHOM, 3MiHA HE peKoMeHAoBaHa [0
3aTBEPMKEHHS, OCKIMIbKA 3aTBEepKEeHUA TepMiH NpuAaaTHOCTI B 2 POKM €
BUMNpaBAaHM Ta 06rpyHTOBaHUM

B.o. HauanLHUKA
dapMaiLeBTUYHOT0 yIIPaB/IiHHA

Onekcanap I'PINEHKO
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