Jopartok 1
Ao Hakasy MiHicTepcTBa 0XOPOHU

300pOB’A YKpaiHu

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NPOMOHYKOTbLCA A0 AEPXXABHOI PEECTPALI
Ne Ha3ssa sikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Pexknamys Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeodypa BionycKy aHHs1 peecmpayitiHo2o
ynakoska) nocsi0O4YeHHs1
1. ETOPUKOKCUB KpucTaniyHnii NoOpoLLOK MpAT YkpaiHa neHmapk Maind IHais peecTpauist Ha 5 pokis - He UA/19166/01/01
(cybcTaHuis) y naketax "®apmavueBTUYHa CaiieHc NimiTeq nionsizae
noaBiliHMX ipma "OapHuus”
nonieTuneHoBux ans
dhapmaLeBTU4YHOro
3aCTOCYBaHHSA
2. HAPAIH® PO34MH A1 iH'EKUI No TOB "lOpis-®apm” YkpaiHa TOB «HOpisi- YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/19167/01/01
100 mr/mn no 0,2 mn Papm», peyenmom nionszae
(20mr), a6o no 0,4 mn YkpaiHa MepiognyHICTb NofaHHSA
(40mr) y nonepeaHb0 (nakyBaHHs i3 perynsapHo
HanoBHEHOMY LUMNPUL, chopmum in bulk OHOBJ1tOBAHOIO 3BITY 3
no 2 wnpuuwn y 6nictepi, LLleHaxeH Teknoy 6e3neku, BiANOBIAHO A0
no 1, a6o no 5, abo no dapmacboTrKan Mopsaaky 34iCHeHHS
25 6nicTepis B Ko., NiTa, Kutaid) thapmakoHarnagy,
KapTOHHIA nayi, abo no 3aTBEPAKEHOr0 Hakasom
0,6 mn (60 mr), abo no MiHicTepcTBa 0XOpOHK
0,8 (80O mr) y 3[10pOB’A YKpaiHu Big 27
nonepeaHL0 rpyaHa 2006 poky Ne
HaroBHEHOMY LLUNPULL, 898, 3apeecTpoBaHOro B
no 2 wnpuum y énictepi, MiHicTepcTsi tocTuuii
no 1, a6o no 5 6nictepis Ykpainum 29 ciuHs 2007
B KapTOHHI nayui, abo poky 3a Ne 73/13340 (y
no 1,0 mn (100wmr) y pepakuii Hakasy
nonepeaHLo MiHicTepcTBa 0XOpOHU
HanoOBHEHOMY LUMPUL, 3[,0pOB's YKpaiHu Big 26
no 2 wnpuum y 6nictepi, BepecHs 2016 poky Ne
no 1 6nictepy B 996), cTaHOBUTbL: 3riHO
KapTOHHIW nayu,i 3i cTpokamu,
3a3HavYeHIMn y
nepioguyYHOCTI NOAAHHSA
perynspHux 3BiTiB 3
6e3neku.
3. NPEBUMIC TabneTKN, BKPUTI Mepk Wapn i Lseliuapis nepBrHHe Ta Benbrisi/ peecTpauisi Ha 5 pokis 3a He UA/19168/01/01
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CMakKoM /IMMOHY, N0 5 1
MOpPOLLIKY B calle, no 5
abo no 10 cawe y
KapTOHHilA KopooLi

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

Ne HasBga snikapcbKo20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
N1iBKOBOK 060/I0HKOMD, Joym IAEA Tm6X BTOPVHHE IpnaHgis peyernmom niosnsieae
no 240 wmr, 4 6nictepn nakyBaHHs, [103BiN MepiognyHicTb NogaHHA
no 7 TabneTok B Ha BUMYCK cepii: perynsapHo
KOXHOMY (28 TabneTok) LWepiHr-Mnay OHOBJIOBAHOIO 3BITY 3
B KAPTOHHIlA KOpOGL Na6o H.B., 6e3neku, BiANOBIAHO A0
Benbrisi; Mopsiaky 34iiCHEeHHS
BUPOGHMNLITBO, chapmakoHarnsagy,
aHaniTuyHe 3aTBEPKEHOr0 Haka3om
TeCTyBaHHS: MiHicTepcTBa 0XOpPOHYU
MCJ, IHTepHeLHn 3[10pOB’A YKpainu Big 27
meX / MCL rpyaHsa 2006 poky Ne
Ipnangis 898, 3apeecTpoBaHoro B
(Bennigaiin), MiHicTepcTsi tocTuuii
Ipnangis Ykpaiuu 29 ciuHa 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
37,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHIMn y
nepiogMyHOCTi NoAaHHsA
perynsipHux 3BiTiB 3
6esneku.
4, ®IIOKONA® CALLE nopoLUoK aNs Habpoc dapma IHais Hab6poc dapma IHais peecTpaList Ha 5 pokis 6e3 lionsizae UA/19169/01/01
OpasIbHOrO PO3YUHY 3i MeT. fiTA. Met. /114, peyenma




Ne HasBga snikapcbko20 Popma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjitiHo2o
ynakoska) nocBi0O4Y€eHHs1
3i cTpokamu,

3a3HaveHIMn y
nepioguYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6esneku.

B.o. N'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOroO 3a6e3nevyeHHA

IBaH SAABOPHUX




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYOTbLCA A0 AEP>XXABHOI NMEPEPEECTPALIII
Ne HasBsa snikapcbko20 dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa YmosBu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. APUMINPA30N MOPOLLIOK KpUCTasTiYHWIA XKelizsaH Xyaxaii Kutaii XKelizsaH Xyaxaii Kutaii nepepeecTpaist Ha - He UA/16161/01/01
(cybeTaHuis) y dapmacboTikan dapmachbloTikan HeobMexeHuii TepMiH nionsizae
noslieTUIeHOBUX Ko., fita,. Ko., fita.
nakeTtax Ans
hapmavLeBTU4HOro
3aCTOCYBaHHSA
2. IBYNPOM ANns CycCrneHsis opasibHa, No tOHina6, N CWA Bupo6bHuuTBO, IcnaHis/ MepepeecTpauis Ha 6e3 He UA/15878/01/01
DITENA 100 mr/5 mn no 100 mn, nepBuHHe Ta Higepnanaw/ HE0BMEeXeHW TEPMIH. peyenma nionsieae
150 mn a6o 200 mn'y BTOPVHHE MonbLia
hnakoHi; no 1 dpnakoHy nakyBaHHs, OHOB/EHO iH(hopmaLLito
y KOMMN/EeKTi 3i KOHTPO/b AKOCTI, B IHCTPYKLU|i ans
LUMPULIOM-A03aTOPOM MO BUMYyCK cepil MeAnYHOro
5 M B KapPTOHHiIl roToBOro 3acToCyBaHHSA
Kopobui niKapcbKoro niKapcbKoro 3acoby y
3acoby: posainax
dapmacbeppa "®apMaKkonorivHi
MaHydekuypiH, BNacTuBOCTI",
C.J1., IcnaHis; "MpoTunokasaHHaA",
Bupo6bHuuTBO, "B3aemopis 3 iHWMMKN
nepBuHHe Ta nikapcbknMmn 3acobamu
BTOPWHHE Ta iHWi BUuam
nakyBaHHs, B3aemopijin",
KOHTPO/b SKOCTI, "Oco6mBoCTI
BMNYCK cepil 3acTocyBaHHsa",
roToBOro "3acTocyBaHHS y nepios

niKapcbKoro
3acoby: fendapm
Bbnapen b.B.,
HigepnaHgu;
KoHTponb skocTi
(3a BUHATKOM
MiKpob6ionoriyHoro
KOHTPO/H0),

BUMYCK cepii

BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosn",
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
iHchopmauit
pediepeHTHoro
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
roToBOro nikapcbKoro 3acoby
NPOAYKTY: HYPO®EH® A/1A
dapmanigep, LOITEN (cycneHsis
C.A., IcnaHis; opasibHa 100 mr/5 mn).
Brpo6HMUTBO,
nepBuHHe Ta MepiognyHICTb NoAaHHA
BTOPUHHE perynsipHo
nakyBaHHs, OHOB/IHOBAHOrO 3BITY 3
KOHTPO/b SKOCTI: 6e3neku, BigNoBigHO A0
Epnedapm, C.J1., Mopsaky 34iACHEeHHS
Icnanis; Bunyck hapmakoHarnagy,
cepii rotToBoro 3aTBEPAKEHOIO HakasoM
npopykty: TOB MiHicTepcTBa OXOPOHU
HOC dapmaldlis, 370pOB’A YKpaiuu Bif 27
MonbLwa; rpygHsa 2006 poky Ne
AnbTepHaTMBHa 898, 3apeecTpoBaHoro B
OinbHUUA ons MiHicTepcTBi tocTuuii
npoBefeHHs YKpainu 29 ciuna 2007
Mikpo6ionoriyHoro poky 3a Ne 73/13340 (y
KOHTPO/I0 pepakuii Hakasy
(cybporoBip 3 MiHicTepcTBa OXOpPOHU
BMPOGHUKOM 3710p0B's YKpaiHu Bif, 26
Papmanigep, BepecHs 2016 poky Ne
C.A): biona6 996), CTaHOBUTb: 3rigHO
C.J1., IcnaHis 3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.
KETOMNPO®EH KpUCTanivyHuin MopoLIoK TOB "TK "Aspopa" YkpaiHa UxeussaH Peiibos Kutai nepepeecTpauis Ha - He UA/16413/01/01
(cyb6eTaHuifn) y nakeTax dapmacbioTikan HeobMeXeHW TepMiH niosnsieae
noABiHMX Ko., Nita,.
nonieTUIeHoBNX ANns
dhapmaL,eBTUYHOro
3acTOCyBaHHSA
KETOPO/TAKY KpUCTanivyHuii MopoLIoK Caiivep, la63 IHAis Caiivep, la63 IHAjsa nepepeecTpauis Ha - He UA/15839/01/01
TPOMETAMIH (cy6eTaHuin) y Nimiten Nimiten He0OMeXeHW TepMiH niosnsieae
nonieTuseHoBoMy
naketi ans
dhapmavL,eBTUYHOro
3aCcTOCyBaHHSA
CUTrHI®OP NAP NMOPOLLOK AN CyCneHsii PekoppaaTi Pea ®paHuin BTOPVHHE LLBeiiuapis/ MepepeecTpauis Ha 3a He UA/15926/01/01
ANns iH ekuin no 20 mr; 1 [isizec nakyBaHHs, Bunyck | HigepnaHaw/ HeobMeXeHuli TepMiH. peyenmom nionsieae
ch/1aKoH 3 NOPOLLKOM Y cepii: HosapTic AscTpisi/
KOMMNEKTi 3 dapwma LUTeitH AT, HimeuyunHa OHoB/EHO iHhopmaLito

PO34YMHHUKOM MO 2 M/ Y

Liseiiuapis;

B IHCTPYKUIT Ans
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1

nonepeaHbO BMPOGHMLITBO, MeANYHOro

3anoBHEHOMY LLMPUL KOHTPO/b AKOCTI, 3acTOCyBaHHsA

(kapmesio3a Hatpito, nepBuHHE NiKapcbKoro 3acoby B

MaHiT (E421), nakyBaHHs po3sginax "OcobnmBocTi

nosiokcamep 188, soga PO3YMHHKKa Ta 3acTocyBaHHA",

ONs iH'ekuiin), 1 ronkoto BTOPVIHHE "3acTocyBaHHs y nepiog

Ta 1 afantepom B nakyBaHHs BariTHocTi abo

KapTOHHI Kopobuj roToBOro roflysaHHs

npoaykTy: A660oTT
Bionomxukanc
B.B., Higepnanau;
KOHTPO/Ib SKOCTI
3a BCiMa
napameTpamu 3a
BVK/TIOYEHHAM
Tecrty
"BakTepiasibHi
€HAOTOKCUHN",
nepBuUHHE
nakyBaHHs
MOPOLLIKY:
Canpo3 'mbX/,
ABCTPIfl; KOHTPO/b
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/THOYEHHAM
MOJIEKY/IAPHOT
Macu nonimepy Ta
Tecty
"BakTepianbHi
€HO0TOKCUHN™:
CaHpo3 M'mM6X,
ABCTpISi;
BVMPOGHMLTBO
nopoLuky in bulk
Ons cycneHsii gns
iH'exuin:
HosapTic ®apma
Arl, Weeliyapis;
KOHTPO/Ib SKOCTI
3a NOKa3HUKOM
"BakTepianbHi
€HO0TOKCUHN™:
EypocpiHc
Biochapma
MNpogakT TecTiHr

rpyaae”(YyTOUHEHHS
iHhopMmawii), "3aaTHicTb
BNAMBAaTU Ha LWBUAKICTb
peakuii npy KepyBaHHi
aBTOTpaHcnopToM abo
HLWIMMK
MexaHisMamu" (yTOUHEeHH
A iHjpopmadi), "Cnoci6
3aCTOCyBaHHSA Ta
[,031"(YTOUHEHHS
iHcbopmauii) BignosigHo
A0 iHchopmaL,ii CTOCOBHO
6e3neku, aka 3a3HayeHa
B MaTepianax
peecTpaLiiHoro gockbe
Ta pO3LUMPEHO TEKCTOBY
YacTVHY Ha3BY
hapmakoTepanesTUYHOT
rpynu 3rigHo 3
MDKHapOAHUM
Knacudgikatopom BOO3
6e3 3MiHn kogy ATX y
po3aini
"GapmakoTepaneBTnyHa
rpyna. Kog ATX".

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi roCTULI
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npoaykTy: A66oTT
Bionomxmkanc
B.B., HigepnaHaw;
KOHTPO/Ib AKOCTI
3a Bcima
napameTpamu 3a
BUK/IIOYEHHAM
Tecty
"BakTepianbHi
€HO0TOKCUMHK",
nepBuHHE
nakyBaHHs
MOPOLLIKY:
CaHnpo3 F'moX/,
ABCTpISl; KOHTPO/b
AKOCTI 3a BCiMa
napameTpamu 3a

rpyAAH0" (YTOUHEHHSA
iHdpopmawuii), "3gaTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakuii npy KepyBaHHI
aBTOTpaHcnopTom abo
HLUIMK
MexaHisMamu'"(yTOYHEHH
A iHdhopmadii), "Croci6
3aCTOCyBaHHA Ta
[031"(YTOUHEHHSA
iHchopmawii) BignosigHO
[0 iHhopmaLii CTOCOBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpaLiiHoro gocbe
Ta PO3LLUMPEHO TEKCTOBY
4YacTUHY Ha3Bu

BUK/OYEHHAM dhapmakoTepaneBTUYHOI
MOIEKYNAPHOT rpynu 3rigHo 3
Macu nonimepy Ta MiXXHapOAHUM

TecTy Knacudgikatopom BOO3

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
MtoHix FmM6X, Ykpainu 29 ciuns 2007
HimeuuuHa; poky 3a Ne 73/13340 (y
TepMiHaslbHa pefakuii Hakasy
cTepwunisauis MiHicTepcTBa OXOPOHU
h1aKoHiIB: 370pOB'A YKpaiHu Bif 26
CiHeppxu Xenc BepecHs 2016 poky Ne
[eHikeH AT, 996), CTaHOBUTb: 3riHO
LBeliuapis 3i cTpokamu,
3a3HaveHIMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3neku.
6. CUTrHI®OP NAP NOPOLLOK ANSA cycrneHsii PekoppaaTi Pea PpaHuis BTOPVHHE LLBeiiuapisi/ MepepeecTpauis Ha 3a He UA/15926/01/02
ANs iH ek no 40 mr; 1 Lisizec nakyBaHHs1, BUMYCK Higepnauaw/ HeobMeXeHuli TepPMIH. peyenmom nionsieae
ch/1aKOH 3 MOPOLLKOM Y cepii: HoBapTic AscTpisi/
KOMMNEKTi 3 dapwma LUTeitH AT, HimeuunHa OHOB/EHO iH(hopmaLLito
PO3UYNHHWUKOM MO 2 MY LBeliuapis; B IHCTPYKLU|i ans
nonepeHbLO BMPOGHMLITBO, MeAnYHOro
3aMn0BHEHOMY LLMPUL KOHTPO/b SIKOCTI, 3acToCyBaHHSA
(kapmenosa HaTpito, nepBuHHe nikapcbkoro 3acoby B
MaHiT (E421), nakyBaHHs po3sginax "OcobnmBocTi
nonokcamep 188, soga PO34YMHHKKA Ta 3acTocyBaHHA",
NS iH'eKUil), 1 ronkoto BTOPUHHE "3acTocyBaHHs y nepiof
Ta 1 agantepom B nakyBaHHs BariTHocTi abo
KapTOHHI Kopobuj roToBOro rofyBaHHs
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npoaykty: A660TT
Bionomxukanc

B.B., Higepnanay;
KOHTPO/Ib AKOCTI

rpyaa'(yTouHeHHs
iHbopMawii), "3aaTHicTb
BMN/IMBATY Ha LIBUAKICTb
peaxuii npyn KkepyBaHHi

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
"BakTepianbHi 6e3 3miHn Koy ATX y
€HA,0TOKCUHK": po3sgini
CaHpo3 'm6X, "GapmakoTepaneBTnyHa
ABCTpIS; rpyna. Kog ATX".
BVMPOGHULTBO
nopouuky in bulk MepioAnyHICTb NOAAHHS
Ons cycneHsii gns perynsapHo
iH'eKUilA: OHOB/IHOBAHOrO 3BITY 3
HoBapTic ®apma 6e3neku, BigNoBigHO A0
Ar, Lseiiuapis; Mopsaky 34iACHEeHHS
KOHTPO/Ib AKOCTI hapmakoHarnagy,
3a MOKa3HNUKOM 3aTBEPAKEHOIO HakasoM
"BakTepianbHi MiHicTepcTBa OXOPOHU
€H0TOKCUHU": 370pOB’A YKpaiuu Bif 27
EypodhiHC rpyaHs 2006 poky Ne
Biochapma 898, 3apeecTpoBaHoOro B
MpogakT TecTiHr MiHicTepcTBi tocTuii
MIoHix TM6X, YKpainu 29 ciuna 2007
HimeyunHa,; poky 3a Ne 73/13340 (y
TepMiHasibHa pepakuii Hakasy
cTepwunisauis MiHicTepcTBa OXOpPOHU
hNakoHiIB: 3710p0B's YKpaiHu Bif, 26
CiHepgpxun Xenc BepecHsa 2016 poky Ne
[LeHikeH AT, 996), CTaHOBUTb: 3rigHO
LLiBeiiuapis 3i cTpokamu,
3a3HavYeHMun y
nepiognYHOCTI NOAAHHS
perynsapHux 3BiTiB 3
6e3neku.

7. CUrHI®OP NAP MOPOLLIOK A/15 CyCneH3il Pekopgati Pea ®paHuis BTOPUHHE LLseriuapis/ MepepeecTpauis Ha 3a He UA/15926/01/03
NS iH ekuin no 60 mr; 1 fizizec nakyBaHHs, Bunyck | HigepnaHaw/ HeobMeXeHWli TepPMiH. peyenmom niosnsieae
h1akoOH 3 NOPOLLKOM Y cepii: HosapTic AscTpisi/

KOMMJIEKTI 3 dapwma LUTeitH AT, HimeuunHa OHoB/EHO iHdhopMaLito
PO3YUHHWUKOM MO 2 MNY LlBeiiuapis; B IHCTPYKUiT Ans
nonepeAHLO BMPOGHULITBO, MeaNYHOro
3aMnoBHEHOMY LLMPULL KOHTPO/b SIKOCTI, 3aCcTOCyBaHHSA
(kapmernosa Hatpito, nepBuHHE nikapcbkoro 3acoby B
MaHiT (E421), nakyBaHHs po3sginax "OcobamBocTi
nonokcamep 188, soga PO3YMHHMKA Ta 3acTocyBaHHA",
Ans iH'ekuii), 1 ronkoro BTOPVHHE "3acTocyBaHHsA y nepios
Ta 1 agantepom B nakyBaHHs BariTHocTi abo
KapTOHHI Kopo6Lyi roTOBOrO rogyBaHHs
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Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
3a BCciMa aBTOTpaHcnopToM abo
napameTtpamu 3a HLWIMMK
BMK/TIOYEHHAM MexaHisMamu'"(yTOYHEHH
TecTy A iHdpopmadi), "Cnoci6
"BakTepiasibHi 3acTocyBaHHA Ta
€HAOTOKCUHN", [031"(YTOUHEHHS
nepBuHHE iHcbopmauii) BignosigHo
nakyBaHHs 00 iHhopmaLlii cTOCOBHO
MOPOLLIKY:

Canpo3 'mbX/,
ABCTPIfl; KOHTPONb
AKOCTI 3a BCiMa
napameTpamu 3a
BUK/THOYEHHAM
MOJIEKY/IAPHOT
Macu nonimepy Ta
Tecty
"BakTepianbHi
€HO0TOKCUHN™:
CaHpo3 M'm6X,
ABCTpISi;
BVMPOGHMLTBO
nopoLuky in bulk
Ons cycneHsii gns
iH'exuin:
HosapTic ®apma
Arl, Weeliyapis;
KOHTPO/Ib SKOCTI
3a NOKa3HUKOM
"BakTepianbHi
€HO0TOKCUHN™:
EypocpiHc
Biochapma
MpopakT TecTiHr
MtoHix TM6X,
HimeuumnHa;
TepMiHasIbHa
cTepunisauis
hNaKoHiB:
CiHeppxu Xenc
[JeHikeH AT,
LLiBeliyapis

6e3neku, ska 3a3HayeHa
B MaTepianax
peecTpaLiiHoro gocbe
Ta pO3LUMPEHO TEKCTOBY
YacTVHY Ha3BU
hapmakoTepanesTUYHOT
rpynu 3rigHo 3
MDKHapOAHUM
Knacudgikatopom BOO3
6e3 3MiHn kogy ATX y
po3aini
"PapmakoTepanesTnyHa
rpyna. Kog ATX".

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
3[,0pOB'st YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguyYHOCTi NOAAHHSA
perynsipHmx 3BiTiB 3

6e3neku.




MAKC

JIMMOHHUM CMakoMm o 4
I NOPOLUKY B calle; No
10 calle y KapTOHHii
nauui

OHOB/IEHO iH(hopmaLLito
y po3sginax
"®apMaKosoriyHi
BnacTusocTi"
(yTOUYHeHHs iHdopmauii),
"Moka3aHHsA"(YTOUYHEHHS
iHhopmawii),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKN
nikapcbknMmn 3acobamu
Ta iHWi B1an
B3aemMogijin",
"Oco61MBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHs
rpyaae”(yTOUHEHHS
iHcpopmawii), "Cnocio
3aCTOCyBaHHSA Ta
[031"(YTOUHEHHS
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iuHI peakuii”
IHCTPYKUiT aNns
MeNYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHChopMaLi
Loa0 6e3nekun
3aCTOCyBaHHA AjtounX
PEYOBUH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
30p0B’ YKpaiHu Big 27

Ne HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1
8. XE/MNEKC® NnopoLIoK AN TOB «MoBi Xenc» Ykpaina Annekc ®apma CA LLiBeiuapis MepepeecTpauis Ha 6e3 rionseae UA/16014/01/01
AHTUKONA HEO OpasIbHOro PO3UnNHY 3 HeobMexeHuii TepMiH peyenma

10




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa
npoyeoypa

Ymosu
Bionycky

Pexknamvys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekn

XEJ/TMEKC®
AHTUKONA HEO
MAKC

MOPOLUOK Ansi
Opa/IbHOTO PO3YUHY 3
Ma/IMHOBMM CMaKoM o
4 1 NopoLLKY B caLlle; no
10 calue y KapTOHHii
navui

TOB «MoBi Xenc»

YKpaiHa

Annekc ®apma CA

LLiBeiiuapis

MepepeecTpais Ha
HeobMexeHuii TepMiH

OHOB/EHO iH(hopmaLLito
y po3sginax
"®apmakonorivHi
B/1ACTMBOCTI"
(yTOUYHeHHs iHdhopmauii),
"Moka3aHHSA"(YTOUHEHHS
iHhopmawi),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHS",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rPYAAH0" (YTOUHEHHS
iHdbopmauii), "Cnocié
3aCTOCyBaHHSA Ta
[031"(YTOUHEHHS
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
IHCTPYKUiT aNns
MeaNYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby

6e3
peuenma

rionszae

UA/16015/01/01
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Ne

HasBa snikapcbko20 dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsio4YeHHs1

BignosigHoO o0
OHOB/IEHOT iHdopMaLLii
o0 6e3neku
3aCTOCyBaHHS fjiHunx
PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHmMn y
nepiognYHOCTI NOAAHHSA
perynsipHux 3siTis 3
6e3nekun

B.o. l'eHepanbHOro gupekropa Aimpekropary
chapmaueBTUUHOro 3abesneyvyeHHs

12

IBaH SAABOPHUX




MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

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

y 6nictepi, no 1
6nicTepy B kopobuj

MOBHVM LIK/IOM );
Canotac ®apma
M6X, HimeuunHa
(nepBuHHa Ta
BTOPUHHA YMaKoBKa,

[ONOMDKHOI PEYOBUHY, WO
BVIKOPVCTOBYETbLCA /1A
NoKpUTTS TabNETKM 3 TOProBoi
Ha3su «Opadry white OY-L-
28900» Ha MiXXHapoaHy

Ne Ha3sBa nikapcbko2o dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BIiOnycKy peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. AQEUWNKNON nopotwuok, 400 mr/5 mn KYMN®EP BIOTEX, JNinToBCcbKa BIOMEAIKA ITanis BHECEHHS 3MiH 0 3a peyernmom UA/15300/01/01
Ta PO3YMHHUK AN YAB Pecny6nika ®OCKAMA peecTpauiiiHix maTepianis:
PO34MHy N8 iH'eKUin; 5 IHOYCTPIA KIMIKO 3MiHM | TRy - 3MiHW WOA0
hNaKoHIB 3 NOPOLLKOM i PAPMACBIOTIKA 6e3nekn/edeKTBHOCTI Ta
5 amnyn 3 po34MHHUKOM CnA thapmakoHarnsgy. BeegeHHs
(L-ni3nH (50 % BoAHMI ab0 3MiHM [0 y3arasibHEeHNX
pO34uH), y AaHuX nNpo cuctemy
nepepaxyBaHHi Ha L- hapmakoHarnsgy (BBefeHHs
Ni3VH, HaTPItO TigpoKCuA, y3ara/ibHeHNX AaHux npo
BOAY ANs iH'eKUiA) no 5 cuctemy thapmakoHarnsgy,
M/ Y KOHTYPHIiiA 3MiHa yNoBHOBaXeHOIT 0cobu,
YapyHKOBI yMakoBL,i; No Bi4NoBiAa/IbHOI 3a 34jACHEHHS
1 KOHTYpHIli YapyHKOBI thapmakoHarnsgy; KOHTakTHOI
ynakosLi y nayui ocobu 3 hapmakoHarnagy
3asBHVKA 415 34ICHEHHS
thapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXEHOT 0CO6M,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: LWynbL
Onbra CepriiBHa
2. A3UNTPO TabneTkn, BKPUTI CaHpos CnoseHisa C.K. Cangos C.P.N., PymyHis/ BHECEHHS 3MiH 0 3a peyenmom UA/11332/01/01
CAHOO3® N/1iBKOBOK 06GO/IOHKOLO, dapmacbloTikans PymyHis Himeuunna/ peecTpauiiHnux matepianis:
no 250 mr no 6 TabneTok A.40. (BUpPOGHMLTBO 3a TypeyuunHa 3MiHu | TUNYy - 3MiHa Ha3Bu
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nonieTnieHoBomy
nakeTi, BKNageHomy y
NOTPINHMIA NaMiHoBaHWI

Ta/abo agpecu micuga
NPOBaKEHHS AiS/TbHOCTI
BMpO6HMKa/iMnopTepa rotoBoro

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTpO/b cepii, HenareHToBaHy Ha3By «<HPMC-
[03BiN Ha BUMNYCK based white coating premix».
cepii); CaHgos lnak Cknag, AONOMDKHOT peyoBrHU
CaHaii Be TikapeT 3a/mwaeTbea 6e3 3miH
A.C., TypeuumHa
(BPOGHMLTBO
Hepo3dacoBaHoi
nNpoAyKLiT)
3. A3UNTPO TabneTkn, BKPUTI CaHpos CnoseHis C.K. Cangos C.P.N., PymyHis/ BHECEHHS 3MiH 0 3a peyenmom UA/11332/01/02
CAHOO3® N1iBKOBOK 060/IOHKOLO, dapmacbloTikans PymyHis Himeuunna/ peecTpauiiHux matepianis:
no 500 mr no 3 a6o 6 4.4., CnoseHis (BMPOGHMLTBO 3a TypeuunHa 3MiHK | TUNYy - 3MiHa Ha3Bu
Tabnetok y 6nictepi, no MOBHVM LVK/IOM ); [OMNOMDKHOI PEYOBUWHY, L0
1 6nicTepy B kopobui Cantotac ®apma BVIKOPVCTOBYETbLCA A/1A
'M6X, HimeyunHa NoKpUTTS TabneTkn 3 TOProsoi
(nepBuHHa Ta Ha3su «Opadry white OY-L-
BTOPVHHA ynakoBkKa, 28900» Ha MixXHapogHy
KOHTPO/b cepil, HenaTeHTOBaHy Ha3By «HPMC-
[03BiN Ha BUMYCK based white coating premix».
cepii); CaHpo3 Inak Cknag, AOMOMIXHOT pEYOBVHN
CaHaii Be TikapeT 3anuMwaeTbes 6e3 3MiH
A.C., TypeuunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHOl
npoaykKuii)
4. AWUrNIMET TabneTku, BKpUTI AT "dapmak” Ykpaina OwmaH OwmaH BHECEHHS 3MiH [0 - UA/18309/01/01
NAiBKOBOK 0O0/IOHKOHO, dapmacbloTukan peecTpavuiiHux maTepianis:
no 50 mr/1000 mr, in Mpogaktc Ko. 3MmiHu | TYny - AgMiHiCTpaTuBHI
bulk: no 20 kry (3iHoBa) 3MiHW. 3MiHa HaliMeHyBaHHS
nosnieTuIeHoBoMy Ta/abo agpecu micusa
nakeTi, BKnageHomy y NPOBaKEHHS AiANbHOCTI
NOTPIfHWIA NamiHOBaHWiA BMPOGHMKa/iMnopTepa rotoBoro
nakeT, WO MICTUTb niKapcbKoro 3acoby, BKIYaum
nakeTuK 3 cunikarenem; LinbHUL BUNYCKY cepii abo
BKNafeHnin y MicLie NpoBeAeHHs1 KOHTPO/0
nnacTukoBuii 6apabaH AKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BMpPOGHMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa Ha3BwW Ta agpecu
BMpo6HUKa N3, 6e3 3MiHN
Micusa BUpo6HMLUTBA. BBEAEHHSA
3MiH NPOTAroM 6-Tn MicALiB
nicns 3aTBepAKEHHS.
5. AUrNIMET TabneTku, BKpUTI AT "dapmak” Ykpaina OwmaH OwmaH BHECEHHS 3MiH 0 - UA/18278/01/01
N1iBKOBOK 060/IOHKOIO, dapmacbloTrKan peecTpauiiiHix maTepianis:
no 50 mr/850 wr, in bulk: Mpopaaktc Ko. 3MiHn | TMNy - AgMiHiCTpaTUBHI
no 20 kry (3iHoBa) 3MiHW. 3MiHa HaliMeHyBaHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

naker, Lo MiCTUTb
nakeTuk 3 cunikarenem;
BKNafeHN y
nnacTukoBuii 6apabaH

NiKapcbKoro 3acoby, BKIOUaUn
AOinbHULI BUNYycKy cepii abo
MicLie NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANOBigae BUPOGHMK/iMNopTep,
BK/THOHAIOUMN BUMYCK CEPINA) -
3MiHa Ha3BwW Ta agpecu
BMPOGHUKa 13, 6e3 3MiHK
Micus BUpO6HULITBA. BBEAEHHSA
3MiH NpOTArom 6-Tu MicsLiB
nicns 3aTBepAKeHHs.

AUTNIMET

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 50 mr/1000 mr no 7
Tabnetok y 6nictepi; no
4 6nictepu y nauui

AT "®dapmak”

Ykpaina

AT "®apmak”
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS, BUNYCK
cepii 3 npoAykKujii in
bulk chipmu-
BMpO6HMKa OMaH
PapmacboTuKan
MpopakTtc Ko.
(3iHoBa), OmaH)

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AISNIbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
nNikapcbKoro 3acoby, BKIoYa4n
LOinbHUL BUNYCKY cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
He BK/IoYatoum BUMYCK cepiid) -
BHECEHHS 3MiHM A0 maTepianis
peecTpauiiHoro AoChbe LLoA0
3MiHM Ha3BK Ta agpecu
BMpO6HMKa in bulk, 6e3 3MiHK
MicLisi BUPOBGHULITBA. 3MiHU
BHECEHI B iHCTPYKLiito ANs
MeAMYHOr0o 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"BUpo6HMK" 3 BiAMNOBIAHMM
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBOK. BBefjeHHA 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHS

3a peyernmom

UA/18310/01/01

AV NIMET

TabneTtku, BKPUTI
M/iBKOBOK 060/10HKOIO,
no 50 mr/850 mr no 7
Tabnetok y 6nictepi; no
4 6nictepun y naui

AT "®dapmak”

YKpaiHa

AT "dapmak”
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS, BUMYCK
cepii 3 NpoAykKujii in
bulk dpipmm-
BMPO6HMKa OMaH
PapmacboTuKa
MpopaxTtc Ko.
(3iHoBa), OmaH)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHu | TUNy - AgMiHICTpaTBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPoBaKEHHS Ai/IbHOCTI
BMpO6HMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOUaum
AinbHULI BUNYycKy cepii abo
MicLie NPOBeAEHHSI KOHTPO/O
AKOCTI. (AIANbHICTb, 3a AKY
BiAnoBigae BUPOGHMK/iMNopTep,

3a peyenmom

UA/18279/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

He BK/Io4atoum BUMYCK cepiid) -
3MiHa Ha3BwW Ta agpecu
BMpo6HUKa in bulk, 63 3MiHK
MicLl BUPOGHMLTBA. 3MiHM
BHECEHI B IHCTPYKL,it0 ANns
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"BUpO6HMK" 3 BigNOBIgHMU
3MiHaMu B TEKCTi MapKyBaHHS
ynakoBOK. BBefjeHHsA 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.

UA/17555/01/01

AVUrNIN®

Tabnetku no 50 wmr; in
bulk: no 11,0 kry
6apabaHax

AT "dapmak"

YKpaiHa

AET JlabopaTtopi3
MpaiiseT MimiTeq,

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
YTOUYHEHHS1 HanncaHHsA
ynakoBKu B Haka3i MO3
YKpaiHu
Ne 1843 Big 11.08.2020 B
npoueci BHECEHHSA 3MiH (3MiHU
| TNy - 3mMiHK 3 sIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6 (iHWi 3MiHW) - BHECEHHSA
3MiH [0 p. «YNakoBka», a came
3MiHEHO pO3Mip ynakoBKM in
bulk: 3anponoHoBaHo: «[Mo 11 kr
TabneTok y NNacTmkoBmx
6apabaHax». BBeeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns
3aTBEpPMKEHHS). Pefakuis B
Hakasi: TabneTku no 50 mr; in
bulk: no 11,5 kr y 6apabaHax.
3anponoHoBaHa pegakLis:
Tabnetkv no 50 wr; in bulk: no
11,0 kr y 6apabaHax.

UA/16952/01/01

AKICTAH

Kpansi o4Hi, 50 mMkr/mn
no 2,5 vn s
nonieTnaeHoBoMy
oNakoHi 3
nonieTnIeHoBo
KpanesibHULEeHo i
noninponineHoBo
KpuLkoto; no 1 a6o no 3,
a60 no 6 dh1akoHiB B
KapTOHHI KopoobLi

dapmacerniekt
IHTEpHeLLHN
BeteniraHra Mm6X

ABCTpis

BpycweTTiHi C.P.J1.,
ITanis
(BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b cepii);
CrepigpxeHikc ITanisa
C.M.A,, ITanis
(cTepwunizauis
nepBUHHOI
yMakoBKM);
dapmacesnekt
IHTepHeLwHN
BeteniraHra MrmoX,

ABCTpis (BUNYyCK

ITanis/
ABCTpis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHnX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy

3a peyernmom
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KpaiHa

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

3asiBHUKa

cepii)

BUPOGHUKa

3as1BHMKa 4715 34iCHEHHS

nocsio4YeHHs

Yecbka

hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnagy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0co6m
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
Benbrow CsitnaHa MukonaisHa.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOi 0COOM 3asBHUKA,
BignoBiganbHOI 3a
thapmakoHarnag B Ykpaini

BHECEHHS 3MiH Ao

3a peyernmom

UA/6956/01/01

10.

ANMNPOCTAH®

KOHLieHTparT Ans
pO34uHy A5 iHy3il,
0,1 mr/0,2 mn; Ne10
(5x2): mo 0,2 mn B
amnyni, no 5 amnyny
6nicTepi; no 2 6nictepn
B KOpOO6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

TOB "3eHTiBa"

Pecny6nika

peecTpavuiiHux matepianis:
3MiHM | TURY - 3MiHX 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZnNoBiLHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTbCS Y
BUPO6HULTBI ADI; Ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakonei) -
Hoswuii cepTudikar Big Bxe
3aTBEPAKEHOI0 BUPOBHMKA -
nofaHHsa HOBOro cepTudpikara
BiANOBIAHOCTI EBPONEChKIN
hapmakonei Ne RO-CEP 2015-
302 - Rev 00 gna Adl
annpocTaguny Big BXe
3aTBEPAKEHOrO BUPOOHMKA
CHINOIN Pharmaceutical and

Chemical Works Private Co.
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ltd., YropwuHa

11.

AMBPOKCO/Y
rAPOXOPU,

NopoLUOoK (cybeTaHuis) y
noABINHNX
nonieTnIeHoBUX
nakeTtax gns
thapmaueBTUYHOro
3aCTOCYyBaHHS

LWinna Mepgikepe
Nimiten

IHais

LWinna Mepgikepe
Nimiteq

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBig4eHHs) - 3MiHa agpecu
3asBHVKa (BNacHvka
peecTpauiiiHoOro NocBigYeHHS);
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®l. 3miHa y
napameTpax cneuudikauiii
Ta/abo JonycTUMNX MeX,
BM3HAYEHMX Y cneundikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTbCS Y NpPOLLeCi
BMPO6HMLTBA AP| (BUYYEHHS
HEe3HaYyHOro NokasHuka SKoCTi
(Hanpvknag BUny4YeHHs
3acTapifioro nokasHuka))
CynyTHA 3MiHa
- 3MiHM 3 AkocTi. APl KoHTponb
A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo
BUXiAHOrO
Marepiany/npoMixXHOro
NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoOLeCi
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpPAKEHUX METoAaxX
BMNPOGYBaHHS) - BUTyYEHHS
He3Ha4yHOro MokKasHuKa «Baxki
MeTanm» 3i cneunqikauii Ta
aHaniTMYHUX METOAMK
BiANOBIAHO A0 aKTyasibHUX
MaTepianis BUpo6HuKa API
Shilpa Medicare Limited, India

UA/11585/01/01

12.

AMIUNTPOH®
EKCTPATAB

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 10 TabneTtok y
6nicTepi; no 1 6nictepy
B nauLii

ToBapuncTBO 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHK | TRy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3arasibHeHuX AaHux npo

6e3 peyenma

UA/15430/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeEHOI 0Co6U
3as1BHVKa, BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

13.

AHANbIIH

TabneTkun o 500 mr, no
10 Tabnetok y 6nictepi,
no 1 6nictepy B nauui;
no 10 Tabnetok y
6nictepax

TOB "Arpochbapm*

YKpaiHa

TOB "Arpochapm”

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIiT 4ns Mean4Horo
3aCTOCyBaHHSA NiKapCbKoro
3acoby Ao posginis
"Oco6nMBOCTI 3aCTOCYBaHHSA",
"Mo6iuHI peakuii" Wwoao 6e3nekn
3aCTOCYBaHHS Ail040i peYOBUHM,
BiAMOBIAHO [0 pekomeHaaw,ii
PRAC

6e3 peyenma

UA/7018/01/01

14.

AHACTPO30N
AMAKCA

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 1 mr no 10 Tabnetok
y 6nicTepi; no 3 a6o 10
6nicTepiB y KApTOHHIl
Kopobui

Amakca 1T/,

Benvka
BpuTtaHis

CTAOADAPM
'mM6X, HimewunHa
(Bunyck cepii);
Xaynt ®apma
MioHcTep M'm6X,
HimeuyunHa
(BMPOGHMLTBO
roTOBOT NiKapCbKoi
dopmMK, NepBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib

HimeuunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsgy - 3miHu
BHECEHI [0 iHCTPYKUii ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain
"Mo6iuHI peakuii" BigNOBIAHO A0
OHOB/IEHOI IHhopMaLii LLoao
6e3nekun Ajtoyoi peHOBUHN.
BBefeHHA 3MiH NpOTArom 6-11

3a peyernmom

UA/17320/01/01
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KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
Bionycky peecmpayiliHo2o

Kpaina Bupo6HuK
BUPOGHUKa
nocsio4yeHHs

3asiBHUKa

Ne Ha3sBsa nikapcbko20 dopma sunycky 3asssHUK
n/n 3acoby (nikapcbka ¢hopma,

ynakoska)
cepii/sakocTi) MiCALIB MIiC/1SA 3aTBEPLKEHHS

HimeyunHa BHECEHHS 3MiH 0 3a peyenmom UA/4848/02/01

peecTpavuinHMx maTepianis:
3 mn B amnyni; no 3 3MiHn | TURY - 3MiHK WoAao
amny/n B KAPTOHHIi 6e3nekun/edekTBHOCTI Ta
nauuj hapmakoHarnsgy. 3miHa(un) y
KOPOTKIili XapakTepucTu,i
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHs abo iIHCTpyKLii ans
MeAMYHOro 3acTOCYBaHHSA A1
nikapcbKoro 3acoby,
niueHsosaHoro y €C 3a
npoLeAyporo B3aEMHOro
BM3HAaHHS (Jlikapcbkuii 3aci6 He
BXOAWTb A0 cdhepm aii
npoLeaypu B3aEMHOro
BU3HaHHSA, asie 3MiHa BHOCUTbCS
AIK pe3ynbTat npoueaypu i Big,
B/laCHWKa TOProBoi fiLeHsil He
BMMaraeTbCsl HafiaHHS XOLHNX
HOBWX A0AATKOBUX AaHWX) 3MiHN
BHECEHO [0 iHCTPYKLi Ans
MeAMYHOr0o 3aCTOCYBaHHs
nikapcbKoro 3acoby [o poszinis
"®apmMakooriyHi BNacTuBoCTi"
("PapmakogmHamika"),
"Moka3saHHA" (3acTepexXeHHs
{00 3aCTOCYBaHHA ANsi
3HWKEHHS CTaTeBOro noTsry),
"Oco61MBOCTI 3aCTOCYyBaHHA",
"Cnoci6 3acTocyBaHHS Ta 403K",
"Mo6iuHI peakuii BigNOBIAHO A0
OHOB/IEHOT iHdhopMaLiii 3
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby. 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3miHn)
3MiHN BHECEHO A0 IHCTPYKLUT
ANA MeANYHOro 3acTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHA"
BigMNOBIAHO A0 OHOB/IEHOT
iHhopMaLii 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby.
BHECEHHS 3MiH 0 6e3 peyenma UA/1031/01/01
peecTpaLiinHMX MaTepiasis:

Baiiep AT HimeuunHa Baitep Al

15. AHAPOKYP® pO34uH oniliHniA Ans
AENO iH'ekuii, 300 mMr/3 mn; no

YKpaiHa dapmzasop Enbha MonbLa
AT.

20

TOB "bayw Xenc"

16. APIrOCY/Nb®AH® Kpem, 20 mr/r,no 15 r
a60 40 r y Ty6i; no 1 1y6i




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B KapTOHHI kopo6ui

3MiHN | TUNY — 3MEHLLEHHS
nepiogy 36epiraHHs Ajtoyoi
peyoBuHM cynbgariazony
cpibna BogHa cycneHsis
(3anponoHoBaHo: 15 AHiB);
3MiHu Il TNy — nogaHo
oHoBrieHuii ASMF Ha gitouy
peyoBUHy cynbaTiazony
cpibna Bif 3aTBEPLKEHOrO
BMpo6HMKa Pharmaceutical
Works Jelfa S.A., Monbwa
(3anponoHoBaHo: ASMF AP
version 8 issued on July 2019;
ASMF RP version 9 issued on
July 2019);

17.

BAPBOBAN®

Kpanni opasibHi no 25 mn
y thnakoHi 3 npo6koto-
KpanesnsHuueto; no 1
chnakoHy B naui 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | Tuny - 3miHa Tuny
akLioHepHoro ToBapucTea Ta
afipecy BNpoBagKeHHs
AOiSbHOCTI BUPO6HMKA Aito4oil
pPeYOBMHM €TUIOBOTO eqoipy o -
6pomizoBasiepiaHOBOT KUCIOTH
(3aTBepmxeHo: MAT «dapMak»,
M. Kuis, Byn. ®pyH3e;
3anponoHoBaHo: AT «®apmMak»,
M. Knis, Byn. Kupuniscbka);
3MiHW | TUny - 3mMiHa Tuny
akLjioHepHoro ToBapucTea Ta
afjpecy BNPOBaKEHHS
LiSSTbHOCTI BUPO6HMKa Aitoyoil
PEYOBMHN PO3UNHY MEHTONY B
MeHTOM0BOMY edipi KUCOTH
i30BasiepiaHoBOT (Banigosny)
(3aTBepmkeHo: MAT «Papmak»,
M. KuiB, Byn. PpyH3e;
3anpornoHoBaHo: AT «dapmak»,
M. KuiB, Byn. Kupuniscbka);
3MiHK | TUNY - BUNYyYeHO
BMPOGHUYY AiNBbHULIO Ailoyol
PEYOBUHM €TUI0BOTO eqipy o -
6pomizoBasIepiaHOBOT KNCTOTU Y
M. Knesi; 3milm | Tvny - oo
crneundikauii Ha aitouy
PEeYOBUHY PO3UMHY MEHTONY B
MeHTWUI0BOMY edipi KucnoTn
i3oBasiepiaHoBOT (Banifon),

[04AaHO0 NOKa3HWK «3arasibHa

6e3 peyenma

UA/1196/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

30/1a» 3 HOPMYBaHHSAM He
6inbLe 0,1 %;
3MiHuM | TUNYy - 3MiHEHO YacToTy
BUMPOOYBaHHSA 3a NOKa3HNKOM
«Mikpob6ionoriyHa uncrota» B
cneuudikaLii Ha gitoyy
PEYOBVHY PO3UNH MEHTONY B
MEeHTNM0BOMY edipi KuCnoTu
i3oBanepiaHoBOi (Baslifon) —
nepLuy Ta KOXHy fecaTty
HacTynHi cepii, ane He pigwe
OfHOro pasy Ha piK; 3MiHn | Tuny
- 3MiHEHO YacToTy
BUMPOBYBaHHSA 3a NOKa3HWKOM
«MikpobionoriyHa unctota» B
cneuudikauii Ha gitody
peyvoBUHY eTunoBoro equipy o -
6pomizoBasiepiaHOBOT KNCMOTH i3
BU3HAYEHOK NepPioANYHICTIO —
nepLuy Ta KoXHy fecaTy
HacTyMHi cepii, ane He pigwe
O[HOTO pa3sy Ha pik; 3miHu | Tuny
- AOJaHO BU3HAYEHHS By /b-AKOT
[OMILLKV 3 ONYCTUMOIO MEXE0
He 6inbLue 0,1%, 6e3 3MiHu
CYMV AOMILLOK 33 MOKa3HUKOM
«CynpoBigHi AOMILLKN»
BiMNOBIAHO A0 OHOB/IEHOT
nokymeHTauii AN «3asopg,
XIMIYHMX peakTuBIB» HayKOBO-
TEXHOMOTYHOTO KOMMIEKCY
«IHCTUTYT MOHOKpUCTasiB» HAH
YKpaiHu»; 3miHn | Tuny - 3MiHK
[10 METOAMKYM 38 NOKA3HNKOM
«laeHTudikauis» (pefakuiHi
3MiHU, OCKINIbKN BU3HAYEHHSA
iAeHTUdpikaLii NpoBoaAATb pas3om
3 BU3HAYEHHSIM NMOKa3HMKa
«CynpoBigHi AOMILLKN») y
MeToAax KOHTPOJI0 Ha firody
PEYOBUHY PO3UYMH MEHTONY B
MeHTWU0BOMY edipi KUCNoTU
i30BasiepiaHoOBOT; 3MiHK | TUny -
3MiHU METOAMKM 3a NOKa3HNKOM
«CynpoBigHi AOMILLKN»
(npo6onigrotoBka, ymoBM Ta
nopsALoK NPOBEAEHHS aHani3y,
YMOBU NpuAaTHoCTI
XpomartorpadiivyHoi cuctemu,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa CTaHJapTHOro 3paska) y

BU3HAYEHHS» (NPO6OMiAroToBKa,

MeTOoAax KOHTPOJI0 Ha fitouy
PEYOBUHY PO3UMH MEHTONY B
MeHTWUI0BOMY edipi KucnoTn
i3oBasniepiaHoBOI; 3MiHU | TUNY -
3MiHV JO METOAMKM 3a
nokasHukom «KinbkicHe

YMOBW Ta NOPsioK NPOBeAEHHS
aHanisy, yMoBU NpUAATHOCTI
XpomartorpadivHoi cuctemu,
dhopMyna po3paxyHky, 3mMiHa

CTaHfapTHOro 3paska) y
MeTOoAax KOHTPOJI0 Ha fitody
PEYOBUHY PO3UMH MEHTONY B
MeHTWUI0BOMY edipi KucnoTu

i3oBaniepiaHoBOI; 3MiHU | TUNY -
BWU/Ty4EHO BUKIa[EHHA NOBHOI

METOAVKM 38 NOKa3HNKOM
«Mikpob6ionoriyHa uncrota» B
MeTo/ax KOHTPOJIO Ta [ofaHo
MOCWNAHHSA Ha 3arasibHi CTaTTi

O®Y no 3aTBepaXeHoro

nocunaHHsa Ha EP; 3minm | Tuny
— 3 po3giny «ycTnHa» MeToAiB

KoHTponto /13 BUyyeHo

NOCWNaHHS Ha METOLUKY

BU3HAYEHHS IYCTUHW. 3annLeHo

nocuNaHHA Ha 3arasibHy
cTarTio2.2.5.BigHocHa ryctuHa
AdY; 3miHu | TNY — 3 MeTogjB
KOHTPOJIIO SIKOCTi Ha KPULLKY
3aKymnopoBasIbHO-HarBUHYYBaHy
3 KOHTPOJ1IEM NEPLLOTO BiAKPUTTA
BW/TY4YEHO HOPMYBAHHS i
MeTOAVKM 3a NOoKasHUKaMu
«Po3mipu», «Maca»,
«Martepian» Ta BBefleHO
nocunaHHA Ha BiANoBIAHICTb
cepTudikaTy sIKOCTi BUPOGHMKa
NepPBUHHOTO MakKyBaHHS; 3MiHW |
TUNY - NOAAHO HOBWIA
cepTtudikaT BignoBigHocTi E®
No. R1-CEP 2003-017-Rev 03
AN Ailo4ol pevoBUHN
theHobapbiTany Ha 3amiHy DMF
(PDT-DMF-EP-SH-V2-10) Big,
3aTBEPAKEHOr0 BUPOGHMKA

HARMAN FINOCHEM LIMITED,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
IHais
18. BIOCENAK Kancynu BariHasibHi TOB «YOP/A, YkpaiHa IHCTUTYT Monbwa BHECEHHS 3MiH 0 6e3 peyenma UA/17194/01/01

TBepaj; no 10 kancyny
6nictepi; no 1 6nictepy
Y KapTOHHiIi kopobu; No
10 kancyn y chnakoHi; no
1 dpnakoHy Y KapTOHHilA
Kopobui

MEONLH»

BioTexHonorii
CwupoBartok Ta
BakunH BIOME/,
C.A. (IBCB BIOME/
C.A)

peecTpauiiHux maTepianis:
3MiHa 3asBHUKa (BNacHuKa
peecTpavuinHOro Noceig4YeHHs)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) 3MiHK
BHECEHO B IHCTPYKLitO 415
MeAMYHOro 3acTOCyBaHHS LLIOAO
HaliMeHyBaHHS 3asiBHMKa 3
BIANOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbKkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6-Tn MicsLis
nicnsa 3aTBepKeHHs.
3MiHu | TUNy - 3MiHK Woa0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM y3arasibHEHUX JaHuX
npo cuctemy papmakoHarnisgy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cucTemun chapmakoHarnsgy)
3mMiHa yNnoBHOBaXkKeHOT 0cobum
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.

[itoua pepakuis: CasiweBa
Napuca / Savishcheva Larisa.
MponoHoBaHa pegakuis: Myano
lanHa CTanicnasiBHa. 3MiHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnag. 3miHa micus
3[iICHEHHSI OCHOBHOI AiSNbHOCTI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 chapmakoHarnsgy. 3miHa
MiCLle3HaxopKeHHs macTep-
thaiina cuctemu
thapmakoHarnsgy. 3miau | Tuny -
3MiHV Wwoao
6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHV BHECEHO B TEKCT
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby, a came:
3a3HauyeHo iHhopmalLlito-
3aCTepexeHHs Woao
[OMOMDKHUX PEYOBWH Ta AaTy
BMPOOHULTBA Ha YNaKoBL.
BBefeHHs 3MiH NpoTArom 6-Tu
MicsAILiB Nic/1A 3aTBEPAKEHHS.

19.

BIOTEBA

Tabnetku no 10 mr, no
15 TabneTok y 6nicTepi;
no 2, 4 abo 6 6nictepis
Y KapTOHHIli kopobL; No
20 TabneTtok y bnictepi,
no 6 6nicTtepiB y
KapTOHHIlA KOpooLi

dapmaLeBTUYHNIA
3aBog,
"MONb®APMA"
C.A.

MonbLa

dapmaLleBTUYHNI
3aBog,
"MONIbOAPMA"
C.A.

MonbLa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - OHOBJ/IEHHSA TEKCTY
MapKyBaHHS1 Ha BTOPUHHiIlA
ynakoBLii ikapcbKoro 3acoby, a
came y n. 17 "IHLWE" BHeceHHs
iHhopmaLii woao nokasaHb
nikapcbkoro 3acoby Ta
[OMNOBHEHHS iHdhopmadii y n. 6
"IHWE" TEKCTY MaKyBaHHs Ha
nepBUHHIN ynakosL, "IHwa
TexHiuHa iHdopmauis”

6e3 peyenma

UA/18951/01/02

20.

BOPTEBIH

NOPOLLIOK AN1A
NPUroTYBaHHS PO3YUHY
Ans iH'ekuii no 3,5 mry
donakoHi, no 1 dpnakoHy
3 MOPOLLUKOM Y KapTOHHIiA
Kopoobui

Aypob6iHgo dapma
nrp,

IHais

HOpxia dapma
CnewwieniTi3 Nimiteq,

IHAis

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
marepianis peecTpadiiHoro
focbe, p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoprBa/bHWiA
3aci6, a came 3MiHa Konbopy
no/inponisIeHOBOro AUCKY Ha
antoMiHIEBOMY KOBMaukKy 3
4epBOHOTrO Ha CYHIlA. Ak
HacnifoK, BHECEHHS BifNOBIAHOI
3MiHM o p. «Onnc» MKA N3;
3anponoHoBaHo: Onwuc: Ao
PO34MHeEHHS Binunih abo maiixe
6inuiA niodpinizoBaHMii NOPOLLOK
abo TabneTka, L0 NOMiLeHUI B
NpPO30puiA CKNSHUIA doNaKoH,
KNI YKyNOPEHWI 'yMOBOIO
NpPO6KOtO Ciporo KoNbopy Ta
3aneyaTaHuii a/IloMiHIEBUM

3a peyenmom

UA/18782/01/01
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6nicTepy y KapTOHHiIl
Kopobui

CnoBeHis (NepBuHHe
Ta BTOPVHHE

nakyBaHHA,

po3mipy cepii 415 Nnikapcbkoro
3aco6y npn6an3Ho Ha 10%.

Yepes He3HayHe 36i/bLUEHHS

Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOBMa4ykoM 3 NOMINPONINEHOBUM
[OMCKOM CUHBLOTO KoMbopy (Taxim
blue). BBefieHHs 3MiH NpoTArom
6-TK micAuiB nicas
3aTBEPAXEHHS
21. BPAVNOAH® PO34nH ANa iH'ekuid, 100 Mepk Wapn i Joym LLisefuapis BMPOGHMLTBO CLIA/ BHECEHHS 3MiH 0 3a peyenmom UA/10458/01/01
Mr/MT; M0 2 MY IOEA Tm6X Hepo3dacoBaHoi HigepnaHvgm peecTpauiiHnux maTepianis:
donakoHi; no 10 npoAayKLUii, NepBnHHe 3MiHu | TUNY - AgMiHICTpaTVBHI
(pNaKoHIB Y KapTOHHIA nakyBaHHs, 3MiHU. 3MiHa HaliMeHyBaHHS
ynakoBLi KOHTpPO/b cepii B Ta/abo agpecy 3asiBHMKa
nepBUHHOMY (BnacHwvKa peecTpauiiiHoro
nakyBaHHI Ta nig yac noCBigYEHHS) 3MiHa agpecu
BMNpoOyBaHb 3as9BHUKaA. 3MiHM | TUNY - 3MiHK
cTabinbHOCTI: oo 6e3sneku/epekTMBHOCTI Ta
MateoH thapmakoHarnsgy. BeegeHHs
MaHychekuypiHr ab60 3MiHU [0 y3arasibHeHNX
Cepsices En. En. [AaHUX Npo cuctemy
Ci., CLUA; thapmakoHarniagy (BBe4eHHs
Bnpo6HMLUTBO 3a y3arasibHeHUX JaHuX npo
MOBHUM LMK/TOM, cuctemy hapmakoHarnagy,
BK/IOYAKOUN [,03BIN 3MiHa yNOBHOBaXEHOI 0cobw,
Ha BUMYCK cepii: BignoBifa/IbHOI 3a 34jACHEHHS
H.B. OpraHoH, hapmakoHarnagy; KOHTakTHol
HigepnaHaw; 0cobu 3 hapmakoHarnsgy
TecTyBaHHSA 3aABHUKa 419 3AiCHEHHS
cTabinbHOCTI* hapmakoHarnagy B Ykpaii,
(*rectyBaHHs AKLLIO BOHA BigMiHHA Bif,
LinicHOCTI 3aKpuUTTS YMOBHOBaXeHOT 0cobw,
KOHTeliHepa ans BiANOBIAA/IbHOI 3a 34iiCHEHHS
BUPOBHNYOT hapmakoHarnsgy (Bkirovaoun
npinbHULi Patheon KOHTaKTHi faHi) Ta/abo 3MiHn y
Manufacturing pO3MiLLLeHHI MacTep-thaiina
Services LLC, USA): cuctemun chapmakoHarnsgy)
BecT AHaniTikan 3MiHa KOHTaKTHMX gaHnX
Cepsices, CLWA yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
3MiHa MicLsa 3AiCHEHHS!
OCHOBHOI fifi/IbHOCTI 3
thapmakoHarnagy. 3miHa
MiCLIe3HaxopKeHHsI macTep-
thaiina cuctemmn
dhapmakoHarnsgy.
22, BPOHXO-MYHAN® | kancynu TBepgi no 3,5 CaHpo3 CnoseHis Nex CnoseHisi/ BHECEHHS 3MiH 0 6e3 peyenma UA/14268/01/01
n mr; no 10 kancyny dapmacbloTikans PapmaueBTUYHA LLseiiuapis peecTpauiiHnx matepianis:
6nicTepi; no 1 a6o 3 n.a. KoMnaHis g.4., 3MiHM | TUnNY - 36iNbLUEHHS
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Ne Ha3sBsa nikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

23. BPY®EH®

cupon, 100 mr/5 mn; no

KOHTpO/b cepii,
BUnyck cepii); OM
Papma CA,
LlBeiiuapis
(BMPOGHULTBO in
bulk, KoHTponb
cepii)

KiNIbKOCTi NPOAYKTY HeobxigHOro
0151 BATOTOB/IEHHSA cepil
6inbLLIOro po3mipy, Yyac
3MilLyBaHHS BiANOBIAHO 6y10
CKOPMroBaHo, 3anponoHOBaHO:
183,40 kr (917000 kancynu) (yac
3milyBaHHs 360 cexk.); 3miHu |l
TUNy - 3aMiHa TecTy A1 OLjiHKN
6i0/10rYHOT aKTMBHOCTI AitoyoTl
peyoBuHM (OM- 85 niocpinizar),
a came PFC Tect
iMYHOCTUMY/TIO04a aKTUBHICTb
(6ionoriynnii aHani3 in vivo) Ha
meToa ELISA (aHTuUreHHuiA
aHanis in vitro); 3MiHu |l Tuny -
3aMiHa TeCTy AJ151 OLiHKM
6i0N10ri4YHOT aKTUBHOCTI
nikapcbKoro 3acoby, a came
TecT PFC (BYK
6nsALWKoyTBOPIOKOYA KNITUHA)
6ion0riyHa aKTUBHICTb
(6ionoriynuii aHani3 in vivo) Ha
meToa ELISA (aHTuUreHHuiA
aHanis in vitro).
* Kpim TOro, OHOBJIIOETbCSA
npumiTKa y cneumdikauii M3
0151 NnokasHuka «lgeHTudikadis»

100 mn 'y dpnakoHi; no 1
oNakoHy 3 MipHUM
LUNPULLOM Y KapTOHHIi
Kopobui

AB6OTT Jlabopatopi3
M6X

HimeuunHa

AG6BI C.p..

ITanis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Onuc
Ta cknag. 3MiHa y cknagi
(/ONOMDKHMX pEeYOBUHAX)
rOTOBOrO J1iKapCbKOro 3acoby
(iHWi [ONOMDXHI pevyoBUHN) -
3amiHa ofHi€l JONOMDKHOT
PEYOBMHM Ha iHLWWY 3 TUMK
caMuMy dOYHKLiOHa/TbHUMKN
XapakTepucTmkamy Ta Ha Tomy
camomMy piBHi - Bunyuntu 3i
cknagy AOMOMiIXKHUX PEYOBWUH
KaosiH Nerknin Ta 3aMiH1TK 1ioro
Ha Bogy, Y 3B'A3KYy 3 TUM, L0
BKasaHa [JonomikHa pevyoBmHa
4acTo MICTWUTb Y CBOEMY CK/agj

BaXKKi MeTasn, L0 MOXe
BM/IMBATW Ha Ki/IbKICTb JOMILLOK

B J13 Ta 36i1bLUYyE MOXNMBICTb

6e3 peyenma

UA/13154/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YTBOPEHHSA AOMILLKMN 4-

BMNpo6yBaHHSA) 3rifHO BUMOT Ta

roTOBOrO /iKaPCbKOro 3acooby.

Ti4POKCMOEH30HOI KACNOTU 3
KOHCEepBaHTIB. 3MiHVN BHECEHO B
IHCTPYKLjl0 A8 MegnyHoro
3aCTOCyBaHHSA NiKapCbKoro
3acoby y po3sgin "Cknag"
(BOMOMDKHI peYOBMHN).
BBefeHHA 3MiH NPOTArom 6-1n
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHW Y BUPOGHULITBI. 3MiHN Y
npoLeci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHULITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBa
BOJHOI cycneHsii ans
nepopasibHOro 3acToCcyBaHHsA) Y
3B'A3KY i3 BUYYEHHAM
[ONOMDKHOT PEeYOBUHU KaosiHy 3i
cKnagy KiHLEeBOro npoaykTy i
3aMiHO0 1oro Ha BoAy, Y npouec
BMPOBHMLTBA BHOCATHLCS
He3HauHi 3MiHK, a came 3MmiHa
Temnepartypu Ta yacy
3MillyBaHHA. 3MiHW | TNy -
3MiHK 3 SIKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M

pekomeHgauiii ICH, go
crneundikaLii nikapcbkoro
3aco6y BHOCMTLCA MOKa3HUK
«lMpumeck J». BBeeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. KoHTponb

3MiHa napameTpiB cneundikauii
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikawii
HOBUM MOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNpo6yBaHHSA) 3rifHO BUMOT Ta
pekomeHgauiii ICH, go
crneundikaLii nikapcbkoro
3aco6y BHOCMTLCA MOKa3HMK
«J/Trobas gpyras
VHAMBUAYyaNbHasA Hen3BecTHas
npumMecb». BBegeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikaiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(monoBHeHHSA cnevudikawii
HOBUM MOKa3HUKOM 3
BiAMNOBIAHUM METOA0M
BMNpo6yBaHHSA) 3rifHO BUMOT Ta
pekomeHgauiii ICH, go
crneundikaLii nikapcbkoro
3aco6y BHOCMTLCA MOKa3HMK
«Cyma npumeceii». BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUny - 3MiHM 3 sKocTi. FoToBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(BWNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTHdikalis 6apBHUKIB Un
cMakoBux A06aBok)) BuganeHo
NoKasHUK «/aeHTudmkaums:
MeTW-4-rnapokcnbeH3oaTs 3i
cneumdikaLii roToBoro
npoayKkTy. BeefeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | Tuny -
3MiHK 3 AKOCTi. FOTOBUIA
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUYYEHHS HE3HAYHOrO
nokasHuka (Hanpvknag,
3acTapifioro NokasHvika, Takoro
SIK 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UK
CMakoBux [06aBokK))
BupaaneHo nokasHuk
«peHTndpmkaumsa: nponnn-4-
rmapokcubeHsoar» 3i
cneumdikaLii roToBoro
npoaykTy.. BBeAeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuyudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(BWMNYYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTHdikalis 6apBHUKIB Un
cMakoBux A06aBok)) BuganeHo
nokasHuk «geHtndmkauyms
HaTpua 6eH3oaTa» 3i
cneumdikaLii roToBoro
npoayKkTy. BeefeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS. 3MiHu | TNy -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.
3MiHa napameTpiB cneuyudikauii
Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(BWNYyYEHHSI HE3HAYHOTO
nokasHuka (Hanpukniag,
3acTapifioro NokasHuKa, Takoro
AK 3anax Ta cmak, abo
iAeHTHdikalis 6apBHUKIB Un
CMakoBux f06aBoK)) BunyueHHs
3i cneumdikauji rotosoro /13
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nokasHuka «/geHTudukauyms

néynpodeHa, metog VK», Tak sk
3aTBEPIXKEHO a/IbTEPHATUBHWIA
napameTtp «geHtudmkauymns
néynpodpeHa, metog TCX».
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo
[0MyCTUMUX MEX roTOBOro
nikapcbKoro 3acoby (BUyYEHHS
He3Hay4yHOro nokKasHuka
(Hanpwviknag 3actapinoro
noKasHuWKa, Takoro sk 3anax Ta
cMak, abo igeHTudikauis
6GapBHUKIB UM CMaKOBUX
[06aB0okK)) BuganeHo nokasHuk
«KonunyectseHHoe
onpepeneHve metunas-
rmapokcmbeHsoara, nponun-4-
rmgpokcmbeHsoara, 4-
TMAPOKCNOEH30MHOW KNCOThI»
3i cneumdikauii rotoBoro
NpoAayKTy. BBeAeHHs 3MiH
npoTArom 6-Tu MicAUiB micns
3aTBEePMKEHHS. 3MiHK | TUny -
3MiHK 3 SIKOCTi. TOTOBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikadiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO J1iKapCbKOro 3acoby
(BUYYEHHS HE3HAYHOrO
nokasHuka (Hanpvkniag,
3acTapifioro NokasHvika, Takoro
SIK 3anax Ta cMak, abo
ineHTudikaLis 6apBHUKIB UK
CMakoBux f06aBoK)) BuganeHo
nokasHuk «Macca/mn npu 20°C»
3i cneumdikauii rotoBoro
NPOAYKTY, HasiBHUIA KOHTPO/b B
npoveci BupobHuutea M3.
BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu | TUNY - 3MiHK 3 SKOCTI.

oTOBMIA NNikapcbkunii 3aci6.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KOHTpO/b roTOBOrO /iKapCbKoro
3acoby. 3miHa y MeTogax
BMNPOGYBaHHA roTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHN
y MeTofax BunpobyBaHb
(Bkntovaroumn 3amiHy abo
[OMOBHEHHS))
3MiHeHO 3aTBepAXEHNI MeTof,
BEPX, skuii BUKOPUCTOBYETLCS
Ans igeHTudikauji, KinbkicHoro
BM3HAYEHHS ibynpoceHy Ta
KifIbKICHOrO BU3HAYEHHS
OOMiLLKM 4-
i306yTMnaueToeHoH.
BBefieHHs 3MiH NpoTusirom 6-Tu
MiCALIB NiCNS 3aTBEPAXKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneumdikain Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nikapcbkoro 3acoby (iHwWi 3MiHu)
3MiHa Ha3BM NokasHuka
«peHTndmkaumsa: Kpacutenb»
Ha «igeHTudikauisa E110» B
cneumdikauii nikapcboro
3acoby. MeTtog BMNpobyBaHHS
He 3MiHeHO. BBeAeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS.
3MiHY | TUNY - 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/lE-
cepTudikart BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHSA
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa suxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkili dhapmakonei) -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OHoBReHWi cepTuddikaT Bif yxe
3aTBEPIKEHOr0 BUPOGHUKA
BBefeHHs1 OHOBMEHUI
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei (R1-
CEP 2000-087-Rev 03) ansi AdI
— ibynpodbeHy — ans
3aTBEPAKEHOTO BUPOOHMKA
BASF Corporation, USA. 3MmiHn |
TMMy - 3MiHM 3 AKOCTI.
CepTtudpikat BignosigHocTi/lE-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeicbkili
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTbCS Y
BMPOGHULTBI A®I; ans
[0MOMDKHOT PEYOBUHMN
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
BBefeHHs1 OHOBMEHUI
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkili hapmakonei (R1-
CEP 1996-061-Rev 13) an1s Ad|
— ibynpodbeHy — ans
3aTBEPAKEHOTO BUPOOHMKA
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India. (B
nonepeaHiii Bepcii ceptucikaty
BiNOBIAHOCTI €Bponelickkilt
hapmakonei (R1-CEP 1996-
061-Rev 12) Ha3Ba BUPOGHYKaA -
Strides Shasun Limited, India).
3MiHu | TMRY - 3MiHKU 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
NiKapCbKOro 3acoby (3BY)XKEHHs
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[OMYyCTUMUX MEX)
3BYXXEHO [0nyCTUMI Mexi ANns

nokasHuka «KonnyectseHHoe
onpejeneHne HaTpus
6eH3oarta» B cneuudikauii
NiKapcbKoro 3acoby NpoTsArom
TEepMiHy NpUAaaTHOCTI,
(3aTBEpPMAXEHO: Ha BUNYycK 10,0-
15,0 /5 mn (80-120% 3as1BneHOT
KITbKOCTI); NPOTArOM TePMiHy
npugartHocti 10,0-20,0 /5 mn
(80-160% 3asBNEHOT KiTbKOCTI);
3anpornoHoOBaHO: Ha BUMYCK
/npoTAroM TepMiHy NpUAaTHOCTI
10,0-15,0 /5 mn (80-120%
3aAB/1EHOI KiNIbKOCTI). BBEAEHHS
3MiH NPOTAroM 6-Tu MicALiB
nicns saTBepkeHHs. 3MiHu |
TUny - 3MiHM 3 sKocTi. FoToBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /iKaPCbKOro 3acooby.

Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby
(iHwWi 3miHW) BruganeHo 3HOCKK
6in1a nokasHukiB «dusnyeckme
Xapaxktepuctukn: OnmcaHve»,

LiBeT», «dusmyeckme
XapakTepucTuku: 3anax»,

MeTof0oM BIXKX»,
metogom TLUX»,

«pH npu 20°C»,
«KonmyecteeHHoe

«KonunyectseHHoe
onpegenexue 4-
1306yTNNaLETOEHOH,
«KonunyectseHHoe
onpegenexdve Metun-4-
rmapokcnbeHsoar»,
«KonunyectseHHoe
onpegenexuve MNponun-4
rmapokcrnbeHsoar» Ta
«KonunyectseHHoe

onpeaenexne Hatpus

3MiHa napameTpiB cneuyudikauii

«Pusnyeckne XapakTepucTnKkn:

«NpeHTndmkaums: MeynpodeH
«igeHTudmkauis: NoynpodeH

«peHTudmkaums: Kpacutesnb»,

onpegeneHve (M6ynpodeH)»,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6eH30at». 3HOCKy 6ins
nokasHuka
«Mukpobronoruyeckas
yncToTa» nepedpasoBaHo (6e3
3MiHM 3MiCTy). BBeeHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHA. 3MiHu | Tuny -
3MiHu 3 sKocTi. CepTudikar
signosigHocTi/TE-cepTudikar
BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MmoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab60 BUTyYEHHS
cepTucpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHULTBI A®I; ons
[0MOMDKHOT PEYOBUHM
(cepTudpikat BiANOBIAHOCTI
€Bponelicbkili hapmakonei) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
OHoBNEHWIA cepTudikat
BiANOBIAHOCTI EBPONEChKIl
thapmakonei (R1-CEP 1996-
061-Rev 14) gns Ad| —
ibynpocheHy — ans
3aTBEPAKEHOTO BUPOOHMKA
SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India
3amictb (R1-CEP 1996-061-Rev
13)

24.

BAKCIFPUN®
TETPA | VAXIGRIP
TETRA CNIT-
BAKLIMHA AN
NPOGINTAKTUKN
reyny
YOTUPLOXBA/EH
THA,
IHAKTVUBOBAHA

CycneHsis ons iH'ekujin,
no 0,5 mn y nonepeaHL0
3anoBHEHOMY LUMPULY;
no 1 nonepegHL0
3arnoBHeHOMY LUMPULY 3
MPUKPIMNIEHOI0 FONKO Y
KapTOHHI Kopo6Lij; Mo
0,5 M1y nonepeaHLO
3anoBHEHOMY LUMPULY;
no 1 nonepegHL0
3arnoBHEHOMY LUMPULYY
6€3 rosikn y KapTOHHIl
Kopo6ui; no 0,5 Mny

CaHodpi MacTep

®paHuis

CAHO®I BIHTPOIN
IHOACTPIA,
®paHuia
(3anoBHeHHS,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
CaHocpi NacTep ,
®paHuia (MoBHWI
LMK BUPOBHMLITBA,
3arnoBHEHHs,
NnepBUHHE Ta

®paHuis/
YropumHa/
Benbris

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHu Il TNy - OHOBAIEHHSA
KpUTWUYHMX NOKa3HUKIB AKOCTI
(Critical Quality Attributes) Ta
AHanisy KpUTUYHOCTI NpoLiecy
(Process Criticality Analysis) y
npoueci BUpobHULTBA Aitoyoi
peyoBWHW. TepMiH BBeAEeHHS
3MiH - MneHb 2022; 3MiHu Il
TUNY - OHOB/IEHHA KpUTUYHMX
nokasHukis sikocTi (Critical
Quality Attributes) Ta AHanisy

3a peyernmom

UA/16141/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nonepegHL0 BTOPUHHE KpWUTWUYHOCTI Npouecy (Process
3arnoBHEHOMY LUMpuLL; nakyBaHHs, Criticality Analysis) y npoueci
no 1 nonepegHL0 KOHTPO/b SKOCTI, BMPOBHULTBA FOTOBOrO
3anoBHEHOMY LUMpULY 3 BWMNYCK Cepil; nikapcbKkoro 3acoby. TepmiH
NPUKPINIEHOI0 FrONKOK Y BTOPUHHE BBEJEHHS 3MiH - NnneHb 2022
KapTOHHiiA KopobLj; no nakyBaHHs,
0,5 mn y nonepefHL0 KOHTPO/b SIKOCTI,
3arnoBHEeHOMY LUMNpuLL; BUNyCK cepir);
no 1 nonepeaHsLo CaHodi-ABEHTIC
3anoBHEHOMY LUMPULY Mpaiisit Ko. N174,,
6€3 rosikn y KapTOHHiIl Mnatchopma
KopoobLi NOTiCTVKN Ta
AncTpubyuii y m.
Bypanewr,
YroplmHa
(BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); CPHA CA,
Benebrist (BTOpMHHE
nakyBaHHs)
25. BANIAON® TabneTkyn cybniHrBasIbHI AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/2713/02/01

no 0,06 r, no 10
TabneTtok y 6nictepi; no
1 a6o 5 6nictepiB y
nauui 3 kapToHy; no 10
Tabnetok y 6nicrepax

peecTpauiiHux maTepianis:
3MiHuM | TUNY - 3MiHa Ha3BuK Ta
agpecy MicLe3HaxomKEHHS
BMpo6HUKa API, 6e3 3MiHN MicLA
BMPOGHMLITBA; 3aMpOMNOHOBaHO:
AT «Papmak», YKpaiHa; 3MiHm |
TUMY - AONOBHEHHS crneundikauil
A®I nokasHMKOM «3arasibHa
30/1a» 3 HOPMYBaHHAM He
6inbLwe 0,1 % BupobHuuTBa Al
"3aBop, XimpeakTusis" HTK
"IHcTUTYT MoHOKpucTanis" HAH
YKpaiHu; 3MiHu | Tuny -
BUJIyYeHO 3i cneumadikauii Adl
NOKa3HMK «PO3UYMHHICTb»; 3MiHK
| TMNY - 3aNpoBaKeHHS
nepioguYHOCTI KOHTPOSIO AN
A®| 3a NOKa3HNKOM
«MikpobionoriyHa uncrota», a
came nepLuy Ta KOXHy AecaTy
cepito B pouj, ane He pigLe
O[HOTO pasy Ha pik; 3miHu | Trny
- BBEIEHHSI NPUMITKV A0
cneuudikauii APl Big,
BMpo6bHuka 13 npo Te, Wo
nepiognYHICTb KOHTPOSIO, a60
BMKOPUCTaHHS pesy/ibTartis
KOHTPO/10 BUPOBHMKA CUPOBUHY
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

ABNSETHCA 30HOK0
BiANOBIAA/TILHOCTI
3anBHVKa/BMPO6HUKa 13, He €
[0CTaTHbO 06r'PYHTOBAHOM,
OCKINIbKM KOHTPO/b BUXIAHUX
marepianis Bi4NoOBIAHO [0
cTaHAapTiB SKOCTI, WO
BM3HAYEHI Y peecTpauiiHomy
[OCbE, rapaHTyeTbCA Ta
perynieTbCsa NpUHLMNamMm
HaNeXHOoI BUPOOHNYOT NMPaKTUKK.
3anponoHoBaHa 3MiHa He
pPeKOMeHAy€eTbCA [0
3aTBEPMKEHHS; 3MiHM | TURY -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax
cneundgikauii Ta/abo
[ONYCTUMUX MEX, BUSHAYEHNX Y
cneuudikauisx Ha Adl, abo
BUXiAHWIA/MPOMIXHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLTBA ADI; cynyTHSA
3MiHa - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®I abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Lo
BVKOPVCTOBYETLCS Y NpoLieci
BMPOGHMLUTBA ADI (iHLWi 3MiHK Y
mMeToAax BUNpPoGyBaHHSA
(Bkntovaroumn 3amiHy abo
[0MnoBHeHHs) A®| abo
BUXiQHOro/NPOMIXHOro
NPOAYKTY) - OHOB/IEHHSA
MeTOAVKM BUNPOBYBaHHA 415
A®| 3a NOKasHMKOM
«lgeHTucpikauis» BMpobHULTBA
AN "3aBog ximpeakTugiB" HTK
"IHCTUTYT MOHOKpucTanis" HAH
Ykpaiuu; 3miHv | Tuny - 3MiHu 3
akocTi. A®l. KoHTposnb AdL.
3MmiHa y napameTpax
cneumdikain Ta/abo
[OMYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauiax Ha A®l, abo
BUXIZAHUA/NPOMiXHWIA
NpoAyKT/pearexT, Wwo
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y NPOLEC
BMpOGHMLTBA ADI; CynyTHSA
3MiHa - 3MiHu 3 akocTi. AdI.

KoHTponb A®l. 3miHa y meTogax
BMNpo6yBaHHA Ad®Il abo
BUXiAHOrO
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Wo

BVIKOPVCTOBYETLCS Y NpoLeci

BMPOGHMLUTBA ADI (iHLWi 3MiHU Y
mMeToAax BUNpPoGyBaHHS
(Bkntovaroun 3amiHy abo

[0MnoBHeHHs) A®| abo
BUXiQHOro/NPOMIXHOro
nNpoAykTy) - 3MiHU [0
cneundikauii Ta MeToanKM
BMNpo6yBaHHA AdI 3a
nokasHukom «CynposigHi

OOMILLKV»; 3MiHW | TUMY - 3MiHK

[10 METOAVKN BUNPOBYBaHHSA

A®I| 3a nokasHKoM «KinbkicHe

BU3HAYEHHS»; 3MiHN | Tuny -

BBEJEHHS NepiognyHOCTI
KOHTpOsto /13 3a NoKasHUKOM
«MikpobionoriyHa uncrota», a
came nepLuy Ta KoxHy 30
HacTymnHy cepito, ane He pigwe 1
pasy Ha piK; 3mMiHun | Tuny - 3MiHa
y meToauLi BunpobyBaHHs Ans
N3 3a nokasHWKOM
«MikpobionoriyHa uncrota», a
camMe BWyYeHOo onuc
NpoBefEHHA METOAMNKN, OCKINTbKN
MeTOAWMKa KOHTPO/IIO 3a JaHnM
MOKa3HUKOM MPOBOAUTLCA
BignosigHo Ao sumor EP,

[IONOBHEHO MOCUIAHHAM Ha

OdY* (*- pitoye BUAAHHS);
KpUTEPIT NPUAHATHOCTI 3a/IMLLEHI
6e3 3miH

26.

BA/IbINMPOKOM 300
XPOHO

TabneTkn, BKPUTI
N1iBKOBOK 060/IOHKOLO,
NPOJIOHIOBaHOT Aji No
300 wr; no 10 TabneTok
y bnicTepi; no 1, 3 abo
10 6nicTepiB y nauui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW BHECEHO A0
IHCTPYKUIiT 4NnA MeanyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby [0 po3ainis:
"apmMakonoriyHi BractmeocTi” ,

3a peyenmom

UA/2169/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"MpoTunokasaHHs", "B3aemogis
3 iHLWMMK NiKapCbKMun
3acob6amu abo iHLwWi BuAan
B3aemogii", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA
y nepio BaritTHoOCTi abo
rofyBaHHs rpyaar”, "3aatHicte
BM/IMBATU Ha LWBUAKICTb peakwi
npu KepyBaHHi
aBTOTpaHCNopToM abo iHWMK
MexaHismamu", "Cnocié
3acTocyBaHHsa Ta gosu", "Aitn",
"Mo6iuHi peakwji" BigNoBigHO A0
OHOBJEHOI iHGhopmaui
pedyepeHTHOro NiKapcbKoro
3acoby (JenakiH XpoHo 300 mr
TabneTku, BKpUTi 060/TOHKOH,
nposioHrosaHoi gii no 300 wmr,
3aaBHVK TOB "CaHodi- ABeHTIC
YkpaiHa"). BBegeHHs 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

27.

BAHKOMILUWH-
DAPMEKC

niodpinizat ANs po3vmHy
Ans iHdysiin no 500 wr,
no 1 dpnakoHy B
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B nauLi

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - 4OAATKOBO A0

3apeecTpoBaHnx 06’eMiB cepii
roTOBOrO liKapCbKOro 3acoby
BAHKOMILIMH-®APMEKC,
niocpinizaT ANs po3vnHy ans
iHdbysivi no 1000 mr (3 n, 10 n,
25 1), BBOAUMO 36i/bLUEHI
po3mipu cepii - 50 n ta 100 n;
3anponoHoBaHo: fliopinisat gns
pO3unHy ANns iHgysii: uex 131,
BUpPO6GHMYa AinbHUUA Ne2 -10n
(2,0 Tc. chnakonis); -20n (4,0
TuC. doakoHiB), uex 1311,
BMPOOHUYI AinbHMLA Nel Ta Ne2
-10n (2,0 Tuc. dnakoHis); -20 n
(4,0 Tnc. chnakoHiB); 3miHu |
TUNY - BBEAEHHA [OAATKOBOI
AinbHnUi Nel uexy iH'eKuinHnx
nikapcbknx 3acobiB (B Mexax
OZHOTO Liexy) A4N15 4acTUHN
BMPOGHNYOro MpoLecy:
LinbHnus Nel (gogaTkoBa)
nigrotoBka NakoHiB, X
HanNoBHEHHS, fliodinizauis Ta

3a peyenmom

UA/13483/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3akaTka; QinbHuus Ne2
(3aTBEpPAXKEHA) NPUrOTYBaHHS
pO3unHy, inbTpaLis po3yunHy

28.

BAHKOMILNH-
DAPMEKC

niodpinizat Ans po3unHy
Ans iHdysili no 1000 wr,
no 1 donakoHy B
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
yrakoBLi B mauui

TOB "®APMEKC
reyn"

YKpaiHa

TOB "®APMEKC
reyn"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUNy - 4OAATKOBO A0

3apeecTpoBaHuNX 06’emiB cepii
roTOBOrO NiKapCbKOro 3acoby
BAHKOMILUNH-®APMEKC,
niodhinisat AN po3unHy Ans
iHdpysiin no 1000 mr (3 n, 10 A,
25 1), BBOAMMO 36i/bLUEHI
po3wmipu cepii - 50 n Ta 100 n;
Niogpinizat Ana po3unHy ans
iHcpysin: uex 1371, BupobHuua
AinbHuua Ne2 -10n (1,0 Tuc.
donakoHiB), -25n (2,5 Tuc.
dnakoHiB). Jliogpinisar gns
pO3uunHy ANns iHgysii: uex 131,
BUPOGHMYI AinbHMLA Nel, No2 -
10n (1,0 Tnc. donakoHis), -25n
(2,5 Tnc. pnakonis), -50n (5,0
TUC. (hr1akoHiB)

-100n (10,0 Tuc. dhnakoHis);
3MiHW | TUNY - BBEAEHHSA
[04aTKOBOT AinibHULi Nel Lexy
iIH'EKUIiHNX NiKapCcbKnX 3aco6iB
(B MeXax o4HOro uexy) ans

YaCTUHN BUPOGHMYOTO NpoLiecy:

finbHnus Nel (gopaTkoBsa)
nigroToBka h/1akoHiB, iX
HanoBHeHHS, nioginizavisa Ta
3akatka; [dinbHuus Ne2
(3aTBEpAXEHA) MPUrOTYBaHHSA
PO3uKHy, (hinbTpauis po3unHy

3a peyernmom

UA/13483/01/02

29.

BIBPOLMN

cnpeli HazanbHUiA,
[030BaHwWit; no 15 mny
onakoHi 3
posnustoBayem; no 1
h1aKoHy Y KapTOHHIl
Kopobui

"CK KoHcblomep
Xenckep CAP/

LLisefuapis

'CK KoHcblomep
Xenckep CAPJ

Llseiiuapis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
NocBiAYEeHHS) - 3MiHa Ha3BMW Ta
afpecu 3aaBHuKa (BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepkKeHHs); 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHsi Ta/abo

6e3 peyenma

UA/4564/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

afipecy Micus NpoBaKeHHs
LisANbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NiKapCcbKoro 3acoby, BKIOUaKUN
AOinbHULI BUNYycKy cepii abo
MicLe NpoBefEHHS KOHTPO/HO
AKOCTI. (BIANbHICTb, 3a AKY
BiANOBigae BUpPOGHMK/iMNopTep,
BK/THOHAIOUMN BUMYCK CEPINA) -
3MiHa Ha3BwW Ta agpecu
BMPOGHUKa 13, 6e3 3MiHK
MicL BUPOGHULITBA. 3MiHM
BHECEHO B iHCTPYKL,il0 AnA
MeAMYHOro 3aCTOCyBaHHS LLLOAO
HaliMeHyBaHHSA Ta
MiCLLe3HaXOKEHHS BUPOOHUKA 3
BiANOBIAHMMUN 3MiHAMU Y TEKCTI
MapKyBaHHS ynakoBKu
nikapcbkoro 3acoby (BeeaeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepiXeHHs)

30.

BINNATE 1000 MO

MOPOLLIOK Ta PO3UYUNHHUK
AN po34nHy Ans
iH'ekuin no 100 MO/mn;
KapToHHa kopobka Ne 1:
no 1 cpnakony 3
NOPOLLKOM ANs1
NPUroTyBaHHS PO3YNHY
ans iH'ekui (1000 MO).
KapToHHa kopobka Ne 2:
no 1 dpriakoHy 3
PO34MHHMKOM (BOAa AN
iH'ekuin 3 0,1%
nonicop6arom 80) no 10
M1y KapTOHHI kopobui
pa3oM 3 KOMIMIEKTOM
NS PO3UYMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBefEHHsA. Komniekrt
NS PO3UYMHEHHA Ta
BHYTPILLHLOBEHHOTO
BBE/IEHHS CKNaAaeTbCA
3.1 wnpuy,
oaHopasosuil, 1
KOMMNEKT A1 NepeHocy
(1 pByxkiHUEBa ronka, 1
PiNbTpyBasibHa roNka),
1 KoMnNneKT Ans iHdysii
(ronka-metenuk), 2

OxkTadapma
dPapmaueBTmKa
MpogaykTioHcrec.
M.6.X.

ABCTpIs

Brpo6HMK,
BiANoBigabHUIA 3a
in bulk
BMPOGHMLTBO,
NepBUHHY YNakoBKY,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
Bi3yasibHy iHCNEKLit0
NOpOLLKY A1
pO34nHy AnA
iH'eKLlA, BizyanbHy
iHCneKujo
PO3YMHHMKA Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS, BUNYCK
cepii 4N KiHLeBoro
npoaykTy (MOpPOLLIOK
[ONS PO34nHY Ans
iH eKUiA Ta
PO3YNHHNIK):
OkTadhapma
dapmaueBTmKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
Bnpo6HMK,
BiANOBIAa/IbHNIA 3a
Bi3yaU/TbHY iHCNEKLiit0

ABcTpisi/
HimeyuunHa/
LLisewjs

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | Tuny - 3amiHa PCR
MeToAy BU3HAYEHHS BipyCy
renatuty E (HEV) nig yac

BMPOOHULITBA; 3aMpONOHOBaHO:
NucliSens easyMAG extraction
method, QuantStudio 5 qPCR
system. YytnmeicTb 95% Ha
25,5 MO/Mn. OHOBNEHHS
po3giny 3.2.A.2.4.4 Pathogen
Safety Evaluation; 3miHu | Tuny -
3MiHN 3 AKoCTi. AdI.
Bupo6bHMLTBO. 3MiHM B npoLieci
BMPOGHMLTBA AD| (HEe3HaYHa
3MiHa y npoueci BUpobHULTBa
A®I) - 3mMiHM y nigroToBLi Ta
ounLeHHI/pereHepaLii KOTIoHKM

ONs eKCKN03iliHOT

xpomartorpadii (SEC)

3a peyernmom

UA/17518/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOCOYEHi CMMPTOM PO3UMHHNIKa,
TaMnoHu. KapToHHa BTOPWHHE
Kopobka Nel Ta nakyBaHHA Ta
KapToHHa Kopobka Ne2 MapKyBaHHsI
06’€AHYIOTLCA MK KIHLLeBOro NPoAyKTY
€06010 NNAaCTUKOBOIO ( nopoLuky ans
NAiBKOKO pO34nHy AnA
iH eKUii Ta
PO3YMHHNIKA):
OkTadhapma [Jeccay
M6X, HimeuunHa,;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
in bulk
BMPOGHULTBO,
NepPBUHHY YNakoBKy
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
OkTachapma AB,
LliBeuis
31. BIJTIATE 500 MO MOPOLLOK Ta PO3UYUHHUK OkTtadapma ABCTpis Brpo6HuK, AscTpis/ BHECEHHS 3MiH 0 3a peyenmom UA/17518/01/01
[ONs po34nHY Ans dapmaueBTMKa BiANOBIgaIbHNIA 32 Himeuunna/ peecTpauiiHux maTepianis:
iH'ekuin no 100 MO/mn; MpopykTioHcrec. in bulk LiBeuis 3MiHuM | TUNy - 3amiHa PCR
KapToHHa kopob6ka Ne 1: M.6.X. BUPOBHMLTBO, MEeTOAY BU3HAUYEHHS Bipycy

no 1 dpriakoHy 3
NOPOLLKOM NSt
NPUroTYBaHHS PO3YUHY
ans iv'ekuin (500 MO).
KapToHHa kopobka Ne 2:
no 1 dpnakony 3
pO34MHHMKOM (BOAa ANA
iH'ekuili 3 0,1 %
nonicop6arom 80) no 5
M1y KapTOHHI kopobu,i
pa3oM 3 KOMMIEKTOM
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeJEHHsA. Komnnekt
[N PO3UMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBEJEHHA CKNaAaeTbca
3: 1 wnpwy,
ofHopaszosuii, 1
KOMMNNEKT ANs nepeHocy
(1 pByxkiHUEBa ronka, 1
hinbTpyBasibHa roska),
1 KOMNNeKT Ans iHdyaiit
(ronka-meTtenuk), 2
NPOCOYEHi CMMPTOM

NepBUHHY YNakoBKy,
KOHTPO/b SIKOCTI,
BK/THOHAI0YM
Bi3yasibHY iHCMEKLiit0
NOpOLLKY AN
pO34nHYy AnA
iH'eKLiA, BizyanbHy
iHCnekujo
PO3YMHHMKaA Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS1, BUNYCK
cepii NS KiHLEBOro
npoAayKTy (NOpoLUOoK
NS PO34nHY Ans
iH ekt Ta
PO3UYNHHNK):
OkTadapma
dapmaueBTuKa
MpoaykTioHcrec.
M.6.X., ABCTpis;
Brpo6HuK,
BiANoBigabHUIA 3a
Bi3yasibHY iHCMEKLIit0
PO3YMHHWIKa,

renatuty E (HEV) nig vac
BMPOGHMLITBA; 3aMpOMNOHOBaHO:
NucliSens easyMAG extraction
method, QuantStudio 5 gPCR
system. Uytnumsictb 95% Ha
25,5 MO/Mn. OHOBNEHHSA
po3giny 3.2.A.2.4.4 Pathogen
Safety Evaluation; 3miHu | Tuny -
3MiHUM 3 AKoCTi. ADI.
Brpo6HMUTBO. 3MiHM B MpoLeci
BUpo6HMLUTBa AP| (HE3HAYHa
3MiHa y npoueci BUpobHuLTBa
A®I) - 3MiHK y NiAroToBLj Ta
ouuLLeHHi/pereHepaL,ii KOsTOHKU
L1151 eKCKN03iliHOT
xpomatorpadii (SEC)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TaMnoHun. KaptoHHa BTOPUHHE
Kopo6ka Ne 1 Ta nakyBaHHs Ta
KapToHHa Kopobka Ne 2 MapKyBaHHA
06’eQHYIOTbCA MiXK KIHLLEBOrO NPOAyKTY
c06010 NNaCTUKOBOK ( nopoLuky ans
nAiBKOO pPO34UMHYy ANns
iH ek Ta
PO3UMHHUKA):
Oktadhapma [eccay
Mm6X, HimeuunHa;
Bnpo6HuK,
BiZiNOBIgabHUIA 3a
in bulk
BUPOBHMLTBO,
NepBUHHY YNakoBKy
Ta KOHTPO/Ib AKOCTI
PO3YMHHYKA:
Okrachapma AB,
LLIBeuist
32. BYrinnsg Tabnetku no 250 mr, no My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/3954/01/01
AKTUBOBAHE 10 TabneTok y 6nicTepi, akujioHepHe akujioHepHe peecTpauiiHnx matepianis:
no 10 Tabnetok y TOBapUCTBO TOBapUCTBO 3MiHW | TUMY - 3MiHK 3 SKOCTI.
KOHTYPHUX "HaykoBo- "HaykoBo- [oTOBMIA NikapcbKuii 3acio.
6e34apyHKOBUX BVMPOGHWYNIA LEHTP BMPOGHNYNIA LEHTP Cucrema
yrakoBKax "BopLyariBcbkuii "BopuyariBcbKuii KOHTeliHep/3aKynopoBasibHWi
XiMiKo- XiMiKo- 3aci6. 3MiHa po3mipy ynakoBku
hapMaLeBTUYHWIA hapMaLeBTUYHWIA roTOBOrO NiKapCbKOro 3acoby
3asof” 3asof” (BUYYEHHS YNakoBKy NEBHOrO
PO3MIipy) - BUSTYYEHHST YNAKOBKM
N3 in bulk: no 1kr TabneTok y
nakeTax.
MponoHoBaHa pefakuis: no 10
Tabnetok y 6aictepi no 10
TabneToK y KOHTYpHii
6e34apyHKOBIli ynakoBLi
33. FEKCAKCM® | cycneHsis ans iH'ekuii, CaHodpi MacTep PpaHuis CaHodpi MacTep, ®paHuin/ BHECEHHS 3MiH 40 3a peyenmom UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B ®paHuia (MoBHWIA YropwumHa peecTpauiiHux maTepianis:
BAKUVHA And nonepegHsL0 LMK BUPOBHULTBA, 3MiHu | TUNy - 3MiHa
MPO®ITAKTUKN 3anMoBHEHVX Wwnpuuax 3 BUMYCK cepii); KaTeropiiHocTi BUNpobyBaHHS
DUNOTEPII, 1-e10 (abo 2-ma) CaHodi-ABeHTiC Total antigen content, L0
NPABLA, OKPEMUMMW rosikamu, no Mpaiisit Ko. N1T4,, nNpoBOAMUTLCA Ha eTani
KALLJTIOKY 1 wnpuuy B KAPTOHHIN Mnartdpopma iOHOO6MIHHOT XxpomaTorpadii
(ALETIONAPHNIA ynakosui; no 0,5 mn (1 NoricTukM Ta (IEC) npu BUpOGHWLTBI aKTUBHOI
KOMMOHEHT), [03a) B nonepeaHsL0 anctpnbyuii y m. Lit0Y0i PEYOBUHN aHTUTEHY
FENATUTY B 3anMoBHEHVX Wwnpuuax 3 bypanewr, renatuty B (HBsAQ) 3 kaTeropii
PEKOMBIHAHTHA, | 1-eto (abo 2-ma) YropwumHa In-Process Control Ha kaTeropito
noniomMienity OKPEMUMMW rosikamu, no (BTOpPUHHE MOHITOPWHIY Mif, Yac npotecy
IHAKTUBOBAHA 1 wnpuuy B nakyBaHHs, BUMYCK BMPOGHMLTBA In-Process
TA CTaHAaPTHO-eKCMOPTHIl cepii) Monitoring. TepMiH BBeAEHHSA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3AXBOPHOBAHDb, yMakoBLi, sika MiICTUTbCS 3MiH nuctonag, 2022; 3miHm |
CAPUYNHEHUNX Y KapTOHHIl1 kopobu,i 3 TUNy - oAaBaHHsA cepTudikary
HAEMOPHILUS iHCTpYKUieto Ans BiNOBIAHOCTI €Bponelickkilt
TNy B MeAN4YHOro dapmakonei woao ryéuaroi
KOH'FOFOBAHA, 3actocyBaHHs; rno 0,5 eHuedanonarii gns
ALCOPBOBAHA, mn (1 gosa) B [Jesokcuxonary Hatpito R1-CEP
PIOKA nonepeaHbL0 2000-383 Rev 05 Big,
3anoBHEHMX Wnpuuax 3 anbTepHaTVBHOIO
1-e10 (abo 2-ma) noctavasibHuka New Zealand
OKpPEMUMU rosikamu, no Pharmaceuticals Ltd. TepmiH
10 wnpuLiB B KAPTOHHIl BBeEHHS 3MiH nnctonag 2022;
ynakosui; no 0,5 mn (1 3MiHW | TUny - oHoBONEHHs E-
[03a) B nonepegHs0 cepTtudikaTy BignoBigHOCTI
3anoBHEHVX Wnpuuax 3 Eponelicbkiin hapmakoner Big,
1-et0 (b0 2-ma) BXE 3aTBEepAKEHOro BMpPOOHUKa
OKPeMUMU rofikamMu, rno ans [lesokcuxonarty HaTtpito.
10 wnpwvuis B 3anponoHosaHo: R1-CEP 2000-
CTaHAAPTHO-EKCMOPTHIl 335 Rev 03. TepMiH BBEAEHHS
yMakoBLj, sika MiICTUTbCS 3MiH ictonag 2022; 3minHn Il
Y KapTOHHIl1 kopobu,i 3 TUNYy - foAaBaHHsA
iHCTpYKUieto Ans anbTepHaTUBHOIO PO3Mipy
MeauyHoro BMPO6HUYOI cepii 250 n gns
3acTocyBaHHs; no 0,5 npouecy KynbTUBYBaHHS nNpu
mn (1 gosa) y BMPOGHULTBI Ail0YOT PEYOBUHM
dhnakoHax, no 10 NMOBEPXHEBOTO aHTUTrEHY BipyCy
(h/1aKOHIB Y KapTOHHIl renatuTty B Ha gogaTtok go
ynakosui; no 0,5 mn (1 3apeecTpoBaHoro posmipy 50 n.
[03a) y dhriakoHax, no TepMiH BBEEHHS 3MiH
10 donakoHis B nucronag, 2022; 3Minm Il Tuny -
CTaHAAPTHO-EKCMOPTHIl 3MiHM 40 BUPOBHMYOro npoLecy
yMakoBLj, sika MiICTUTbCS Yy BifnoBigHOCTI A0
Y KapTOHHili kopobLi MaclwtabyBaHHS Ta 36iMbLUEHHSA
BMPOBHNUMNX NOTYXHOCTEN Npn
BMPOGHWLTBI Ail04OT PEYOBUHN
NOBEPXHEBOr0 aHTUrEHY BipyCy
renatuty B. TepmiH BBeAEHHSA
3MiH inctonag 2022.

34. FEKCAKCUM® | CyCNeHs3ia AN iH'ekuin, CaHodpi MacTep PpaHLis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH [0 3a peyenmom UA/13080/01/01
HEXAXIM no 0,5 mn (1 posa) B ®paHuia (NoBHWI YropumHa peecTpauiiHnx matepianis:
BAKUVHA ANnA nonepeaHL0 LMK BUPOBOHNLTBA, 3MiHW | TUMY - 3BYXXEHHS
NMPO®ITAKTUKU 3anoBHeHNX LWnpuuax 3 BUNyCK cepil); [ONYCTUMUX MEX, BUSHAUYEHUX Y
ANDTEPI, 1-et0 (a60 2-ma) CaHodi-ABeHTiC cneuydikaLi, 418 NPoBeAeHHs
MNPABLS, OKpeEMUMU rosikamu, no Mpaiisit Ko. N174,, BunNpobyBaHHA Antigenicity Test
KALLUJTHOKY 1 Wwnpuuy B KAPTOHHIN Mnatchopma [O/151 OYMLLLEHOT Ailo40T peyoBUHA
(ALENIONAPHUIA ynakosui; no 0,5 mn (1 NOTicTVKN Ta PT B po3uuHi. 3anponoHoBaHoO:
KOMMOHEHT), [03a) B nonepegHsL0 AncTpubyuii y m. Specific activity (EU/mg of
FENATUTY B 3anoBHEHVX LWNpuLax 3 Bypanewr, proteins) = one-sided lower
PEKOMBIHAHTHA, | 1-eto (a6o 2-ma) YropwumHa specification limit calculated with
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
noniomienitTy OKpPEMUMU rosikamu, no (BTOPUHHE a risk a =1% for a population
IHAKTUBOBAHA 1 wnpuuy B nakyBaHHs1, BUMYCK proportion p =99,73% i.e. 39,7
TA CTaHAAPTHO-EKCMOPTHIl cepii) EU/mg of proteins (or 1.5986
3AXBOPHOBAHDb, yMakoBLj, sika MiICTUTbCS log10 EU/mg of proteins).
CAPUYNHEHUNX Y KapTOHHiIl1 kopobu,i 3 TepMiH BBEAEHHS 3MiH -
HAEMOPHILUS iHCTpYKUieto Ans nuctonag 2022 poky; 3MiHu |
TNy B MeJNYHOro TMny - 3MiHa cepii
KOH'FOFOBAHA, 3actocyBaHHs; rno 0,5 pechepeHTHOro cTaHaapTy, Akui
AACOPBOBAHA, mn (1 gosa) B BUKOPUCTOBYETLCA Y
PIOKA nonepegHbL0 BMNpoGyBaHHi Antigenicity Test
3anoBHeHNX LWnpuuax 3 [OJ151 OUMLLLEHOT Ailo40T peyoBrHU
1-e10 (abo 2-ma) PT meTtogom ELISA 3 APG
OKpemunmMu rosikamu, no FA491309 Ha CIC19R-RC14.
10 wnpuLiB B KAPTOHHIl TepMiH BBEAEHHS 3MiH -
ynakosui; no 0,5 mn (1 nucronag 2022 poky
[l03a) B nonepesHL0
3anoBHEHMX Wnpuuax 3
1-et0 (60 2-ma)
OKPeMUMU rofikamu, rno
10 wnpwvuis B
CTaHapTHO-EeKCMOPTHIlA
yMakoBLj, sika MiICTUTbCS
Y KapTOHHiIl1 kopobu,i 3
iHCTpYKUieto Ans
MeAMYHOro
3actocyBaHHs; rno 0,5
M (1 gosa) y
chnakoHax, no 10
(h/1aKOHIB Y KapTOHHIl
ynakosui; no 0,5 mn (1
[03a) y dhriakoHax, no
10 donakoHis B
CTaHapTHO-EeKCMOPTHIlA
yMakoBLi, sika MiICTUTbCS
Y KapTOHHIli kopobui
35. FENA-MEPL, rpaHynsat, 3r/5rno5ry Mepy, HimeuunHa Mpogaykuis in bulk: Lsenuapis/ BHECEHHS 3MiH 0 6e3 peyenma UA/0039/02/01
nakeTi; no 30 a6o 50 dapmachbloTikanc Knoke ®apma- HimeuunHa peecTpauiiHux maTepianis:
a60100 nakeTiB y 6X Cepsic 'mb6X, 3MiHKM | TUNY - 3MiHU 3 AKOCTI.
KapTOHHI Kopobui HimeuumnHa; oTOBMIA NiKapcbKuii 3acio.
AuunHo ®apma Al 3MiHM Yy BUPOGHMLTBI. 3aMiHa
LLiBeiilapis; ab60 BBeieHHA 104ATKOBOI
MepBuHHE Ta AiNbHULI BUpOBGHMLTBA 415
BTOPUHHE 4acTHM abo BCbOro
nakyBaHHS: BMPOGHMYOro NpoLecy rotoBoro
Mepy, ®apma MM6X i NiKapcbKoro 3acoby (ainbHMLA
Ko. KlraA, 07151 BTOPVMHHOIO MakKyBaHHS) -
HimeuuunHa; BBE/leHHS a/ibTepHaTUBHOI
Knoke ®apma- AinbHuui X.E.J1.MN. TM6X,
Cepsic 'M6X, HimeyumnHa (H.E.L.P. GmbH,
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeyuunHa; Germany) 4151 BTOPUHHOTO
Brpo6Huk nakyBaHHs. 3MiHu | Tuny - 3MiHK
BiZiNOBIAabHUIA 3a 3 AIKOCTi. FOTOBUIA Nnikapcbkuii
BUMYCK cepil 3aci6. 3MiHV Yy BUPOOHULITBI.
KiHLLEBOr0 MPOAYKTY: 3amiHa abo BBeAEHHS
Mepu, ®apma M'm6X i [04aTKOBOT AiNbHUL
Ko. KlaA, BVMPOGHMLTBA A1 YacTUHU abo
HimeyumnHa; BCbOro BMPOBHMYOro npouecy
BTopvHHe roTOBOrO NiKapCbKOro 3acoby
nakyBaHHS: (BiNbHMUA AN BTOPUMHHOTO
X.E.J1.M. TM6X, nakyBaHHs1) - BBeJleHHS
HimeuumnHa; anbTepHaTUBHOI AiNbHULI
MpecTix MNpomoyLUH MpecTix MpomoyLuH
Bepkaydcdoepaep BepkaydcdoepaepyHr &
yHr & Bepbecepsic Bep6ecepsic 'M6X, HimeyunHa
v6X, HimeyunHa (Prestige Promotion
Verkaufsfoerderung &
Werbeservice GmbH, Germany)
AiNbHVLA 4719 BTOPUHHOIO
nakyBaHHS1.
36. FIAPOKOPTU3OHY | cycneHsisa gns iH'ekuin, AT "BIONIK" YkpaiHa AT "BIONIK" YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/5626/01/01
ALETAT 25 mr/mnno 2 mn B peecTpauiiHux maTepianis:
amnyni 3i cknia; no 10 3MiHU || TUNY - BHECEHHSA 3MiH 40
amnyn y navuj npouecy BUPOGHMLITBA
nikapcbKoro 3acoby, 3okpema:
3aMiHa KOHAEHcaLiiHOro
cnocoby OTpPMMaHHA CycneHsii
Ha gucnepciiHuii (BpaxoBytouu,
LU0 415 BUPOBHMLTBA
npenapary 3aCTOCOBYETbCSA
MiKpOHi30BaHa CybCTaHLis).
[Lwncnepciiinnii cnoci6 fo3Bonse
3HaYyHO CKOPOTUTU TpMBANICTb
TEXHOOTYHOrO LKy
BMPOGHMLTBA, B JAHOMY CNOCO6i
Hemae HeobXigHOCTI
3pilicHIOBaTY CTagito
nepekpucTanisauii i BigMMBaHHsA
Bifl PO3YMHHVKA
anvetuncynsgokung (AMCO)
37. rNAPOKCUKAPBA kancynu no 500 mr no Mictpan Kenitan AHrnis [Nesa Xonginr A.LL. TypeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/18217/01/01
MIA-BICTA 10 kancyn y 6nictepi; no MeHeKmeHT peecTpavuiinHMx maTepianis:
10 6nicTepiB y Nimitep 3MiHKM | TUNY - NOAaHHA

KapTOHHIlA KopooLi

OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONEChKIl
hapmakonei Ne R1-CEP 2003-
015 - Rev 04 ana A®Il
rigpokcukapbamiay Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OLON S.P.A., y Hacnigok
YTOUHEHHS apecy BNacHWKa, a
came — 3MiHV NOYTOBOrO iHAEKCY
38. rNaPOKCUCEYOB kancysv no 500 mr no Mepnak esenbwadT HimeuunHa Mepak e3enbadt HimeuunHa BHECEHHS 3MiH g0 3a peyenmom UA/6720/01/01
MHA MEOAK 10 kancyn y 6nictepi; no dotop KAiHiwe dorop KNiHiwe peecTpavuiiHux maTepianis:
10 6nicTepiB y kopobui 3 Lneuiansbnpenapar Lnewuiansnpenapat 3MiHK | TURY - 3MiHK 3 AKOCTI.
KapToHY e M6X e M6X, HimeuunHa [oTOBMIA NikapcbKuii 3acio.
(BUPOBHUIK, L0 KOHTpO/1b rOTOBOrO NiKapcbkoro
Bignosigae 3a 3ac06y - OHOB/IEHHS BXe
BTOPUHHE 3aTBEPKEHNX MeTOAIB
nakyBaHHS, KOHTPO/II0 AKOCTi NiKapCbKOro
MapKyBaHHs 3acoby, a came: BUKIaAEeHHS
nepBUHHOT TEKCTY [ep>XXaBHOK MOBOIO
ynakoBKM, 3ri/HO Cy4acHWX BUMOT
KOHTPO/b/BMNPOGYB
aHHs cepii Ta 3a
BMNycCK cepil); XaynT
Papma Amaper
rm6X, HimevunHa,
HimeuyunHa
(BMPOGHUIK, LLIO
BignoBigae 3a
BUPOGHMLTBO
niKkapcbKoro 3acooby,
nepBUHHE, BTOPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHsA cepii)
39. FNHOMAKC cyno3uTopii BariHa/1bHi, 3eHTiBa, K.C. Yecbka Ekcenric lnau CaHai TypeuunHa BHECEHHS 3MiH g0 3a peyenmom UA/15953/01/01
100 mr/150 mr no 7 Pecny6nika | Be TigpkapeT AHOHIM peecTpauiiHux maTepianis:

Cyno3nTopiiB y cTpmnax
B KapTOHHI kopo6Lyi

LWipkeTi

3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AIS/IbHOCTI
BMpO6HMKa/iMnopTepa roToBoro
NikapcbKoro 3acoby, BKIOHaoum
LOinbHULL BUNYCKY cepii abo
MicLe NpoBefEeHHS KOHTPO/HO
AKOCTI. (AiS/IbHICTb, 3a AKY
Bignosigae BUPOGHUK/iMNopTep,
BK/IOUA0UM BUMYCK Cepili) -
3MiHa agpecu BupobHuka N3
Ekcenric lnay CaHai Be
TigpkapeT AHoHim LUipkeTi,
TypeuuunHa, 6e3 3mMiHn Micus
BMPOBHULTBA. 3MiHV BHECEHO B
IHCTPYKL0 A8 MeanyHoro
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCyBaHHS y po34inu
«BunpobHuK» Ta
«Micue3HaxomKeHHs! BUPOGHMKa
Ta agpeca MicLs NPoBaKEHHS
1ioro AisnbHOCTI» 3
BIANOBIAHUMW 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tn Micsuis
nicnsa 3aTBepikeHHs

40.

FMAYTAH

Kpanni oyHi, 0,04 mr/mn
no 2,5 mn y chnakoHi, no
1 donakoHy y nauui

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUMY - 3MiHX 3 SKOCTI.
A®I|. CtabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BMNpoGyBaHb/nepiogy
36epiraHHa abo ymoB
36epiraHHa APl (3a BigcyTHOCTI
y 3aTBEPKEHOMY [OCbE
cepTuduikara BiZNoBILHOCTI
€Bponeiicbkii hapmakonei, Lo
BK/TIOHAE Nepiog, MOBTOPHOrO
BUNPo6yBaHHSA) (nepiop,
NOBTOPHOIO
BMNpobyBaHHA/nepios
36epiraHHs) - 36inbLIeHHs abo
BBE/IEHHS Nepiogy NOBTOPHOTO
BMNpoGyBaHHsA/nepiogy
36epiraHHsA Ha OCHOBI
pe3ynbTaTiB AOCNIDKEHDb Y
peasibHOMYy Yaci - 36iMbLUEHHS
nepiogy NOBTOPHOIO
BMMNPOOYBaHHSA Ha OCHOBI
pe3ynbTaTiB [OC/iMKEHb Y
peasibHOMY Yaci Ana AdI
TpasBonpocTy BUpOGHULTBA
Industriale Chimica s.r.l., ITanis;
3anponoHoBaHo: 5 pokis

3a peyenmom

UA/14725/01/01

41.

FNEBO

TabneTkn, BKPUTI
060n0HkKot0, No 250 wmr,
no 5 rabnetok y
6nictepi; no 1 abo no 2
6nicTepy y KapTOHHIl
ynakoBLi

neHmapk
dapmacboTuKan3
nra.

IHais

neHmapk
dapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK |l TUNY - BBEAEHHSA
[04aTKOBOrO BUPOBHUKA
Shangyu Jingxin Pharmaceutical
Co., Ltd, China ana A®l
JleBohIOKCALMH 3 HAOAHHAM
MavicTep-chaiiny Ha ADL.
3anponoHoBaHo: Zhejiang
Apeloa Kangyu Pharmaceutical

3a peyernmom

UA/8751/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Co., Ltd, China Shangyu Jingxin
Pharmaceutical Co., Ltd, China

42,

FNEBO

TabneTtkn, BKPUTI
o060n10Hkot0, no 500 wmr,
no 5 rabnetok y
6nictepi; no 1 a6o no 2
6nicTepy y KapTOHHIl
ynakoBLi

neHmapk
dapmacboTuKan3
nra.

IHais

"neHmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK |l TUNY - BBEAEHHSA
[04aTKOBOrO BUPOOHUKA
Shangyu Jingxin Pharmaceutical
Co., Ltd, China ana A®l
JNleBodhOKCaUMH 3 HAAAHHAM
Mavictep-chaiiny Ha AdI.
3anponoHoBaHo: Zhejiang
Apeloa Kangyu Pharmaceutical
Co., Ltd, China Shangyu Jingxin
Pharmaceutical Co., Ltd, China

3a peyernmom

UA/8751/02/02

43.

rNILEPUHOBI
CYNO3UTOPII
rnyyK ans
MAJTIOKIB

Cyno3nTopii peKkTasbHI
no0,6rnob5
Cyno3uTopIiB y CTpuni,
no 1 cTpuny y KapTOHHI
Kopoobui

KYM®EP BIOTEX,
YAB

JinToBcbka
Pecny6nika

E.l. 3APBIC eHg
Ko., 1M

Ipeuis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHyX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX faHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BifMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-harina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: LWynbLy
Onbra CepriiBHa

6e3 peyenma

UA/18738/02/01

rNILEPVHOBI
CYNO3WTOPIi ANS
LITEN

CYNno3uTOpIi peKTasibHi
no 1405 wmr; no 6
CYno3uTOpIiB y CTpUNi;

KYMN®EP BIOTEX,
YAB

JInToBCbka
Pecny6nika

AT "AHTi6iOTive"

PymyHis

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHK | TNy - 3MiHW WOA0

6e3 peyenma

UA/12010/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1 a6o no 2 cTpunu y
naJi 3 KapToHy

6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepgakuis: LWynby,
Onbra CepriiBHa

45,

rMILEPVHOBI
CYNO3UTOPIi AN
JlOPOCNNX

CYNno3uTopIi peKTasbHI
no 2100 wr; 6
Cyno3unTopiiB y CTpuni;
no 1 abo no 2 ctpunu B
nadui 3 KapToHy

KYMN®EP BIOTEX,
YAB

JInToBCbka
Pecny6nika

AT "AHTI6iOTiue"

PymyHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemu chapmakoHarnsgy) -

6e3 peyenma

UA/12011/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg.
MponoHoBaHa pegakuis: LWynby,
Onbra CepriiBHa
46. FNIATOH® PO34nH ANA iH'eKuUii, 250 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/13359/01/01
Mr/M; Mo 4 Mn B peecTpauiiHnux maTepianis:
amnyni; no 5 amnyn y 3MiHW | TUNY - BHECEHHS 3MiH B
6nictepi; no 1 a6o 2 MeToaunKy koHTponto /13 3a
6nicTepn y nauuj 3 nokasHukom «CynpoBigHi
KapToHy; No 4 Mn B LoMilwkm» (OPY, 2.2.27, TLX).
amnyni; no 5 a6o 10 KpuTepii npuitHATHOCTI He
amnyn y nauuj 3 KapToHy 3MiHuAnca
47. FNMHOKO3A pO34nH ans iHgysili, 100 TOB "HOpia-®apm” Ykpaina TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/6411/01/02
mr/mn no 200 mn 'y peecTpauiiHnx matepianis:
NAALWKAX CKNAHNX 3MiHY | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acib.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapCbKOro 3acoby
(BWNYyYEHHS yNaKoBKW NEBHOTO
po3mipy)
BU/TyYEHHS ynakoBok no 400 mn
y NAsLWKax ckNsHUxX Ta no 200
M1 abo no 400 mny
KOHTeliHepax noniMepHux, 3
BiAMNOBIAHMMU 3MiHaMU B PO34ini
«YnakoBka» MKSA /13. TepMmiH
BBEJEHHS 3MiH - NPOTArom 6-Tn
MicsLiB MicNsa 3aTBEPAXEHHSA
48. FTOAACAN® Tabnetku no 100 mr; no Op. NMdonerep HimeuyunHa Op. Mcbnerep HimeuunHa BHECEHHS 3MiH 0 be3 peyenma UA/7763/01/01
10 TabneTok y 6nicTepi; ApuHaiimiTTens ApuHalimiTTens peecTpavuinHMX MaTepianis: — mabsiemku
no 2 a6o 5, a6o 10 v6X M6X 3MiHM | TUMy - 3MiHW BHECEHO 10 Ne 20; 3a
6nicTepiB y KAPTOHHIl IHCTPYKUiT 418 MeguyHoro peyenmom —
Kopobu,i 3acTOCyBaHHS NiKapCbKoro mab6siemku Ne
3acoby y po3ain "B3aemogisi 3 50, Ne 100

HLLIMMK NikapcbKMK 3acobamu
Ta iHWi BUAW B3aemogin”
BifNOBIAHO 0 OHOB/IEHOT

iHcpopmauii 3 6e3neku gitoyoi
PeyoBWHM; 3MiHN | TUNY -
OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKU NiKapcbKoro 3acoby 3
BHECEHHSAM iHthopmMal,ii Wwoao
3a3HaYeHHs ONHULb
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMMIiptOBaHHs y cuctemi Sl
49. FPAHY®IHK® Kancynu teepai no 10 TOB «[MEPPITO Ykpaina Owmera dapma HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/16190/01/01
NPOCTA kancyn y énictepi; no 3 YKPAIHA» MeHbtodhekyepiHr peecTpaujiiHux maTepianis:
abo 15 6nictepiB y v6X i Ko. KI 3MiHY | TUny - AOMiHICTpaTUBHI
KapTOHHIA ynakoBL,j; no 3MiHW. 3MiHa HaliMeHyBaHHS
20 kancyn y 6nictepi; no Ta/abo agpecu micus
3 a6o 6, abo 10 NPOBaKEHHS AiSNbHOCTI
6nicTepiB y KAPTOHHIl BMpO6HUKa/iMnopTepa rotoBoro
ynakoBLi NiKapcbKoro 3acoby, BkIOHaun
AiNbHULI BUNYyCKy cepii abo
MicLie NpoBeAEeHHSI KOHTPO/0
AKOCTI. (AIANbHICTb, 3a AKY
BiANOBigae BMPOGHMK/iMNopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa agpecun BupobHuka M3
Owmera ®apma MeHblodekyepiHr
'M6X i Ko. KI', HimeuunHa, 6e3
3MiHM MicLs BUpO6HULITBA
50. FPAHY®IHK® YPO Kancynu teepai no 10 TOB «[MEPPITO Ykpaina Owmera dapma HimeyunHa BHECEHHS 3MiH [0 6e3 peyenma UA/16225/01/01
Kancyn y 6nictepi; no 5 YKPAIHA» MeHblodhekuepiHr peecTpauiiiHix maTepianis:
6nicTepiB y KAPTOHHIN 6X i Ko. KI 3MiHY | TRy - AOMiHICTpaTWBHI
ynakosLi; no 20 kancyn 3MiHW. 3MiHa HaliMeHyBaHHs
y 6nicTepi; no 5 abo 8 Ta/abo agpecu micusa
6nicTepiB y KAPTOHHIN NPOBaKEHHS AiANbHOCTI
ynaxoBLiji BMPOGHMKa/imnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYaum
AiNbHULI BUNYycKy cepii abo
MicLie NpoBeAeHHs1 KOHTPO/0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiAnoBigae BMpPOGHMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepild) -
3MiHa agpecu BUpo6HuKa M3
Owmera ®apma MeHblodekyepiHr
'mM6X i Ko. KT, HimeuunHa, 6e3
3MiHM MicL BUPOGHMLITBA
51. FPU3EO®Y/IbBIH Tabnetku no 125 mr, no My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/1280/01/01
20 TabneTok y 6nictepi; akuioHepHe akuioHepHe peecTpauiiHux maTepianis:
no 2 6nictepu y nauui 3 TOBapUCTBO TOBapuUcTBO 3MiHY | TUNy - NokasHuK "Onuc",
KapTOHY "HaykoBo- "HaykoBo- "BTpata Macu npy BUCYLLYBaHHI"

BMPOGHNYMNIA LEHTP
"BopLuariBCbKuii
XiMiKO-
hapmaueBTUYHNIA
3asof”

BMPOGHUYNIA LEHTP
"BopLyariBCbKuii
XiMiKO-
thapmaLeBTUYHNI
3asofa”

"KinibkicHe BU3Ha4yeHHs"
(3aTBEPMAXEHO: rPU3E0DyNbBIHY
He meHwe 97,0% i He GinbLue
102,0% B nepepaxyHKy Ha Cyxy
pPEeYOoBUHY, 3aMpONOHOBAHO:
rpr3eodyNbBiHY He MeHLIe
94,0% i He 6inbe 102,0% B
nepepaxyHky Ha Cyxy peqoBUHY,
3MiHEHO Yy 3B'A3KY 3
npvBeAeHHsM Y BiANOBIAHICTb
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ao Bumor EP; 3MmiHn | Tuny -
BU/yYeHHs 3i cneuudikauii AdI
nokasHukie "laeHTudikais (B)

(konbopoBa peakuis)",
"PeyoBUHU, PO3YNHHI Y
netponeiiHomy eqipi*,

"AHOMasIbHa TOKCUYHICTL" Yy

3B'A3KY 3 NPUBEAEHHSAM Y
BiANOBIAHICTL 40 BUMOT EP;
3MiHM | TUMY - 3MiHK Y
crneundikauii A®I
(rpu3eodpynbBiH) Ans T.
CynpoBiHi AOMILLKN Y 3B'A3KY 3
npusefeHHsaM Ao sumor EP,

(3anponoHoBaHo: cynpoBigHi
LOMILLK/: AOoMilLKa A He GinbLue
< 2,0 %; powmiwka B He 6inbLie
< 3,0 %; powmiwka C He 6inblie

< 0,75 %; 6yap-aka
HecrneungikoBaHa AOMilLKa He
6inblwe < 0,15 % AnA KOXHOT

Aomiwwky; Cyma fOMILIOK He
6inbwe < 5,0 %); 3miHK | TUNY -

3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby.
3MiHa napameTpiB cnewmdikauiii
Ta/abo JoMyCTUMUX MeX
roTOBOrO /liKapCbKoro 3acoby;
CYNyTHS 3MiHa - 3MiHM 3 SIKOCTi.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa Y 3aTBEpPAKEHUX METOAAX
BMNPOOYBaHHS) - 3MiHN Y
cneuudikauii Ta meTogax
BMNpo6yBaHHA 0 T. CynpoBsigHi
[OMLUKM, npodpini OoMILLOoK
y3romKeHi 3 npocpinsamu
[OMILLOK y cybcTaHLjii Ta
npuBeeHi 0 BUMOT MOHorpadii
EP

52.

FPUHTEPON®

Kancynu Teepai no 250
mr no 10 kancyn y
6nictepi; no 5 a6o 10
6nicTepiB y nayui 3

AT "I'piHgekc"

Narsis

AT "I'piHaekc"

Nartsia

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUMY - BUNYYEHHS
BMPO6GHMKA YPCOAE30KCMX0NEBOI

3a peyenmom

UA/15941/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHY

kncnotn JS Company
«Grindeks», Latvia y 3B'A3Ky i3
BigknvkaHHam CEP RO-CEP
2015-310-Rev 01 3a 6axaHHAM
BnacHuka CEP; 3miHu | Tuny -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2004-108-Rev 06 ans
Ad| ypcoae3oKcMxonesoi
KNCNOTK Bif BXe 3aTBePAKEeHOro
BMpo6Huka Dipharma Francis
S.r.L., y Hacnigok BUaaieHHs i3
cneuugikauii Ta MeToiB
aHai3y nokasHuka «Baxki
MeTann»; 3a3Ha4YeHHs
BiJCYTHOCTI 3aHECEHHSA
efleMeHTapHNX AOMILLIOK 3rifHO
knacudikauii ICH Q3D; 3miHM y
MeToAWLi BU3HaYeHHS 3a
nokasHUKom «BTpaTa B Maci npu
BUCYLLYBaHHI»; BK/IOYEHO
iHbopMmauii Wwoao ynakoBku Ta
CTabiNbHOCTI; 3MiHN | TUNy -
nofaHHA OHOBIEHOTO
cepTudikara BiANoOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne
RO-CEP 2015-310-Rev 01 gnisa
A®I ypcoae3okcmxonesol
KMCNOTU Bif, BXXE 3aTBEpPAKEHOro
BMpOGHUMKa JS Company
«Grindeks», Latvia, y Hacnigok
HafaHHS 3BiTYy 3 OLiHKN PU3NKIB
LLOA0 BMICTY €/IeMEHTHUX
[OMILLOK BiANOBIAHO A0 BUMOT
HacTaHosM ICH Q3D;
BUAa/IEHHS BUNPOOyBaHb Ha
Temneparypy nnaBfeHHsA Ta
BaXKi MeTanu; 36iNbLUeHHSA
nepiofy NOBTOPHOTO TECTYBaHHSA
€ 2 0o 4 pokis; 3MiHu | TUMNY -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkil hapmakonei Ne
RO-CEP 2012-057-Rev 03 Ta
R1-CEP 2012-057-Rev 00 gnisa
A®I ypcoae3okcmxonesol
KMCNOTU Bif, BXXE 3aTBEpPAKEHOro

BMpobHMKa JS Company
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«Grindeks», Latvia, y Hacnigok
BBEEHHS BUPOOHUYOT AiNbHALL
npomikHoro npoaykty ARCH
PHARMALABS LIMITED;
HaJaHHA 3BITY 3 OLiHKV/ PU3MKIB
LLOA0 BMICTY €/1EMEHTHUX
[OOMILLIOK BignoBiAHO 40 BUMOT
HactaHosM ICH Q3D;
BUAaNIEHHS1 BUNPOOYBaHb Ha
Temneparypy nnasfeHHA Ta
BaxXki MmeTanu. CepTudikar
BiZNOBIAHOCTI €Bponelicbkilt
hapmakonei Ne RO-CEP 2012-
057-Rev 03 He
BMKOPWCTOBYBAaBCS Npu
BMpo6bHULTBI A®I Ta nogaHnii Ha
3aTBEPMKEHHA NuLe ans
BHeceHHs B Moaysnb 3

53.

LOEHILE®

MOPOLLOK A1 PO3UUHY
ansid'ekuiino 1r, 1
h/1aKOH 3 NOPOLLUKOM B
KOpOO6Lii 3 KapTOHY

BITA CAH NTA,

Benukobput
aHis

AHaHTa Megikeap

Nimites, IHAis; Ceicc

MNepeHTepanc N14,.,
IHais

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby y po3gain "Mo6iyHi
peakuii" BiANoBigHO A0
OHOBNEHOT iHthopMaLi 3
6e3nekun Ajtoyoi pevoBUHN.
BBegeHHs 3MiH npoTsarom 3-x
MicAILiB Micns 3aTBEpPIKEHHS

3a peyernmom

UA/15264/01/01

54.

JLECMA30N

niodhinisat gnsa po3unHy
ONs iH'ekui no 40 mr; 1
(h/1aKOH 3 MOPOLLKOM Y
nadui 3 KapToHy

M.BioTek flimiTeq

Benuvka
BpuTtaHis

Hanpog Naiicp
CaeHcec INBT. /174,

IHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUMY - OHOB/IEHHA TEKCTY
MapKyBaHHS NikapcbKoro 3acoby
yMakoBKW Yy 3B'A3KY 3
peTanizauieto nyHkTiB: "[ata
3aKiHYEHHS TepMiHy
npugartHocTi®, "Homep PI1",
"Homep cepii nikapcbkoro
3acoby"”, B nyHkT¥ "IHLLE"
O0JaHHA TEXHIYHOT iHdhopMaui
Ta KOMNaHii, sika 34jicHI0E
MapKeTuHr B YKpaiHi

3a peyernmom

UA/12116/01/01

55.

ANTOKCUH

Tabnetku no 0,1 mr no
50 TabneTok y 6aHkax;
no 50 TabneTtok y

ToBapucTBO 3
obmexeHolo
Bi4NOBiAA/IbHICTIO

YKpaiHa

BCi cTagii
BMPOGHULITBA,
KOHTPO/1b SIKOCTI,

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHa 3asBHMKA (B/1IaCHMKA

3a peyenmom

UA/5751/01/01

55




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTeliHepax; no 50 "®apmavueBTUYHa BWMNYCK Cepil: peecTpauiiHoro NoCBigYEHHS)
Tabnetok y 6aHui abo KoMnaHis "3gopos'a” ToBapucTBo 3 (3rigHo Hakasy MO3 Big,
KOHTeliHepi, no 1 6aHuj 06MexeHo 23.07.2015 Ne 460) BeepgeHHs
abo KoHTeliHepy B maui BiANOBIAA/IbHICTIO 3MiH NpPOTArom 6-Tu MicsLiB
3 KapToHy; no 25 "[locnigHwii 3aBog, nicnsa 3aTBepmXeHHs; 3MiHu |
TabneTtok y 6nictepax; "THLICY, TMny - 3MiHKU Woao
no 25 tabnetok y YkpaiHa; 6e3nekn/edeKTMBHOCTI Ta
6nictepi, no 2 6nictepu BCi cTagii thapmakoHarnagy. BeegeHHs
y nadui 3 kapToHy; no 10 BMPOGHULTBA, ab60 3MiHU [0 y3arasibHeHNX
Tabnetok y 6nictepi, no KOHTPO/b SKOCTI, [OaHyX Npo cuctemy
5 6nicTepis y nauui 3 BUNYCK cepil: thapmakoHarnagy (BBefeHHs
KapToHy ToBapucTBo 3 y3araslbHeHUX AaHux npo
06MeXeHo cuctemy hapmakoHariagy,
BiANOBIAA/ILHICTIO 3MiHa YNOBHOBaXeHOI 0cobu,
"®APMEKC IPyr" BiiNOBIAabHOT 3a 34iICHEHHS
YKpaiHa,; thapmakoHarnsgy; KOHTakTHOl
BCi cTagii ocobu 3 hapmakoHarnsgy
BMPOGHULITBA, 3asBHUKA 419 34iACHEHHS
KOHTPO/b SKOCTI, thapmakoHarnagy B YkpaiHi,
BUNYCK cepil: AKLLO BOHA BiAMIHHA Bif
ToBapucTso 3 yNOBHOBaXeHOI 0cobu,
06MEXeHOo BignoBiAa/IbHOI 3a 34jACHEHHS
BiANOBIAA/TLHICTIO hapmMakoHarnagy (Bkirovaroum
"®apmMaueBTnYHa KOHTaKTHi fiaHi) Ta/abo 3MiHN y
KOMMaHis po3MilLieHHi macTep-chaiina
"3popos'a”, cuctemu chapmakoHarnagy) -
YkpaiHa 3MiHa yNnoBHOBaXKeHOT 0cobun
3as1BHVKa, BiANOBiAA/IbHOT 32
thapmakoHarnag. ditova
pepakuis: MnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepaxuis: LLieBueHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANOBIAA/IbHOT 38
3AiicHeHHs hapmakoHarnaay
56. ANTOKCUH Tabnetku no 0,1 mrin ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 0 - UA/12140/01/01

bulk: no 10000 Ta6neTtok
y KOHTelHepax

obmexeHoo
BiANOBIAA/LHICTIO
"GapmaueBTnyHa

KoMnaHis "3popos'a”

06MeXeHo
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
"rTHUIC"

peecTpavuiiH1ux maTepianis:
3MiHa 3asBHMKa (BacHMKa
peecTpauiiHoOro NoCBigYEHHS)
(3rigHO Haka3sy MO3 Big,
23.07.2015 Ne 460) BeegeHHs
3MiH NpOTArom 6-Tu MicsuiB
nicnsa 3aTBepAXeHHS; 3MiHu |
TMny - 3MiHK Woa0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[AaHUX Npo cuctemy

56




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkao4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YyNnoBHOBaXKEHOT 0Cco6M
3a8BHVKa, BignoBiganNbHOT 3a
thapmakoHarnag,. ditoua
pepakuis: NnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: Lesuenko Onena
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0co6u
3as1BHVIKa, BiANOBiAa/IbHOT 32
3[jiCHEHHs1 hapMakoHarnsay

57.

ANTOKCUH

MoOpoLLOK abo KpucTann
(cybcTaHuis) y nakeTax
noaBiliHMX
nonieTuneHoBux ans
chapmayeBTUYHOTO
3aCTOCYBaHHsI

ToBapucTBo 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"dbapmaLeBTnyHA
KomMaHis "3gopos'a”

Ykpaina

HOBINYC EHT

Monbwa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKM | TUNY - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[L0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPIKEHOr0 BUPOOHUKA -
nofaHHA OHOB1IEHOTO

UA/17736/01/01

57




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepTucpikaTa BiANOBIQHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2010-042-Rev 04
(3atBepaxeHo: R1-CEP 2010-
042-Rev 02) gns Adl. Ak
Hacnigok peaakuiliie yTOUHEHHS
agpecy BMpo6HuuTea AdI
(ctano: MetasioBa 6A lNonbLya-
99-300 KyTHo, Monba/
Metalowa 6A Poland-99-300
Kutno, Poland) Ta yTOUHeHHs
po3giny «Ynakoska» y MKA, a
cawve: 0fjaHO AOAATKOBY
BTOPWHHY YNakoBKy (CTano:
BTopvHHa — KapTOHHWI 6apabaH
abo nonieTnneHoBswi
KOHTelHep)

58.

ANTOKCUH

MOpOLLOK abo KpucTaun
(cybeTaHuis) y
noaBiliHMX
nonieTnIeHoBmX
naketax gns
chapmaLeBTUYHOTO
3acTocyBaHHS

ToBapucTBO 3
06MEXEHOI0
BiANOBiAA/ILHICTIO
"dbapmaLeBTnyHA
KomMaHis "3gopos'a”

Ykpaina

[EKKAH
HYTPACBIOTIKAN3
MBT NTA (MAT O®

AJIKANIOIA3
KOPMAPEWLLH)

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHKW | TUNY - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa BuxigHoro
Marepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ans
[L0MOMDKHOT peyoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakone) -
OHOBNEHWi cepTuddikaT Big yxe
3aTBEPIKEHOr0 BUPOOHUKA -
nofaHHA OHOBIEHOTO
cepTuduikara BiZNoBILHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2010-298-Rev 01
(3aTBepaxeHo: RO-CEP 2010-
298-Rev 01) ans AdI. Ak
HacnifoK, yTOYHEeHHS Ajtoyoi
METOAVKN BU3HAYEHHS
nokasHuka “3asImLLKOBI KifIbKOCTI
OpraHiYHMX PO3YMHHMKIB";

UA/14618/01/01

58




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[00aBaHHA a/lbTepHaTUBHOI
METOANKN BU3HAYEHHSA
nokasHuka “3asIMLLKOBI KifIbKOCTI
OpraHiYHUX PO34YNHHUKIB";
BBEJEHHS NokasHuka “Po3Mip
YacTVHOK"; yTOYHEHHS nepiogy
NMPOBEEHHSA NEePEeKOHTPOIIO
cybcTaHuii (ctano: Ans
MiKPOHi30BaHOI cy6cTaHLi 2
poku; [ns HeMIKpOHi30BaHOT
cybcTaHuii 3 poku)

59.

APOCNIPEM® 20

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 0,02 mr/3 mr; no 28
Tabnetok y 6nictepi (24
aKTMBHI TabneTkn
POXEBOro Konbopy + 4
TabneTtkun nnauebo
6in10ro kosbopy); Mo 1,
abo no 3, abo no 6
6nicTepiB B KAPTOHHIN
ynakoBLi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e Mmo6X
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKkoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOl ynaxkoBku
(nigTBEPAXYETLCA AaHUMU
peanibHOro yacy) - 4151 TOpro.oi
ynakoBKU (NigTBEPAKYETbCA
[JaHVMK peanbHOro yacy) -
36iNbLUEHHS TEPMIHY
NpWAATHOCTI FOTOBOrO
nikapcbKoro 3acoby.
3arBepaKeHo: 3 Poku.
3anponoHoBaHo: 4 pokn. 3MiHU
BHECEHI B iHCTPYKLiito AN
MeANYHOr0o 3acTOCYBaHHS
NiKapcbKoro 3acoby y po3ain
"TepMmiH npugaTtHocTi”.
BBegeHHS 3MiH NpoTArom 6-tm
MiCsILiB Micns 3aTBepPIKEHHS

3a peyernmom

UA/15867/01/01

60.

LPOCHI®EM® 30

TabneTkn, BKPUTI
N1iBKOBOK 060/I0HKOMO,
no 0,03 mr/3 mr; no 21
Tabnetyi y 6nictepi; no
1, abo no 3, abo no 6
6nicTepiB y KAPTOHHiIl
ynakoBLi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e Mm6X
ApuHaiimiTTens

HimeyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHU 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbKoro 3acoby
(36iNbLUEHHS TEPMIHY
npuaaTHOCTi FOTOBOrO
niKkapcbKoro 3acoby) - Ans

3a peyernmom

UA/15868/01/01

59




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TOProBOl yrnaxkoBku
(niaTBEPOXYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHS
TEepMiHy NpWAATHOCTI FOTOBOTO
nikapcbkoro 3acoby
3arBepaKeHo: 3 poku
3anponoHoBaHo: 4 poku. 3MiHn
BHECEHI B IHCTPYKL,it0 ANns
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain
"TepmiH npugartHocTi'(BBeaeHHs
3MiH NPOTArom 6-Tn Micsuis
nicns 3aTBEPAKEHHS)

61.

EBKABA/I®
BANNIb3AM

emysnbceis, 3 /10 r B8 100
r, no 25 mn, aéo no 40
mn, abo no 100 mn B
Ty6i, no 1 Ty6i B
KapTOHHI Kopoobui

Ecnapma Mm6X

HimeyunHa

Ecnapma 'm6X,
HimeuuunHa (Bmnyck
cepii); NixTeHxenbaT
M6X
PapmaueBTUYHaA
thabpuka,
HimeuyunHa
(BPO6GHMLTBO
Hepo3dacoBaHOro
NpPOAYKTY, NepBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwu,
BignoBiganbHOI 3a
hapmakoHarnsag

6e3 peyenma

UA/5753/01/01

62.

EBKABAN®
KPANMI

Kpanni, 1 mr/mn no 10
MYy chnakoHi; no 1
pN1aKoHY B KAPTOHHIl

Ecnapma M'm6X

HimevunHa

dPapma BepHirepoge
M6X

HimeuunHa

BHECEHHSA 3MiH [0
peecTpavuiiHux matepianis:
3MiHK | TNy - 3MiHW WOA0

bes peyenma

UA/13241/01/01

60




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBLi

6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAabHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

63.

EBKABAN®
KPAMN/I ANSA
JITEN

kpanni, 0,5 mr/mn no 10
My chnakoHi; no 1
(h/1aKOHY B KapTOHHIii
ynakoBLi

Ecnapma Mrm6X

HimeyunHa

dapma BepHirepoge
M6X

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnisgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapMakoHarnsay (Bkaryaum

be3 peyenma

UA/13241/01/02

61




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg

64.

EBKABAN®
cupon

cupon, 3r/15rB 100,
no 100 mn y dpnakoHi i3
ckna; no 1 donakoHy B
KapTOHHIA KopoobLi

Ecnapma M'm6X

HimeuunHa

dapma BepHirepoge
M6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnag

6e3 peyenma

UA/5754/01/01

65.

EBKABA/I®
CNPEN

PO34MH Ha3asibHWiA, 1
mr/mn no 10 mny
donakoHi; no 1 dpnakoHy
3 403aTOpPOM B
KapPTOHHIi ynakoBUi

Ecnapma M'm6X

HimeyunHa

dapma BepHirepoge
M6X

HimeyunHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs

be3 peyenma

UA/13241/02/01

62




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ab0 3MiHU [0 y3araslbHEHNX
AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobwu,
BignoBiganbHOI 3a
hapmakoHarnsag

66.

EBKABA/I®200
CALUE

MOPOLLIOK A8t
OpasIbHOr0 PO3YMHY MO
200 mr, no 3 ry cawe;
no 20 a6o no 50 cawe B
KapTOHHIiA ynakoBL,i

Ecnapma M'm6X

HimeuunHa

Nivpodhapm M6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MileHHI MacTep-dhaiina

bes peyenma

UA/16272/01/01

63




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3mina
KOHTaKTHUX JaHnx
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg

67.

EBKABA/I®600
CALWUE

NMOPOLLIOK AN1si
OPa/IbHOIO PO34YMHY NO
600 mr; no 31 B cawe;
no 10, a6o no 20, abo
no 50 calue B KapTOHHiIl
ynakoBLi

Ecnapma Mm6X

HimeyunHa

Ningodapm M6X

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapMakoHarnsg

6e3 peyenma

UA/16272/01/02

68.

EAAPBIKNOP®

TabneTku, BKpUTI
N/1iBKOBOK 0BOJIOHKOIO,
40 mr/25 mr; no 14
Tabnetok y 6nictepi; no
1 a6o no 2 6nictepu y
KapTOHHI KopoobLi

AciHo ®apma Al

LLiBefiuapis

Takega IpnaHgis
Nta, Ipnangis
(BMpPOGHMLTBO 3a
NOBHUM LK/TOM)

IpnaHgis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHnX Npo cuctemy

3a peyernmom

UA/15205/01/01

64




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNMOBHOBaXeEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B Ykpaii,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnsgy (Bkao4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3a8BHVKa, BignoBiganNbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa
MiCLIe3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta oro
HoMepa. 3MiHa Micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 dpapmakoHarisgy

UA/16029/01/01

69.

E3OHEKCA®

niodpinizat ANns po3vnHy
ONA iH eKUiin Ta iHdysii
no 40 wmr in bulk: no 564
donakoHn y Kopobui

AT "®dapmak”

YKpaiHa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM Il TURy - 3MiHKX 3 SKOCTI.
A®I. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA
BVIXiZLHOr0/MPOMiXKHOr0
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKHOYaou,
e HeobXxigHo, micue
NpOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOrO BMPOGHMKA

A®| 3 HagaHHsAM MacTep-chainna
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Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

70.

E3OHEKCA®

niodpinizat ANs po3vnHy

AT "®dapmak”

Ha A®l) - BBEAEHHSA
albTepPHaTUBHOIO BUPOBHMKA
A®| E3omenpason Hatpito,
Nosch Labs Pvt. Ltd., India,
3anponoHoBaHo: Union Quimico
Farmaceutica S.A., IcnaHis;
Nosch Labs Pvt. Ltd., India

71.

EKBATOP

ONA iH eKUiin Ta iHdysii
no 40 mrno 10 mny
dhnakoHi; no 1, 5 a6o 10
h1aKkoHIB y maui

Ta6netkun, 10 mr/5 mr, no

YKpaiHa

AT "dapmak” ,
YkpaiHa
(BMPOGHMLTBO 3
nakyBaHHs in bulk
ipMun-BMPOGHMKA
Na6opaTopioc
HopmoH C.A.,
Icnanis)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM Il TURy - 3MiHKX 3 SKOCTI.
A®I. BUpo6bHMLTBO. 3MiHa
BMPOGHMKA
BVIXiZLHOr0/MPOMiXKHOr0
NpoAayKTy/peareHTy, Lo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npoLieci Adl, abo
3MiHa BUPOGHMKa (BKHOYaOU,
e HeobXxigHo, micue
NpPOBeLEHHS KOHTPOSIO SIKOCTI)
A®I (3a BigCyTHOCTI
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOrO BMPOGHMKA
A®| 3 HagaHHAM MacTep-haiina
Ha A®I) - BBeAEHHSA
albTEPHATMBHOIO BUPOBHMKA
A®| E3omenpason HaTpito,
Nosch Labs Pvt. Ltd., India,
3anponoHosaHo: Union Quimico
Farmaceutica S.A., IcnaHis;
Nosch Labs Pvt. Ltd., India

3a peyenmom

UA/16030/01/01

10 TabneTok y 6nicTepi;
no 1, aéo no 3, abo no 6
6nicTepiB y nauui

BAT "T'efieoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YroplmHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUNY — BBEAEHHSA
anbTepHaTUBHOIO BMPOGHMKA
A®I nisuHonpuny gurigpary
Richter Themis Medicare (1.)
PVT. Ltd. 3 cepTudhikatom
BiANOBIAHOCTI EBpONeiiChKil
dapmakonei RO-CEP 2018-223-
Rev 00; 3miHu | Tuny -
[LOMNOBHEHHSA cneumdikavii Ha
LioYy peyoBuHY i3UHONPU
OvrigpaT noKasHUKOM
«3a/TMLLKOBI PO3UMHHUKM» Ta
BiANOBIAHUM METOA0M

3a peyernmom

BMNPOOGYBaHHS; 3MiHW | TMNY —

UA/3211/01/01

66




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OMNOBHEHHSA creumndikavii Ha
nisvHonpun aurigpat
nokasHukom "Pd (Palladium)" Ta
BiANOBIAHMM METOA0M
BUNPOOYBaHHS;
3MiHV | TUNY — HE3HAYHI 3MiHN Y
mMeTogi BunpobysaHHs Ad| 3a
NOKa3HNKOM «CyNyTHi LOMILLKWN>»
(oomiwka G); 3miHun | Trny —
3MiHM Y cneumdikauii Ha gitouy
peyoBUHY Ni3vHONPWUA aurigpar
3a NOKa3HUMKOM «CynyTHI
OOMiLKn» (goMiwka G) y 3B'A3Ky
i3 3miHamu y cneuudikauii €sp.
®apm. Ta y BiANOBIAHOCTI J0
CEP Bupo6Huka Richter Themis
Medicare (I.) PVT. Ltd

72.

EKBATOP

Ta6netkn, 20 mr/10 mr
no 10 Tabnetok y
6nictepi; no 1, abo 3,
abo 6 6nicTepiB y navui

BAT "TepeoH
PixTep"

YroplmHa

BAT "T'efieoH
PixTep"

YropumHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY — BBEAEHHSA
anbTepHaTUBHOIO BMPOGHMKA
A®I| nisuHonpwny aurigpaty
Richter Themis Medicare (1.)
PVT. Ltd. 3 cepTudhikatom
BiANOBIAHOCTI EBpONeiChKil
dapmakonei RO-CEP 2018-223-
Rev 00; 3miHu | Tuny -
[OMNOBHEHHSA creumdikavii Ha
[io4y peyoBUHY i3UHONPU
ourigpat nokasHUKOM
«3a/INLLKOBI PO3YMHHUKN» Ta
BiANOBIAHUM METOA0M
BMNPOOGYBaHHS; 3MiHu | TUny —
[OMNOBHEHHSA creumdikavii Ha
nisvHonpun aurigpat
nokasHukom "Pd (Palladium)" ta
BiANOBIAHMM METOA0M
BMNPOBYBaHHS; 3MiHW | TUNY —
He3HauHi 3MiHV y meTogi
BMNpo6yBaHHA AdI 3a
NOKa3HNKOM «CyNyTHi LLOMILLKWN>»
(oomiwka G); 3miHu | Trny —
3MiHM Y cneuymdikauii Ha gitouy
peyoBUHY Ni3vHONPWA aurigpat
3a NOKa3HMKOM «CynyTHi
OOMiLKu» (goMiwka G) y 3B'A3Ky
i3 3miHamu y cneuudikauii €sp.
$apwm. Ta y BigNoOBIiAHOCTI f0

3a peyernmom

UA/3211/01/02

67




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CEP Bupo6Huka Richter Themis
Medicare (I.) PVT. Ltd
73. EPFrO®EPOH Tabnetku no 20 TOB "Martepia Ykpaina 3AT CaHTOHika JNintBa BHECEHHS 3MiH 0 6e3 peyenma UA/12931/01/01
Tabnetok y 6nictepi; no Megyka-YkpaiHa"
1, 2 a6o 5 6nicTepiB y

KapTOHHI Kopobui

peecTpauiiHux maTepianis:
3MiHW | TUNY - OHOBNEHHA Y
nigposgini 3.2.S.4 KoHtpornb
L0401 pevOBMHU: 3a3HAYEHHS
KOHTpONo AP| «AHTUTINA 40
ramma iHTepdepoHy N0AUHN
ahiHHO OuUMLLIEH: CyMiLLl
romeonaTn4yHux po3segeHs C12,
C30 Ta C50; aHTuTINa Ao
ricTamiHy agpiHHO OYWLLEHi:
CyMiLLl TOMEONaTNYHNX
po3eefeHb C12, C30 Ta C50;
aHTuTiNa go CD4 adhiHHO
OYNLLEHI: CyMill roMeonaTUyHmX
po3sefieHb C12, C30 ta C50»;
3MiHW | TUNY - BBEAEHHSA
[0AaTKOBOrO MeToay
BMNPOGYBaHHA /19 AOMNOMKHOI
PEeyYOoBMHM NaKTO3M MOHOTIApaT
(Identification test Raman
spectrometry Ph. Eur. 2.2.48);
3MiHuM Il Tuny - 3MiHa
[0NyCTUMUX MEX A5 NOKa3HUKa
«YucroTa», BU3HAYEHOrO Y
cneuudikauii Ha BUXigHWIA
NPOAYKT «AHTUTING [0 raMma
iHTepdhepoHy noanHu adiHHO
OUMLLEHI», WO
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API, 06ymOBEeHa
BHECEHHSIM YTOYHEHHS LLOA0
MOX/IMBOCTi MOSIBY CMYTU 3
BiZJOMOIO KOHTPO/IbOBAHO
[OMILLKOIO - KPONSAUNM
anbOyMiHOM; 3MiHW Il TUny -
3anponoHOBaHO YTOYHEHHS
[OMYCTUMUX MEX 3a NOKa3HWKOM
«MonekynspHo-MacoBuii
po3nogin», BU3HAYEHOr0 Y
cneuudikauii Ha BUXigHWIA
NPOAYKT «AHTUTING [0 raMma
iHTepdhepoHy noauHu adiHHO
OUMLLEHI», WO
BMKOPWUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI; peaakuiiHy

NpaBky B Ha3Bi napameTpy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«MonekynsapHO-MacoBuii
po3nofiny»; BHOCATLCA HE3HAYHI
peaakuiiiHi npaBKm LLOA0 NEBHUX

nokasHuKiB cneumdikauii
BUXiHOro NPOAYKTY «AHTUTINA
[0 ramma iHTepd)epoHy NI0ANHN

ahiHHO OUMLLIEHI», 5K He

TATHYTb 3a COB0I0 3MiH,
3aaB/1EHI 3 METOI NPUBEAEHHS

Yy BigMoBIgHICTb pefakuii

marepianiB peecTpadiiHoro

[0CbE 3 OKYMEHTaLie
BMPO6GHMKA BUXIAHOrO NPOAYKTY;

3MiHu Il Tuny - 3miHa
[ONYyCTUMUX MEX A1 NOKa3HUKa
«YuctoTta», BU3HAUYEHOrO Y
cneumdikauii Ha BUXigHWIA
NPOAYKT «AHTUTINA A0 ricTaMiHy
athiHHO ouKLLeHI», WO
BMKOPWCTOBYETLCA Y NPOLIECI
BMpo6HULTBa API, 06ymOBeHa
BHECEHHSIM YTOYHEHHS LLOA0
MOX/IMBOCTi MOSIBY CMYTU 3
BiZJOMOIO KOHTPO/IbOBAHOIO
[OMILLKOIO - KPONSAUYUM
anb6ymiHOM; 3MiHuM Il Tuny -
3anponoHOBaHO YTOYHEHHS
[OMYCTUMUX MEX 3a NOKa3HNKOM

«MonekynapHo-MacoBuii

po3nogin», BU3HAYEHOTO Y

cneumdikauii Ha BUXigHWIA
NPOAYKT «AHTUTINA A0 ricTamiHy

athiHHO oumLLeHI», Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA ADI; pefakLiiiHy
npasKy B Ha3Bi NapameTpy

«MonekynsapHO-MacoBuii
po3nofiny»; BHOCATLCSA HE3HAYHI
peaakuiiiHi npaBKm LLOA0 NEBHUX

nokasHuKiB cneuudikauii

BUXiHOIo NPOAYKTY «AHTUTINA
[0 rictamiHy adiHHO OUYMLLEHI»,
AKi He TATHYTb 3a CO6O0H0 3MiH,
3asB/IeHi 3 METO NPUBEAEHHS

Yy BifnoBigHICTb pegakuii

marepianis peecTpauiiHoro

[0CbE 3 JOKYMEHTaLj€0
BMPOGHUKA BUXIAHOrO NPOAYKTY;

3MiHu |l Tuny - 3MiHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[OMYyCTUMUX MEX A1 NOKa3HUKa
«YuctoTta» Ta «lgeHTudikauis»,
BM3HAYEHOrO0 Yy cneumdikalii Ha
BVIXiZHWI MPOAYKT «AHTUTINA A0

CD4 ahiHHO ouuLLeHi», WO
BVIKOPVCTOBYETLCS Y NpoLeci
BMpo6HUMLTBa A®I, 06ymoBeHa
BHECEHHSIM YTOYHEHHS LLOA0
MOX/IMBOCTi MOSIBUA CMYTU 3
BifJlOMOI0 KOHTPO/IbOBAHOIO
[OOMILLKOIO - KPONSAYUM
anbOymiHOM; 3MiHWM Il TUny -
3anpornoHOBaHO YTOYHEHHS

[OMYCTUMUX MEX 3a NOKa3HWKOM

«MonekynsapHo-MacoBwii
po3nogin», BU3HAYEHOTO Y
cneumdikauii Ha BUXigHWIA
npoaykT «AHTUTING A0 CD4
athiHHO ouKLLeHI», WO
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBa ADI; pepakuiiiHy
npaBKy B Ha3Bi napameTpy
«MonekynapHo-MacoBuii
po3noAain»; BHOCATLCA HE3HAYHI
pefakLiiiHi NpaBKu WoA0 NEBHUX
noKasHuKiB cneuudikauii
BUXiAHOrO NPOAYKTY «AHTUTING
[0 CD4 adhiHHO ounLLeHi», ki
He TArHyTb 3a CO600 3MiH,
3aaB/1EHI 3 METOI NPUBEAEHHS
Yy BigMoBIgHICTb pegakuii
marepianiB peecTpadiiHoro
[0CbE 3 OKYMEeHTaLie
BMPOGHMKA BUXIAHOTO MPOAYKTY

74.

EPOTEKC

cyno3uTopii BariHabHi
i3 3aMaxom naeaHau no
18,9 mr; no 5
CYNno3uUTOpIiB y CTpUNi;
no 2 cTpunu y nadui 3
KapTOHY

CninbHe yKpaiHCbKO-
icnaHcbke
nignpMeEMCTBO
"Cnepko YkpaiHa"

YKpaiHa

CninlbHe yKpaiHCbKO-
icnaHcbke
niANpMEMCTBO
"Cnepko YkpaiHa",
YkpaiHa (noBHuUiA
LMK BUPOBHULTBA,
BUNYCK cepil,
KOHTPO/1b SIKOCTI)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUMny - 3MiHa
nepioaNYHOCTI KOHTPOSIIO 3a
nokasHnkom "MikpobionoriyHa
yncToTa" 3 WOCepIHOro Ha
nepioanyHMin (BUNPoGyBaHH0
nignarae koxHa 10-Ta cepis,
ane He mMeHLue 1 cepii B pik) B
Cneuumdpikanii M3

6e3 peyenma

UA/4026/01/01

75.

EPOTEKC

Cyno3uTopii BariHabHi
i3 3anaxom TposiHAM No

CninbHe yKpaiHCbKO-
icnaHcbke

YKpaiHa

CnifibHe yKpaiHCbKO-
icnaHcbke

Ykpaina

BHECEHHS 3MiH [0
peecTpaLiiHux MaTepianis:

6e3 peyenma

UA/4027/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
18,9 mr; no 5 nignpMeEMCTBO niANpMEMCTBO 3MiHM | TUNy - 3MiHa
Cyno3uTopIiB y CTpUNi; "Cnepko YkpaiHa" "Cnepko YkpaiHa", nepiogNYHOCTI KOHTPO/IIO 3a
no 2 cTpunu y nadui 3 YkpaiHa (NoBHWiA nokasHukomM "MikpobionoriyHa
KapTOHY LMK BUPOBHULITBA, yuctoTa" 3 WOCcepinHOro Ha
BUNYCK cepil, nepiognyHMin (BUNpo6yBaHH
KOHTPO/1b SIKOCTI) nignarae koxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuudpikanii M3
76. EPOTEKC cyno3unTopii BariHasibHi CninbHe yKpaiHCbKO- YkpaiHa CninbHe yKpaiHCbKo- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/4028/01/01
i3 3anaxoM iMMoHa no icnaHcbke icnaHcbke peecTpavuiiH1ux maTepianis:
18,9 mr; no 5 nignpMeMCTBO nigNpPMEMCTBO 3MiHW | TUNY - 3MiHa
Cyno3unTopiiB y CTpuni; "Cnepko YkpaiHa" "Cnepko YkpaiHa“, nepioguYHOCTI KOHTPOIO 3a
no 2 cTpunu y navui 3 YkpaiHa (NnoBHUiA nokasHnkom "MikpobionoriuHa
KapToHy LKA BUPOBOHMLTBA, yncToTa" 3 WOCEPINHOro Ha
BWMNYCK Cepil, nepiognyHnin (BUNpoGyBaHHI0
KOHTPO/b SIKOCTI) nignsrae koxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuudpikauii M3
77. ECNA-TUBON® Tabnetkv no 2,5 mr; no Ecnapma M'm6X HimeuunHa Ningodapm M6X HimeuunHa BHECEHHS 3MiH 40 3a peyenmom UA/17004/01/01

28 TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI KopoobLi

peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/epeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa yNoBHOBaXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0cobu 3 hapmakoHarnagy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BiMiHHa Big
YNOBHOBAaXEHOT 0CcobM,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnagy (Bkirovaroum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MiLLeHHI MacTep-tharina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigabHOT 3a
hapmakoHarnsg.
[MponoHoBaHa pefakuis: Dr.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Susanne Becker. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag
78. ETAM3UNAT pO3unH ANna iH'ekuin 12,5 ToBapucTeo 3 YkpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/5470/01/01
%; No 2 M B amny/ii; No o6MexeHo BWMNYCK Cepil: peecTpauiiHnux maTepianis:
10 amnyn y nayui 3 BiANOBIAANIbHICTIO ToBapucTBO 3 3MiHa 3asBHVKa (BlacHMKa
KapTOHy; No 2 M/ B "dbapmaueBTnyHa 06MexeHo peecTpaLiiHoro NocBigYeHHs)
amnyni; no 10 amnyn y KommnaHis "3gopos'a” BiANOBIAA/LHICTIO (3rigHo Haka3y MO3 Big,
6nictepi; no 1 6nictepy "[locnigHnii 3aBog, 23.07.2015 Ne 460) TepmiH
y nayui 3 KapToHy; no 2 "rTHUICY, BBE/lEHHS 3MiH NpoTArom 6
M1 B amnysii; no 5 YkpaiHa; MiCALIB NiCNs 3aTBEPAXKEHHS;
amnyn y 6nictepi; no 2 BCi cTagii 3MiHM | TUNY - 3MiHK Woa0
6nictepn y nauui 3 BMPOGHMLTBA, 6e3nekn/edpeKTNBHOCTI Ta
KapTOHY KOHTPO/b SIKOCTI, chapmakoHarnsgy. BeegeHHs
BUNYCK cepil: a60 3MiHM [0 y3arasibHeHUX
ToBapucTBo 3 AaHvX Npo cuctemy
0bMexeHot hapmakoHarnsgy (BBefeHHs
BiANOBIAANILHICTIO y3ara/ibHeHNX AaHux rnpo
"®apmMaueBTnYHa cuctemy chapmakoHarnsgy,
KOMMaHis 3MiHa yNOBHOBaXeHOT 0cobw,
"3p0poB'a", BiANOBIAA/IbHOI 3a 34iiCHEHHS
YkpaiHa hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOI 0cobu
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnag.Jiroua
pepakuis: NnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHs1 hapMakoHarnsay
79. IHCNPA® TabneTkn, BKPUTI ANOXKOH HOC 1 CWA Mdpaiizep CLIA/ dpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/3752/01/01
N1iBKOBOK 060/I0HKOMO, nnc dapmactoTikan3 peecTpauiiHux maTepianis:
no 25 wmr; no 10 JNC, CWA 3MiHu Il TUNy - 3MiHW BHECEHO B
Tabnetok y 6nictepi; no (BMPOGHMLTBO IHCTPYKLj0 Ans MegnyHoro

3 6nicTepun B KAPTOHHIN

npenapary in bulk,

3aCTOCYBaHHSA NlikapCcbKoro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui Ta KOHTPO/Ib AKOCTI); 3acoby [0 po3ginis "B3aemogis
dapesa AMbyas, 3 iHLWMMK NiKapCbKMun
dpaHuisa (Bunyck 3acob6amu Ta iHWi Buan
cepii, NakyBaHHs, B3aemogii", "OcobmBocTi
MapKyBaHHS, 3acTocyBaHHA" 3rifgHO 3
KOHTPO/b SAKOCTi Npu OHOB/IEHOO IH(DOPMALLED LLOA0
BUMYCKY) 6e3nekn 3acTocyBaHHs Ajto4oi
Ta JONOMDKHUX PEYOBUH.
BBefeHHs 3MiH NpoTArom 6-Tu
MICALIB MIiC/1A 3aTBEPLKEHHS
80. IHCNPA® TabneTtku, BKPUTI ANO>KOH tOC 1 CWA Mdpaiizep CLWA/ ®paHuis BHECEHHS 3MiH 0 3a peyenmom UA/3752/01/02
N1iBKOBOK 060/IOHKOIO, nnc dapmactoTikans peecTpauiiHnx matepianis:
no 50 mr; no 10 NNc, CWA 3MiHM Il TUMy - 3MiHW BHECEHO B
TabneTtok y 6nictepi; no (BUPOBHMLTBO IHCTPYKUiO AN MeguyHoro
3 6nicTepun B KAPTOHHIN npenapary in bulk, 3aCTOCYBaHHS NiKapCbKoro
Kopobui Ta KOHTPO/Ib AIKOCTI); 3acoby Ao po3ginis "B3aemogis
dapesa AmMbyas, 3 IHLWMMK NiKapCbKMun
dpaHuia (Bunyck 3acobamu Ta iHWi Buan
cepii, NaKyBaHHs, B3aemogiin”, "OcobmBocTi
MapKyBaHHS, 3acTocyBaHHA" 3rifgHO 3
KOHTPO/Ib SAKOCTi Npu OHOB/IEHOO iH(DOpPMALLELD LWOA0
BUMYCKY) 6e3nekn 3acTocyBaHHS AjitoHoi
Ta JONOMDKHUX PEYOBUH.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB MIiC/1A 3aTBEPLKEHHS
81. IHTATPA® IC TabneTtku, BKPUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/12352/01/01

060/10HKO0, N0 25 Mr No
1 a6o no 2 TabneTkn y
6nictepi; no 1 6nictepy
B Nauuj 3 KapToHy; no 2
Tabnetkn y 6nictepi; no
2 6nicTepu B nayui 3
KapToHy

[04aTKOBOO
BiANOBIAANLHICTIO
"IHTEPXIM"

[04aTKOBOO
Bi4NoBiAaNbHICTIO
"IHTEPXIM"

peecTpavuiinHMX MaTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa yNOBHOBaXeHOI 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiICHEHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
PO3MiLLeHHi MacTep-chaiina
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag,

82.

IHTAIPA® IC

TabneTkn, BKPUTI
060/10HKO0, N0 50 Mr no
1 abo no 2 TabneTkm y
6nictepi; no 1 6nictepy
B MayLi 3 KapTOHy; No 2
Tabnetku y 6nictepi; no
2 6nicTepu B nauui 3
KapTOHY

ToBapucTBO 3
[04,aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

3a peyernmom

UA/12352/01/02

83.

IHTATPA® IC

TabneTkn, BKPUTI
060/10HKO0, M0 100 mr
no 1 abo no 2 TabneTkm

ToBapucTBO 3
[04aTKOBOO
Bi4NOBiAA/ILHICTIO

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAA/ILHICTIO

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK Woa0

3a peyernmom

UA/12352/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y 6nicTepi; no 1
6nictepy B navi 3
KapTOHy; No 2 TabneTtku
y 6nicTepi; no 2
6nictepy B nayuj 3
KapToHy

"IHTEPXIM"

"IHTEPXIM"

6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnisay; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag

84.

ICEHTPECC

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 400 wmr; no 60
Tabnetok y dpriakoHi; no
1 p1akoHy B KapTOHHii
Kopobui

Mepk Wapn i Joym
IAEA TMG6X

LLiBefiuapis

Mepk Wapn i Joym
B.B., Higepnanaun
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, 403BiN
Ha BUMNYCK cepii);
MCJ, IHTepHeLwHN
m6X (chinis
Cinranyp), CiHranyp
(BMPOGHYMK
Hepo3dgacoBaHOl
npoaykuii Ta
KOHTPO/Ib SIKOCTI);
MC/ IHTepHeLuHN
mMeX / MCJ,
IpnaHgjs
(Bennigaiin),
Ipnangis (BMpO6HMK

Higepnangu/
Cinranyp/
IpnaHgjs

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW Il TUNY - 3a9BHUKOM
HafiaHo AeTasibHWi onuc
CUCTEMM YNPaB/iHHA PU3MKaMm
y BUF54i OHOBAEHOro Mnany
ynpaBniHHA pU3nKamn Bepcis
16.0 oNns nikapcbkoro 3acoby.
3MiHU BHeceHi o yacTuH: |l
"Cneundpikauis 3 6esnekun”, Il
"MnaH 3 hapmakoHarnagy”, Vv
"3axoay 3 MiHimisauii pusnkis",
VI "Pestome nnaHy ynpas/iHHA
pusnkamun” Ta flogatky 8 'y
3B'A3KY 3 MEpPernsfom pusmnkis Ta
HagaHHaM MYP BignosigHo ao
Guideline on good
pharmacovigilance practices

3a peyernmom

UA/9325/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hepo3acoBaHoi Rev.2
npoaykuii Ta
KOHTPO/Ib SIKOCTI)
85. ICEHTPECC TabneTku, BKpUTI Mepk Wapn i Joym LLiBefiuapis Mepk Wapn i Joym Higepnangu/ BHECEHHS 3MiH 0 - UA/14320/01/01
NAiBKOBOK 060/IOHKOHO, I1OEA T'm6X B.B., Higepnanaun Cinranyp/ peecTpauiiHux maTepianis:
no 400 wr; in bulk: no 60 (nepBuHHe Ta IpnaHgjs 3MiHW Il TUNY - 3a9BHUKOM
Tabnetok y dpriakoHi; no BTOpPUHHE HafaHo AeTanbHuil onmc
120 dpnakoHis B nakyBaHHs1, [O3BiN cUCTeMM ynpasniHHA pyU3nkamu
rpynoBiii ynakoBuj Ha BuUnyckK cepil); y BUF54i OHOBAEHOro Mnany
MCJ, IHTepHeLwHN ynpaBniHHA pU3vKamn Bepcis
m6X (chinis 16.0 oNns nikapcbkoro 3acoby.
Cinranyp), CiHranyp 3MiHV BHeCeHi 40 YacTuH: Il
(BMPOGHYMK "Cneundpikauis 3 6esnekun”, Il
Hepo3dgacoBaHOl "MnaH 3 hapmakoHarnagy”, vV
npoaykuii Ta "3axoan 3 MiHimisauii pusnkis",
KOHTPO/Ib SIKOCTI); VI "Pestome nnaHy ynpas/iHHA
MC/ IHTepHeLuHN pusnkamun" Ta flogatky 8 y
meX / MCA 3B'sI3KY 3 MepernsigoM pusmkie Ta
IpnaHgjs HagaHHaM MYP BignosigHo ao
(Bennigaiin), Guideline on good
Ipnangis (BMpo6HMK pharmacovigilance practices
Hepo3dacoBaHoi Rev.2
npoAaykuii Ta
KOHTPO/1b SKOCTI)
86. KABIBEH emynbCis Ans iHys3il; ®peseHiyc Kabi HimeuyunHa ®peseHiyc Kabi Ab LiBeuis BHECEHHS 3MiH [0 3a peyernmom UA/9045/01/01
NEPN®EPUYHUI no 1440 mn, abo no Hoiunang MrmeX peecTpavuiiHux maTepianis:
1920 mn, a6o no 2400 3MiHu | TURNY - 3MiHK 3 SKOCTI.
M1 eMynbCii y [oTOBMIA NikapcbKuii 3acio.
Tp1KamMepHoMy Cucrema
KOHTeliHepi "Biochin"(1 KOHTeliHep/3aKynopoBasibHWi
kamepa — 885 M, abo 3aci6. 3MiHa po3mipy ynakoBku
1180 mn, abo 1475 mn roTOBOrO NikapCbKOro 3acoby
11 % po34nHY IIOKO3MK,; (BUNYYEHHS YNakoBKy NEBHOrO
2 kamepa — 300 mn, abo po3mipy)
400 mn, abo 500 mn YTOUHEHHSs hopmMyntoBaHHS
BamiHy 18 Hosywm; 3 KOMM/IEKTHOCTI YNakoBKu, a
Kamepa — 255 mn, abo came BU/TyYeHHS KapTOHHOI
340 mn, abo 425 mn yNakoBKU 3 BifnoBigHMU
IHTpaniniay 20 %), skvii 3MiHamn y p. YnakoBka
pa3om 3 aHTMOKUCHUKOM 3MiHV BHECEHO B IHCTPYKLi0 Ans
BMILLYIOTb B 30BHILLHilA MeAUYHOro 3acToCyBaHHS
NAaCTUKOBUIA MiLLIOK nikapcbKoro 3acoby y po3ain
«YnakoBKa» (BUy4eHHS
yNaKkoBKW NEBHOIO PO3Mipy).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSLIB NicNs 3aTBEPKEHHS.
87. KABIBEH emMynbeia ana iHdysili; PpeseHiyc Kabi HimeuunHa PpeseHiyc Kabi Ab LLisewjs BHECEHHS 3MiH [0 3a peyenmom UA/9044/01/01
LEHTPANBHUNA no 1026 mn, abo no [Loliunang M6 X

1540 mn, abo no 2053

peecTpavuinHMX MaTepiasnis:
3MiHKM | TMNY - 3MiHW 3 AKOCTI.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
M, abo no 2566 mn [oTOBMIA NiKapcbKuii 3acio.
eMy/bCii y Cucrtema
TprKaMepHoMy KOHTelHep/3aKynopoBasibHUiA
KOHTeliHepi "BiodpiH" (1 3aci6. 3miHa po3mipy ynakoBku
Kkamepa — 526 mn, abo roTOBOrO J1iKapCbKOro 3acoby
790 mn, abo 1053 mn, (BUNYYEHHA yNakoBKN NEBHOMO
abo 1316 mn 19 % po3mipy)
PO3YMHY IH0KO3K; 2 YTOYHEHHS hOpMY/TIOBaHHS
kamepa — 300 mn, abo KOMM/IEKTHOCTI YNakoBKu, a
450 mn, a6o 600 mn, came BW/TyYEeHHS KapTOHHOT
a6o 750 mn BamiHy 18 ynakoBKU 3 BifnoBigH1MU
Hosywm; 3 kamepa — 200 3MiHamn y p. Ynakoska
mn, abo 300 mn, abo 3MiHU BHECEHO B IHCTPYKLil0 ANs
400 mn, abo 500 mn Me[MYHOro 3acTocyBaHHsA
IHTpaniniay 20 %), sknii NiKapcbKoro 3acoby y po3ain
pa3oM 3 aHTVIOKNCHVKOM «YnakoBka» (BU/TyYEHHS
BMILLYIOTb B 30BHILLHilA yNaKkoBKW NEBHOIO Po3Mipy).
NNacTUKOBUIA MiLLOK BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBEPAKEHHS
88. KAKCITA TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 0 3a peyenmom UA/17459/01/01
N1iBKOBOK 060/IOHKOIO, PapmacboTukan dapmacbloTUKan peecTpauiiHnx matepianis:
no 500 mr; no 10 IHgacTpi3 Nimiten IHpacTpi3 /174, 3MiHM | TUMy - 3MiHW BHECEHO 0
TabneTtok y 6nictepi; no IHCTPYKLUIT ANS MeanYHOro
12 6nictepiB y 3aCTOCYBaHHS NiKapCbKoro
KapTOHHIA Kopoo6Li 3acoby Ao po3giny "MobiyHi
peakuii” Wwoao 6esneku
3aCTOCYBaHHSA Ail040i peHOBUHM,
BiAMOBIAHO [0 pekomeHaaw,ii
PRAC. BeefieHHSA 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS
89. KANIKO XNorPua KOHUeHTpaT ans TOB "HOpia-®apm” Ykpaina TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/11206/01/01
po3unHy Ans iHdysii, 75 peecTpauiiHnx matepianis:
mr/mn no 10 mn, 20 mny TEXHIYHY NOMW/IKY BUMNpPaB/ieHO
thnakoHax; no 10 mn, 20 B TEKCTi MapKyBaHHS Ha
M1y KOHTeliHepax NepBUHHIV ynakosLj y n.4.
NIKAPCbKA ®OPMA TA
KINbKICTb ONHULb B
YNAKOBLII; 3anponoHoBaHo:
KoHueHTpaT gns po3unHy ans
iHcpysiin 75 mr (mg)/mn (ml) 10
M (ml)
90. KANMbLIA -43 TabneTku XyBasibHi No AciHo ®apma Al LLiBefiuapis Takepna AC Hopseris BHECEHHS 3MiH 0 6e3 peyenma UA/3541/01/02

HIKOME[, ®OPTE

30, abo 60, abo 120
TabneTokK y h1akoHi; no
1 chnakoHy B KApPTOHHiIl

peecTpavuiiHux matepianis:
3MiHK | TNy - 3MiHa B MeToauu;j
BMNpob6yBaHb A®I, a came-
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopobui [0[aBaHHA pamMaHiBCbKOi

cnekTpockonii (Bi4NoBigHO A0
EP 2.2.48) B sKOCTi
a/IbTEPHATUBHOIO MeToay
iaeHTudiKaLl KanbLito
KapboHaTy; 3MiHK | TUNY - 3MiHa
B MeToAuLi BunpobysaHb A®l, a
came- foaBaHHS pamMaHiBCbKOl
cnekTpockonii (BignosigHO A0
EP 2.2.48) B sKOCTi
anbTepHaTUBHOrO MeToAy
ineHTudiKauii KoHUeHTpaTy
xonekanbuudepony
(nopowukoBa chopma); 3MiHn |
MRy - 3MiHa B MeToauLi
BMNpPo6yBaHb AOMNOMIKHOT
peyoBMHM, a came- A0AABaHHS
pamaHiBCbKOi cnekTpockonii
(BignoBigHo go EP 2.2.48) B
AKOCTi @NbTepHATMBHOrO MeToay
ineHTudbikauii marHito cteaparty;
3MiHM | TUNy - 3MiHa B MeToamLi
BMNpPo6YyBaHb AONOMIXHOT
peyoBuUHM, a came- fofaBaHHsA
pamaHiBCbKOi cnekTpockonii
(BignosigHo fo EP 2.2.48) B
AKOCTi aNlbTEPHATUBHOIO MeToay
ineHT1dpikaLii NoBiAOHY; 3MiHM |
TMny - 3MiHa B MeToauLi
BMNpobyBaHb A0MNOMDKHOT
peyoBMHM, a came- A0AAaBaHHS
pamaHiBCbKOi cnekTpockonii
(BignoBigHo o EP 2.2.48) B
AKOCTi @NlbTePHATUBHOrO MeToay
iaeHTuiKaLii Kennity;
3MiHM | TUNYy - 3MiHa B MeToamLi
BMNpPo6yBaHb AOMNOMIKHOT
peyoBMHM, a came- A0AAaBaHHS
pamaHiBCbKOi cnekTpockonii
(BignoBigHo go EP 2.2.48) B
AKOCTi @bTepHATUBHOrO MeToay
iaeHTudiKauii cykpanosu; 3miHu
| Tuny - 3miHa B meToauui
BMNpPo6YyBaHb A0NOMIXHOT
peyoBuUHM, a came- fofaBaHHsA
pamMaHiBCbKOi cnekTpockonii
(BignosigHo fo EP 2.2.48) B
AKOCTI aNbTEpPHATUBHOIO MeToay
iaeHTngikalii IMMOHHOro
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
apOMaTU30BaHOIO rPaHyNsATy
91. KANbLJIO Tabnetku no 500 mr, no AT "ly6Hunchapm” Ykpaina AT "ly6Hnchapm" YkpaiHa BHECEHHS 3MiH 0 Ne 10 - 6e3 UA/6048/01/01
FNHOKOHAT 10 TabneTok y peecTpauiiHnx matepianis: peyenma,; Ne

6nictepax; no 10 3MiHM | TURY - 3MiHK y Npoueci 100 - 3a
Tabnetok y 6nictepax, BMPOBHULTBA rOTOBOrO peuyenmom

no 10 6nicTepis B naui

nikapcbKoro 3acoby, ki
BK/TIOHAI0Tb HOBE 06/1aAHaHHSA
0N NpUroTyBaHHsA Ta
thacysaHHA /13 (TBEPANX
nikapcbknx dhopm) Liexy Ned;
3MiHU | TUNY - 36iNbLUEHHS
pO3Mmipy NPOMMKC/I0BOI cepii,
3anponoHoBaHo: Big 159,00 kr
0o 160,62 kr, a6o Big 29,500 T.
wT. go 30,500 T1. wT. Ne 10; Big,
200,8 kr go 201, 2 kr, abo Big
37,478 1. wrt. o 37, 760 T. wWr.
Nel10/ Big 3,748 1. wT. fo 3,776
T. wT. Ne100; 3miHu | Tmny -
3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [0AATKOBOI AiNbHUL
BVMPOGHMLTBA A1 YacTUHU abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOrO NiKapCbKOro 3acoby
(@inbHMUSA, Ha AKI NPOBOAATLCSA
6yAb-aKi BUpOGHWYI cTagii, 3a
BUHATKOM BUMYCKy Cepil,
KOHTPOJII0 AKOCTi, NEePBUHHOTO
Ta BTOPVMHHOIO NakyBaHHSA, A4/15
HeCTepUsbHUX NiKapCbKunx
3aco6iB); CynyTHs 3MiHa - 3MiHN
3 AKoCTi. F0TOBWIA NiKapCbKuii
3aci6. 3MiHU Y BUPOGHULLTBI.
3amiHa abo BBeAEHHSA
[04aTKOBOI Ai/TbHUL
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BUPOGHMYOro npoLecy
rOTOBOrO J1iKapCbKOro 3acoby
(8iNbHULA AN BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3amiHa
abo BBeAEHHA 40AATKOBOI
AiNbHULI BUpOGHMLTBA A/1S
4acTVHM abo BCbOro
BMPOBHMYOrO NPOLEeCy roToBOro
NiKapcbKoro 3acoby (AinbHuus
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[N NePBUHHOTO NaKyBaHHS)
3aTBEPAKEHO: AiNbHMLA
NPpUroTyBaHHs Ta fiNTbHNLA
hacyBaHHs Lexy Ne4 - 3
BUPOGHMLITBA TBEPANX
nikapcbkux popm AT
«Jly6Hndhapm» YkpaiHa, 37500,
MonTaBcbka 06/1., M. Jly6HM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHA NiKAPCHKNX
3aco6iB, BK/OYaun cTagii
hacyBaHHSs Ta nakyBaHHs);
3anponoHOBaHO: AiNlbHALA
NPUroTyBaHHs Ta fiNbHNUA
thacyBaHHSA Lexy Ne4 - 3
BUPOGHMLITBA TBEPANX
nikapcbknx coopm AT
«Jly6HMdpapm» YkpaiHa, 37500,
MonTtascbka 06/1., M. JTy6HwM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHA NiKAPCHKMX
3aco6iB, BKOUaKun ctagil
hacyBaHHs Ta NakyBaHHs);
AiNbHUUA npurotysaHHA Ne2 Ta
AinbHnUSA hacyBaHHA Ne2 uexy
Ne4 - 3 BUpOGHMLTBA TBEPAUX
nikapcbkux dpopm AT
«Jly6Hndhapm» YkpaiHa, 37500,
MonTaBcbka 06/1., M. Jly6HM,
Byn. bapsiHkoBa,16
(BUroTOBNEHHSA NiKAPCHKNX
3aco6iB, BK/OYaun cTagii
hacyBaHHS Ta NakyBaHHs)

92,

KAPOAK

TabneTky BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 10 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y naywi 3
KapToHyY

Aypo6ingo ®apma
nrtp,

IHais

Aypob6iHgo ®apma
Nimiteq - FOHIT 111,
IHAis; AypobiHgo
®apma /114,
dopmyneiwH KOHIT
XV, IHgis

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NpoAyKTy, Wo

3a peyernmom

UA/11834/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; ans
[0MOMDKHOT pEYOBUHM

(cepTudpikaT BigMoOBIAHOCTI
€Bponelicbkiin hapmakonei) -
HoBwii cepTudikar Big HOBOro

BMPOGHMKa (3amiHa abo

[OMOBHEHHS) - NOAAHHS HOBOrO

cepTucpikaTta BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne

R1-CEP 2006-232-Rev 03 gnisa

Aitoyoi pevoBuHM Simvastatin
Bif HOBOro BMpo6HMka HENAN
TOPFOND SCI-TECH CO.,
LTD.(80NOBHEHHS)

93.

KAPOAK

TabneTky BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 20 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y naywi 3
KapToHyY

Aypo6ingo ®apma
nrtp,

IHais

Aypob6iHgo ®apma
Nimiteq, - FOHIT 111,
IHAis; AypobiHao
®apma /114,
dopmyneiwH KOHIT
XV, IHgis

IHais

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TURY - 3MiHX 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-
cepTudikaT BiANOBIAHOCTI
€Bponecbkin
thapmakonei/MoHorpadii.
MopaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUyYEHHS
cepTuduikara BiZNoBILHOCTI
€sponelicbkin hapmakonei: ans
A®l; pns BuxigHoro
MaTtepiany/peareHTy/npoMiKHOro
NPOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUpPO6HULTBI ADI; ans
[0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponelicbkiin hapmakoner) -
HoBuii cepTudikar Big, HOBOrO
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAaHHS HOBOrO
cepTuchikata BiANOBIAHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2006-232-Rev 03 gns
Aitoyoi pevoBuHM Simvastatin
Bif HOBOro BMpo6Hmka HENAN
TOPFOND SCI-TECH CO.,
LTD.(80NOBHEHHS)

3a peyernmom

UA/11834/01/02

94.

KAPOAK

TabneTky BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 40 wmr, no 10
TabneTtok y 6nictepi, No

Aypo6iHgo ®apma
nrtp,

IHAjA

Aypob6iHgo ®apma

Nimiteq - FOHIT 11,

IHAis; AypobiHao
Papwma /114,

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
Ceptudikat BignosigHocTi/l E-

3a peyernmom

UA/11834/01/03
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 6nictepu y navyj 3
KapTOHY

dopmynenwH KOHIT
XV, Hais

cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/MoHorpadii.
MopaHHA HoBoro a6o
OHOBJIEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUYYEHHS
cepTucpikaTa BiANOBIQHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; ansa sBuxigHoro
mMarepiany/peareHTy/npomMiKHOro
NPOAYKTY, WO
BUKOPWCTOBYHOTLCS Y
BMPOGHMLTBI A®I; ons
[0MOMDKHOT peyYoBUHU
(cepTuddikaT BiANOBIAHOCTI
€Bponelicbkin hapmakone) -
HoBuii cepTudikar Bif, HOBOro
BMPOGHMKa (3amiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOIO
cepTudikara BiZANOBIAHOCTI
€Bponeiicbkiii hapmakonei Ne
R1-CEP 2006-232-Rev 03 gia
Aitoyoi peyoBuHM Simvastatin
Bif HOBOro BMpOo6HMKa HENAN
TOPFOND SCI-TECH CO.,
LTD.(40NOBHEHHS)

95.

KAPAOHAT

kancynu, no 20 a6o 30
Kancysn y KoHTeliHepi; no
1 KoHTelHepy B nauLi 3
KapToHyY

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa napameTpis
cneupndikauivi Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
niKapcbKoro 3acoby - 3miHa
nepiogNYHOCTI KOHTPOIO 3a
nokasHukom "MikpobionoriyHa
yncToTa" 3 WOCEpINHOro Ha
nepiognyHnin (BUNpo6yBaHH0
nignarae koxHa 10-Ta cepis,
ane He meHLe 1 cepii B pik) B
Cneuudpikanii M3

6e3 peyenma

UA/6386/01/01

96.

KAPI3OH®

Kpem 0,5 mr/lrno 15T,
abono30r,abono50r
y Ty6i; no 1 Ty6i B
KapTOHHIA KopoobLi

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe TmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHY | TRy - AOMiHICTpaTWBHI
3MiHW. 3MiHa Ha3BW NikapCbKoro
3acoby - 3atBepaxeHo: KapizoH
3anponoHoBaHo: Kapi3oH®

3a peyernmom

UA/10950/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BBegeHHS 3MiH NpoTArom 6-tm
MiCSILiB Micns 3aTBepPAKEHHS
97. KAPISBOH® mMasb 0,5 mr/rno15r TOB «MIBE Ykpaina Mmi6e M6X HimeuunHa BHECEHHS 3MiH 0 3a peyenmom UA/10950/03/01
abo 30r,a6050ry YKPAIHA» ApuHaiimitTTens peecTpauiiHux maTepianis:
Ty6i; no 1 Ty6i B 3MiHK | TUNY - AOMIHICTpaTUBHI
KapTOHHIW nayu,i 3MiHW. 3MiHa Ha3BW NiKapCbKoro
3acoby - 3aTBepaKeHo: Kapi3oH
3anponoHoBaHo: KapizoH®
BBefeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPAKEHHS
98. KBETUKCO/ TabneTtku, BKPUTI 3AT "dapmnira” JInToBCcbKa AkTasic /114. ManbTa BHECEHHS 3MiH 0 3a peyenmom UA/13882/01/01
NiBKOBOK 06O/IOHKOLO, Pecny6nika peecTpauiiHnx matepianis:

no 25 wr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIN
nauui

3MiHU | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTposnb AP, 3miHa y
mMeTogax BunpobysaHHs AdI
abo BUXigHoOro
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpO6HUUTBA AD| (HE3HAYHI
3MiHW Yy 3aTBEpMAKEHNX MeTofax
BMNPOGYBaHHS) -
3MiHW Y 3aTBEPAKEHUX METOAAX
BMNPOGYBaHHA 3anLLIKOBUX
pO34MHHUKIB AP KBETIANiHY
hymapaTy BUPOGHMKA YHIOH
Kimiko ®apmaceyTika C.A.
(Yxidpa C.A.), IcnaHis Big
BUpo6HUKa N3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

99.

KBETUKCON

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 100 wmr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIN
nauuj

3AT "dapmnira”

JInToBCbKa
Pecny6nika

AkTasic /1Ta.

ManbTa

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHM | TURY - 3MiHX 3 SKOCTI.
A®I. KoHTponb A®l. 3miHa y
MeTofax BUNpobyBaHHA AdI|
abo BuxigHoro
mMarepiany/npoMixXHOro
npoayKTy/peareHTy, Wo
BVIKOPVCTOBYETLCS Y NpoLeci
BMPO6HMLTBA AD| (HE3HAYHI
3MiHW Y 3aTBEpAKEHUX MeToAax
BMNPOGYBaHHSA) -
3MiHW Y 3aTBEPAKEHUX METoAax
BUNPOOYBaHHA 3anMLLKOBUX
po3unHHMKIB AP kBETIaniHy
dhymapaTy BUpOOHMKa YHIOH
Kimiko ®apmaceyTika C.A.
(Ykicha C.A.), IcnaHis Big
BMpOGHMKa M3

3a peyenmom

UA/13882/01/02

100.

KBETUKCO/1

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
no 200 wmr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIN
nauui

3AT "dapmnira”

JInToBCbKa
Pecny6nika

AkTasic /114.

MasbTa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - 3MiHK 3 SKOCTI.
A®I. KoHTposnb A®I. 3miHa y
mMeTogax BunpobysaHHs AdI
abo BUXigHoro
mMaTtepiany/npombKHOro
npoaykTy/peareHty, Lo
BMKOPWCTOBYETLCA Y NPOLIECI
BUpo6HULUTBA AD| (HE3HAYHI
3MiHW y 3aTBEPAKEHNX MeTofax
BMNPOGYBaHHS) -
3MiHW Y 3aTBEpPAKEHUX METoAaxX
BUNPOBYBaHHA 3aMLLKOBUX
po34nHHKKIB AP KBETianiHy
hymapaTty BUPOGHMKA YHIOH
Kimiko ®apmaceyTika C.A.
(Ykidpa C.A.), IcnaHis Big
BUpo6HUKa N3

3a peyenmom

UA/13882/01/03

101.

KETAHIKC

po3unH Ans iH'ekuiin, 30
Mmr/mn no 1 mn B amnyni;
no 10 amnyn y nayui; no
1 mn B amnyni; no 100
amnyn y nadui; no 1 mn
B amnyni; no 5 amnyn B
6nicTepi; no 2 6nictepu
B naui

MpusatHe
akuioHepHe
TOBapuCTBO "J1eKkxim
- Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapuCTBO "JleKxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa Ha3BU NiKapCbKOro
3acoby - 3miHa Ha3Bu J13:
3aTtBepakeHo: Ketalgin long /
KeTanbrmH® noHr
3anponoHoBaHo: Ketanix /
KeTaHikc BBeieHHs 3MiH

3a peyernmom

UA/3314/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

102.

KETOAIH

npoTsArom 3-x MicAuiB micas
3aTBEPMKEHHS; 3MiHW | TURY -
AAMIHICTPaTUBHI 3MiHN.
BunyyeHHsi BUPO6HUYOI
OinbHULI (BKNOYAKOUN AiNbHUL
ana A®l, npoMiXXHOro NpoAyKTy
abo roToBOro slikapCcbKoro
3acoby, AinbHULi Ans
NpoBefeHHs NaKyBaHHS,
BMPOGHWKA, BiAMOBifaIbHOTO 3a
BWMNYCK Cepiid, MicLe
NpPOoBeLEHHS KOHTPOO cepii)
abo nocrtavanibHuKa BUXiAHOTO
mMaTtepiany, peareHTy abo
[,0MOMDKHOT pevyoBUHN (SIKLLO
3a3HayeHo y fOCbE) -
BUYyYEHHSI BUPO6HUKa AdI
(KeToponaky TpomeTamiHy)
Quimica Sintetica S.A., Spain.
3arBepaKeHa BUPO6HNYa
AiNbHMUSA, WO 3anvwnnach
Vasudha Pharma Chem Limited,
India — BUKOHYE Ti cami QoyHKL,,
L0 BUydYeHa. BBeAeHHs 3MiH
npoTArom 3-x MicAuiB micas
3aTBEPAKEHHS

103.

Kpem, 20 mr/rno 151y
Ty6i; o 1 Ty6i B nayu;j 3
KapTOHY

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko YkpaiHa"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHM | TUNY - 3MiHK B
cneundikauii KoHTposo API
KeTokoHason Bupo6Huka M3y
3B'A3KY 3 NPYBEAEHHAM Y
BIANOBIAHICTb A0 MOHOrpadil
«Ketoconazole» €BponeiicbKoi
hapmakonei, ajitoye BUAaHHA 3a
nokasHukom «CynposigHi
OOMiLKv» (pigvHHA
Xpomatorpadis, 2.2.29);
3anponoHoBaHo: Jomiwka D He
6inbLue 0,2 % HecneumdikoBaHi
[OOMILLKKM He 6inblie 0,10 %
KOXHOT Cyma [OMILLIOK He
6inbwe 0,3 %

be3 peyenma

UA/5825/02/01

KETOAIH

cyno3uTopii BariHaNbHi
no 400 mr, no 5
CYno3uUTOpIiB y CTPUNi;
no 2 cTpunu B nauui 3

KapTOHY

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"Cnepko YkpaiHa"

YKpaiHa

CninbHe yKpaiHCbKO-
icnaHcbke
nignpueEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHKM | TUNY - 3MiHK B
cneumaikaLii KoHTpono AdI
KeTokoHa30n BMpOGHuKa M3y

6e3 peyenma

UA/5825/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3B'A3KY 3 NPYBEAEHHAM Y
BiANOBIAHICTb A0 MOHOrpadii
«Ketoconazole» €sponelicbkol
thapmakonei, gitoye BUAaHHs 3a
nokasHukoMm «CynpoBigHi
LOMILLKM» (pigUHHA
xpomaTtorpadis, 2.2.29);
3anpornoHoBaHo: Jomiwka D He
6inbLue 0,2 % HecneyudikoBaHi
OOMiLLKM He Ginbe 0,10 %
KOXHOI Cyma [JOMILLOK He
6inbLe 0,3 %
104. | KIOBII po34nH ANns iHgysiii 100 Bakctep Al ABCTpIs Bakcanta Bengxiym Benebrisi/ BHECEHHS 3MiH 40 3a peyenmom UA/16884/01/01
mr/mn, no 10 mn (1 r/10 ManydekTypiHr CA, ABCTpist peecTpavuiiHux maTepianis:
mn) abo no 25 mn (2,5 Benbris 3MiHM | TRy - 3mMiHa po3Mipy
r/25 mn), abo no 50 mn (BUpOGHMLTBO, BHYTPILLUHbOI PeTEHLiiHOT Tpy6u
(5 r/50 mn), a6o no 100 nepBuHHE Ta ynbTpadinbTpawii/giadinsTpawi
M (10 r/100 mn), abo BTOPVIHHE 3000 L (BL5-P5) 3 meTot0
no 200 mn (20 r/200 nakyBaHHs, 3MEHLLEHHS MiIHOYTBOPEHHS
ms1), a6o no 300 mn (30 KOHTPO/1b SAKOCTI
/300 mn) y donakoHi; no N3, Bunyck cepii);
1 donakoHy B KOpOOGL Bakctep Al', ABcTpist
(KOHTPO/b AKOCTI
rNn3)
105. | KOAEIHY ®OC®AT | Tabnetku no 0,03 1, no ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 3a peyernmom UA/11811/01/01
10 TabneTok y 6nictepi; [04aTKOBOK [04aTKOBOK peecTpavuiiHux maTepianis:
no 1 6nictepy y nauuj 3 BiANOBIAA/LHICTIO BiANOBIAA/LHICTIO 3MiHY | TURy - 3MiHK Woao
"IHTEPXIM" "IHTEPXIM" 6e3nekn/edeKTBHOCTI Ta

KapToHy

thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsay; KOHTaKTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnsgy (Bkiroyaoun
KOHTaKTHI faHi) Ta/abo 3MiHn y
pO3MiLLieHHI MacTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOB&XEHOI 0co6U
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobwu,
BignoBiganbHOI 3a
hapmakoHarnsag

106.

KOAECAH® IC

Tabnetkun no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapMakoHarnsg

3a peyenmom

UA/8687/01/01

107.

KOHTPO/TOK®

MOPOLLOK A/ PO3YUHY
Ans iH'ekuiii no 40 mr; 1
h/1aKoOH 3 NOPOLLKOM Y

Takepa 'M6X

HimevunHa

BMPOGHULITBO 3a
MOBHUM LK/IOM:
Takega M'm6X,

Himeuuunna/
ITania/
Moptyranis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHY | TRy - AOMiHICTpaTWBHI

KapTOHHIA KopoobLi HimeuuunHa; 3MiHW. 3MiHa HaliMeHyBaHHS
BUPOGHMLTBO Ta/abo agpecu micusa
Hepo3cacoBaHoi NPOBaKEHHS AiSNbHOCTI

3a peyernmom

UA/0106/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

NpoAyKuii, NepBuUHHe
nakyBaHHS:
MarteoH Itanis
C.M.A., Itanis;
Baccepbyprep

ApLHaiiMiTTeNbBEPK

v6X, HimeuunHa;
Xikma
dapmachbloTika
(Moptyranis), C.A.,
MopTyranis;
BMPOBHUK
BiANOBiAA/IbHWIA 32
KOHTPO/b SIKOCTI:
Na6op /1IC CE eHg
Ko. KI', HimeuyunHa

BMPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BKIOHaoum
AiNbHULI BUNYCKy cepii abo
MicLie NpoBeAEeHHsI KOHTPO/I0
AKOCTI. (AiSNIbHICTb, 3a Ky
BiANoBigae BMPOGHMK/iMNopTep,
He BK/IoYatoum BUMYCK cepiid) -
3MiHa agpecu BUPOGHMKa
Baccepbyprep
ApuHalimiTTenssepk Mm6X,
HimeuuunHa (BMpo6GHMLTBO
Hepo3chacosaHoT NPoAYyKL;i,
nepBUHHE NakyBaHHs), 6e3
3MiHM MicLst BUPO6HMLTBA.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHK | TUNY - AOMIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI
AinbHUUI (BKTHOYAKOYM AiNbHUL
ans A®l, NpoMixXHOro NpoayKTy
a60 roToBOro NikapcbLKoro
3acoby, AinbHuULi Ans
npoBefeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfa/IbHOTO 3a
BWMYCK Cepiid, MicLe
NpoBeEeHHA KOHTPOIO cepil)
abo noctavasibHUKa BUXiAHOTO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayveHo y fOCbE) -
BW/yYEeHHS BUPOOHUKa MaTeoH
Itania C.MN.A., Itanis,
BiANOBIAa/IbHOIO 3a
BMPOGHMLTBO Hepo3dacoBaHoi
npoAayKLii, KOTPOSb AKOCTI.
Bupo6HuK, Lo
3a/IMLLINBCS,BUKOHYE Ti X cami
OYHKLUIT, WO | BUTyYeHWiA
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHKM | TUNY - 3MiHU 3 AKOCTI.

FOTOBWIA NniKkapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa nocTavasibHuKa
nakyBa/lbHVX MaTtepianis abo
KOMMNEKTYUMX (SKLWO
3a3HayeHo B [OCbE) (BUNYYEHHS

nocTayasibHMKa) - Cuctema
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHep/3aKynopoBasibHWi
3acib, a came- BU/TyYeHHS Ha3B
noctayasibHUKIB NePBUHHOIO
nakyBaHHs (¢h/1akoHiB Ta
06XMMHUX KOBMaYkKiB A1s
roTOBOrO NPOAYKTY). BBEAEHHSA
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs

108.

KOPBAON®K

Kancynm m'siki no 10
kancyny 6nictepi; no 1
abo no 3 6nictepn y
nauuj

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHU | TUNY - 36iNbLUEHHS

TepMiHy 36epiraHHa A®| Onis
Xmento 3 6 micsuiB go 12
MicaLiB; 3MiHU | TUNY - BBEAEHHSA
[04aTKOBUX po3MipiB cepiii [N13.
3anponoHosaHo: 180 Tuc.
kancyn, 370 Tuc. kancyn, 555
TuC. Kancyn, 740 Tuc. Kancyn,
925 tuc. kancyn, 1095 Tuc.
Kancyn; 3miHu Il Tuny - BHECEHHs
3MiH go Cneumdikavi
[0MOMIKXHOT PEYOBUHM
ApomartmsaTop SIMMOH, 30Kpema:
3MiHa KpuUTepiiB NPUIAHATHOCTI 3a
NOKa3HUKOM «[yCTUHa» 3 «Bif,
0,961 o 0,981» Ha «Big 0,961
r/mn go 0,991 r/mn»
06YMOB/IEHO CTATUCTUHHUMM
OaHumK pe3ynbTartiB aHanisy;
pefakuiiHi 3MiHK 3a po3ainom
«Onue»

6e3 peyenma

UA/14667/01/01

109.

KOPBANTAB

Tabnetku; no 10
TabneTtok y 6nictepax;
no 10 Tabnetok y
6nictepi; no 2 a6o 10
6nicTepis y nauui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHW | TUNY - BHECEHHSA 3MiH Y
cneuudikadito Ha A®| eTunosuii
edhip o -6pomizoBasiepiaHOBOI
KMcnotu BupobHuyTea TOB
«®apmxim», YkpaiHa, a came T.
«lgeHTucpikauis» (peakuis Ha
6pom) nprBegeHo [0 BUMOT
MeToay (PipMU-BUPOGHMKA, SIKWIA
po3pobeHnii Ha ocHoBI AdY,
po3gin 2.3.1 N (metoguky 3
BMKOPUCTaAHHSM peareHTy
X/I0PHOI BOAY, AKWIA He
onucaHuii y dY 3miHeHo Ha
METOf, i3 BUKOPUCTaHHSAM
peareHTy xniopaminy P, skwuii
onucanuii y 4®Y); 3MiHm | Tuny -

6e3 peyenma

— Ne 10 ma Ne
10x2; 3a

peyenmom —
Ne 10x10

UA/1028/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

110.

BHECEHHS 3MiH [0
peecTpauiiHnx matepianis
[OCbE, a came BBEEHHS
a/IbTEPHATUBHOT YNaKoBKX 4115
nakyBaHHS cybcTaHLil eTnnosuii
edpip o -6pomizoBasiepiaHOBOI
KMcnoTu: no 25 kr B MeTasnesi
604k MicTKiCTO 20 11§ no 40 kr B
mMeTasieBi 604kM MicTKicTio 35 1.
3anponoHoBaHo: Mo 11,1 kr B
KaHicTpy MicTkicTio 10 n, no 25
Kr B KaHicTpy MmicTkicTio 20 n1i no
40 kr B KaHicTpu micTkicTio 30 n
3 NONIeTUNEHY HU3bKOrO TUCKY. 3
repMETUYHOIO KPULLIKOO, Sika
HarBMHYy€eTLCS | Mae NOACOK
NepLLOro Po3KpUTTA. Ha KoXHY
OAVIHWLIO Tapun HaKNEeTb
eTUKeTKy 3 nanepy
KaHuenspcbkoro. Mo 25 kr B
mMeTaniesi 604kn MicTkicTio 20 N
no 40 kr B MeTasieBi 604KM
MiCTKiCTIO 35 1. Ha KoXHY
OAVIHWLIO Tapyn HaKNETb
eTUKeTKy 3 nanepy
KaHL,eNnsapcbKoro; 3miHu | Tuny -
BUNYYEHHS BUPOOHUKa ADI
eTnnoswuii edip o -
6pomi3oBasniepiaHoOBOI KNCOTK
TOB «TexHonapk-LieHTp»,
Pocilicbka ®epepauis
(3annLwaeTbCs 3aTBEPIKEHWIA
BMPOGHUK TOB «dapmxim»,
YKpaiHa, L0 BUKOHYE TakKy caMmy
OYHKLIHO, L0 71 BUTYYEHWIA);
3MiHV | TUNY - BUNYYEHHSA
BMpOGHMKa AP| eTnnosuii edip
o -6pomizoBanepiaHoBOI
kucnotn BAT «Yconbe-
CunbipcbKuiA XiMiKo-
hapMLEeBTUYHWI 3aBOA»,
Pocilicbka ®efepauis
(3ayMLIaeTbea 3aTBEPAKEHWI
BUPOGHMK TOB «®apmxim»,
YKpaiHa, L0 BUKOHYE Taky camy
hYHKL,HO, LLO 1 BUSTyYEHWIA)

KOPBA/NTAB

Tabnetku; in bulk: no 7

Kr TabneTok y

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpaLinHMX MaTepiasnis:

UA/3760/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nonieTuIeHoBOMy
nakeri; no 1 nakety B
KOHTeliHepi

3MiHU | TUMY - BHECEHHS 3MiH Y
cneuudikadito Ha A®| eTunosuii
edpip o -6pomizoBasiepiaHOBOI
Kmcnotu Bupo6HuyTea TOB
«®apmxim», YkpaiHa, a came T.
«lgeHTucpikauis» (peakuis Ha
6pom) NpuBeLeHO 40 BUMOT
MeToay (PipM1-BUPOGHIMKA, SKWIA
po3pobieHnit Ha ocHoBi dY,
po3gin 2.3.1 N (meToauky 3
BUKOPWCTaHHAM peareHTy
X/TOPHOI BOAW, AKWIA He
onucaHuii y dY 3miHeHo Ha
MeTOg, i3 BUKOPUCTaHHAM
peareHTy xiiopaminy P, sikuii
onucanunii y AdY); 3miHu | Tuny -
BHECEHHS 3MiH [0
peecTpauiiHnx Matepianis
[0CbE, a came BBeAEeHHS
a/IbTEPHaATUBHOT YNaKoBKM AN
nakyBaHHS CybCTaHLii eTUNOoBWiA
edip a -6pomisoBasiepiaHOBOI
KMCnoTu: no 25 kr B MeTasniesi
604km MicTKicTo 20 n1i no 40 kr B
mMeTanesi 604kn MicTkicTio 35 1.
3anponoHosaHo: Mo 11,1 kr B
KaHicTpu micTkicTio 10 11, no 25
Kr B KaHicTpy MmicTkicTio 20 i no
40 Kr B KaHicTpu micTkicTio 30 1
3 NONieTUNEHyY HNU3bKOro TUCKY. 3
repMeTUYHOK KPULLIKOIO, Ska
HarB/MHYy€eTHLCS | Mae NOACOK
MepLLOro Po3KPUTTA. Ha KOXHY
OAMHULIIO Tapy HaK/ewTb
eTUKeTKy 3 nanepy
KaHuensapcbkoro. Mo 25 kr B
MeTanesi 604kv MicTKiCTio 20 1 i
no 40 kr B MeTasieBi 604KM
MicTkicTiO 35 /1. Ha KOXHY
OAMHULIIO Tapy HaK/ewTb
eTUKeTKy 3 nanepy
KaHLeNnsapCcbKoro; 3MiHv | Tuny -
BWyYEHHS BUPO6HUKa AdI
eTnnoswuii edip a -
6pomizoBasiepiaHOBOI KUCIOTU
TOB «TexHonapk-LieHTp»,
Pocilicbka ®epepauis
(3annLwaeTbes 3aTBEPKEHWIA
BMPOGHUK TOB «dapmxim»,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YKpaiHa, L0 BUKOHYE TakKy camy
OYHKLIHO, L0 71 BUTYYEHWiA);
3MiHW | TUMY - BUNYYEHHS
BMpOGHMKa AP| eTnnosuii edip
o -6pomizoBanepiaHoBOI
kucnotn BAT «Yconbe-
CunbipcbKuiA XiMiKo-
hapMLEeBTUYHWI 3aBOA»,
Pocilicbka ®efepauis
(3ayIMLIaeTbea 3aTBEPAKEHWI
BUPOGHMK TOB «®apmxim»,
YKpaiHa, L0 BUKOHYE Taky camy
hyHKL,IO, LLO 1 BUSTYYEHWIA)

111.

KOPBANTAB
EKCTPA

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 10 Tabnetok y
6nictepi; no 1 a6o 2
6nicTepy B KAPTOHHIi
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUMY - BHECEHHS 3MiH Y
cneuudikadito Ha A®| eTunosuii
edhip o -6pomizoBasiepiaHOBOI
KMcnotu Bupo6HuyTea TOB
«®apmxim», YkpaiHa, a came T.
«lgeHTucpikauis» (peakuis Ha
6pom) NpuBeaeHo A0 BUMOT
MeToay (PipMU-BUPOGHMKA, SIKWIA
po3pobneHnii Ha ocHoBi AdY,
po3gin 2.3.1 N (MeToauky 3
BUKOPWCTaHHAM peareHTy
XJI0PHOI BOAY, AKWIA He
onucaHuii y dY 3miHeHo Ha
MeTOZ, i3 BUKOPUCTaHHAM
peareHTy xniopaminy P, skuii
onucanuii y AdY); 3miHu | Tuny -
BHECEHHS 3MiH [0
peecTpauiiiHmx matepianis
[0CbE, a came BBeAEeHHS
a/IbTEPHATUBHOT YNaKOBKM AN
nakyBaHHs cybcTaHLii eTnnosuii
edip a -6pomisoBasiepiaHOBOI
KMCNoTu: no 25 Kr B MeTasiesi
60u4kmn micTkicTio 20 n1i no 40 kr B
mMeTanesi 604kn micTkicTio 35 .
3anponoHosaHo: Mo 11,1 kr B
KaHicTpu micTkicTio 10 11, no 25
Kr B KaHicTpy MmicTkicTio 20 i no
40 Kr B KaHicTpu micTkicTio 30 N
3 NONieTUNEHY HN3bKOTO TUCKY. 3
repMeTUYHOK KPULLIKOIO, Ska
HarBMHYy€eTbLCS | Mae NOACOK
NMepLLOro PO3KPUTTSA. Ha KOXHY

6e3 peyenma

UA/14729/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OAVHWLIO Tapy HakKNewTb
eTUKeTKy 3 nanepy
KaHuenapcbkoro. Mo 25 kr B
MeTasneBi 604KM MICTKiCTO 20 i
no 40 kr B meTaneBsi 604ku
MicTKicTiO 35 /1. Ha KOXHY
OAVHWLIO Tapy HakKNewTb
eTUKeTKy 3 nanepy
KaHUensapcbLKoro

112.

KOPOHA/N® 10

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 3 a6o no
6 6nicTepiB y KapTOHHIi
Kopobui; no 15 Tabnetok
y 6nicTepi; no 2 a6bo no
4 6nicTepu B KAPTOHHIlA
Kopobui

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

AT "CaHeka
dapmacbioTikans",
CnoBaubka
Pecny6nika; C.C.
"3eHTiBa C.A"

PymyHis

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHW | TUMY - BHECEHHSA 3MiH 40
po3gainy 3.2.S.2.1 Bupo6Huku, a
came-BU/1yYeHHs BUPOBHNYOT
AinbHuui A®I (6iconponony
dymapaty) UNICHEM
LABORATORIES LIMITED,
India Bupo6HuK, L0 3a1vwmBcs,
BWKOHYE Ti X cami (PyHKLUT, L0 i
BUIYYEHWIA; 3MiHW | Tuny -
nofaHHsA HOBOro cepTuddikara
BiANOBIAHOCTI EBpoONeiiChKi
thapmakonei R1-CEP 2008-022-
Rev 02 ans HoBOro B1po6HuKa
A®| AREVIPHARMA GMBH,
Germany; 3miHu | Tuny -
BHECEHHS 3MiH 1O METO/jB
KOHTponto A®I Ha BMiCT
3a/INLLIKOBUX PO3UMHHNKIB.
Hosum Brpo6HMKOM AdDI
AREVIPHARMA GMBH,
Germany f04aTKOBO
NPOBOAATLCA BUNPOOYBaHHSA Ha
BMICT 3a/IMLLIKOBUX PO3UYNHHVIKIB
3a METOAVKOI BUPOGHUKA

3a peyenmom

UA/3117/01/01

113.

KOPOHA/I® 5

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
no 5 mr no 10 TabneTtok
y 6nicTepi; no 3 a6o no
6 6nicTepiB y KapTOHHIi
Kopobui; no 15 Tabnetok
y 6nicTepi; no 2 a6o no
4 6nicTepun B KAPTOHHI
Kopobui

TOB "CaHodhi-
ABeHTIC YKpaiHa"

Ykpaina

AT "CaHeka
dapmacbioTikans",
Cnosaubka
Pecnyb6nika; C.C.
"3eHTiBa C.A."

PymyHis

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
po3giny 3.2.S.2.1 BUpo6HuKu, a
came-BU/TyYEHHS BUPOGHMYOT
OinbHuui A®| (6iconponony
dymapaty) UNICHEM
LABORATORIES LIMITED,
India Bupo6Hwuk, Lo 3an1umBecs,
BWKOHYE Ti X cami (PyHKLUT, L0 i
BUIYHYEHWIA; 3MiHW | Tuny -
nofiaHHa HOBOro cepTudikara

3a peyernmom

UA/3117/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBPONEChKI
thapmakonei R1-CEP 2008-022-
Rev 02 ansa HoBoro B1po6HuKa
A®| AREVIPHARMA GMBH,
Germany; 3miHu | Tuny -
BHECEHHS 3MiH [JO METO/iB
KOHTponto A®I Ha BMiCT
3/INLLIKOBUX PO3UYNHHNKIB.
Hosum BUpo6HMKOM ADI
AREVIPHARMA GMBH,
Germany f04aTKOBO
NPOBOAATLCA BUNPOOYBaHHSA Ha
BMICT 3aUIMLLIKOBUX PO3UYNHHVIKIB
3a METOAVKOI BUPOGHUKA

114.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
80 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6 bnictepiB y
nauui

AT "dapmak”

Ykpaina

AT "®apmak",
Ykpaina
(thacyBaHHsa Ta
nakyBaHHs 3 in bulk
hipM-BNpPOGHYKa
BankaHdapma
OynHnusa AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancapTtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | Tuny -
BHECEeHHS 3MiH 40 MeTofiB
BUNpobyBaHHA APl BasnicapTaHy
BMpo6HuuTBa Divi's Laboratories
Limited, a came meToq,
BusHayeHHs NMPA 1a NDBA
metogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTtogom MX-MC (HoBwiA meTog);
3MiHM | TURY - faHa 3MiHa
noJaeTbecs y 3B'A3KY 3i
3BY)XEHHAM JONYCTUMUX MEX,
BM3HAYEHWX Yy cneuudikauii Ha
A®| BasicapTaH BiJ BUPOOHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
nowmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

3a peyenmom

UA/14293/01/01

115.

KOPCAP® H

TabneTku, BKpUTI
N/1iBKOBOK 0BOJIOHKOIO,
160 mr/25 mr no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nicTepis y

AT "dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(dbacyBaHHsA Ta
nakysaHHs 3 in bulk
ipm-B1pOBHUKA

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMY - NOAAHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gns AdI

3a peyernmom

UA/14293/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauui

BankaHdapma
OynHuus AT,
Bonrapis)

BancapraHy Big Bxe
3aTBEPAKEHOTO BUPOOHMKA
Divi's Laboratories Limited
3artBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MmiHu | TUny -
BHECEHHS 3MiH [JO METO/iB
BunpobyBaHHA A®| BancapTaHy
BMpOGHULTBA Divi's Laboratories
Limited, a came meTog,
Bn3HayeHHs NMPA Ta NDBA
meTtogom HPLC-MSD po3gaineHo
Ha 2 metoan: NDBA meToaom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBuiA meTon);
3MiHM | TUNY - AaHa 3miHa
noAaeTbCA Y 3B'A3KY 3i
3BY)XXEHHAM [0NYyCTUMUX MEX,
BM3HAYEHWX Y cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKA
Divi’s Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTY
nowmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

116.

KOPCAP® H

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

AT "dapmak”

Ykpaina

BankaHdapma
AynHuua AT

Bonrapis

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHU | TUNY - NoAaHHSA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancapTtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited;
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | Tuny -
BHECEeHHS 3MiH 40 MeTofiB
BUNpobyBaHHA APl BasnicapTaHy
BMpo6HuuTBa Divi's Laboratories
Limited, a came meToq,
BusHayeHHs NMPA 1a NDBA
metogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTtogom MX-MC (HoBwiA meTog);
3MiHM | TURY - faHa 3MiHa
noJaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHWX Yy cneuundikauii Ha
A®| BasicapTaH BiJ BUPOOHMKA
Divi's Laboratories limited, India,

UA/14291/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

a came 3BY)XXEHO MeXi BMICTy
powmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

117.

KOPCAP® H

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

AT "dapmak"

YKpaiHa

BankaHdapma
AynHunusa AT

Bonrapis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gns Ad|
BancaptaHy Big BXe
3aTBEPAKEHOTO BUPOOHMKA
Divi's Laboratories Limited;
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHn | TUny -
BHECEHHS 3MiH 0 MeTofiB
BunpobysaHHA APl BancapTaHy
BMpo6HMLTBa Divi's Laboratories
Limited, a came meTop,
BM3HayeHHss NMPA ta NDBA
meTogom HPLC-MSD po3gineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom X-MC (HoBuiA meTof);
3MiHuM | TUNY - faHa 3miHa
NoAaETbCA y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HauYeHUx y cneyndikauii Ha
A®| BasicapTaH Bif BUPOGHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
pomiwok NDMA 1a NDEA 3
0.300 ppm go 0.03 ppm

UA/14291/01/01

118.

KOPCAP® H

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
320 mr/12,5 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 bnictepiB y
nauui

AT "®dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(thbacyBaHHsA Ta
nakysaHHs 3 in bulk
hipM-B1POGHYIKIB
BankaHndapma
OynHnug AT,
Bonrapisi)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHW | TUMy - NogaHHA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancaptaHy Bif Bxe
3aTBEPKEHOr0 BUPOOHUKA
Divi's Laboratories Limited
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3miHu | Tuny -
BHECEHHS 3MiH O METO/iB
BunNpobyBaHHA A®| BancapTaHy
BMpo6HMUTBa Divi's Laboratories
Limited, a came meTog,
BM3HayeHHsa NMPA Ta NDBA
meTogom HPLC-MSD posgineHo

3a peyenmom

UA/14295/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBwWit MeTog);
3MiHM | TUNy - AaHa 3miHa
nofJaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHWX Yy cneundikauii Ha
A®| BasicapTaH Bif, BUPO6HUKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
powmiwok NDMA T1a NDEA 3
0.300 ppm g0 0.03 ppm

119.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOHO,
320 mr/12,5 mr in bulk:
no 10 kr TabneTok y
MiLLIKax

AT "dapmak"

YKpaiHa

BankaHdapma-
AynHuusa AT

Bonrapis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - NoAaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 gns Ad|
BancaptaHy Big BXe
3aTBEPAKEHOrO BUPOOHMKA
Divi's Laboratories Limited.
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHn | Tuny -
BHECEHHS 3MiH 10 MeTofiB
BunpobysaHHA APl BancapTaHy
BMpo6HMLTBa Divi's Laboratories
Limited, a came meTop,
BM3HayeHHss NMPA ta NDBA
meTogom HPLC-MSD po3gineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTogom X-MC (HoBuiA meTof);
3MiHuM | TUNY - faHa 3miHa
NoAaETbCA y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HauYeHUx y cneyndikauii Ha
A®| BasicapTaH Bif BUPOGHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
pomiwok NDMA 1a NDEA 3
0.300 ppm go 0.03 ppm

UA/14292/01/01

120.

KOPCAP® H

TabneTtku, BKPUTI
NiBKOBOK 06O/IOHKOLO,
160 mr/12,5 wr; in bulk:
no 10 kr TabneTok y
MiLLKax

AT "®dapmak”

YKpaiHa

BankaHdapma-
AynHuusa AT

Bonrapis

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHuW | TUNY — NogaHHA
oHossieHoro CEP Ne R1-CEP
2012-338-Rev 01 ana Adl
BasnicapTtaHy Big BxXe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited;

UA/14290/01/01
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Ymosu

Howmep

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3aTBepxeHo: R1-CEP 2012-
338-Rev 00; 3miHu | TUNY —
BHECEHHS 3MiH [JO METO/iB

BunpobyBaHHA A®I| BancapTaHy
BMpoGHULTBA Divi's Laboratories
Limited, a came meTog,
Bn3HayeHHs NMPA Ta NDBA
meTtogom HPLC-MSD po3gineHo

Ha 2 metoan: NDBA meToaom

BEPX MC (6e3 3miH) Ta NMPA

meTogom MX-MC (HoBuiA meTof);
3MiHM | Tuny - aHa 3miHa
nofJaeTbCs Y 3B'A3KY 3i
3BY)XXEHHAM [0NYyCTUMUX MEX,

BM3HAYEHWX Y cneundikauii Ha

A®| BasicapTaH Bif, BUPOOHUKaA

Divi’s Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTY
nowmiwok NDMA Ta NDEA 3

0.300 ppm go 0.03 ppm

UA/14290/01/02

121.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
320 mr/25 wr; in bulk: no
10 kr TabNeToK y Milkax

AT "dapmak”

YkpaiHa

BankaHndapma-
AynHuua AT

Bonrapis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY — NogaHHA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancapTtaHy Big, Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited;
3atBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | TURY —
BHECEeHHS 3MiH 40 MeTofiB
BUNpobyBaHHA APl BasicapTaHy
BMpo6HuLTBa Divi's Laboratories
Limited, a came meToq,
Bu3HayeHHs NMPA t1a NDBA
meTtogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA
meTtogom MX-MC (HoBwiA meTog);
3MiHM | TNy - JaHa 3miHa
nofjaeTbecs y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BM3HAYEHWX Yy cneuundikauii Ha
A®| BasicapTaH BiJ BUPOOHMKA
Divi's Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy

powmiwok NDMA 1a NDEA 3
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

0.300 ppm go 0.03 ppm

122.

KOPCAP® H

TabneTku, BKPUTI
N1iBKOBOK 060/IOHKOIO,
320 wmr/25 wr, no 10
Tabnetok y 6nictepi; no
3 abo 6 bnicTepiB y
nauui

AT "®dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(dbacyBaHHsA Ta
nakyBaHHs 3 in bulk
hipM-BNPOGHYMKa
BankaHdapma
OynHuusa AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUNY — NogaHHA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna A®l
BancaptaHy Big Bxe
3aTBEPKEHOr0 BUPOOHUKA
Divi's Laboratories Limited
3artBepaxeHo: R1-CEP 2012-
338-Rev 00; 3miHu | TUNY —
BHECEHHS 3MiH 1O METO/jB
BunNpobyBaHHA APl BancapTaHy
BMpo6HMUTBA Divi's Laboratories
Limited, a came meTog,
Bu3HayeHHa NMPA Ta NDBA
metogom HPLC-MSD posgineHo
Ha 2 metoan: NDBA meTofom
BEPX MC (6e3 3miH) Ta NMPA
meTogom MX-MC (HoBwiA MeTof);
3MiHM | TNy - laHa 3miHa
noAaeTbCs Y 3B'A3KY 3i
3BY)XXEHHSIM [0NYyCTUMUX MEX,
BM3HAYEHWX Yy cneundikauii Ha
A®| BasicapTaH Bij, BUPO6HUKaA
Divi's Laboratories limited, India,
a came 3BY)XEHO MeXi BMICTy
nowmiwok NDMA Ta NDEA 3
0.300 ppm go 0.03 ppm

3a peyenmom

UA/14294/01/02

123.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
160 mr/12,5 wr, no 10
Tabnetok y 6nictepi; no
3 abo 6 6nicTepiB y
nauui

AT "dapmak”

Ykpaina

AT "®apmak",
Ykpaina
(tbacyBaHHsa Ta
nakyBaHHs 3 in bulk
hipM-BNpPOGHYKa
BankaHdapma
OynHuus AT,
Bonrapis)

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHuM | TUNY — NoAaHHSA
oHosneHoro CEP Ne R1-CEP
2012-338-Rev 01 gna Adl
BancaptaHy Big Bxe
3aTBEPAKEHOr0 BUPOGHMKA
Divi's Laboratories Limited
3arBepaxeHo: R1-CEP 2012-
338-Rev 00; 3MiHu | TURY —
BHECEHHS 3MiH 40 MeTofiB
BUNpobyBaHHs APl BasnicapTaHy
BMpo6HuLTBa Divi's Laboratories
Limited, a came meTog
Bu3HayeHHs NMPA 1a NDBA
meTtogom HPLC-MSD posgineHo
Ha 2 metogun: NDBA meTogom
BEPX MC (6e3 3miH) Ta NMPA

3a peyernmom

UA/14294/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
meTogom MX-MC (HoBwiA meTog);
3MiHu | TNy - JaHa 3MiHa
NoAaeTbCA y 3B'A3KY 3i
3BYXXEHHAM JONYCTUMUX MEX,
BU3HauYeHuUx y cneyndikauii Ha
A®| BasicapTaH Bif BUPOGHMKA
Divi’'s Laboratories limited, India,
a came 3BY)XXEHO MeXi BMICTy
pomiwok NDMA 1a NDEA 3
0.300 ppm go 0.03 ppm
124. | KOCTAPOKC TabneTtku, BKPUTI TOB "CaHp03 Ykpaina BUPOBHUUTBO "in IHais/ BHECEHHS 3MiH 0 3a peyenmom UA/17232/01/01
N1iBKOBOK 060/IOHKOIO, YkpaiHa" bulk", nepsuHHe Ta Manbta/ peecTpauiiHnx matepianis:
no 30 wmr, no 7 TabneTok BTOpPUHHE HimeuunHa 3MiHM | TUNY - 3MiHK 3 SKOCTI.
y 6nicTepi; no 4 nakyBaHHs: [oTOBMIA NikapcbKuii 3acio.
6nicTepy B KAPTOHHIi Kagina 3MiHN Yy BUPOGHULTBI. 3MiHa
Kopobui dapmachbloTikans iMnopTepa/3miHu, Lo
Nimites, 1HAis; CTOCYHTbCS BUMYCKY cepil Ta
TECTyBaHHS: KOHTPO/H0 SIKOCTi rOTOBOrO

dapmakep Mpemiym
nta., ManbTa;
BWNYCK Cepiit:
Canotac ®apma
M6X, HimeuuunHa,;
TECTyBaHHS:
idon MpiBatec
IHCTUTYT chrop
MpopgykTkBanitet
rm6X, HimevunHa;
TeCTyBaHHS:
AHaniTiwec
LleHTpym Biochapm
'M6X BepriH,
HimeuunHa

nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNIbHUL, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBefeHHs1 0AaTKOBOrO
BMPOGHMKA BiANOBifaIbHOTO 3a
MiKpOG6i0NOoriYHUIA KOHTPOb
roTOBOro NPOAYKTY idon
MpiBatec IHCTUTYT dhrop
MpopykTkBaniteT MNM6X BarHep-
Pereni-LTpacce 8, 12489
BepniH, HimeuunHa/ifp Privates
Institut fuer Produktqualitaet
GmbH Wagner-Regeny-Strasse
8, 12489 Berlin, Germany; 3miHu
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AifbHUL, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBefeHHs1 0AaTKOBOro
BMPOGHMKA BiANOBifaIbHOTO 3a
PI3NYHWIA/XIMIYHWI KOHTPOSTb
roTOBOro NPOAYKTY AHaniTiwec
LleHtpym Biochapm I'm6X BepniH
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Bittepcenbaep LWrpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany
125. | KOCTAPOKC TabneTku, BKpUTI TOB "CaHpo3 YkpaiHa BMPOGHMLTBO "in IHgis/ BHECEHHS 3MiH g0 3a peyenmom UA/17232/01/02
NAiBKOBOK 060/IOHKOHO, YkpaiHa" bulk", nepBrHHe Ta ManbTta/ peecTpavuiiHux maTepianis:
no 60 mr, no 4 TabneTkun BTOPVHHE HimeuunHa 3MiHW | TMNy - 3MiHK 3 AKOCTI.
y 6nicTepi; no 1 nakyBaHHs: [oTOBMIA NikapcbKuii 3acio.
6nicTepy B KapTOHHiIl Kagina 3MiHM Y BUPOOHULTBI. 3MiHa

Kopobui

dapmacbioTikans
Nimiteq, IHAis;
TEeCTyBaHHs:
dapmakep Mpemiym
Nta., ManbTa;
BUMNYCK Cepiii:
Cantortac dapma
vM6X, HimeuunHa;
TEeCTyBaHHs:
idon Mpisatec
IHCTUTYT dhrop
MpoaykTkBanitet
'm6X, HimeuunHa;
TeCTyBaHHs:
AHaniTiwec
LleHTpym Biochapm
'M6X BepniH,
HimeyunHa

iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY Cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOTO
nikapcbkoro 3acoby (3amiHa abo
00JaBaHHS Ai/TbHULI, Ha SKil
3iACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) -
BBefeHHs1 oaaTkoBOro
BMpOo6HUKa BiANOBIAA/ILHOTO 3a
MiKpOG6IONOriYHUIA KOHTPOb
roTOBOro NpoAyKTy ichn
MpiBatec IHCTUTYT dotop
MpoaykTkBanitetr NM6X BarHep-
PereHi-LLTpacce 8, 12489
BepniH, HimeuunHa/ifp Privates
Institut fuer Produktqualitaet
GmbH Wagner-Regeny-Strasse
8, 12489 Berlin, Germany; 3miHu
| TNy - 3miHK 3 AkocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHn y
BUPOBHUUTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo
00JaBaHHs Ai/TbHULI, Ha SKil
3iACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) -
BBefeHHs1 oaaTkoBOro
BMpOo6HUKa BiANOBIAA/ILHOTO 3a
PI3NYHNIA/XIMIYHWI KOHTPOSb
roTOBOro NPoAyKTy AHaniTilec
LleHTpy™m Biodhapm Mm6X BepniH
Bitrepcensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Berlin, Germany
126. | KOCTAPOKC TabneTku, BKPUTI TOB "CaHp03 Ykpaina BUPOBHUUTBO "in IHais/ BHECEHHS 3MiH 0 3a peyenmom UA/17232/01/03
N1iBKOBOK 060/IOHKOIO, YkpaiHa" bulk", nepsuHHe Ta Manbta/ peecTpauiiHnx matepianis:
no 90 wmr, no 7 TabneTok BTOpPUHHE HimeuunHa 3MiHM | TUNY - 3MiHK 3 SKOCTI.
y 6nicTepi; no 1 abo 4 nakyBaHHs: [oTOBMIA NikapcbKuii 3acio.
6nicTepy B KAPTOHHIi Kagina 3MiHN Yy BUPOGHULTBI. 3MiHa
Kopo6ui; no 10 TabneTok dapmacbloTikans iMnopTepa/3miHu, Lo
y 6nictepi; no 10 Nimites, 1HAis; CTOCYHTbCS BUMYCKY cepil Ta
6nicTepiB y KAPTOHHIN TecTyBaHHA: KOHTPOJHO SIKOCTi FOTOBOro
Kopobui dapmakep Mpemiym nikapcbKoro 3acoby (3amiHa abo
nta., ManbTa; [ofaBaHHA AifbHUL, Ha SKil
BWMNYCK Cepiit: 3[iCHI0ETLCA
Cantotac ®apma KOHTPO/b/BMNPOGYBaHHSA cepii) -
Mv6X, HimeuunHa,; BBefeHHA gogarkosoro
TeCTyBaHHS: BMPOGHMKA BiANOBifaIbHOTO 3a
idon MpiBatec MiKpOG6i0NOoriYHUIA KOHTPOb
IHCTUTYT chrop roTOBOro NPOAYKTY idon
MpopgykTkBaniteT MpiBatec IHCTUTYT dhrop
vM6X, HimeuunHa; MpopykTkBaniteT MNM6X BarHep-
TeCcTyBaHHA: Pereni-LTpacce 8, 12489
AHaniTiwec BepniH, HimeuunHa/ifp Privates
LleHTpym Biochapm Institut fuer Produktqualitaet
'M6X BepniH, GmbH Wagner-Regeny-Strasse
HimeuyunHa 8, 12489 Berlin, Germany; 3miHu
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHTbCS BUMYCKY cepil Ta
KOHTPOJHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AifbHUL, Ha SKil
3[iiCHIOETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepii) -
BBefeHHs1 0AaTKOBOro
BMPOGHMKA BiANOBifaIbHOTO 3a
PI3NYHWIA/XIMIYHWI KOHTPOSTb
roTOBOro NPOAYKTY AHaniTiwec
LleHTpy™m Biochapm Mm6X BepniH
Bittepcensaep LWTtpacce 19,
12681 bepniH,
HimeuunHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany
127. | KOCTAPOKC TabneTku, BKpUTI TOB "CaHpo3 Ykpaina BMPOGHMLTBO "in IHais/ BHECEHHSA 3MiH 40 3a peyernmom UA/17232/01/04
NAiBKOBOK 060/IOHKOHO, YkpaiHa" bulk", nepBrHHe Ta ManbTta/ peecTpavuiiHux matepianis:
no 120 mr, no 7 BTOPVHHE HimeuunHa 3MiHW | TMNYy - 3MiHK 3 AKOCTI.
TabneTok y 6rictepi; no nakyBaHHs: oTOBMIA NNikapcbKunii 3aci6.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 a6o 4 6nicTepu B Kagina 3MiHM y BUPOGHMLTBI. 3MiHa
KapTOHHilA KopooLi dapmacbioTikans iMnopTepa/amiHu, Lo
Nimiten, IHais; CTOCYHOTbCSl BUMYCKY Cepii Ta
TeCTyBaHHS: KOHTPOJIH0 SKOCTi FOTOBOrO
dapmakep Mpemiym nikapcbKoro 3acoby (3amiHa abo
Nrta., ManbTa; [ofaBaHHA AinbHUL, Ha SAKIRA
BWMNYCK Cepiii: 3[jCHI0ETLCA
Canotac ®apmva KOHTPO/b/BMNPOGYBaHHSA cepii) -
vM6X, HimeuunHa; BBefeHHA [04aTKOBOrO
TeCTyBaHHS: BMPOGHMKa BiANOBIJaUIbHOTO 3a
icdon MpiBatec MiKpOG6i0NoriYHUIA KOHTPOb
IHCTUTYT dhrop roTOBOro NPOAyKTY ichn
MpopykTkBaniTeT MpiBatec IHCTUTYT dhrop
M6X, HimeyunHa,; MpoaykTkBanitet NM6X BarHep-
TecTyBaHHA: Pereni-LTpacce 8, 12489
AHaniTiwec BepniH, HimeuwunHa/ifp Privates
LleHTpym Biodhapm Institut fuer Produktqualitaet
'M6X BepniH, GmbH Wagner-Regeny-Strasse
HimeuyunHa 8, 12489 Berlin, Germany; 3miHu
| Tuny - 3miHK 3 AkocTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 SKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPO/b/BUNPOGYBaHHSA cepii) -
BBefeHHA [04aTKOBOrO
BMPOGHMKA BifNoBiJabHOTO 3a
PI3NYHNIA/XIMIYHWIA KOHTPOSTb
roTOBOro NPOAyKTy AHaniTilec
LleHtpy™m Biochapm Mm6X BepniH
Bittepcensaep LWTtpacce 19,
12681 bepniH,
HimeuumHa/Analytisches
Zentrum Biopharm GmbH Berlin
Bitterfelder Strasse 19, 12681
Berlin, Germany
128. | KPEMIEH Ma3b; Mo 15ra6o 30ry | CninbHe ykpaiHCbKO- Ykpaina CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/2099/01/01

Ty6i; no 1 Ty6i B nayw,

icnaHcbke
nignpMeEMCTBO
"Cnepko YkpaiHa"

icnaHcbke
niANpMEMCTBO
"Cnepko YkpaiHa"

peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHa

nepiogNYHOCTI KOHTPOSIIO 3a
nokasHnkom "MikpobionoriyHa
yncToTa" 3 LWOCepIHOro Ha
nepioanyHMit (BUNPoGyBaHH0
nignarae koxHa 10-Ta cepis,
ane He meHLe 1 cepii B pik) B
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Cneuudpikauii M3
129. | KYNPEHIN® TabneTku, BKPUTI TOB "TeBa YkpaiHa" Ykpaina TOB TeBa Monbua BHECEHHS 3MiH 0 3a peyenmom UA/8546/01/01
N1iBKOBOK 060/IOHKOIO, OnepenwH3 peecTpauiiHnx matepianis:

no 250 mr, no 100
TabneTtok y nnswi; no 1
NAAWLI B KAPTOHHIN
Kopobui

MonaHg, Monbwa
(BMPOGHMLTBO 3a
MOBHWM LMK/IOM)

3MiHM | TUMY — 3aMiHa KPULLIKK
6in0ro KonbLopy 6e3 /1IoroTUny Ha
KPWLLIKY 3e/1eHOT0 KOJbopy 3
norotunom TEVA. Martepian, o
3HaXO0ANTLCA BCePenHi KPULLIKKM
Ta BKI1a4uLL, KW 3aKpuBae
rOpaIOBYHY MASALWKK (MaTepiasn,
LLIO0 KOHTAKTY€E 3 NiKkapCbKnM
3ac060M) 3a/IMWaeTbes 6e3
3MiH. OHOB/iEHHS p. 3.2.P.7.
Cuctema koHTeliHep/
3aKyrnoproBasibHWi1 3acib, 3
METOI0 BK/TOYEHHS [0AATKOBOrO
cepTuduikaty aHanisy,
KpecneHHs Ta geknapaduito woao
AKOCTi 7191 HOBOT KPULLIKW,
OHOBJIEHHE 306paKEeHHS NASLLKN
HDPE 100 cm3. BeeAeHHs 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY -
BBEJEHHS TEPMiIHY NpuAaTHOCTI
Hepo3hacoBaHOro NPoAyKTy
ynakoBaHOro y Npo3opi nakeTu 3
nonieTuneHosoi onbrn B
KOHTeliHepi (12 micAuiB) Ha
nigcTasi NO3UTUBHUX
pe3ynbTaTiB AOC/iMKEHHS
cTabiNbHOCTI, OTPYMaHUX Ans
[1BOX KOMepL,iiH1X cepiid, nepen
CTafji€t0 NEPBMHHOTO NaKyBaHHS.
BunpasneHHss NOMUIIKV B OMNKUCI
BMPOGHMYOro npoLecy,
npegcrasneHoro y p. 3.2.P.3.3.
Onuc BMpo6HMYOro npouecy Ta
KOHTPO/II0 NpoLecy, a came B
3aresepgxeHomy p. 3.2.P.3.3.
NMOMWJIKOBO NpefcTasneHa
iHhopmawis, wo BiabyBa€eTbCA
romoreHisauis nepeg,
[ofaBaHHAM 3MaLLlyBaslbHUX
KOMMOHEHTIB (3anponoHOBaHO:
«["oTOBMI NPOAYKT
BUrOTOB/ISIETLCA METOAOM
BOJIOrOro rpaHy toBaHHs.
BurCyLLIEHWIA rpaHynaT 3MillyoTh
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
i3 3MalLLyBasIbHAMM
KOMNOHeHTamu, Ta NoTiM
nponyckatoTb Yepes
3MiLLyBa/IbHWI MeXaHi3Mm, 106
oTpMMAaTV OHOPIAHY CyMill ANs
TabnetyBaHHs)
130. | TA®AKCUH® XR TabneTkn [Jekcenb ®apma I13painb [Lekcenb N14. I3painb BHECEHHS 3MiH g0 3a peyenmom UA/13444/01/01

NPONOHIOBaHOI Aji no 75
Mr, o 14 TabneTok y
6nicTepi 3 KaneHgapHo
LLKasIoto; Mo 2 6nictepu
Y KapTOHHIl kopoobLi

TexHonomxus ta.

peecTpavuiiHux maTepianis:
3MiHM | Tuny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKaA
(BnacHvika peecTpadiiHoro
nocBigyeHHs) - 3MiHa agpecu
3asBHMKA; 3MiHW | TUNy - 3MiHK
woAo 6e3nekn/epekTnBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnag ditoua
pepakuis: Dr Claire Webster
MponoHoBaHa pegakuis: Dr
Zanna Sutenko 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag 3miHa micus
3[iACHEHHSI OCHOBHOT AiSNbHOCTI
3 chapmakoHarnsgy. 3miHa
MiCLIe3HaxopKeHHs macTep-
dharina cuctemmn
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsay

131.

NA®AKCUH® XR

TabneTkun
MPOJIOHroBaHoI Aji No
150 wmr, no 14 TabneTtok
y 6nictepi 3
Ka/IeHAAPHOH0 LLKanoH;
no 2 6nictepun y
KapTOHHIlA KOpooLi

[Oekcenb ®apma
TexHonomxus /itg.

13painb

[Jekcenb N14,.

13painb

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBig4eHHs) - 3MiHa agpecu
3a8BHMKa; 3MiHU | TUNY - 3MiHK
woao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi fiaHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YyNnoBHOBaXKEHOT 0cobm
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsag dirova
pegakuis: Dr Claire Webster
MponoHoBaHa pepgakuis: Dr
Zanna Sutenko 3miHa
KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
thapmakoHarnag 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 hapmakoHarnsgy. 3miHa
MiCLiE3HaxXOMKEHHSA MacTep-
thaiina cuctemu
hapmakoHarnsgy

3a peyenmom

UA/13444/01/02

132.

NA®EPOBIOH®

cynosuTopii no 1 000
000 MO, in bulk

Ne 1230: no 3
cynosutopiino 1ry
6nictepi; no 410

TOB "®3
"BIO®PAPMA"

Ykpaina

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
YTOUYHEHHS peecTpaLiiiHoro
Homepa B Hakasi MO3 YkpaiHu

UA/14695/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6nicTepiB B rpynoBii i Ne 43 Big 11.01.2022 B
TpaHCMOpPTHIl Tapi; in npoueci BHECEHHS 3MiH (3MiHU
bulk Ne 1250: no 5 | TMny - 3MiHK Woao
cynosuTtopiiBno 1ry 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 250 thapmakoHarnagy. BeefeHHs
6nicTepiB B rpynoBii i a60 3MiHM [0 y3arasibHEeHNX
TpaHCMOpPTHIl Tapi; in [OaHyX Npo cuctemy
bulk Ne 1250: no 10 thapmakoHarnagy (BBefeHHs
cynosutopiiBno 1ry y3arasibHeHUX AaHux npo
6nicTepi; no 125 cuctemy chapmakoHarnsgy,
6nicTepiB B rpynoBiii i 3MiHa YNOBHOBaXeHOI ocobu,
TPaHCNOPTHIN Tapi BiNOBIAaAbHOT 3a 34iICHEHHS
thapmakoHarnagy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHUKA A9 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOI 0CO6M,
BigNoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHI fiaHi) Ta/abo 3MiHn y
po3MmilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVIKa, BiANOBiAa/IbHOT 32
chapmakoHarnsg. MponoHoBaHa
pegaxuis: oy, TeTsHa HOpiiBHa.
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnag). Pepakuis B
Hakasi: UA/14695/01/02.
3anponoHoBaHa pefakLis:
UA/14695/01/03.

133. | NEBAHA® IC Tabnetku no 0,5 mr no ToBapucTso 3 YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/11175/01/01
10 TabneTok y 6nicTepi; [04aTKOBOO [04aTKOBOO peecTpauiiHnx matepianis:
no 2 6nictepu B navuy,j 3 BigNOBiAa/IbHICTIO BiANOBiAA/IbHICTIO 3MiHM | TUny - 3MiHK Woao

"IHTEPXIM" "IHTEPXIM" 6e3nekun/edekTBHOCTI Ta

KapToHy

thapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKA /15 3[iCHEeHHS
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0Co6M
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

134.

NEBAHA® IC

Tabnetkn no 1 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edreKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX

3a peyernmom

UA/11175/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YMOBHOB&XeHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

135.

NEBAHA® IC

TabneTkn no 2 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapTOHY

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOIO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHux nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag

3a peyernmom

UA/11175/01/03

136.

NEBOKOM
PETAP/A ACIHO

TabneTkn
NPOIOHIOBaHOT Aji No
100 mr/25 wr, no 10
Tabnetok y 6nictepi, no
3 abo 10 6nictepiB y
KapTOHHIW nayu,i

AciHo ®apma Al

LLiBeiuapis

AciHo ®apma Arl',
Lseiiapis
(nepBuHHa Ta
BTOPWHHA
ynakoBka); AciHO
Papma Arl,
LBeiiuapis (NoBHWIA
LMK BUPOBHULTBA)

LBeiiLapis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[aHuX Npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeEHOI 0cobu,

3a peyenmom

UA/16260/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX JaHuX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
thapmakoHarnag. 3MmiHa
MiCLIe3HaxXOpKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy Ta ioro
Homepa. 3MiHa MicuA
3[iACHEHHSI OCHOBHOT AisNbHOCTI
3 hapmakoHarnsgy

137.

NEBOKOM
PETAPA ACIHO

TabneTkn
NPOJIOHIOBaHOT Aji No
200 wmr/50 mr, no 10
Tabnetok y 6nictepi, no
3 abo 10 6nictepiB y
KapTOHHIW nayu,i

AciHo dapma Al

LLiBefiuapis

AciHo ®apma AT,
LBeiiLapis
(nepBuHHa Ta
BTOPWHHA
ynakoBka); AciHO
®apma Arl,
LBeiiuapis (noBHWIA
LMK BUPOBHULTBA)

LBeiiuapis

BHECEHHS 3MiH [0
peecTpauiiHux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edreKTBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa yNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi AiaHi) Ta/abo 3MiHn y

3a peyernmom

UA/16261/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
med. Eva Kopecna, MSc., Ph.
D. 3MiHa KOHTaKTHUX AaHux
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnag. 3miHa
MiCLie3HaxXoMKEHHSA MacTep-
thaiina cuctemu
thapmakoHarnsgy Ta iioro
Homepa. 3MiHa MicuA
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI
3 chapmakoHarnagy

138.

NEBOMIH® 30

TabneTkn, BKPUTI
NNiBKOBOK 060/TIOHKOHO,
no 0,03 mr/0,15 mr no 21
Tabnetyi y 6nictepi; no
1 a6o no 3, abo no 6
6nicTepiB y KAPTOHHIl
Kopobui

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmoeX
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHu | TUNY - AgMiHICTpaTVBHI
3MiHW. 3MiHa Ha3BW MiKapCbKOro
3acoby 3aTBepKeHo:
NeBomiH 30 3anponoHOBaHO:
NleBomiH® 30 BBeAeHHS 3MiH
npoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS.

3a peyernmom

UA/16583/01/01

139.

NEBOMILUETUH

TabneTku no 500 mr, no
10 TabneTok y 6nicTepi;
no 1 6nictepy B nauui

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BVMPOGHNYMNIA LEHTP
"BopLyariBcbkuii
XiMiko-
hapmaLeBTUYHNMIA
3asof”

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta

dhapmakoHarnsgy -
3aTBEPMKEHHS
anbTepHaTUBHOIO TEKCTY
MapKyBaHHS YNakoBKu
nNiKapcbKoro 3acooby i3
3a3HauYeHHsAM /10roTuny
ancTpub'iotopa

3a peyernmom

UA/3621/01/01

140.

NIBEPIA® IC

Tabnetkun no 0,5 r no 10
TabneTtok y 6rictepi; no
2 6nicTepu y navuj 3
KapToHY

ToBapucTBO 3
[04,aTKOBOO
BiANOBIAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[04,aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMX MaTepiasnis:
3MiHK | TUNY - 3MiHW WoA0
6e3nekn/edpekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHEeHWX
[aHuX Npo cuctemy
thapmakoHarnisgy (BBe4eHHs
y3arajlbHeHUX AaHnX npo

6e3 peyenma

UA/13164/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI ocobu,
BiiNOBIAaAbHOT 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeEHOI 0Co6U
3as1BHVKa, BiANOBIAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

141.

NIAOKAIH

pO34MH A4 iH'ekuid, 10
mr/m; no 3,5 mn abo no
5 mn B amnyni; no 10
amnyn y nauui 3
KapToHy; no 3,5 M abo
no 5 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapToHy; no 3,5 M1 abo
no 5 mn B amnyni; no
100 amnyn y nayui 3
KapToHyY

MpuBartHe
akuioHepHe
TOBapuCTBO "J1ekxim
- XapkiB"

YKpaiHa

MNpuBatHe
akuioHepHe
TOBapuCTBO "J1eKXiM
- XapkiB"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHn | TURY - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUpO6HUYOT
OinbHULI (BKNOYAKOUN AiNbHULI
ana A®l, npoMiXXHOro NpoAyKTy
ab0 roToBOro fikapcbKoro
3acoby, AinbHuLi Ans
NPOBEEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOTO 3a
BUMNYCK Cepiid, MicLe
NPOBELEHHS KOHTPOSIO cepii)
abo noctavanbHUKa BUXIAHOTO
mMaTepiany, peareHTy abo
[0NOMIXHOT PeYoBUHU (SIKLLO
3a3HayeHo y OCbE) -
BU/IyHYEHHS1 BUpOOHMKa AdI
(Nigoxainy rigpoxnopuay
MoHorigpaty) S.I.M.S. S.R.L,,
ITania. 3atBepoKeHi BUPOOHMUI
LiNbHUL, WO 3aUWNANCE —
BMKOHYIOTb Ti cami QOyHKL,i, L0
BUIyYeHa

3a peyenmom

UA/15384/01/01

142.

NIJOKAIH

pO34MH A5 iH'eKuUin, 10

MpuBatHe

Ykpaina

MpuBaTHe

YKpaiHa

BHECEHHS 3MiH 0

UA/19165/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mr/mn in bulk: no 3,5 mn akujioHepHe akujioHepHe peecTpauiiHnux matepianis:
ab6o no 5 mn B amnyni; TOBapuCTBO "J1eKkxim TOBapucTBO "J1eKXiM 3MiHu | TUNy - AgMiHICTpaTVBHI
no 100 amnyn y kopo6uyj; - Xapkis" - Xapkis" 3MiHW. BunyyeHHs BUpOGHUYOI
no 3,5 mna6o no 5 mn B AinbHUUI (BKTHOYAKOYM AiNbHUL
amnyni, no 5 amnyn y ans A®l, NpoMixXHOro NpoayKTy
6nictepi, no 20 a60 roToBOro NikapcbLKoro
6nicTepiB y Kopobui 3acoby, AinbHuULi Ans
NpoBefeHHs NakyBaHHs,
BMPOGHWKA, BiAMNOBIfaIbHOTO 3a
BWMNYCK Cepiid, Micue
NpoBeEeHHA KOHTPOIO cepil)
abo noctavasibHUKa BUXIAHOTO
mMarepiany, peareHty abo
[LOMOMDKHOI peYOBUHM (AKLLO
3a3HayYeHo y AOCbE) -
BWyYEHHS BUPO6HUKa AdI
(Nipoxainy rigpoxnopuay
MoHorigpaty) S.I.LM.S. S.R.L.,
ITanis. 3aTBepaKeHi BUPO6HUYI
OiNbHUL, WO 3aNUWLNANCE —
BMKOHYIOTb Ti cami hyHKL,i, L0
BUIyYeHa
143. | NIAOKAIH pO34uH AN iH'ekuiid, 10 MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 - UA/19165/01/01
mr/mn in bulk: no 3,5 mn akujioHepHe akujioHepHe peecTpauiiHnx matepianis:
abo no 5 mn B amnyni; TOBapUCTBO "JlekxiMm TOBapUCTBO "“J1ekxiM 3MiHu | TUNY - 3MiHKU 3 SKOCTI.
no 100 amnyn y kopoo6Li; - XapkiB" - XapkiB" [oTOBMIA NikapcbKuii 3acio.

no 3,5 mna6o no 5 vn s
amnyni, no 5 amnyny
6nictepi, no 20
6nicTepis y KOpoobLi

Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku

roTOBOrO liKapCbKOro 3acoby
(iHLWi 3MiHW) - BBEAEHHSA
ynakoBku in bulk: no 3,5 mn a6o
no 5 mn B amnyni; no 100 amnyn
nomiLLaloThb Y KOPObKY 3
KapTOHy, fika Mae NeperopoaKm
abo no 5 amnyn nomiwarTb y
6nicTep; no 20 6nicTepis
NoMiLLaloTb Yy KOPOBKY, 3
BiAMNOBIAHMMM 3MiHaMK [0 p.
«YnakoBka». MNepBuUHHUI
nakyBaJlbHWI1 MaTepian He
3MiHVBCS.
3arBepmkeHo: Mo 3,5 ma abo no
5 mMn B amnynu 3 Tpy6yactoro
6e36apBHOro, MPO30pOro ckia.
Ha amnynun HaknewTb
eTUKETKY, L0 caMi KnesTbes,
abo eTUKeTKM 3 nanepy
eTUKETKOBOro abo MMCbMOBOTO.
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Mo 10 a6o 100 amnysn pa3om 3
IHCTPYKLi€O 419 MeANYHOro
3aCTOCYBaHHSA NOMILLA0Tb Y
navky 3 kapTtoHy. o 5 amnyn

nomiliatoTb B 6icTep 3 NAiBKK

MNET®/MNBX, no 2 6nictepn
pa3oMm 3 iHCTpyKUieo ans
MeAUYHOro 3acTOCYBaHHS

MOMILLAIOTb Y NauKy 3 KapTOHY.

Mpw BiACYTHOCTI Ha amnynax
KinbugA 3namy abo kpanku
371aMy, y nauky BknagalTb
ckapudiikaTop amnynbHWin abo
HiDX amnynbHWA KepaMiyHuii, abo
[OVNCK PiXyunit kepamivHuii
3anponoHosaHo: Mo 3,5 mn abo
no 5 mn B amnysnu 3
Tpy6yacToro 6e36apBHOro,
npo3oporo ckna. Ha amnynu
HaknerTb eTUKETKY, L0 caMmi
KnesiTbes, abo eTUKETKM 3
nanepy eTMKeTKoBoro abo

nucemoBoro. Mo 10 a6o 100

amnysn pa3oM 3 iHCTPYKLUiE Ans
MeJMYHOro 3aCTOCYBaHHS
MOMILLAIOTb Y Nauky 3 KapTOHY.
Mo 5 amnyn nomiwaoTs B
6nictep 3 nnisku MNETP/MNBX, no
2 6nicTepun pa3oMm 3 iHCTPYKLiED
AN5 MeNYHOro 3acTOCyBaHHSA
MOMILLAIOTh Y NauKy 3 KapTOHY.
in bulk: no 100 amnyn
NOMILLAlOTb Y KOPOOKY 3
KapTOHY, ika Ma€e Neperopokm
a6o no 5 amnyn nomiwaoTb y
6nictep 3 nnisku MNET®/MBX, no
20 6nicTepiB NomilaTb y
KOpoO6Ky (415 noganbLLIoro
hacysaHHs). Npu BigCYTHOCTI Ha
amnynax Kinbus 3namy abo
Kpankv 3namy, y nauky
BK/1a4al0Tb ckapudikatop
amnyibHW abo HiXXK aMnysIbHUIA
KepamiyHuii, abo AUCK PixXy4uii
KepamiyHuii. Y 3B'A3Ky 3
BBEJEHHAM ynakoBok in bulk,
BHOCUTbLCA BifnoBigHe
KoperyBaHHs [0 p.
«MapkyBaHHs»: 3aTBepAKEHO:
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3rifHO 3aTBEPLKEHOTO TeKcTa
MapKyBaHHS. 3anponoHoBaHo:
[ns roToBOro nikapcbkoro
3acoby: BignosigHo go
3aTBEPAKEHOrO TEKCTY
MapkyBaHHS. [Insa nikapcbkoro
3acoby y copmi in bulk:
BignosigHo fo 3aTBEpIKEHOr0
TEKCTY MapKyBaHHS, L0
[0Aa€ETbCA.

144.

NIAOKAIH

pO34uH AN iH'ekuiid, 10
mr/mn; no 3,5 mn abo no
5 mn B amnyni; no 10
amnyn y navui 3
KapToHy; no 3,5 M1 abo
no 5 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nictepn y nauui 3
KapToHy; no 3,5 mn abo
no 5 mn B amnyni; no
100 amnyn y nauuj 3
KapTOHY

MpuBatHe
akujioHepHe
TOBapUCTBO "JlekxiMm
- XapkiB"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapUCTBO "“J1eKxiM
- Xapki"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHu | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO liKapCbKOro 3acoby
(iHLWi 3MiHW) - BBEAEHHSA
ynakoBku in bulk: no 3,5 mn a6o
no 5 mn B amnyni; no 100 amnyn
nomiLLaloThb Y KOPObKY 3
KapTOHY, fika Mae NeperopoaKm
abo no 5 amnyn nomiwarTb y
6nicTep; no 20 6nicTepis
NoMiLLaloTb Yy KOPOBKY, 3
BiAMNOBIAHMMM 3MiHaMK [0 p.
«YnakoBka». MNepBuUHHUI
nakyBaJ/lbHWI MaTepian He
3MIHMBCS. Y 3B'SI3KY 3
BBEJEHHAM ynakoBok in bulk,
BHOCUTbLCA BiAnoBigHe
KoperyBaHHs [0 p.
«MapkyBaHHs»: 3aTBepAKeHO:
3rigHO 3aTBEpKEHOrO TeKcTa
MapkyBaHHS. 3anponoHoBaHo:
[insa roToBoro nikapcbkoro
3aco6y: BignosigHo go
3aTBEPIKEHOT0 TEKCTY
MapkKyBaHHS. [115 nikapcbkoro
3aco6y y chopmi in bulk:
BignoBigHo 4o 3aTBEpPAXKEHOrO
TEKCTY MapKyBaHHS, L0
[oJa€eTbes.

3a peyenmom

UA/15384/01/01

145.

NINCTEP®

Tabnetku no 200 mr, no
10 TabneTok y 6nicTepi,
no 2 6nictepu B navui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHS
OHOB/IEHOTO cepTudikaTy
BignosigHocTi E® Ne R1-CEP

3a peyernmom

UA/18320/01/01
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3asiBHUK

KpaiHa

Kpaina

Bupo6HuK
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

Howmep

nocsio4YeHHs

Ne Ha3sBsa nikapcbko20

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

2012-090-Rev 01 ana Adl

AuMKNOBIp, Bif, BXe

AT "®dapmak”

YKpaiHa

AT "dapmak” YkpaiHa

3aTBEPAKEHOr0 BUPOGHMKA
Hetero Drugs Limited, IHgis, Ta
AK HACNifOK BHECEHHSA 3MiHU Y

[OOMILLKM» 3MIHEHO BU3HAUYEHHS
«Makcumym OKpeMoi HeBIgOMOT
JoMilKn» Ha «Byfb-aka okpema
HecneuudikoBaHa AOMilLKa»
6e3 3MiHK JoNYCTUMUX MEX.

«Bopa», Ta OHOB/EHHA nepio,u,y

cneuundikauito A®I 3a
nokasHukom «CynpoBigHi

OHoB/eHa aHaniTu4YHa

MeToAvKa NoKas3HMKIB

«3a/IMLLKOBA KiNbKICTb
OpraHiYHUX PO34NHHUKIB»,

nepe-koHTposito Ad| 3 48
MicsiliB Ha 60 MicsiliB

BHECEHHS 3MiH ao 3a

peecTpavuinHMx maTepianis:

peyenmom

UA/18320/01/02

146.

NINCTEP®

Tabnetku no 400 mr, no
10 Tabnetok y 6nictepi,
no 2 6nictepu B nayui

AT "dapmak" YkpaiHa

3MiHK | TUNY - NoAaHHA
OHOBJIEHOTO cepTudikaTy
BignosigHocTi E® Ne R1-CEP
2012-090-Rev 01 gna Adl
AuUMKNOBIp, Bif, BXe
3aTBEPAKEHOr0 BUPOGHMKA
Hetero Drugs Limited, IHgis, Ta
AK HACNiAOK BHECEHHSA 3MiHU Y
cneundikauito A®| 3a
nokasHukoMm «CynpoBigHi
[OOMILLKM» 3MIHEHO BU3HAYEHHS
«Makcumym OKpeMoi HeBIAOMOT
JOMiLKM» Ha «Byfb-aka okpema
HecneungikoBaHa AOMiLLKa»
6e3 3MiHN JONYCTUMUX MEX.
OHOB/eHa aHaniTuYHa
MeToAVKa NoKa3HWKIB
«3a/IMLLKOBA KiNbKICTb
OpraHiYHUX PO34MHHUKIB»,
«Boga», Ta OHOBNEHHS nepiogy
nepe-koHTpono AdI 3 48
MicsiliB Ha 60 MicsiliB

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:

3a peyenmom

UA/18320/01/03

147.

NINCTEP®

Tabnetku no 800 mr, nNo
10 TabneTok y 6nictepi,
no 2 6nictepu B nayui

AT "®dapmak”

YKpaiHa

3MiHM | TURY - NofaHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignosigHocTi €Ed Ne R1-CEP
2012-090-Rev 01 gns Adl
Auuknosip, Bif BXxe
3aTBEPAKEHOrO BUPOOHMKA
Hetero Drugs Limited, IHgis, Ta
AK HACNIAOK BHECEHHS 3MiHU Y
cneundikauito A®| 3a
nokasHukoMm «CynpoBigHi
[OOMILLKM» 3MIHEHO BU3HAUYEHHS
«Makcumym OKpeMoi HeBIZOMOT
JoMilkn» Ha «Byab-sika okpema
HecneuwuikoBaHa fOMiLLKa»
6€3 3MiHN JOoMYCTUMUX MEX.
OHOB/eHa aHaniTuyHa
MeTOAMKa NOKa3HYKIB
«3a/IMLLKOBA KiflbKICTb
OpraHiYHUX PO3UYNHHWUKIB,
«Bopa», Ta OHOBNEHHS nepiogy
nepe-koHTposito APl 3 48
MicsiLiB Ha 60 micauis

148.

NOPVNHAEH® A

Masb Mo 15 r B Ty6i; no 1
Ty6i B KOPOOL

TOB "bayw Xenc"

YkpaiHa

dapmsaBog Enbga
AT.

Monbwa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHW | TUMNY - BHECEHHS 3MiHU
[0 po3ainy
3.2.5.2.1.Bupo6Hurk(n), a came -
3MiHa Ha3BMW BUPOGHNYOIT
AiNbHWL, BignoBiganbHoI 3a
MikpoHi3auito Al (Kucnota
caniumnosa), 6e3 3miH1 Micus
BMPOOHMLITBA: 3aMPONOHOBAHO:
Siec Badawcza Lukasiewicz —
Instytut Nowych Syntez
Chemicznych Zaklad Chemii
Nieorganicznej i Inzynierii
Procesowej Laboratorium
Mikronizacji

3a peyernmom

UA/1717/01/01

149.

MAA/TIOKC®

Tabnetkn Ne 40 (10x4):
no 10 TabneTtok y
6nicTepi; no 4 6nictepu
B KapTOHHIi kKopo6ui

TOB "Onenna
Xernckea YkpaiHa"

YKpaiHa

CAHO®I C.P.J.

ITanisa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKUIT AN MeguyHoro
3aCTOCYBaHHS NiKapCbKOro
3acoby fo po3ginis "B3aemogis
3 IHLWMMK NiKapCbKMK
3acob6amu Ta iHLWi Buan
B3aemogii", "OcobamBocCTi
3actocyBaHHs" Ta "lMobiuHi
peakuii” BignoBigHoO A0

6e3 peyenma

UA/9220/02/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OHOBJIEHOT iHhopMaLii 3
6e3nekn 3acTocyBaHHsA
nikapcbkoro 3acoby. BeefeHHA
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs
150. | MEAOBIOTUH® Tabnetku no 2,5 mMr no TOB «MIBE YkpaiHa Brpo6HuK, HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/2432/01/01
10 TabneTok y 6nicTepi; YKPAIHA» BiANOBIgaIbHNIA 32 peecTpauiiHnux maTepianis:
no 3 abo 6 6nictepis y BUPOGHMLTBO 3MiHK | TUNY - AOMIHICTpaTUBHI
KapTOHHI Kopobui Hepo3acosaHoro 3MiHW. 3MiHa Ha3BW NiKapCbKoro
NPOAYKTY, NepBUHHE 3aco0by - 3aTBepKeHo:
Ta BTOPVHHE Mepf06i0TMH 3anponoHOBaHo:
nakyBaHHs: Mepo6ioTvH ® BeefeHHs 3MiH
mi6e Mm6X npoTArom 6-Tu MicAuiB micns
ApuHaimiTTeNb, 3aTBEPMAXKEHHS
HimeuumnHa;
Brpo6HMK,
BiANoBigabHUIA 3a
BUMNYCK Cepil,
BK/THOHAI0UM
KOHTPO/b/BUNPOGYB
aHHs cepii:
AHTOH Xi06Hep
v6X & Ko. KT,
HimeuunHa
abo
Mi6e MmM6X
ApuHaiimiTTenNsb,
HimeyynHa
151. | MEMATOH IC TabneTtku, BKPUTI ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyernmom UA/16535/01/01
NiBKOBOK 06O/IOHKOLO, [0[aTKOBOKO [0[4aTKOBOKO peecTpauiiHnx matepianis:
no 10 mr no 10 Ta6neTok BiANOBIAANLHICTIO Bif4nNoBiAaNbHICTIO 3MiHK | TUNY - 3MiHW WOoA0
y 6nictepi; no 3 "IHTEPXIM" "IHTEPXIM" 6e3nekn/edekTBHOCTI Ta

6nicTepn y nauui

thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3araJlbHeHuX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3aABHUKA 419 3AiCHEHHS
hapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif,
YMOBHOBaXEHOT 0coby,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi laHi) Ta/abo 3MiHK y
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

po3MmilLieHHi macTep-chaina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

152.

MEMATOH IC

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
no 20 mr no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauyui

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOIO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34IMCHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsag

3a peyernmom

UA/16535/01/02

153.

MEHOBAS3WH

pO34MH AnA
30BHILUHLOT0

AT "Nly6Hnchapm”

YKpaiHa

AT "Jly6Hnchapm"

Ykpaina

BHECEHHS 3MiH [0
peecTpaLiiHux MaTepianis:

6e3 peyenma

UA/8824/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aCTOCyBaHHs, 3MiHu | TUNYy - BBEAEHHS
cnupToBMiA No 40 Mn nepiognyHoCTi KoHTposito MN3
abo no 100 mny MeHoBasWH, po3unH Ans
dhnakoHax; no 50 mny 30BHILUHLOrO 3aCTOCYBaHHS,
KyNbKOBYVX thnakoHax CNVpTOBWIA 3a N.
«MikpobionoriyHa uncrota», a
came - nepuuy Ta KOXHy AecsaTy
HacCTynHy cepito, ane He pigLe
HiXX 1 cepito B piK
154. | MEMI®PUH- pO34uH A4 iH'ekuid, 30 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/10776/01/01
340POB'A mr/mnno 1,7 mny 06MEXEHO 06MeXeHo peecTpavuiiH1ux maTepianis:
amnyni; no 10 amnyny Bi4NOBiAA/IbHICTIO BiANOBIAA/ILHICTIO 3MiHKM | TUNY - NOAAHHSA
KOpO6Lii 3 KApTOHY; MO "GapmaueBTnyHa "®apmaueBTnyHa OHOBJ/IEHOrO cepTudikaty
1,7 mny amnyni; no 5 KoMnaHis "3popos'a” KOMnaHis BignosigHocTi €EP Ne R1-CEP
amnyn y 6nictepi; no 2 "3p0opoB'sa", YkpaiHa 2010-129-Rev 02 gnsa Adl
6nictepn y kopobui 3 (Bci cTagji MeniBakaiHy rigpoxsiopug Big
KapToHy; no 1,7 mny BMPOGHMLITBA, BXe 3aTBepA)KeHOro BUpobHuKa
kapnyni; no 10 kapnyn y KOHTPO/b AKOCTI, S.LM.S. S.R.L., ITanis, Ta sx
6nicTepi; no 1 abo no 5 BUMYCK cepii); HacnifoK, yTOYHEHHS Ha3Bu Ta
6nictepis y Kopobui 3 ToBapucTBO 3 anpecu BupobHuka A®I (6yno
KapToHy 06MexeHo Localita Filarone, 50066
BiANOBIAA/TLHICTIO Reggello (Firenze), Italy, ctano
"®APMEKC Irpyn-, Localita Filarone Italy-50066
YkpaiHa (Bci ctagil Reggello, Firenze, Italy). Kpim
BMPOGHMLTBA, TOr0 3MiHU Y BXiIHOMY KOHTpO/Ti
KOHTPO/b SIKOCTI) Aito4oi pevoBuHY 3a
nokasHnkamm: «Onmce»,
«laeHTUdikauis», «CynposigHi
LOMILLKM», «[lomiluka A»,
«BaxkiB metanu», Ta
«3aLLKOBI KiNIbKOCTI
OpraHiYHUX PO3UNHHUKIB.
Bupo6Huua aginbHuus, npouec
BMPOBHMLITBA Ta CXemMa CUHTe3y
3a/mwaroTbes 6e3 3MiH.
BHeceHHs 3MiH 3a po3ainom
MKSA «Cknag»: MNponoHoBaHa
pefakuis: S.I.M.S. S.R.L., Italy
155. | MEPAJNIIC®AABAH | cnpeii Ha3anbHWiA, AapaH-IaneHcbkuii XopsaTis AnpaH-IaneHcobkuii Xopsaris BHECEHHS 3MiH 40 6e3 peyenma UA/17967/01/02

C

po3uuH 0,1 %, no 10 mn
y thnakoHi 3 £o3younm
npucTpoem Nel

Na6opaTopiit 4.4,

Na6opaTtopiit 4.4,

peecTpauiiHux maTepianis:
3MiHW | TUNY - BHECEHHS 3MiH A0
pO3Mipy [,03yt040ro NpUcTporo
(3miHa 3arasibHOI BUCOTH,
LOBXWHW NOTPYXHOT TPY6KN);
3MiHW | TUMY - BHECEHHS 3MiH 40
po3mipy doiakoHa (3miHa
OiameTpy 30BHILLHBLOI Pi3bou,
TOBLLMHW CTiHKM A1 doakoHa
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 mn);
3MiHW | TUNY - BBEAEHHSA
[,04aTKOBOro BUPOGHUMKa Steris -
Synergy Health Marseille ons
cTepunisauii hnakoHis (Tun
cTepunizauii — ramma
OMPOMIHEHHS, TakuiA camuii, sk y
paHiwe cxBasieHoMy MicL
cTepunizayii). OHOBNEHHS
[aHnx BUPOGHUKIB,
BiAgnoBiganbHUX 3a
cTepunizauiio 3 K
pO3nMN0BasILHOTO Hacoca: -
Sterigenics Belgium (Petit-
Rechain) SA, Zoning Industriel
de Petit-Rechain, Avenue Andre
Ernst 21, Verviers, Liege, B-
4800, Belgium: 3miHeHa Ha3Ba
BY/IWL, e po3TalloBaHuii
3aBop, Sterigenics (3 Avenue du
parc 29, B-4800 Verviers Ha
Avenue Andre Ernst 21, B-4800
Petit-Rechain). - Pfm medical
msg GmbH, Am Soterberg 4,
66620 Nonnweiler/Otzenhausen,
Germany: 3MiHEHO Ha3By 3 Msg
medical sterilization GmbH Ha
Pfm medical msg GmbH, 6e3
3MiHM afpeca, BignoBigansHOro
nepcoHasty Ta 06n1agHaHHsA

156.

MEPANIC®AABAH
C

cnpeii HasasTbHUIA,
po3uuH 0,05 %, no 10
My chiakoHi 3
[03YH04MM NPUCTPOEM
Nel

AapaH-IaneHcbkuii
Na6opaTopiit 4.4,

XopBarTis

ApapaH-IaneHcbkuit
Na6opaTopiit 4.4,

XopBaris

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - BHECEHHSA 3MiH 40
pO3Mipy A,03yt040ro NprucTporo
(3miHa 3arasnibHOI BUCOTH,
[L0BXWHW MOTrPYXHOI TPY6KM);
3MiHW | TUMY - BHECEHHS 3MiH JO
po3mipy donakoHa (3miHa
OiameTpy 30BHILLHbLOI Pi3bou,
TOBLLMHW CTiHKM A5 donakoHa
10 mn);
3MiHU | TUNY - BBEAEHHS
[0[,aTKOBOro BMpO6HUuKa Steris -
Synergy Health Marseille gns
cTepunisauii dnakoHis (Tun
cTepunizauji — ramma
OMPOMIHEHHS, TakuiA camui, sIK y
paHille CXxBasIeHOMY MicLi

6e3 peyenma

UA/17967/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cTepunisaduii). OHOB/EHHS
[aHnX BUPOGHNKIB,
BiANOBIfa/IbHUX 3a
cTepunizauiio 3 K
po3nuNoBasIbHOTO Hacoca: -
Sterigenics Belgium (Petit-
Rechain) SA, Zoning Industriel
de Petit-Rechain, Avenue Andre
Ernst 21, Verviers, Liege, B-
4800, Belgium: 3miHeHa Ha3Ba
BY/NWLj, fie pO3TalloBaHuWii
3aBo/, Sterigenics (3 Avenue du
parc 29, B-4800 Verviers Ha
Avenue Andre Ernst 21, B-4800
Petit-Rechain). - Pfm medical
msg GmbH, Am Soterberg 4,
66620 Nonnweiler/Otzenhausen,
Germany: 3MiHeHO Ha3By 3 Msg
medical sterilization GmbH Ha
Pfm medical msg GmbH, 6e3
3MiHW agpeca, BignosiAaibHOro
nepcoHany Ta 06nagHaHHsA

157.

METALOHY
rAPOXNOPU,

NOPOLLOK KpUCTaniuHuii
(cybeTaHuis) y
NoABINHMX
nonieTnneHoBux
nakeTax gns
chapmaueBTUYHOro
3aCcTOCyBaHHSA

TOB "XapkiBcbke
thapmaueBTuuHe
nignpMeEMCTBO
"340p0oB'a Hapoay"

YKpaiHa

3ircppig N14

LBeiiLapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeicbkili
hapmakonei/MoHorpadii.
MopaHHA HOBOro abo
OHOBJ/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUTyYEHHS
cepTuchikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ans
A®I; pns BuxigHoro
mMaTepiany/peareHTy/MpomMiKHOro
NPOAYKTY, WO
BUKOPVCTOBYHOTHCS Y
BMPOGHMLTBI A®I; ons
[0MOMIKXHOT PEYOBUHM
(cepTudpikat BIANOBIAHOCTI
€sponelicbkin hapmakone) -
OHoBReHWi cepTuddikaT Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
NoAaHHA OHOB/IEHOTO
cepTucpikaTa BiANOBIAHOCTI
€Bponeiicbkilt hapmakonei Ne
R2-CEP 1995-043-Rev 04

UA/13730/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3aTBepaxeHo: R2-CEP 1995-
043-Rev 03) gns Adl. Ak
HacnifoK yTOYHEHHS agpecu
BMPOGHUYOI AinbHNL (cTano:
YHTepe bpronbLlutpacce 4
LBeliuapin-4800 LiodiHreH,
Lseiuapis/ Untere Bruhlstrasse
4 Switzerland-4800 Zofingen,
Switzerland); 3miHu B po3gini
«YnakoBka» (CTas10: y NoABINHNX
nonieTusIeHoBMX nakeTax);
3amiHa TepMiHy npugaTtHocTi — 5
pOKIB Ha TEPMiH NePEeKOHTPOSIO
— 5 pokiB; 3MiHU y crieuudikauii
Ta MeTofax KOHTPO/I0 3a
rokasHukom «BTpaTa B maci npu
BUCYLLIYBaHHI»

158.

META®IH® IC

Tabnetkn no 5 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHyY

ToBapucTBO 3
[04aTKOBOO
BiANOBiAA/ILHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edpeKTNBHOCTI Ta

chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
hapmakoHarnag,.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a

3a peyernmom

UA/14448/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

159.

hapMakoHarnsg

META®IH® IC

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy

ToBapucTso 3
[04aTKOBOO
BigNoBiAa/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBifa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 419 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnag,.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
hapMakoHarnsg

3a peyenmom

UA/14448/01/02

160.

META®IH® IC

Tabnetku no 25 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B nauuj 3
KapToHy

ToBapucTso 3
[0[aTKOBOKO
BiANOBIAANLHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[0[4aTKOBOKO
Bi4NoBiAaNbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpavuiinHMX MaTepianis:
3MiHK | TUNY - 3MiHW WOoA0
6e3nekn/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
a60 3MiHU [0 y3araslbHEHNX
[aHuX nNpo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOIT 0cobw,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA A1 3AiICHEHHS

3a peyenmom

UA/14448/01/03
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnagy B YkpaiHi,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaroum
KOHTaKTHi fiaHi) Ta/abo 3MiHN y
po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXeHOi 0Co6M
3as1BHVKa, BiANOBiAa/IbHOT 32
thapmakoHarnag,.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOB&XEHOT 0cobw,
BignoBiganbHOI 3a
hapmakoHarnsg
161. | METOTPEKCAT pO34MH A4 iH'ekuUid, 10 EBEBE ®apma ABCTpIs NOBHUIA LMK ABcTpisi/ BHECEHHS 3MiH 0 3a peyenmom UA/0513/02/01
"EBEBE" mr/mn; no 1 mn (10 mr), Fec.m.6.X. Hr.KI BUpPOGHMLTBA: HimeuunHa peecTpavuiiHux matepianis:
no 5 mn (50 mr) y EBEBE ®apma 3MiHW | TUMy - 3MiHW BHECEHO [0
chnakoHi; no 1 donakoHy lec.m.6.X. Haor. KT, IHCTPYKUIiT 4ns Mean4Horo
B KapTOHHI Kopo6Li; no ABCTpIsi; 3aCTOCYBaHHSA NikapcbKoro
0,75 mn (7,5 wmr), no 1 TecTyBaHHsa: MM/ 3acoby A0 posainy
mn (10 wmr), no 1,5 mn Mikpob6ionoriwec "Oco6nMBOCTI 3acTOCyBaHHS"
(15 wmr), no 2 mn (20 mr) Mptocpnabop M6X, oo 6e3neku 3acToCyBaHHsA
y nonepefHLo ABCTpiIst; [it040i peyoBVHY, BiANOBIAHO OO
3arnoBHEHOMY LLNPULL; TecTyBaHHs: Jlabop pekomeHgauii PRAC. BeeeHHS
no1la6ono5 n+CAI, 3MiH NPOTAroM 6-TW MicALiB
nonepegHL0 HimeuunHa nicns 3aTBepaKeHHs
3anoBHEHMX LWNPULIB Y
KapTOHHIlA KOpooLi
pas3om 3i CTepuIbHO
iH'EKLAHOIO TO/IKOK0 Ta
cepBeTkamm
162. | METOTPEKCAT Tabnetkv no 2,5 mr, no EBEBE ®apma ABCTpis BWMNYCK Cepil: AscTpisi/ BHECEHHS 3MiH 40 3a peyenmom UA/0513/01/01
"EBEBE" 50 TabneTtok y lec.m.6.X. Hoor.KI EBEBE ®apma HimeyunHa peecTpauiiHux maTepianis:
KOHTeliHepi; no 1 lec.m.6.X. Hdpr. KT, 3MiHK | TNy - 3MiHW BHECEHO A0
KOHTEiHepy y KapTOHHIi ABCTpIsi; BUMYCK IHCTPYKUiT 4nA MeanyHoro
Kopoobui cepii: Cantortac 3aCcTOCyBaHHSA NikapCbKoro
dapma N'vbX, 3acoby [0 po3ainy
HimeuumnHa; "Oco61BOCTi 3acTOCyBaHHSA"
BUPOGHMLTBO in o0 6e3neky 3acTocyBaHHA
bulk, ynakoBka, [Lit0Y0i pevyoBunHY, BignoBigHO A0
TecTyBaHHA: MaynT pekomeHgauii PRAC. BeefeHHs
dapma Amaper 3MiH NPOTAroM 6-Tu MicALiB
'm6X, HimeyunHa nicnsa 3aTBepAXEHHS
163. | METOTPEKCAT Tabnetkn no 5 mr, no 50 EBEBE ®apma ABCTpIsi BMNYCK cepil: ABcTpisi/ BHECEHHS 3MiH 40 3a peyenmom UA/0513/01/02

125




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"EBEBE" TabneTok y KoHTeliHepi; lec.m.6.X. Hoor Kl EBEBE ®apma HimeuunHa peecTpauiiHnux matepianis:
no 1 KoHTelHepy y lec.m.6.X. Hepr. KT, 3MiHK | TUNY - 3MiHW BHECEHO A0
KapTOHHilA KOpO6L ABCTpIst; BUMYCK IHCTPYKUiT 4Nns MeanyHoro
cepii: Canotac 3aCTOCyBaHHSA NiKapCbKOro
dapma N'vbX, 3acoby Ao po3giny
HimeuuunHa; "Oco61BOCTi 3acTOCyBaHHSA"
BMPOGHMLTBO in L1040 6e3nekun 3acToCyBaHHs
bulk, ynakoBka, [itoY0i pevyoBuHY, BignoBigHO A0
TecTyBaHHA: MaynT pekomeHaaLii PRAC. BeefieHHs
dapma Amaper 3MiH NpOTArom 6-Tu MicsLiB
v6X, HimeuunHa nicnsa 3aTBepaXXeHHs
164. | METOTPEKCAT Tabnetku no 10 wmr, no EBEBE ®apma ABCTpis BWMNYCK Cepil: AscTpis/ BHECEHHS 3MiH 0 3a peyenmom UA/0513/01/03
"EBEBE" 50 TabneTtok y lec.m.6.X. Hoor Kl EBEBE ®apma HimeuunHa peecTpauiiHux maTepianis:
KOHTeliHepi; no 1 lec.m.6.X. Hdpr. KT, 3MiHK | TUNY - 3MiHW BHECEHO A0
KOHTEHEepY y KapTOHHIi ABCTpIst; BUMYCK IHCTPYKUIiT 4NnA MeanyHoro
Kopobui cepii: Cantotac 3aCTOCYBaHHS NiKapCbKOro
dapma N'vbX, 3acoby [0 po3ainy
HimeuumnHa; "Oco61BOCTi 3acTOCyBaHHA"
BMPOGHMLITBO in LoA0 6e3nekun 3acTocyBaHHs
bulk, ynakoBka, [itoY0i pevyoBuHY, BigNoBigHO A0
TecTyBaHHA: MaynT pekomeHgauii PRAC. BeefeHHs
dapma Amaper 3MiH NpOTArom 6-Tu MicsuiB
'M6X, HimeyunHa nicnsa 3aTBepAXXeHHs
165. | MIJIIKCON PO34MH N8 iH ekuil, 15 3AT «Papmnira» JInToBChbKa XENMN C.A. Ipeuis BHECEHHS 3MiH 0 3a peyenmom UA/15309/01/01
mr/1,5 mn; no 1,5 mn B Pecny6nika peecTpauiiHux maTepianis:
amnynax; no 5 amnyn B 3MiHu | TUNy - AgMiHICTpaTVBHI
KapTOHHI/ nauui 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA
(BnacHvka peecTpadiiHoro
nocBigyYeHHs) 3MiHW BHECEHO B
IHCTPYKUiO AN MeguyHoro
3acToCcyBaHHA Y po3ain
«MicLe3HaxoMmKeHHs 3asiBHMKa»
3 BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby. TepmiH
BBE/I€HHSA 3MiH - NPOTArom 6
MiCALB NiC/A 3aTBEPAKEHHS.
166. | MOBIKCUKAM® PO34MH NS iH ekuin, 15 Mogi Xenc Mm6X LLIBeliyapis Xenn CA Ipeuis BHECEHHS 3MiH 0 3a peyenmom UA/14916/01/01

mr/1,5 mnno 1,5 mn B
amnyni; no 5 amnyn'y
nNacTVKoBoMy
KOHTEHepi B KapTOHHIiA
KopooLi

peecTpauiiHux maTepianis:
3MiHU | TUNY - NoAaHHSA
OHOBJIEHOTO cepTudikata
BiANOBIAHOCTI EBpONEliChKil
apmakonei Ne RO-CEP 2014-
261 - Rev 03 gnsa Aol
MenoKCMkamy Bif BXe
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPAKEHOTO BUPOOHMKA
SWATI SPENTOSE PVT. LTD.,
IHAjA, Yy HacnigoK BuAaneHHs
BMPOBGHMKIB MPOMIDKHNX
NpoAayKTiB

167.

MOP®IHY
CYNb®AT

Tabnetku no 0,005 r no
10 TabneTok y 6nicTepi;
no 5 6nictepis y nauui 3
KapToHyY

ToBapucTBo 3
[04aTKOBOO
BiANOBIAANIbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX Npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnagy (Bkiovyarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0COo6M,
BignoBigasibHOI 3a
hapmakoHarnsag

3a peyenmom

UA/12735/01/01

168.

MOP®IHY
CYNb®AT

TabneTku no 0,010 r no

10 TabneTok y 6nicTepi;

no 1 a6o no 5 6nictepis
y nadui 3 kapToHy; no 10
Tabnetok y 6nictepi; no
14 6nicTepiB y rpynosii

Tapi

ToBapucTBO 3
[04aTKOBOO
BiANOBiAANLHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANILHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TURy - 3MiHW WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cucTemy chapmakoHarnsgy,

3a peyernmom

UA/12735/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa yNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
0ocobu 3 hapmakoHarnsgy
3asBHUKa 419 3AiICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YMOBHOBaXEHOT 0co6Y,
BiiNOBIAabHOT 3a 34iICHEHHS
thapmakoHarnagy (Bko4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
PO3MiLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U
3a8BHVKa, BigNoBigabHOT 3a
thapmakoHarnsag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnag

169.

MYKANTUH®
®OPTE 3
BITAMIHOM C

TabneTku XyBasibHi; N0
10 TabneTok y 6nicTepi;
no 2 a6o 10 6nictepiB y
nauuj

NAT "Tannacpapm”

Ykpaina

MAT "ranuucpapm”,
Ykpaina; MAT
"Kuiemegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHnux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOBGHMLTBI. 3MiHa
po3Mipy cepil (Bkto4aoun
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(36inbLeHHs fo 10 pasis
MOPIBHAHO i3 3aTBEPAXKEHUM
po3mipom); 3anponoHosaHo: 100
Kr, Wo cTaHoBuTbL 250 000
TabneTok (3 4onycTumMmMm
BigXuneHHsm Big 225 000
Tabnetok 1o 275 000 TabneTok)
200 «r, wo craHoBuTL 500 000
TabneTok (3 4onycTuMmMm
BigxuneHHsam Big 450 000
Tabnetok fo 550 000 TabneTok)
800 «r, wo cTtaHoBuTL 2000 000
Tabnetok (3 fonycTMMUM
BigxvneHHam Big 1800 000
Tabnetok go 2200 000
TabneTtok); 3MiHu | TUny - 3mMiHM
B MeToAuLji KOHTpono Ad|
(MyKanTVH) NnokasHuka

6e3 peyenma

UA/4038/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«MikpobionoriyHa uncrota;
3MiHU | TUNY - 3MiHKM B MeToAML;j
KOHTPO/IO NOKa3HuKa
«MikpobionoriyHa uncrota» B
rN3;
3MiHU | TUNY - NepeHoCc JaHnX
KOHTPOJTI0 SIKOCTi TabneTok
Hepo3dhacoBaHWX B AaHi
KOHTPO/HO SIKOCTi FOTOBOro
nikapcbKoro 3acoby, kpim
nokasHukie «Onuc» Ta
«MikpobionoriyHa uncrota»,
KOHTPO/1b 3a JAaHUMU
nokasHMKaMun NPoBOANTLCA AN
N3, ynakoBaHoro B 6nictepun 1a
nayku; 3mMiHu | TNy - OHOB/IEHHS
crneundikaii Ana nniBkn
NoNIBIHINXNOPUAHOI Ta oNbIN
anoMiHIEBOT 3 APYKOM
NakoBaHoT; 3MiHW | TUNY - 3MiHK
A0 posginy «Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6», a camMme BHECEHHS
anbTepHaTUBHWIA TN MaTepiany
NepBMHHOTO NakKyBaHHSA -
TpuLIapoBuii MaTtepias
(noniamig/antomidii/nonigiHinxn
opwva); 3MiHK | TUNY - OHOBEHO
p. 3.2.P.7 cuctema ynakoska, a
came gogartkosa iHchopmauis
Npo BTOPVHHE MaKyBaHHSA
(cneuundpikanis, metoam
KOHTPOSIKO i T.4.) BUyYeHa,
OCKINIbKN He SABMAETHbCSA
HeobxigHow ans
npeAcTaBfieHHs B
peecTpauiiiHoMy JOCbE 3rifHO
pekomeHaauiii ICH; 3MiHu | Tuny
- TecT «lgeHTudikauis» JPY,
2.2.48 HafiaHo §K
anbTepHaTuBHUIA MeTod ANs
iaeHTndiKaLii TapHoro micus
cy6CTaHLii ackopbiHOBOT
KMCnoTn

170.

MYLIMTYC

kancynu no 300 mr, no 6
kancyny ctpuni; no 2
ab6o no 5 cTpunis y
KapTOHHI ynakosL,i

Makneopc
PapmacbloTrKac
Nimitepn

IHais

Makneogc
dapmMacboTUKanc
NimiTen

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acib.

3a peyenmom

UA/5589/01/02

129




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (BktoYaoUn
AianasoH po3mipy cepii)
rOTOBOrO J1iKapCbKOro 3acoby
(36inbLlueHHst go 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoM) - BBEAEHHS
[ofaTkoBoro posmipy cepii I'N3.
3anponoHosaHo: 150.000
kancys; 750.000 TabneTok
171. | HANNBY®IH pO34uH AN iH'ekuiid, 10 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/14321/01/01
mr/mMn no 1 mn abo 2 mn peecTpauiiHnx matepianis:
B amnyni; no 5 amnyny 3MiHW | TUMY - BHECEHHS 3MiH JO
naJui; no 1 ma a6o 2 mn Cneuudpikanii APl Hanbydiny
B amnyni; no 5 amnyny rigpoxnopug, 3okpema: -
6nicTepi; no 1 6nictepy [OMOBHEHHS PO34iny
B nauuj; no 1 mny "lgeHTudpikauis” tTectom BEPX; -
wnpmui; no 1 wnpuuy 3 [0AaBaHHA NokasHuka
ronkoto y 6nictepi; no 1 "KinbkicHe B13Ha4YeHHS.
abo 2 6nictepun y navui; Xnopuaun" 3 BignosigHUM
no 1 mny wnpuui; no 1 MEeTOAO0M MOTEHL,iOMETPUYHOIO
LUMPULLY B OfHOMY TUTPYBaHHS; - BUTYUYEHHS
6nictepi Ta no 1 ronui B KOHTPOJO 38 MOKa3HUKOM "Baxki
iHWoMy 6nicTepi y meTanu"; 3minu | Tuny -
KomnnekTi; no 1 abo no OHOB/IEHHA DMF Ha A®I
2 KOMNEeKTW y nadui; no Han6ydiHy rigpoxnopug, 3 sepcii
1 mny wnpuyj; no 1 QUA-AR-2013-36483 Ha VV-
LUNPULY 3 TOJIKOK Y QUAL-0628827; 3miHu | Tuny -
Tybyci; no 1 a6o 10 BHECEHHS 3MiH 10 MeTopis
Ty6yciB y nauuj BMNpo6yBaHHsA A®| HanbydiHy
rigpoxnopug, 3oKkpema: -
[OMOBHEHHSA po3giny
"lgeHTudpikauis” tectom BEPX; -
BBEJleHHS MeToay
NOTEHLIOMETPUYHOIO
TUTPYBaHHS A/19 BU3HAYEHHS
KifIbKiCHOro BMICTY X/TOPUAIB; -
BUTYYEHHA METOAMNKN
BMNPOBYBaHHA 3a NOKa3HUKOM
"BaxkKi MeTasn", oCKifibku gaHuii
NOKa3HUK BUMYYEHNIA; -
OHOBJ/IEHHSI METOANKN
BUMPOOYBaHHSA 3a NOKa3HNKOM
"CynpoBigHi fOMiLLKN"; -
He3HauHi 3MiH1 B MeToAuL,i
BUMPOOYBaHHSA 3a NOKa3HNKOM
"KinbkicHe BU3HaYeHHA"
172. | HATPIHO ALETAT Kpuctanu (cy6craHuis) y MpAT Ykpaina Ap. Maynb JlToxmMaHH HimeuunHa BHECEHHS 3MiH 0 - UA/17272/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TPUTIAPAT

NoABINHMX
nonieTnneHoBux
nakeTax gns
chapmaueBTUYHOro
3acTOCyBaHHsA

"bapmaueBTnyHa
chipma "OapHuus”

'M6X eHa Ko. KraA

peecTpauiiHnux matepianis:
3MiHu | TUNy - AgMiHICTpaTVBHI
3MiHWU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS Ai/IbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXigHOCTI, Micue
NpoBefleHHA KOHTPOSIK0 AKOCTI),
abo BrlacHuka mactep-chaiina
Ha A®l, abo noctavasibHNKa
Adl/BuxigHOro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HayeHo y [JOCbe Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudikara BiANOBIAHOCTI
€Bponelicbkiii hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0
BUPOBGHMKA HOBOI JOMOMIXHOT
PEeYOBUHM (SIKLLO 3a3HAYEHO Y
[0CbE) 3MiHa HaliMeHyBaHHS
BMpo6HUKa A®| Hatpito auetar
TpurigpaTt, 6e3 3mMiHu Micua
BMPOGHMUTBA

UA/17691/01/01

173.

HIKOPE/Ib®

Tabnetku no 10 mr; no
10 TabneTok y 6nicTepi;
no 3 abo 6 6nictepis B
KapTOHHI nauui

[Jekcenb ®apma
TexHonomxus Jitg.

13painb

BMNPO6YBaHHsA
KOHTPOSO SIKOCTI
(mikpobionoriuHwuia
KOHTPOSb):
TOB IHCTUTYT
Xap4oBoi
Mikpo6iosorii Ta
CMOXMBYMX TOBapIB,
13pains;
BUPOBHMLTBO,
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPOJO AKOCTI
(chizmKO-xiMiuHWiA
KOHTPO/Ib) Ta BUMYCK
cepi:
[Oekcenb N14,,
13painb

13painb

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AOMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBigYeHHs) - 3MiHa agpecu
3a8BHMKa; 3MiHU | TUNY - 3MiHK
Loao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHariagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBifa/bHOI 3a 34jACHEHHS

3a peyenmom
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina

ynakoska)

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

174.

HIKOPE/Ib®

Tabnetkn no 20 mr, No
10 TabneTok y 6nicTepi;

[Oekcenb ®apma
TexHonomxus /itg.

13painb

BMNPO6YBaHHsA

13painb

thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLieHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YyNnoBHOBaXKEHOT 0co6M
3asBHVKa, BigNoBigabHOT 3a
thapmakoHarnsg,. ditoua
pepakuis: Dr Claire Webster.
MponoHoBaHa pepgakuis: Dr
Zanna Sutenko. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnsag. 3miHa micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 chapmakoHarnsgy. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy

no 3 abo 6 6nictepis B
KapTOHHI nauwi

KOHTPO/O SIKOCTI
(mikpobionoriuHwuia
KOHTPOSb):
TOB IHCTUTYT
Xap4oBoi
Mikpo6iosorii Ta
CMOXMBYMX TOBapIB,
13pains;
BUPOBHMLTBO,
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(chizmKO-xiMiuHWiA
KOHTPO/Ib) Ta BUMYCK
cepi:
[Oekcenb N14,,
13painb

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHY | TUny - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
NnocBig4eHHs) - 3MiHa agpecu
3a8BHMKa; 3MiHU | TUNY - 3MiHK
woao 6e3nekn/edpekTBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkiroyaoum
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YyNnoBHOBaXKEHOT 0cobm

3as1BHVKA, BiANoBiAa/IbHOI 32

3a peyenmom

UA/17691/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnag,. ditoua
pepakuis: Dr Claire Webster.
MponoHoBaHa pepgakuis: Dr
Zanna Sutenko. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
thapmakoHarnag. 3miHa micus
3[jl/ACHEHHSI OCHOBHOI AifANIbHOCTI
3 chapmakoHarnsgy. 3miHa
MiCLle3HaxoKeHHs macTep-
thaiina cuctemu
hapmakoHarnsgy

175.

HIMECYNIA-
DITOPAPM

Tabnetku no 100 mr; no
12 TabneTok y 6nicTepi;
no 1 6nictepy y naui

MPAT "®ITODPAPM"

YKpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUMY - BHECEHHS 3MiH JO
Creuundikanii/MeTogis
KOHTpO/t0 sKocTi /13, a came —
3amiHa C®-meTogy Ha BEPX
ansa n. lpeHtudpikauis,
Po3unHeHHs Ta KinbkicHe
BU3HAYEHHS 3 METOH0
ONTUMI3aLil KOHTPO/IO AKOCTI;
CYNyTHS 3MiHa - 3MiHM 3 SIKOCTi.
[oTOBMIA NikapcbKuii 3acio.
KOHTPO/b roTOBOrO iKapCbKoro
3acoby. 3viHa napameTpis
cneupndikauii Ta/abo
[0MNyCTUMUX MEX rOTOBOr0
nikapcbKkoro 3acoby

3a peyenmom

UA/2963/01/01

176.

HI®YPOKCA3UA-
CMNEPKO

Kancynu no 200 mr; no
12 kancyn B KOHTeliHepi;
no 1 KoHTeliHepy B nauuli

CninbHe yKpaiHCbKO-

icnaHcbke
nignpMeMCcTBO
"Cnepko YkpaiHa"

YKpaiHa

CnifibHe yKpaiHCbKO-

icnaHcbke
nigNpMEMCTBO
"Cnepko YkpaiHa"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpPO/b roTOBOrO MiKapcbKoro
3acoby. 3viHa napameTpis
cneuudikauii Ta/abo
[0MyCTUMUX MEX rOTOBOr0
nikapcbKoro 3acoby - 3MiHa
nepiogNYHOCTI KOHTPO/IIO 3a
nokasHnkom "MikpobionoriuHa
ynucToTa" 3 LWOCEPINHOro Ha
nepiognyHnin (BUNpo6yBaHH0
nignsrae koxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuumdpikanii M3

3a peyenmom

UA/8638/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
177. | HI®PYPOKCA3UA- cycneHsis opasibHa, 200 | CninbHe ykpaiHCbKOo- YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/13326/01/01
CMNEPKO Mmr/5 M no 100 mny icnaHcbke icnaHcbke peecTpauiiHux maTepianis:
KOHTeliHepi; no 1 nignpMeEMCTBO niANPMEMCTBO 3MiHM | TURY - 3MiHX 3 SKOCTI.
KOHTEiHepy 3 [03YH04O0 "Cnepko YkpaiHa" "Cnepko YkpaiHa" [oTOBMIA NiKapcbKuii 3acio.
NOXKOI0 B navui 3 KOHTpO/b roTOBOrO MiKapcbKoro
KapTOHYy 3acoby. 3miHa napameTpis
cneundikauivi Ta/abo
[0MyCTUMUX MEX rOTOBOr0
NikapcbKoro 3acoby - 3MiHa
nepioguYHOCTI KOHTPOIIO 3a
nokasHukom "MikpobiosnoriyHa
yuctoTa" 3 WocepirHoro Ha
nepiognyHnin (BUNpoGyBaHHI0
nignsrae koxxHa 10-Ta cepis,
ane He meHLue 1 cepii B pik) B
Cneuudpikauii M3
178. | HOKCMPEN HasanbHuii cnpeii 0,05 CninbHe yKpaiHCbKO- Ykpaina CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/1703/01/01
% no 10 mny icnaHcbke icnaHcbke peecTpauiiHnx matepianis:
KOHTeliHepi 3 Npobkoto- nignpMeEMCTBO niANpMEMCTBO 3MiHM | TUMY - NoAaHHSA
posnuoBayem; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa" OHOBJIEHOTO cepTudikaTa
KOHTeliHepy B naui 3 BiANOBIAHOCTI EBPONEChKIN
KapToHy hapmakonei Ne R1-CEP 2008-
064 - Rev 02 ana A®I
OKCMMEeTa30/iHy rigpoxnopuay
BiA Ajtovoro Bpo6Huka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36inbLUEHHs nepiogy
NMOBTOPHOrO TeCTyBaHHA 0 5
pokis
179. | HOKCMPEW AKTUB | HazanbHuii cnpeii 0,05 CninbHe yKpaiHCbKO- Ykpaina CnifibHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/12675/01/01
% no 10 mny icnaHcbke icnaHcbke peecTpavuiiHux maTepianis:
KOHTeliHepi 3 HacocoMm 3 nignpMeMCcTBO nigNpMEMCTBO 3MiHM | TUMY - NoOAAaHHA
posnusoBayem; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa" OHOBJIEHOTO cepTudikaTa
KOHTEiHepY B KapPTOHHiIl BiANOBiAHOCTI EBpONeiiChKilt
nauuj hapmakonei Ne R1-CEP 2008-
064 - Rev 02 gna Aol
OKCMMeTa30ANiHy rigpoxnopuay
Bif Ajtouoro B1po6Huka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36iNbLUEHHS Nepiogy
NMOBTOPHOrO TeCTyBaHHA 0 5
pokiB
180. | HOKCMNPEW cnpeii HazanbHWi 0,025 CnifnlbHe yKpaiHCbKO- YKpaiHa CniflbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 40 6e3 peyenma UA/1703/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ANTa4vnn % no 15 mny icnaHcbke icnaHcbke peecTpauiiHnux matepianis:
KOHTeliHepi i3 Npo6Koto- nignNpPUEMCTBO nignpueMCcTBO 3MiHM | TUNY - NOAaHHA
posnustoBayem Ta "Cnepko YkpaiHa" "Cnepko YkpaiHa" OHOB/IEHOTO cepTudikaTa
KPULLKOKO 3 KOHTPO/IEM BiANOBIAHOCTI EBPONEChKIl
nepLLoro BigkpuTTA, no 1 thapmakonei Ne R1-CEP 2008-
KOHTelHepy B nauii 3 064 - Rev 02 gnsa Adl
KapTOHY OKCMMETa30/iHy rigpoxnopuay
Bif Ajtouoro Bupo6bHuka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36iNbLUEHHA nepioay
NOBTOPHOrO TeCTyBaHHA A0 5
pokiB
181. | HOKCMPEMN Kpanni HazasnbHi 0,01 % CninbHe yKpaiHCbKO- Ykpaina CninlbHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/12781/01/01
MAJTHOK no 5 mny ckisHomy icnaHcbke icnaHcbke peecTpauiiHnx matepianis:
KOHTEHepi 3 KPULLIKOO- nignpMeEMCTBO niANpMEMCTBO 3MiHM | TUMY - NoAaHHSA
nineTkoto; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa" OHOBJIEHOTO cepTudikaTa
KOHTEiHEpY B KAPTOHHIl BiANOBIAHOCTI EBPONENChKIN
nauuj hapmakonei Ne R1-CEP 2008-
064 - Rev 02 ana A®I
OKCMMEeTa30/iHy rigpoxnopuay
Bif Ajtovoro Bupo6Huka Siegfried
Pharmachemikalien Minden
GmbH, HimeuunHa, y Hacnigok
36inbLUEHHs nepiogy
NMOBTOPHOrO TeCTyBaHHA 0 5
pokis
182. | HOOBYT® IC Tabnetku no 0,25 r, no ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/8831/01/01

10 TabneTok y 6nictepi;
no 2 6nictepun y navuy,i 3
KapTOHY

[04aTKOBOIO
BiANOBIAA/LHICTIO
"IHTEPXIM"

[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab60 3MiHU [0 y3arasibHeHNX
[OaHvX npo cuctemy
thapmakoHarnagy (BBegeHHs
y3araslbHeHUX AaHux npo
cuctemy chapmakoHarnsagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA
hapmakoHarnsgy; KOHTakTHOl
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
hapmakoHarnagy B Ykpaii,
AKLLO BOHA BiAMIHHA Bif
YNOBHOBaXEHOT 0CO6M,
BignoBiga/bHOI 3a 3AjACHEHHS
hapmakoHarnsay (Bkiryaroum
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

183.

HOOBYT® IC

KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag

184.

OKTArAM

Tabnetkn no 0,1 r, no 10
Tabnetok y 6nictepi; no
2 6nicTepu y navyj 3
KapToHy

ToBapucTBO 3
[04aTKOBOO
BigNOBiAa/IbHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUny - 3MiHK Woao
6e3nekun/edekTBHOCTI Ta

thapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3araslbHEHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy hapmakoHarnsagy,
3MiHa yNOBHOBaXEHOI 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3as1BHMKa 415 34iICHEeHHS
hapmakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0cobwy,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHi MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6U
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a
thapmakoHarnag,

6e3 peyenma

UA/8831/01/02

pO34uH aNns iHgysili, 50

OKTA®APMA

ABCTpIst

OkTadapma

AscTpisi/

BHECEHHS 3MiH Ao

3a peyenmom

UA/13905/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mr/m; mo 50 mn, abo no dapmaueBTMKa dapmaueBTrKa Lseujs/ peecTpauiiHnux matepianis:
100 mn, abo no 200 mn MpopykTioHcrec. MpoaykTioHcrec. ®paHuia/ 3MiHY | TUNY - 3MiHW 3 AKOCTI.
y nAswLi; no 1 nnsawyi y M.6.X. M.6.X., ABCTpIS; HimeuunHa FOTOBWIA Nnikapcbkuii 3aci6.
BUPOGHMK, Cucrema

KapTOHHI KopoobLi

BiANoOBigabHUIA 3a
BMPOGHULITBO 3a
MOBHUM LMK/IOM, 38
BUK/TIOYEHHAM
BTOPVHHOI YNaKOBKU:
OKTA®APMA AB,
Lseuis;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
BUPOGHMLTBO 3a
NMOBHUM LMK/IOM, 38
BUK/TIOYEHHAM
BUPOGHMLTBA
po3uunHy in-bulk,
BTOPUHHOI YMNakoBKW.
AnbTepHaTuBHoO,
BMPOGHMLTBO
KiHLIeBOro NpoayKTy
3 in-bulk po3uuHy,
BMPOGNEHOrO Ha
OkTadapma
dapmaueBTmKa
MpopykTioHcrec.
M.6.X., ABCTpis:
Oktadhapma,
PpaHLis;
AnbTepHaTuBHa
BUPOBHMYA finsHKa
ANs BTOPUHHOIO
naKyBaHHs:
OkTtadapma [eccay
'm6X, HimeyunHa

KOHTeliHep/3aKynoproBasibHWi
3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(BMNYyYEHHS yNaKoBKW MEBHOTO
po3mipy)

BunyueHHs ynakosku no 20 mn.
3MiHM BHOCATLCA [0
peecTpaLiiiHoro NocBig4eHHs,
MKS, iHCTpyKLUii Ans megnyHoro
3aCTOCyBaHHS, TEKCTY
MapKyBaHHS 0 peecTpaLiiHoro
nocBigyeHHs. TepMiH BBe4EHHS
3MiH - NPOTArom 6 micsAuiB nicns
3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK WoAao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHN BHECEHO [0 IHCTPYKLUT
ANA MeANYHOro 3acToCyBaHHs
nikapcbKoro 3acoby [o po3zinis
"®apmakoorivyHi B1acTuBocTi”,
"MokasaHHs" (BUYYEHHS
iHchopmauii Lwoao anoreHHol
TpaHcnIaHTaLji KicTKOBOro
MO3KY), "lMpoTunokasaHHsa", "
B3aemogis 3 iHWyMK
nikapcbknMmn 3acobamm Ta iHLWi
BMAM B3aemogiin, " OcobnmsocTi
3acTocyBaHHA ", "3acTocyBaHHs
y nepioA BaritTHoOCTi abo
rogyBaHHs rpyaaro”, "3aatHicTb
BMNAMBATY Ha LUBUAKICTb peakLiii
npu KepyBaHHi
aBTOTPaHCNopTOM a6o iHWKMK
MexaHismamu ", "Cnoci6
3aCToCyBaHHA Ta [03n",
"MepeposyBaHHA", "M06IYHI
peakui”, "HecyMicHicTb" Lwo0a0
OHOBJ/IEHHS iHChopMaL,i 3
6e3nekun Ajtoyoi pevyoBuHU
BignosigHo Ao Guideline on core
SmPC for human normal
immunoglobulin for intravenous
administration (IVIg) EMA

EMEA/CHMP/BPWP/94038/200
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

7 Rev.5 28 June 2018. TepMmiH
BBEJEHHA 3MiH - NpoTArom 6
MicSLiB NiCNs 3aTBEPAYKEHHS.

3MiHn |l Tuny - 3miHn Wwoao

6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
3MiHN BHECEHO A0 IHCTPYKLUT

ANA MeANYHOro 3acToCyBaHHs

nikapcbKoro 3acoby [o po3zinis
"®apmakonoriyHi BnactmsocTi”, "
B3aemogis 3 iHWMMKn
niKkapcbknMmu 3acobamm Ta iHLWi
BMAM B3aemogiit", "OcobmBOCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHA Ta [03K".
TepMmiH BBEEHHS 3MiH -
npoTArom 6 Micauis nicns
3aTBEPKEHHSA. 3MiHu Il Tuny -
3MiHM Wwoao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BHeceHHs
abo 3miHa(n) Jo 3060B'A3aHb Ta
YMOB Buaui peectpauiiiHoro
nocBigYeHHs, BkoYatoun Mnax
ynpasAiHHA pUsnkamu

(3acTocyBaHHSA 3MiH(K), AKi(a)
BMMaraTb(€) NogasbLLIOro

06r'pyHTYBaHHS HOBUMM
[0AAaTKOBUM AaHVIMK, L0 MatoTb
Ha/JaBaTnCA KOMMNETEHTHUM
opraHoMm, OCKiflbK/ BUMaraeTbCcs
CyTTEBA OLiHKa KOMNETEHTHUM
opraHom) 3asiBHUKOM HajaHo
OHOB/IEHWIA 3TigHO
pekomeHgauiii Guideline on
good pharmacovigilance
practices (GVP) Module V —
Risk management systems (Rev
2.0.1) Ta pe3ynbTartiB KNiHIYHUX
[ocnigpKeHb NnaH ynpas/liHHA
pusnkamm Bepcis 11.0. Pestome

MYP Bepcia 11.0 gogaetbes.
3MiHn |l Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHn y
KOPOTKili XapakTepucTu,i
nikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTpYKLU|i Ans

MeAMYHOro 3aCTOCYBaHHS y
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3B’A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM,
KMIHIYHUMW A@aHMU Ta JaHumn 3
thapmakoHarnsgy - 3miHu
BHECEHO [0 IHCTPYKUiT ANns
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"®apmakonoriyHi BnactnsocTti”, "
Mo6iyHi peakuii" OHOBNEHHSA
iHchopmawuii BignoBigHO A0
pesynbTaTiB KNiHIYHOro
pocnipkeHHs "Gam-34". TepmiH
BBEJIEHHS 3MiH - NPOTArom 6
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. IHLwi 3MiHK,
AKi He BBINLWAW Y Lield po3ain, ki
BK/TIOHAI0Tb NOAAHHS
pe3ynbTaTiB AOCiIAKEHb A0
KOMMETEHTHOro oprany - 3miHu
BHECEHO [0 IHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby [o po3zinis
"Moka3aHHs". TepmiH BBEAEHHS
3MiH - NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.

185.

NAMILON

pO34MH A1 iH'EKUI No
300 mr/mn, no 50 mn
a6o no 100 MmN po3ymHy
y donakoHi; no 1
(h/1aKOHY Y KapTOHHilA
Kopobui

"FOHiK
dapmacboTuKan
Na6opaTtopis", IHais
(BipgineHHs cipmm
"x. B. Kemikana
eHf
dapmacboTuKan3
nra.)

IHais

"FOHiK
PapmacboTuKan
Nab6opaTtopis", IHgin
(BipgineHHs dipmun
"Ix. B. Kemikan3s
eHg,
PapmacboTVKan3
NTa.")

IHais

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
BMMpaB/ieHa B iHCTPYKLi Ans
MeAMYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby.
3anponoHoBaHo: «YMOBU
36epiraHHsA». 36epiratv B
opuriHasibHili ynakoBLji npu
Temnepartypi He suwe 30 °C, B
3axyLLeHoMy Bif, CBiTNa Ta
BOJIOMY MiCLi. «BUPOBHUK».
«HOHik ®apmacbloTrKan
NabopaTtopi3» (BigdineHHs
ipmn «x. B. Kemikans eHp,
dapmacbioTvkans 1T4.»),
IHais/Unique Pharmaceutical
Laboratories (a division of J.B.
Chemicals & Pharmaceuticals
Ltd.), India.
«MicLe3Haxo4KeHH BUPOGHMKa
Ta agpeca Micus NpoBafKEHHS
oro gisinbHOCTi». finsHka Ne 4,

3a peyenmom

UA/15509/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

186.

daza-IV, Oxi. Ai. [i. Ci.
IHpacTpian Ecteiit, micto
MaHoni — 394 116, okpyr
Bxapyx, IHgis/Plot No.4, Phase-
IV, G.I.D.C. Industrial Estate,
City: Panoli — 394 1186, Dist:
Bharuch, India. 3asHauyeHe
BUNpaB/ieHHs Bignosigae
maTepianam peecTpaviiiHoro
[0Cbe

187.

NMnAMIAON

PO34MH ON15 iH'EKUI No
370 mr/mn; no 50 mn
a6o no 100 M po3ymHy
y thnakoHi; no 1
pNakoHy y KapTOHHIN
Kopobui

"FOHiK
PapmacboTuKan
Na6opaTtopis”, IHAaisa
(BipLineHHs dipmmn
"[x. B. Kemikan3
eHf
®PapmacboTuKan3
Nta.")

IHais

"FOHiK
PapmacboTuKan
Na6opaTtopiz", IHgjsa
(BipLineHHs chipmun
"Ix. B. Kemikan3
eHy
dapmacboTrKan3
nra.)

IHais

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
BMMpaB/ieHa B iHCTPYKLi ons
MeAUYHOr0o 3aCTOCYBaHHs
nikapcbKoro 3acoby.
3anponoHoBaHoO: «YMOBM
36epiraHHa». 36epirati B
opuriHasibHIl ynakoBsLj npu
Temneparypi He Buwe 30 °C, B
3axuLLeHoMy Bif CBiT/a Ta
BOJIOTY MiCLi. «BUPOBHMK».
«tOHiK PapmacbloTUKa
Na6opaTopi3» (BigAineHHs
dipmn «[x. B. Kemikans eHp,
dapmacbloTvkans J1Ta.»),
IHais/Unique Pharmaceutical
Laboratories (a division of J.B.
Chemicals & Pharmaceuticals
Ltd.), India.
«Micue3HaxomKeHHs BUpOGHMKa
Ta afpeca MicLis NPOBaKEHHS
oro pisnbHocTi». AinsHka Ne 4,
daza-1V, [xi. Ai. fi. Ci.
IHpacTpian EcteiiT, micto
MaHoni — 394 116, okpyr
Bxapyx, IHgis/Plot No.4, Phase-
IV, G.I.D.C. Industrial Estate,
City: Panoli — 394 116, Dist:
Bharuch, India. 3a3HauyeHe
BMMpaB/IEHHS BiANoBifae
marepianam peecTpauiiHoro
[0Cbe

3a peyenmom

UA/15509/01/02

MEHTAKCUM®
BAKUVHA Ansi
NPODINAKTUNKN
ANDTEPI,

nopowok Haemophilus
influenzae Tuny b Ta
cycneHsis ans iH'ekuji
(0,5 mn), no 1 chnaxkoHy

NnPABLA,

3 NopoLukom T1a 1

CaHodpi MNactep

®paHuin

CaHodi MNactep,
®paHLia (NoBHWi
LKA BUPOBOHMLTBA,
3anoBHeHHs Ta
niocpinisayis

®paHuia/
YropLmHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TUMY - OHOBMEHHSA
po3ainis Mogynis 2 Ta 3 3T/ 3
METOK rapMoHisadii iHpopmadi,

3a peyernmom

UA/13010/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KALUTOKY nonepegHbL0 (dbnakoHm), OHOBJ/IEHHS AaHNX Ta
(ALEIONAPHNIA 3anoBHeHOMY LWnpuLy BTOPUHHE BUNpPaB/IEHHS pefaKLitHnX
KOMMOHEHT), (0,5 mn) 3 npukpinaeHo nakyBaHHs, NOMWOK, A1 NPUBELEHHA Y
noniomienitTy ronkoto (a6o 2 KOHTPO/b SKOCTI, BiANOBIAHICTb iHchopMmavii go
IHAKTUBOBAHA OKpemMnmu rosikamu), Lo BUNyCK cepir); BUPOBHUYOT NpakTukn, 6e3 3MiH
TA BAKUMHA ANA | MicTUTb cycneHsito ans CaHodi-ABEHTIC y NPOMMCIOBOMY NpoLieci ANs
MAPO®ITAKTUKN iH'EKLL, B KAPTOHHIi Mpaiisit Ko. N174,, rOTOBOrO J/1iKapCbKOro 3acoby;
IHDEKLIA, Kopo6ui; no 1 dpnakoHy 3 Mnatchopma 3MiHK |l TUNY - BNpOBaKEHHSA
CNPUYUNHEHNX nopowkom Ta 1 noricTukn Ta TPbOX NapameTpiB npolecy
HAEMOPHILUS nonepegHbL0 AncTpubyLii y m. (TpvBanicTb KOHTaKTy dhinbTpa /
TNY B 3anoBHeHOMY LWnpuLy Bypanewr, NPOAYKTY; CNiBBiAHOLIEHHS
KOH'FOTOBAHA, (0,5 mn) 3 npukpinaeHo YroplmHa BUTpaTK / NOBEPXHI dinbTpavi;
AICOPBEOBAHA ronkoto (abo 2 (BTOPUHHE cniBBigHOWEHHS 06'em /
OKpemMnmu rosikamu), Lo nakyBaHHs, BUMYCK noBepxHs inbTpawii), ki
MiCTUTb CyCneHsito Ans cepii) nigNsAraloTb KOHTPOSIO Nif Yac
iH'EKLIN, B CTaHAAPTHO- CcTepunisyroyoi dinbTpawii
€KCMOPTHI ynakoBLi, KOMMOHEHTIB, L0
AKa MiCTUTbCS Yy KOHTPONIOKTLCA NpK
KapTOHHI Kopobui (3 BMPOGHMLTBI BakuyHu DTacP-
iHCTpYKUieto ans IPV (Final Bulk Product) Ha
MeAnYHOro BUPOGHWYIN ainbHULI Mapci
3acTOCyBaHHs) NETyasib
188. | MEHTAKCM® nopowok Haemophilus CaHocdpi MNactep dpaHuin CaHodpi MNactep, PpaHuia/ BHECEHHS 3MiH 0 3a peyenmom UA/13010/01/01
BAKUWHA And influenzae Tuny b Ta ®paHuia (NoBHWI YropumHa peecTpauiiHnx matepianis:
MAPO®ITAKTUKN CycneHsis ons iH'ekujn LMK BUPOBOHNLTBA, 3MiHW | TUMY - 3BYXXEHHS
DUNOTEPII, (0,5 mn) no 1 chnakoHy 3 3anoBHEeHHs Ta [ONYCTUMUX MEX, BUSHAUYEHUX Y
NPABLA, nopoLukom Ta 1 niodhinizauis cneundikauii, 4N NPoBeAeHHs
KALUMOKY nonepegHbL0 (dbnakoHm), BunNpobyBaHHA Antigenicity Test
(ALENMIONAPHNIA 3anoBHeHOMY LWnpuuy BTOPUHHE [O/151 OYMLLLEHOT Ail040T pevyoBrHA
KOMMOHEHT), (0,5 mn) 3 npukpinaeHo nakyBaHHs, PT B po3uuHi. 3anponoHoBaHo:
noniomienitTy ronkoto (abo 2 KOHTPO/b AKOCTI, Specific activity (EU/mg of
IHAKTUBOBAHA OKpemM1MU rosikamu), Lo BUNyCK cepil); proteins) = one-sided lower
TA BAKUMHA ANA | micTuTb cycneHsito ans CaHodi-ABeHTIC specification limit calculated with
MAPO®ITAKTUKN iH'EKL, B KAPTOHHIM Mpaiisit Ko. N174,, a risk a =1% for a population
IHDEKLIA, Kopobui; no 1 dpnakoHy 3 Mnatchopma proportion p =99,73% i.e. 39,7
CAPUYNHEHUX nopowukom Ta 1 noricTukm Ta EU/mg of proteins (or 1.5986

HAEMOPHILUS
TAMNY B
KOH’IOTOBAHA,
AACOPBOBAHA

nonepegHL0
3aMN0BHEHOMY LUNPULY
(0,5 mn) 3 npukpinaeHo
ronkoto (abo 2
OKPEMUMM rofikamu), Lo
MICTUTb CyCMneHsito Ans
iH'EKLjiA, B cTaHAAPTHO-
€KCMOPTHil ynakoBLi,
AKa MiCTUTbCS Yy
KapTOHHI Kopobui (3
iHCTpYKUieto ans
MeAMYHOro

AncTpubyLii y m.
Bypanewr,
YropumHa
(BTOPUHHE

nakyBaHHs1, BUNYCK
cepii)

log10 EU/mg of proteins).
TepMiH BBEAEHHS 3MiH -
nvctonag 2022 poky; 3MiHu |
Tuny - 3miHa cepii
pechepeHTHOro cTaHaapTy, AKWii
BVIKOPWCTOBYETLCS Y
BMNpoGyBaHHi Antigenicity Test
[O/151 OYMLLLEHOT Ailo40T peyoBUHA
PT metogom ELISA 3 APG
FA491309 Ha CIC19R-RC14.
TepMiH BBEAEHHS 3MiH -
nvcronag 2022 poky
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3acTOCyBaHHs)
189. | NIAPOH cycneHsis opanbHa, 120 TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/9270/02/01
mr/5 mn no 100 mn y PAPM" PAPM" peecTpauiiHnx matepianis:
chnakoHi: no 1 donakoHy 3MiHM | TURY - 3MiHa NOCUIaHHS
3 MipHOIO CK/ISIHOUKOKO Y Ha hapmakoneto A
KapTOHHI/ ynakosL,i [0MNOMDKHOT peyoBuHK Kucnota
A61y4YHa 3 MeTo YHidpikawii
cneumdikauii Bif pisHUX
nocTtavyasibHuKIB.
3anponoHoBaHo: Grade: BP/EP
190. | NNABIKC® TabneTtku, BKPUTI TOB "CaHodi- Ykpaina CAHO®I BIHTPOIN PpaHuis BHECEHHS 3MiH 0 3a peyenmom UA/9247/01/01
060/10HKOI0, MO 75 Mr; ABeHTiC YkpaiHa"

Ne 28 (14x2): no 14
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHIN
Kopoobui

IHOACTPIA

peecTpavuiinHMX maTepianis:
3MiHu | TUNYy - 3MiHK Wwoa0
6e3nekn/edekTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIili XapakTepucTu,i
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpyKLU|ii Ans
MeAMYHOro 3aCTOCYBaHHSA Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo
pocnipkeHb 3 6e3nekn
3aCcTOCYBaHHS NMiKapCbKOro
3acoby B micspeecTpayiiiHmii
nepiog, abo sk pesynbTar
OLIiHKM 3BITY 3 AOC/IKEHD,
npoBefeHVX BignoBigHoO 40
nnaHy negjiaTpuyHnX
pocnimkens (PIP) (iHwi 3MiHW)
3MiHV BHECEHO B IHCTPYKLi0 Ans
MeJUYHOr0o 3aCTOCYBaHHS
nNiKapcbKoro 3acoby A0 po3ainy
"B3aemMogis 3 iHWMMKn
niKkapcbknMmuy 3acobamm Ta iHLWi
BVAM B3aemogiii" (iHchopmais
LLoA0 onioigis) BiANOBIAHO A0
OHOBNEHOT iHhopMaLi 3
6e3nekun Ajtoyoi pevoBUHN.
BBefeHHA 3MiH NPOTAroMm 6-1n
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK LWoAo
6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHU BHECEHO B IHCTPYKLi0 ANns
MeMYHOr0o 3acTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainy

"B3aemogis 3 iHWmMu
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbknMmn 3acobamm Ta iHLWi

BMAW B3aemogiii" (iHchopmadis
oo naujieHTis Ha BIJI-
nNiKyBaHHi) BignoBigHO Ao
OHOBNEHOT iHhopMaLi 3
6e3nekun Ajtoyol pevOBUHN.
BBegeHHA 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPAXKEHHS.
3MiHu Il TUny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili xapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii AnA
MeZMYHOro 3aCTOCYBaHHS y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM,
KMIHIYHUMW A@aHMU Ta JaHumn 3
thapmakoHarnsgy - 3miHu
BHECEHO B IHCTPYKLitO 4715
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3Ainis
"B3aemopis 3 iHWMMKN
niKkapcbknMmy 3acobamm Ta iHLWi
BMAN B3aemMogiin" Ta
"Oco61BOCTi 3aCTOCyBaHHA"
(iHdopmadis wopao
pvchamniunHy) BignoBigHO A0
marepianiB peecTpadiiHoro
focbe. BBefeHHs 3MiH NpoTArom
6-TK micAuiB nicas
3aTBepMKEHHS. 3MiHn Il Tuny -
3MiHV Wwoao
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHu y
KOPOTKili xapakTepucTu,i
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUi AnA
MeZMNYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKTIHIYHUMM,
KMIHIYHUMW A@aHMU Ta JaHumn 3
thapmakoHarnsgy - 3miHu
BHECEHO B IHCTPYKLitO 4715
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BnactnsocTi”
("®apmakoguHamika”,

"apmakokiHeTuka"),
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

191.

"MokasaHHa" (BUAaNEHHS
hpasu: ypaxeHHst apTepiil i
arepoTpom603 CYNH HUKHIX
KIHLiBOK), "B3aemogis 3 iHWmmn
nikapcbknmu 3acobamu Ta iHLWi
BMAM B3aemogiii", "OcobnmBocCTi
3acTocyBaHHA", "3acToCyBaHHSA
y nepioa BariTHOCTi abo
roflyBaHHs rpyaat” (snganeHHs
hpasu: AvB. Migpo3gin
«[loKniHiYHI faHi 3 6e3nekn»),
"[liTn" (BHECEHHS YTOUYHEHHSA
LLoA0 BiKy: BikOM A0 18 pokiB),
"Cnoci6 3acTocyBaHHsA Ta 4o3u",
"Mo6iuHi peakuyii” (iHchopmavis
HOBUX AOCAIAKEHb, BMICT
NaKTo3n Ta pefakTopChbki MpaBku
B 3a3HaYeHMX po3ginax)
BiZANOBIAHO A0 MaTepiasiB
peecTpaLjiiHoro AOCbeE.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCAILB Nic/1A 3aTBEPAKEHHS.

MPAKCIC®

TabneTtku, BKPUTI
MN/iBKOBOK 060/10HKOIO,
no 500 mr, no 7
Tabnetok y 6nictepi; no
2, 3 abo 4 6nictepn y
KapTOHHIA KopoobLi

TOB "AcTpadapm”

YKpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHW | TUNY - BBEAEHHSA
[,04aTKOBOro po3mipy cepii
rOTOBOrO /iKapCbKOro 3acooby.
3anponoHoBaHo: TeopeTuyHuii
po3mip cepii: 30 800 O4N13.
OuikyBaHuii po3mip cepii: 28 000
O/IN3 2 000 Nel4 (7x2) 1 333
Ne21 (7x3) 1 000 Ne28 (7x4) Ta
TeopeTnyHuii po3mip cepii: 176
400 OAN3. OuikyBaHWit po3Mip
cepii: 168 000 O3 12 000
Nel4 (7x2) 8 000 Ne21 (7x3) 6
000 No28 (7x4).

3a peyenmom

UA/14845/01/01

192.

NMPOMAHOPM®

TabneTtku, BKPUTI
060/10HKO10, Nno 150 wmr,
no 10 Tabnetok y
6nictepi, no 5 6nictepis

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

AJ1C Yecbka
Pecny6nika c.p.o.,
Yecbka Pecnybnika
(KOHTpPOSIb AKOCTI);

Yecbka
Pecny6nika/
CnoBaubka
Pecny6nika

BHECEHHS 3MiH [0
peecTpavuiinHMx maTepianis:
3MiHu | TUNY - 3MiHa KpUTEPIiB
NPUIAHATHOCTI 38 NOKa3HVKOM

Y KapTOHHIll kopoobLi MPO.MEA.LIC «HacunHa ryctuHa»
Mpara a.c., Yecbka (3aTBepmkeHo: 40 — 55 r/100
Pecny6nika M/1; 3anponoHoBaHo: 0,40 — 0,55
(BMpOGHMLTBO , r/mMn) Ta BUTyYEeHO MOKa3HWK
nepBuHHE i «Po3mip yacTok» 3 cneuudikauii
BTOPWHHE Ha fito4y pevyoBuHYy
nakyBaHHs, nponad)eHoHy riapoxs10pnay;

3a peyenmom

UA/5421/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/b SIKOCTI, 3MiHW | TUMNY - OHOB/IEHHSA
BUnyck cepii); XbM po3giny 3.2.P.4.KoHTponb
dapwma c.p.o., [OMOMIXXHUX PEYOBWH, a came
CnoBaubka npuBefeHHs cneundikauii Ha
Pecny6nika [ONOMDKHI peYOBUHY LLentonosy
(B1pOGHMLTBO, MiIKPOKPUCTaiYHy, HaTpito
KOHTPO/b SIKOCTI, Kpockapmesosy, KOMoBifoHY,
nepBuHHE MarHito cteapary, Kpoxmasb
nakyBaHHS, KYKYPYA3SHWIA, BOAY OYULLEHY Y
BTOPUHHE BiANOBIAHICTb A0 BUMOT
nakyBaHHs) MoHorpadgiii «Cellulose
microcrystalline»,
«Croscarmellose sodium»,
«Copovidone», «Magnesium
stearate», «Maize starch»,
«Water purified» Ta
cneumaikauii Ha emynbCito
cumeTukony, Opadry White
02F28310 0 BMMOT 3arasibHUX
ctareii EP; 3miHm | Tvny -
YTOUHEHHS 10 po3ainy
3.2.P.1.0nuc i cknag
nikapcbkoro 3acoby, a came
[ofaHo iHdopMmaLiio woao
TEXHIYHOI JOMOMDKHOI PEe4OBUHMN
BOAMN OYULLIEHOT
193. | NPONAHOPM® TabneTkun, BKpUTI MPO.MEA.LIC Yecbka AJIC Yecbka Yecbka BHECEHHS 3MiH [0 3a peyenmom UA/5421/01/02
o060n0Hkoto, no 300 wmr, Mpara a.c. Pecny6nika Pecny6nika c.p.o., Pecny6nika/ peecTpauiiHux maTepianis:
no 10 TabneTtok y Yecbka Pecny6nika CnoBaubka 3MiHK | TUNYy - 3MiHa KpuTepiiB
6nicTepi, no 5 6nictepis (KOHTPO/b SKOCTI); Pecny6nika NPUAHATHOCTI 38 NOKa3HWKOM

Y KapTOHHIli kopobLi

MPO.MEA.LC
MNpara a.c., Yecbka
Pecny6nika
(BMpOGHMLTBO ,
nepBuHHE i
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMMYCK cepii); XBM

«HacunHa ryctnHa»
(3aTBepmxkeHo: 40 — 55 r/100
M/1; 3anpornoHosaHo: 0,40 — 0,55
r/mMn) Ta BUTy4YeHO MOKa3HWK
«Po3mip yacTok» 3 cneyudikauii
Ha fjtoyy peyoBUHY
nponad)eHoHy riapoxaopuay;
3MiHU | TUNY - OHOB/IEHHS
po3giny 3.2.P.4.KoHTponb

dapwma c.p.o., [OMOMDKHUX PEYOBVH, a came
CnoBaubka npuBefeHHs cneuudikauii Ha
Pecny6nika [0NOMDKHI PEYOBMHY LLeNton03y

(BUpOGHMLTBO, MIKPOKPUCTaui4Hy, HaTpito

KOHTPO/b SIKOCTI, Kpockapmenosy, KonoBifoHY,

nepBuHHE MarHito cteaparty, Kpoxmasb
nakyBaHHS, KYKYPYA3SHWIA, BOLY OUULLEHY Y
BTOPVIHHE BiANOBIAHICTb A0 BUMOT
nakyBaHHs) MoHorpadiii «Cellulose
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n/n

Ha3sBsa nikapcbko20
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dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

microcrystalline»,
«Croscarmellose sodium»,
«Copovidone», «Magnesium
stearate», «Maize starch»,
«Water purified» Ta
cneumdikauii Ha emynbCito
cumeTukoHy, Opadry White
02F28310 g0 BMMOT 3arasibHUX
ctareii EP; 3mitm | Tuny -
YTOUYHEHHS 0 pPO34iny
3.2.P.1.0nuc i cknag
nikapcbKoro 3acoby, a came
A04aHo iHdopmaLio Woao
TEeXHIYHOI AONOMDKHOT pe4yOoBMHN
BOAM OUULLEHOT

194.

MATUPYATKA® IC

TabneTku, no 10
Tabnetok y 6nictepi, no
1 6nicTepy B nauuj 3
KapTOHY

ToBapuncTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOIO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs
a60 3MiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHNX AaHux npo
cuctemy dhapmakoHariagy,
3MiHa yNOBHOBaXeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3a8BHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BigMiHHa Bif,
YNOBHOBaXEHOT 0CO6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
pMiHa YNOBHOBaXXEHOT 0cobu
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BifnoBiganbHOI 3a

3a peyernmom

UA/8698/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnag
195. | PABE30O/N Tabnetku KYMN®EP BIOTEX, JinToBCbKa ATAIC ®APMA, IcnaHis/ IHgjs BHECEHHS 3MiH 0 3a peyenmom UA/18871/01/01
KMLLKOBOPO34MHHI no 20 YAB Pecny6nika C.N., IcnaHis peecTpauiiHnx matepianis:
Mr; no 14 tabnetok y (nopaTkoBa 3MiHM | TUny - 3MiHK Woao
6nictepi, no 2 6nictepu OinbHUUA 3 6e3nekun/edekTBHOCTI Ta
y nauui BTOPVHHOIO thapmakoHarnsgy. BeegeHHs
nakyBaHHs); ab60 3MiHU [0 y3arasibHeHNX
NABOPATOPIO [AaHUX Npo cuctemy
EXEBAPHE, C.A,, thapmakoHarnsgy (BBefeHHs
IcnaHis (goaaTkosa y3arasibHeHUX JaHuX npo
AinbHnUA 3 cuctemy hapmakoHarnsagy,
KOHTPOAIO cepii); 3MiHa YNOBHOBaXXEHOI 0Co6bu,
Na6opaTopioc BignoBiAa/IbHOI 3a 34jACHEHHS
NikoHca, C.A., hapmakoHarnagy; KOHTakTHoOl
Icnanis ocobu 3 hapmakoHarnsgy
(BMpPOGHMLTBO 3as1BHMKa 419 34iICHEeHHS
niKkapcbKoro 3acoby, hapmakoHarnagy B Ykpaii,
nepBuHHE Ta AKLLIO BOHA BigMiHHA Bif,
BTOPUHHE YMOBHOBaXeHOT 0cobwy,
nakyBaHHs, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KOHTPO/Ib SAKOCTI hapmakoHarnsgy (Bkirovaoun
cepii, KOHTaKTHi faHi) Ta/abo 3MiHn y
BiANoBigabHUIA 3a pO3MiLLLeHHI MacTep-thaiina
BUMYCK cepii); cuctemn chapmakoHarnsgy) -
MAHAHTIANb 3MiHa YNOBHOBaXEHOi 0co6U
IHTEIPA, CJ1Y., 3asBHVKa, BiANOBIAA/ILHOT 38
Icnanisa (gopatkosa thapmakoHarnag.
AinbHWUA 3 MponoHoBaHa pegakuis: LLynbLy
BTOPWHHOIO Onbra CepriiBHa
nakyBaHHs); XEMO
IHAIA
®OPMIO/IEALIH3
MBT. NTA., IHais
(nopaTkoBa
OinbHULA 3
KOHTPO/0)
196. | PEBO/TIAA™ TabneTku, BKpUTI Hosaprtic ®apma Al LLiBeiuapis "nakco Bennkom IcnaHis/ BHECEHHS 3MiH [0 3a peyernmom UA/11300/01/01
NAiBKOBOK 060/IOHKOHO, C.A., IcnaHis Benvka peecTpavuiiHux matepianis:
no 25 wmr; no 7 TabneTok (BMpOGHYVK Ans BputaHis 3MiHW | TURY - 3MiHX 3 SKOCTI.
y 6nicTepi; no 4 NepBUHHOTO Ta [oTOBMIA NikapcbKuii 3acio.
6nicTepy B KAPTOHHii BTOPUHHOIO Cucrema

Kopobui

nakyBaHHs Ta
BUNYCK cepil);
nakco OnepeiiHe
IOK 1T/, Benuka
BpuTaHis
(BMPOGHMLTBO,
KOHTPO/1b SKOCTI)

KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yb-AKOi YacTUHU
mMartepiany NnepBUHHOT yNaKkoBKuU,

LLIO HEe KOHTAKTYE 3 rOTOBUM
NikapCbkvM 3ac060M

(Hanpuknag Konip KpULLEYokK 3

KOHTPO/IEM NEPLLOro BigKpUTTS,
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197.

KOMip KOJOBMX KineLb Ha
amnysax, KOHTelHepa A1 ronokK
(pi3Hi BUAM nnacTmacw) (3miHa,
Aika He BM/IMBAE Ha KOPOTKY
XapaKTepuUCTUKY JlikapCbKoro
3acoby) - 3amiHa ApYKYy4Ooro
npalimepa, Lo MIiCTUTb
HITpOLLE0103Y Ha APYKYUMii
npaiimep 6e3 HiTpoLen103m
[ANs antioMiHiEBOT POsbIN, L0 €
OCHOBO 14 6nicTepy 3
PA/AL/PVC pnsi rotoBOro

NpoayKTy

198.

PEBOJIAA™

PE®IOMAHT

TabneTku, BKPUTI
N1iBKOBOK 06O/IOHKOIO,
no 50 wmr; no 7 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

Hosaprtic ®apma Al

LLiBeiiuapis

nakco Bennkom
C.A., IcnaHis
(BMpOGHYKK Ans
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHSA Ta
BUNyCK cepil);
nakco OnepeiiLHe
IOK 1T/, Benuka
BpuTaHis
(B1pOGHMLTBO,
KOHTPO/Ib SKOCTI)

Icnanis/
Benuka
BputaHis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acib.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yAb-AKOT YaCTUHU
mMartepiany NepBMHHOT yNaKoBKuU,
LLIO He KOHTaKTY€E 3 rOTOBUM
nikapcbkrM 3aco60oM
(Hanpvknag Konip KpuLLIEYoK 3
KOHTPO/IEM MEepLLOro BiAKPUTTS,
KONIp KOJOBUX Kinelb Ha
amnynax, KOHTelHepa 4715 rofok
(pi3Hi BUAM nnactmacwu) (3miHa,
AIka He BM/IMBA€E Ha KOPOTKY
XapaKTepucTuKy nikapcbkoro
3acoby) - 3amiHa ApyKy4oro
npaiimepa, Lo MICTUTb
HITPOLE0103y Ha APYKYHOUMNiA
npaiimep 6e3 HiTpoLenono03n
ONs antoMiHIEBOT chonbru, Wo €
OCHOBOO Ans 6nictepy 3
PA/AL/PVC pnsi roToBOro
NpoAyKTY

3a peyenmom

UA/11300/01/02

niodhinisat gnsa po3unHy
ONs iH'exui no 40 wmr, no
1 chnakoHy B nauywi

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BVMPOGHNYMNIA LEHTP
"BopLyariBcbkuii

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA LEHTP
"BopLyariBcbKuii

YkpaiHa

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - AOMIHICTpaTUBHI
3MiHW. 3MiHa Ha3BU NiKapCbKOro
3aco6y - 3MiHM BHECEHI LL0A0
Ha3BW NikapcbKOro 3acoby

XiMmiKO- XiMiKo- 3aTtBepmkeHo: MAHTOMPON /
hapmaLeBTUYHNI thapmaueBTUYHWI (PANTOPROL)
3asof” 3asoa” 3anponoHoBaHo:

3a peyernmom

UA/18818/01/01

148




Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
PE®IOMAHT / (REFLUPANT)
199. | PUHA3O/IH® cnpeii HazanbHuiA, 0,5 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/7191/02/01
mr/mn no 15 mny peecTpauiiHnx matepianis:
chnakoHi 3MiHM | TUMY - NoAaHHSA
nosieTuIeHoBOMY, OHOBJIEHOTO cepTudikaTy
3abe3neyeHomy BignosigHocTi E® Ne R1-CEP
HacafKow 3 403aTOpPOM i 2008-064-Rev 02 gna Ad|
3aXMCHUM KOBMa4KoM OKCUMeTas0/iHyY TiApPOXIopua,
a60 no 10 mn y chnakoHi Bif, BXE 3aTBEPAKEHOro
CKNISSHOMY 6pyHaTHOro BMpo6HUuKa Siegfried
KOnbopy, PharmaChemikalien Minden
3ab6e3nevyeHomy GmbH, HimeuyunHa, Ta siK
HacoCoM-[03aTOpOM 3 Hacnigok 3MiHa nepiogy
posnuoBayem petectyBaHHA ADI 3 «3 poKku»
HasasibHOro Ha «5 pokiB»
npv3HayeHHs; no 1
onakoHy B nauui 3
KapToHy
200. | PUHA3ONMIH® Kpanni Ha3asibHi, 0,5 AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/7191/01/01
mr/mn, no 10 mny peecTpavuiiHux matepianis:
chakoHi 3 Mpo6koto- 3MiHM | TUMY - NOAAHHA
KpanenbHuLeto abo y OHOB/IEHOro cepTudikaty
donakoHi 3 go3aTopaw; BignosigHocTi €EP Ne R1-CEP
no 1 chsiakoHy B navui 2008-064-Rev 02 gna A®|
OkcumeTasosiHy rigpoxnopug
Bif, BXE 3aTBEPAXEHOr0
BMpo6HUKa Siegfried
PharmaChemikalien Minden
GmbH, HimeuunHa, Ta sk
Hacnigok 3MiHa nepiogy
peTtecTtyBaHHA AD| 3 «3 pokn»
Ha «5 pokiB»
201. | PUHASO/IH® Kpanni HasasbHi, 0,25 AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [0 6e3 peyenma UA/7191/01/02

mr/mn, no 10 mny
oNakoHi 3 NPo6Koto-
KpanenbHULEe abo y
donakoHi 3 go3aTopawm;
no 1 donakoHy B nauLi

peecTpauiiHux maTepianis:
3MiHM | TUNY - NoAAaHHSA
OHOBJIEHOTO cepTudikaTy
BignosigHocTi €EP Ne R1-CEP
2008-064-Rev 02 ana Adl
OKCUMETa30/1iHY TigpPoXIopna
Bifl BXX€ 3aTBEPXEHOr0
BMpo6HUKa Siegfried
PharmaChemikalien Minden
GmbH, HimeuyunHa, Ta siK
Hacnigok 3MiHa nepiogy
petecTtyBaHHA ADI 3 «3 poKn»
Ha «5 pokiB»
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
202. | PUHA3ONIH® Kpanni HaszanbHi, 0,1 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 6e3 peyenma UA/7191/01/03
mr/mn, no 10 mny peecTpauiiHux maTepianis:
donakoHi; no 1 dpnakony 3MiHKM | TUNY - NOAaHHSA
B NauyLj 3 KapToHY OHOBJ/IEHOrO cepTudikaty
BignosigHocTi €EP Ne R1-CEP
2008-064-Rev 02 ana AdIl
OkcrmeTasoniHy rigpoxnopug,
Bif} BXE 3aTBEPAKEHOr0
BMpo6HUKa Siegfried
PharmaChemikalien Minden
GmbH, HimeuunHa, Ta K
Hacnigok 3MiHa nepiogy
petecTtyBaHHA AP| 3 «3 pokn»
Ha «5 pokiB»
203. | PUPAMMILUNHI TabneTkun, BKpUTI Makneogc IHAaiA Makneoac IHAis BHECEHHS 3MiH 0 3a peyenmom UA/16427/01/01
I3OHIA3UA, N1iBKOBOK 060/IOHKOLO, dapmacbloTrKanc dapmacboTrKanc peecTpauiiHux maTepianis:
no 150 mr/75 mr no 500 Nimitepn NimiTen 3MiHK | TNy - 3MiHW WoA0

a6o 1000 TabneTok y
namiHoOBaHOMy MakeTi,
no 1 naketyy
nnacTykoBoMy
KOHTEHEPI 3 KPULLKOIO;
no 10 TabneTtok y
6nictepi, no 10
6nicTepiB y KAPTOHHIl
ynakosLi; no 28
Tabnetok y 6nictepi, no
3 abo 24 6nictepn y
KapTOHHIA ynakoBL,i

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
ab0 3MiHM [0 y3arasibHeHUX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX npo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeEHOT 0cobw,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 34iACHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi flaHi) Ta/abo 3MiHU y
po3MilLeHHI MacTep-harina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNoBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr.
Ashish Mungantiwar. 3miHa
KOHTaKTHUX AaHnX
yMNOBHOBaXEHOI 0co6Yu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnag. 3MiHa
KOHTaKTHOI 0CO6U 3asiBHUKA,
BiANOBIAa/IbHOI 3a 3AiiCHEHHS
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnagy B Ykpaii.
MponoHoBaHa pepfakuis: Kyunba
TeTsaHa BacuniBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI
3a hapmakoHarnag B Ykpaiti.
3miHa Homepa macTep- dhaiina
cuctemu dhapmakoHarnsgy
204. | PIBONTAH® Tabnetku no 10 mr; no 3 TOB "ACIHO Ykpaina TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/15160/01/01
Tabnetkn y 6nictepi; no YKPATHA" peecTpauiiHux matepianis:

1, 2 abo 3 6nictepu y
KapTOHHIN nayyj; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHIl
nauuj

3MiHW | TUMY — YTOYHEHHSA
iHchopmawii cTocoBHO
HaHeceHHs1 Homepy cepii Ta
TEepMiHy NpuaaTHOCTI Ha CTagisax
«®acyBaHHA» Ta «[lakyBaHHA»,
1110 06YMOB/IEHO TEXHO/IOTYHOO
MOX/IBICTIO HAHECEHHS HOMepY
cepii Ta TepMiHy npuaaTHOCTi —
MeTOAOM APYKY B [ONOBHEHHS
[10 METOZly HAHECEHHS BiATUCKY;
3MiHuM | TMNY — 3MmiHa BMMor Ao
NoKa3HUKa «PO3YMHEHHS» Y
cneumdikaLii KOHTPOO
TabneTok Hepo3cacosaHux,
roTOBOro NPOAYKTY NpW BUMYCKY
Ta NPOTArOM TEPMiHYy
NPWAATHOCTI, MPU BUBYEHHI
cTabinbHOCTI. 3anponoHOBaHo:
He MeHLe 85 % (Q)
pusaTpunTaHy 6eH3oaTy Yyepes
15 xB; 3MiHM | TURNY —
BMpOBaMKEeHHS NepiogNYHOCTI
KOHTpOsIt0 /13 3a NoKasHUKOM
«MikpobionoriyHa yncrora» , a
came Ha nepLuili cepii B poLi i He
pigLwe, HX Ha KoXHili 10-i1 cepii;
3MiHY | TUMY — 3MiHW A0 po3ainy
3 3.2.P.5.1 Cneuudikauii, a
came npegcrasneHo
cneundikauii Ha BUMyCcK Ta Ha
NPOTAroM TepMiHy NpuAaTHOCTI
y BUrNSAj ogHiel Tabnumui ta
BWyYeHO cneuudikauii ons
KOHTPON0 TabneTok
Hepo3chacoBaHux TabneTok Ta
'N13 NpoTArom BMBYEHHSA
cTabinbHoCTI. KOHTpOsb
Tab1eToK Hepo3gacoBaHmx
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

onucaHuii y posginax 3.2.P.3.4.

Ta 3.2.P.3.5. Cneuyudpikauis Ha

BMBYEHHS CTabiNIbHOCTI HagaHa
y po3gini 3.2.P.8.1.

205.

PIHASAN®

cnpeii HasaslbHUiA,
nososanuii 0,5 mr/mn no
10 mn y chnakoHi, no 1
chnakoHy 3 fO3yHUUM
HacocoMm y naui

MpAT
"dbapmaLeBTnyHa
ipma "JapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TURY - B MeToAWLj
KOHTpOt0 "CynyTHi AOMILLKK"
ONTVMI30BaHO NPUrOTYBaHHS
pO34nHy MopiBHSAHHS (b), a
came: 3aMiCTb HaBaXXKm
3anponoHOBHAO PO3UYNHATH
BMICT Bia/lv CTaHAaPTHOrO
3paska benzalkonium chloride
for system suitability EP CRS 3
noAasIbLLIOro po3BefeHHs [0
HEeo6XiAHOT KOHLLeHTpaLii.
KiHLEeBY KOHLEHTpaUito pO3unHy
3a/MLWeHo 6e3 3MiH; 3MiHu |
TUny - 3MiHK 3 AKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /1iKapCbKOro 3acoby.
3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTUMUX MeX
rOTOBOrO /liKapCbKoro 3acoby;
CYNyTHS 3MiHa - 3MiHW 3 IKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpPO/b rOTOBOrO /iKapCbKoro
3acoby. 3miHa y meTofax
BMNPOGYBaHHSA roTOBOro
nikapcbKkoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHUX MeToAax
BMNpPo6yBaHHS). MNokKa3Huk
"MikpobionoriyHa uncrora”
npuBeAEeHO Y BIANOBIAHICTb A0
Bumor €9, 2.6.12, 2.6.13, 5.1.4.

6e3 peyenma

UA/1751/02/01

206.

PO3YBACTATUH
KANbLIO

MOPOLLIOK (Cy6CcTaHuis) y
noaBiliHMX
nonieTuIeHoBMX
nakeTtax Ans
chapmaLeBTUYHOro
3acTocyBaHHs

BIOKOH NIMITEL,

IHAjA

BIOKOH NIMITEA,
IHais; BIOKOH
NIMITEA, IHgis

IHAjA

BHECEHHS 3MiH [0
peecTpavuiiHux matepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
CepTtudoikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponechbkin
thapmakonei/MoHorpadii.
MopaHHsA HoBoro abo
OHOB/IEHOTO cepTudikata
BiANOBIAHOCTI 260 BUYyYEHHS
cepTudikara BiZnNOBILHOCTI
€Bponeiicbkiin hapmakonei: ans

UA/12935/01/01

152




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Adl; gns BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPoOAYyKTY, WO
BUKOPVCTOBYHOTBCS Y
BUPO6HUUTBI ADI; Ans
[0MOMDKHOT pEYOBUHM
(cepTudikaT BigMoBIAHOCTI
€Bponelicbkiin hapmakonei) -
OHoBNEHWIA cepTUdikar Big, yxe
3aTBEPAKEHOI0 BUPOOHMKA -
nofaHHs OHOBIEHOTO
cepTuchikaTa BiANOBIAHOCTI
€Bponeiicbkin hapmakonei Ne
R1-CEP 2015-114-Rev 00

207.

PO34UH PIHFEPA

pO3unH N8 iHdysili no
200 mn a6o 400 mny
nAsLKax

TOB "lOpis-®apm"”

Ykpaina

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHY | TUnNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO J1iKapCbKOro 3acoby
(BMNYYEHHS yNaKoBKW NEBHOTO
PO3Mipy) BUTyHEHHS YNAKOBOK
no 250 mn, 500 mn ta 2500 mny
KOHTelHepax nosiMepHux, 3
BiANOBIAHUMY 3MiHaMV B PO34ini
«Ynakoska» MKA /13
BBefeHHA 3MiH NPOTArom 6-11
MicsILLiB NicNs 3aTBEPAKEHHS.

3a peyenmom

UA/2400/01/01

208.

POKCUNEP

TabneTku, BKpUTI
N/1iBKOBOK 060/IOHKOIO,
10 mr/8 mr/2,5 mr, no 10
Tabnetok y 6nictepi, no
3 abo 9 bnictepiB y
KapTOHHI KopoobLi

KPKA, a.4a., HoBo
MecTo

CnoseHisa

KPKA, a.4a., Hoso
mecTo, CroBeHis
(BUpPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisa (KOHTpONb
cepiii (isnyHi Ta
XiMiuHi meToan
KOHTPO/110))

CrnoseHis

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | Tuny - nepeknag MKA 3
pOCiiCbKOT MOBM Ha YKpaiHCbKy
MOBY [/191 NPUBEAEHHSA Y
BiAMNOBIAHICTb i3 BUMOramm
YMHHOI pefakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 3
BMNPaBNEHHAM AeAKNX
TEXHIYHMX MOMUIOK Ta
He3HaYHMMK KopekLisimu onucy
MeTogjB.

BBefeHHA 3MiH NPOTArom 6-1u
MiCALB NiCNsA 3aTBEPAXKEHHS;
3MiHW | TUMY - BHECEHHS 3MiH 40
Creuundpikaunii / Metoay
BMNpobyBaHHA ADI IHganamig,
3a MoKa3HMKoM "Po3Mip YacTok",

3a peyenmom

UA/17731/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
30Kpema: BBejeHHA HOBOT

mogeni npunagy (Malvern
Mastersizer 3000) gna nasepHoi
Andppakuii NpoBeAeHOro Cyxum
ancnepryBaHHAM. OCKinbku
PO3Mip YaCTUHOK 3a/1eXUTh Bif
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TUMy 06/1aAHaHHSA, AKUiA
Mae iHLWi HanawTyBaHHSA
MOPIBHSHO 3 NONepeAHbLO0
MoAenbto, pesynbratu
BiIPi3HAOTLCSA, TOMY 3MiHEHI
ponyctumi Mmexi cneumdikaui.
BBefeHHA 3MiH NPOTArom 6-1u
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHK | TUNY - NOA@HHS HOBOrO
CepTtudikata RO-CEP-2018-
077-Rev 01 gns AdI
Po3yBacTuTuH KanbLjio Bif BXe
3aTBEPAKEHOTO BUPOBHMK
KRKA, d.d., Novo mesto;
3MiHK | TUNY - NpUBEAEHHSA
crneundikauii A®I
Po3syBacTatuHy KanbLjio y
BiAMNOBIAHICTb 40O OHOBMEHOT
MoHorpadqii EP Ta BHeceHHs
He3HayHMX NpaBoK A0 MeToAy
BM3HA4YEHHS 6eH30/1y; 3MiHu |
UMy - 3MiHa y MeTopj
BMNPOGYBaHHA roTOBOrO
nikapcbkoro 3acoby «CynyTHi
OOMILLKM nepuHaonpuny,
iHganamigy, posyBacTaTuHy», a
came meTof, 6yB OHOB/IEHUI
HEeBU3HAYEHO0 AOMILLKOK
posysacTtaTtunHy CPZ, aka
eneTbeAa npu RRt 1,27
BiAMNOBIAHO A0 NiKy
nepuHgonpuny; ans
CMOPIJHEHNX PEYOBWH CKNag
PO34MHY ANa npuaaTHoCTi
cucteMu 6yB 3MiHEHUIA 3 METOIO
3a6e3neyeHHst BiANOBIAHOT
CeIeKTUBHOCTI MK JOMILLKOIO
nepuHgonpuny E, AOMiLLKO
CPZ Ta gomiwkoto iHganamigy
B; gogaeTtbca npubnnsHuii yac
yTprMaHHs (Rt), BiGHOCHWI Yac

yTpumarHs (RRt) Ta
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nonpasoyHuiA KoediuieHT (Cf)
nowmiwkm CPZ Ta gofaetbes
cnekTp Aomiwkn CPZ. BBegeHHs
3MiH NpPOTArom 6-Tu MicsLiB
nicnsa 3aTBepKeHHs

209. | POKCUNEP TabneTkun, BKpUTI KPKA, a.4., Hoso CnoseHis KPKA, g.4., Hoso CnoBeHis BHECEHHS 3MiH 0 3a peyenmom UA/17731/01/03

N1iBKOBOK 060/IOHKOLO,
20 mr/8 mr/2,5 mr, no 10
Tabnetok y 6nictepi, no
3 abo 9 bricTepiB y
KapTOHHIlA KOpooLi

MecTo

MecTo, CnoBeHis
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/b
cepiii (diznyHi Ta
XiMiYHi meToaU
KOHTPO/T10))

peecTpauiiHnux maTepianis:
3MiHuM | TUNy - nepeknag MK 3
POCIiCbKOT MOBM Ha YKPaiHCbKY
MOBY A/191 NPUBEAEHHS Y
BifNOBIAHICTb i3 BUMOramu
YMHHOI pegakuii Hakasy MO3
Ykpaitu Ne 426 Big 26.08.2005 3
BUMPaBEHHSAM AKX
TEXHIYHMX MOMMWIOK Ta
He3HauYHMMK KOpeKLisiMu onucy
MeTogiB.

BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii / MeTogy
BMNpoGyBaHHA AdI IHganamig
3a NnokasHuKoM "Po3Mip YacTok",
30Kpema: BBejeHHsA HOBOT
mogzeni npunagy (Malvern
Mastersizer 3000) gna nasepHoi
Andppakuii NpoBeAeHOro Cyxmm
ancnepryBaHHAM. OCKiNbKn
PO3Mip YaCTUHOK 3a/1eXUThb Bif
MeTo4y aHasli3y, TOMy 3aBAsKN
HOBOMY TuMy 06/1aHaHHS, SKWIA
Mae€ iHLUI HanawTyBaHHs
NOPIBHAHO 3 NONEepPeaHbOD
MoAenbto, pesynbTatu
BIAPI3HAOTLCA, TOMY 3MiHEHI
ponyctumi Mmexi crneumdikaui.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
3MiHM | TUNY - NOAaHHSA HOBOrO
CepTudpikata RO-CEP-2018-
077-Rev 01 gna Adl
Po3yBacTuTuH KanbLjto Bif BXe
3aTBEPAKEHOTO BUPOBHMK
KRKA, d.d., Novo mesto;
3MiHY | TUNY - NprBEeAEHHS
cneuudikayii AdI
PosyBacTaTuHy KasbLiito y
BIANOBIAHICTb A0 OHOBNEHOI
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MoHorpadii EP Ta BHeceHHs
He3Ha4yHMX NpaBoK A0 MeToay
BM3HAYEeHHS 6eH30/1y; 3MiHu |
UMy - 3MiHa y MeTogi
BUMPOOYBaHHA rOTOBOr0
nikapcbkoro 3acoby «CynyTHi
OOMILLKM NepuHAonpuny,
iHganamigy, posyBactaTviHy», a
came MeToz 6yB OHOBEHUI
HEeBU3HAYEeHO0 AOMILLKO
po3ysactatuHy CPZ, aka
enoeTbea npu RRt 1,27
BiANOBIAHO O Miky
nepuHaonpuny; ans
CMOPiAHEHNX PEYOBWH CKag
PO34MHY 418 NpuaaTHoCTI
cuctemu 6yB 3MiHEHUIA 3 METOH
3abe3neyeHHs BiAnoBigHOT
CeNIeKTUBHOCTI MiXX AOMILLKOIO
nepuHgonpuny E, gomilkoro
CPZ Ta gomiwkoto iHganamigy
B; nogaeTtbcsa NnpubansHnii yac
yTpumMaHHs (Rt), BigHOCHMIA Yac
yTpumaHHs (RRt) Ta
nonpasoyHuii koediuieHT (Cf)
nowmiwkm CPZ Ta gofaetbes
cnekTp Aomiwkn CPZ. BBegeHHs
3MiH NpPOTArom 6-Tn MicsLiB
nicnsa 3aTBepiKeHHs

210.

POKCUIMNEP

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOIO,
10 mr/4 mr/1,25 mr, no
10 TabneTok y 6nictepi,
no 3 a6o 9 6nictepiB y
KapTOHHIlA KOpooLi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

KPKA, a.4., Hoso
MecTo, CnoBeHis
(BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/b
cepiii (iznyHi Ta
XiMiYHi meToau
KOHTPO/T10))

CnoBeHis

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHuM | TUny - nepeknag MK 3
POCIiCbKOT MOBM Ha YKPaiHCbKy
MOBY A/191 NPUBEAEHHS Y
BifNOBIAHICTb i3 BUMOramu
YMHHOI pegakuii Hakasy MO3
Ykpainu Ne 426 Big 26.08.2005 3
BUMPaBEHHSAM AKX
TEXHIYHMX MOMMWIOK Ta
He3Ha4YHMMU KOpeKLisiMu onucy
MeTogiB.

BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCcNs 3aTBEPAXKEHHS;
3MiHW | TUNY - BHECEHHS 3MiH A0
Cneuudpikauii / MeTogy
BMNpo6yBaHHA AdI IHpanamig
3a nokasHuKoM "Po3Mip YacTok",
30Kpema: BBeieHHsA HOBOIT

3a peyernmom

UA/17731/01/04
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mogzeni npunagy (Malvern

Mastersizer 3000) gnsa nasepHoi
Andppakuii NpoBefeHoro Cyxmm
ancnepryBaHHAM. OCKiNbKn
PO3Mip YaCTUHOK 3a/1eXUThb Bif
MeToay aHasi3y, TOMy 3aBAsKM
HOBOMY TuMy 06/1aHaHHS, SKWIA
Mae€ iHLUi HanawTyBaHHsA
NOPIBHAHO 3 NONepeaHbO
MOAenbio, pesynbTatu
BIAPI3HATLCA, TOMY 3MiHEHI
ponyctumi Mmexi cnevmdikaui.
BBegeHHs 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHM | TUNY - NOAaHHSA HOBOTO
Ceptudpikata RO-CEP-2018-
077-Rev 01 gna Adl
Po3yBacTUTUH KanbLijto Bif BXe
3aTBEPAKEHOTO BUPOOHUK
KRKA, d.d., Novo mesto;
3MiHK | TUNY - NPUBEAEHHS
cneuudikayii API
PosyBacTaTuHy KanbLiito y
BIANOBIAHICTb 40 OHOBNEHOT
MoHorpadii EP Ta BHeceHHs
He3Ha4yHMX NpaBoK A0 MeToay
BM3HAYEeHHS 6eH30/y; 3MiHu |
UMy - 3MiHa y MeTogi
BUMPOOYBaHHA rOTOBOr0
nikapcbkoro 3acoby «CynyTHi
OOMILLKM NepuHAonpuny,
iHganamigy, posyBactaTviHy», a
came MeTof 6yB OHOB/EHUI
HEeBU3HAYEeHO0 AOMILLKO
po3ysactatuHy CPZ, aka
enoeTbea npu RRt 1,27
BiANOBIAHO O Miky
nepuHgonpuny; ans
CMOPiAHEHNX PEYOBWH CKag
PO34MHY 418 NpuaaTHOCTI
cuctemu 6yB 3MiHEHUIA 3 METOH
3abe3neyeHHs BiAnoBigHOT
CeNeKTUBHOCTI MiXK AOMILLKOO
nepuHgonpuny E, gomilkoro
CPZ Ta gomiwkoto iHganamigy
B; nogaeTtbcsa NnpubansHnii yac
yTpumMaHHs (Rt), BigHOCHMIA Yac
yTpumaHHs (RRt) Ta

nonpaBoyHuii koediuieHT (Cf)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nowmiwkn CPZ Ta gogaetbes
cnekTp gomiwkn CPZ. BeBeaeHHs
3MiH NPOTArom 6-Tn micsuis
nicnsa 3aTBepKeHHs
211. | POKCUNEP TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHisa KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 3a peyenmom UA/17731/01/01

MN/iBKOBOK 060/10HKOIO,
20 mr/4 mr/1,25 wr, no
10 Tabnetok y 6nictepi,
no 3 a6o 9 6nictepis y
KapTOHHIA Kopoo6Li

MecTo

mecTo, C/1oBeHis
(BUpPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTpONb
cepiii (isnuHi Ta
XiMiyHi meToan
KOHTPO/110))

peecTpavuinHMx maTepianis:
3MiHM | TUNY - nepeknag MKA 3
pOCiicbKOT MOBM Ha YKpaiHCbKy
MOBY [/17 NPUBEAEHHSA Y
BiAMNOBIAHICTb i3 BUMOramu
YMHHOI pefakuii Hakasy MO3
Ykpainn Ne 426 Big 26.08.2005 3
BUMPaBIEHHAM AKX
TEXHIYHMX NOMW/IOK Ta
He3HaYHMMK KopekLismu onucy
MeTogiB.

BBefeHHA 3MiH NPOTArom 6-Tu
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHW | TUMY - BHECEHHS 3MiH JO
Cneuundikauii / Metoay
BMNpo6yBaHHA Ad| IHganamig
3a NokasHMKoM "Po3mip YacTok",
30Kpema: BBeEHHA HOBOI
mogeni npunagy (Malvern
Mastersizer 3000) gnsi nasepHoi
Andopakuii npoBefeHoro cyxmm
avcnepryBaHHAM. OCKinbku
PO3Mip YaCTVMHOK 3a/1eXWTh Bif,
MeToAy aHanisy, TOMy 3aBAsKN
HOBOMY TWMNy 06nagHaHHS, Kl
Mae iHLWi HanawTyBaHHs
MOPIBHSHO 3 NonepeaHbLO
MoZenbio, pesynbtarn
BiIpi3HATHLCSH, TOMY 3MiHEHI
nonyctumi mexi cneuudikawii.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHu | TUMY - NOAAHHSA HOBOrO
CepTudikata RO-CEP-2018-
077-Rev 01 gna Aol
Po3yBacTuTuH KanbLito Big, BXe
3aTBEPKEHOr0 BUPOGHYK
KRKA, d.d., Novo mesto;
3MiHU | TUNY - NpUBEAEHHS
cneuudikauii API
Po3syBacTaTtuHy KasbLito y
BiANOBIAHICTb 4O OHOBNEHOT
MoHorpadii EP Ta BHeCeHHs
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

He3HauHMX NpaBoK 40 MeToay
BU3HAYEeHHA 6eH30/1Y; 3MiHN |
UMy - 3MiHa y MeTogi
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby «CynyTHi
OOMILLKV NepuHaonpuny,
iHganamigy, posyBacTaTuHy», a
came mMeTof 6yB OHOB/EHUIA
HEBMU3HAYEHOIO AOMILLKO
po3sysactaTnHy CPZ, aika
enoleTbea npu RRt 1,27
BiANOBIAHO [0 MiKy
nepuHgonpuny; ans
CMOpPigHEHNX PEYOBUH cknag,
PO34unHy ANs NpuaaTHoCTI
cuctemu 6yB 3MiHEHUIA 3 METOH
3a6e3neyeHHs BigNoBiAHOI
CeNeKTUBHOCTI MK [OMILLKO
nepurgonpuny E, gomilkoro
CPZ 1a pgowmilkoto iHganamigy
B; nopaeTtbes NpubAnsHMiA yac
yTpumanHs (Rt), BigHOCHMIA Yac
yTpumaHHs (RRt) Ta
nonpasoyHuii koediuieHT (Cf)
nowmiwkn CPZ Ta gogaetbes
cnekTp gomiwkn CPZ. BBeaeHHs
3MiH NPOTArom 6-Tn Micsuis
nicnsa 3aTBepKeHHs

212.

CAHAIMYH

KOHLleHTpaT Ans
po3unHy Ans iHdysii, 50
mr/mn, no 1 mn B
amnyni; no 10 amnyn B
KapTOHHI Kopobui

Hosaprtic ®apma Al

LLiBeiiuapis

HosapTic ®apma
LWrenH Al

LBeiiLapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUMY - 3a3HaYeHHs
MapKy BUKOPUCTaHHA
PO34YMHHKKIB (CBIKOrO abo
BiIHOB/IEHOrO) Ha BiAMOBIgHOMY
eTani po6oTu, TO6TO CBIXKOro
ab60 BiIHOBNEHOIO PO3YMHHMKA
[ON151 PO3YVHEHHS, | BiAHOBMEHOTO
PO3UMHHMKA AN15 eNiol0BaHHA Ta
BiJHOB/IEHHS KOJIOHKW Ha CTagi
CYREA B/pO6HMY0Oro npouecy;
BUJAEHHS TUMOBYX [iana3oHiB
obcaris gns ppakuiii
xpomatorpadii Ha eTani CYREA
Ta CYREA ZL BMpo6HUYOro
npouecy; 3MiHu | TUMy - BHECEHO
B onvc npouecy Jliana3oH
KoedilieHTy 3aBaHTaXeHHS

KpucTanisoBaHoro cuporo

3a peyenmom

UA/3165/02/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

umknocnopviHy B Cunikareni 2-
3,3,7% (OHOBNEHHA p. 3.2 S.
2.2); 3miHm | TNy - BUAaNEHHA
TMNOBUX Aiana3oHiB 06csriB ans
opakuiit xpomaTorpadii Ha
etani CYREA ta CYREA ZL
BMPOGHMYOro Mpouecy; 3miHu |
T™Mny - 3MiHM Y MeTodax
BMNPOGYBaHHA BUXiLHOIO
maTepiasly, a caMe OHOBJIEHHS
mMeToay "BTparta B Maci npu
BUCYLLYBaHHI" A/17 BUXIAHOro
matepiany CYSPAR (3.2.S.2.3);
3MiHU | TUNY - OHOB/IEHHS
meToay "laeHTudikauis,
KifIbKiCHE BM3HAYEHHS Ta CynyTHi
Oomiwkn metogom BEPX" ansa
BuxigHoro matepiany CYSPAR
(3.2.5.2.3)

213.

CEBOPAH

piovHa ans iHransuin
100 %; no 250 mn y
N1acTMKOBOMY (D1aKOHI
3 KOBMA4YKOM CUCTEMM
Quik fil; no 1 donakoHy B
KapTOHHIA Kopoo6Li

EGGBI
BiochapmacbioTikan3
v6X

LLiBeiiuapis

E668BIi C.p.n.

ITanis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOOHUYOT
AinbHULI (BKIOYAOYM AiNbHUL
ana A®l, npoMiXXHOro NpoayKTy
abo roToBoro NikapcbLKoro
3acoby, AinbHuui Ans
NpoBefeHHs NakyBaHHs,
BUPOGHMKa, BiANOBIA&/ILHOTO 3a
BWMNYCK Cepiii, MicLe
NpoBeLEHHS KOHTPOSIO cepii)
abo noctavasibHUKa BUXiLHOro
MaTepiany, peareHTy abo
[L,0MOMIXHOT peYyOBUHU (SIKLLO
3a3HaYeHO y [OCbE) BUNYHEHHS
BVMPOGHMYOI AinbHUL,
BiANoBiAa/IbHOT 32 NOBHWIA UMK
BUpo6HMUTBA J13 Aecika
Ksin6opo /1T[, Benukobputaris.
3arBepaKeHa BUpPobHNYa
AinbHWUA, WO 3a/mwmnacs —
BMKOHYE Ti caMi hyHKL,i, Lo
BUJly4eHa. 3MiHN BHECEHO B
IHCTPYKUiO AN MeguyHoro
3aCTOCYBaHHSA Yy po34iun
«Bupo6HMK» Ta
«MicLe3Haxo4KeHH BUPOGHMKa
Ta agpeca Micus NpoBaKEHHS

3a peyenmom

UA/4139/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1A0r0 AisiNIbHOCTI» 3
BiANOBIAHMMU 3MiHAMU Y TEKCTI
MapKyBaHHS yrNakoBKM
niKapcbKoro 3acoby (BU1yYEHHS
BMPOBOHUYOT AiNbHULL).
BBefeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Micnsi 3aTBeKEHHS
214. | CEQAPUCTOH® kancynu no 10 kancyny Ecnapma Mm6X HimeuyunHa ApsaHc ®apma HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/13150/01/01
KANCynn 6nicTepi; no 3 abo 6, v6X, HimeuunHa peecTpauiiHnx matepianis:
abo 10 6nicTepiB y (BMpPOGHMLTBO 3MiHM | TUny - 3MiHK Woao
KapTOHHIlA KOpooLi Hepo3hacoBaHoro 6e3nekun/edekTBHOCTI Ta
NpoaykTy, NepBrHHE thapmakoHarnsgy. BeegeHHs
nakyBaHHS, ab0 3MiHU [0 y3araslbHEHNX
BTOPWHHE [aHuX Npo cuctemy
nakyBaHHs, thapmakoHarnsgy (BBefeHHs
KOHTPO/b SIKOCTI, y3arasibHeHUX JaHuX npo
BUNyCK cepil); cuctemy hapmakoHarnsgy,
ecnapma dapma 3MiHa YNOBHOBaXXEHOI 0Ccobu,
Cepgices 'M6X, BignoBiAa/IbHOI 3a 34jACHEHHS
HimeyunHa hapmakoHarnagy; KOHTakTHol
(BTOpUHHE 0cobu 3 hapmakoHarnsgy
nakyBaHHs); ®apma 3a8BHMKa AN 34IICHEHHS
BepHirepoge Mv6X, hapMakoHarnagy B Ykpaii,
HimeuunHa AKLLIO BOHA BigMiHHA Bif,
(KOHTpONb AKOCTI) YMOBHOBaXeHOT 0cobwu,
BiANOBIAaA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-thaiina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOi 0co6u
3asBHVKa, BiANOBIAA/ILHOT 38
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr.
Susanne Becker. 3miHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag
215. | CENTE®PUN Tabnetku no 0,2 Mr no My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 6e3 peyenma UA/7930/01/01
10 TabneTok y akuioHepHe akuioHepHe peecTpavuiiHux maTepianis:
6nictepax; no 10 TOBapUCTBO TOBapUCTBO 3MiHW | TUNY - BHECEHHS
Tabnetok y 6nictepi, no "HaykoBo- "HaykoBo- He3Ha4yHWX 3MiH B npouec

1 6nicTepy B nauuj

BUPOBHWNYMIA LIEeHTP
"BopLuariscbkuii

BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii

BMpobHULUTBa AP, 30Kpema: Ha
ctagii TN5 Kpuctanisauis

XiMiKO- XiMiKO- [eKaMeTOKCUHY OCHOBHi ocaau
hapmaueBTUYHNIA hapmaueBTUYHNIA NPOMMBaOTh aLleTOHOM 3aMiCTb
3aBof” 3aBof", YKpaiHa; aueToHITpuAY. 3MiwyoTb ocaam
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TOB "Arpochapm”

[eKamMeTOKC/HY 3 aLeTOHOM 3
BUTPUMKOH Y XONOANbHIl
wadyi BNpoA0BX HE0bXifHOro
yacy. lig yac NpoMnBKY, aLeToH
BMMMBAE aLeToHITPW/, Bif AKOro
BaXKO N036aBUTUCH Mif Yac
BMCYLLYBaHHS, LLIO BifnoBigHO
3MEHLLUUTb Yac BUCYLLYBaHHS
ocafiB AeKaMeTOKCUHY

216.

CUBA3OH® IC

TabneTkun no 0,005 r no
10 Tabnetok y 6nictepi;
no 2 6nictepu B naywj 3
KapTOHY

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiH1ux maTepianis:
3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edreKTMBHOCTI Ta

chapmakoHarnsgy. BeefeHHs
a60 3mMiHN [0 y3arasibHeHNX
[aHuX nNpo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHUX AaHnx npo
cuctemy dhapmakoHarniagy,
3MiHa YNOBHOBaXeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHMKa AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi,
SKLLO BOHa BigMiHHa Bif,
YNOBHOBaXEHOT 0COo6M,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmMakoHarnagy (Bkirovaoum
KOHTaKTHI faHi) Ta/abo 3MiHn y
po3MilLieHHi macTep-chaiina
cuctemu hapmakoHarnagy) -
3MiHa YNOBHOBaXEHOI 0Co6U
3asBHMKa, BiANOBiAA/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX JaHnX
YMOBHOBaXeHOT 0cobwy,
BignoBiganbHOI 3a
hapmakoHarnsag

3a peyenmom

UA/4828/01/01

217.

CUBA3OH® IC

Tabnetkn no 0,01 r, no

10 TabneTok y 6nicTepi;
no 2 6nictepu B nayw, 3
KapToOHy

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/ILHICTIO
"IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHKM | TRy - 3MiHK WOA0
6e3nekn/edeKTBHOCTI Ta

dhapmakoHarnsigy. BeefeHHs

3a peyernmom

UA/4828/01/02

162




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ab0 3MiHU [0 y3araslbHEHNX
AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 3AjACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis:
HaropHa OneHa
OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
thapmakoHarnag

218.

CUMOJA

kancynm
racTpope3nCTeHTHI
TBepai, no 30 mr; no 7
Kancyn y 6nictepi; no 4
6nicTepy y KapTOHHIN
nauui

3AT «Papmnira»

JInToBCbka
Pecny6nika

BANIKAH®APMA-
OYMHULA AL

Bonrapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MmiHu | TNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHvika peecTpadiiHoro
noceig4eHHs) 3MiHM BHECEHO B
IHCTPYKLj0 A48 MegnyHoro
3acToCyBaHHA Y po34in
«MicLe3HaxomKeHHs 3aaBHUKa»
3 BiNOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. TepMiH
BBEEHHS 3MiH - NPOTAroM 6
MicALB Nic/1a 3aTBepAKEHHS.

3a peyenmom

UA/15445/01/01

219.

CUMOJA

kancynm
racTpope3nCTeHTHI
TBEpAi, no 60 mr; no 7
Kancyn y 6nictepi; no 4
6nicTepy y KapTOHHIW

3AT «Papmnira»

JInToBCbka
Pecny6nika

BANIKAH®APMA-
OYMHULA AL

Bonrapis

BHECEHHS 3MiH 0
peecTpavuiinHMx maTepianis:
3MiHu | TUNy - AgMiHICTpaTBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKA

3a peyenmom

UA/15445/01/02
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nauui

(BnacHvika peecTpauiiHoro
noceig4eHHs) 3MiHW BHECEHO B
IHCTPYKLj0 A48 MeanyHoro
3aCTOCyBaHHA Y po34in
«MicLie3HaxomKeHHS 3asaBHUKa»
3 BiNOBIAHNMMN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby. TepMiH
BBEJEHHS 3MiH - NPOTAroM 6
MiCsAILB Nic/1A 3aTBEPAKEHHS.

220.

COTAJION
CAHA03®

Tabnetku no 40 mr; no
10 TabneTok y 6nicTepi;
no 5 6nicTepiB y
KapTOHHIA kopobLi abo
no 25 TabneTok y
6nicTepi; no 2 6nictepu
Y KapTOHHIli kopobLi

CaHpo3
dapmacbioTikan3
Aa.a.

CnoBeHisa

CantwoTtac dapma
'm6X, HimeyunHa
(BMpOGHMLTBO 3a
NOBHUM LK/IOM)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - NogaHHA
oHoBsieHoro CEP Ne R1-CEP-
2002-049-Rev 06 Big BXe
3aTBEPAKEHOrO BUPOOHMKA
Moehs Iberica S.L., Spain, Ta sk
HacnigoK foAaBaHHS BUPOOHMKA
iHTepmepgiaty Moehs Cantabra,
S.L., Spain, a TakoX BU/TyYEHHs
nokasHunka «Badkki meTanm»

3a peyenmom

UA/4449/01/01

221.

COTANON
CAHAO3®

TabneTku no 80 mr no 10
Tabnetok y 6nictepi; no
5 6nicTepiB y KapTOHHii
Kopoobui

CaHpo3
dapmacbioTikan3

a.4.

CnoseHisa

Canotac ®apma
'M6X, HimeuunHa
(BMpPOGHMLTBO 3a
NOBHUM LK/TOM)

HimeuunHa

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM | TUMY - NoAaHHSA
oHossieHoro CEP Ne R1-CEP-
2002-049-Rev 06 Big, BXe
3aTBEPAKEHOr0 BUPOGHMKA
Moehs Iberica S.L., Spain, Ta sk
Hacnigok foAaBaHHS BUPOGHMKA
iHTepmepgiaty Moehs Cantabra,
S.L., Spain, a Takox BU/TyYEHHs
nokasHuka «Baxki meTanu»

3a peyenmom

UA/4449/01/02

222,

COTANON
CAHAO3®

Tabnetku no 160 mr no
10 TabneTok y 6nicTepi;
no 5 6nictepis y
KapTOHHI KOpoOLyi

CaHpo3
dapmacbioTikan3

a.a.

CnoseHis

BMPOBHMUTBO 3a
NOBHVM LWK/IOM:
CantoTtac dapma
v6X, HimeuunHa;
nepBuHHE i
BTOPUHHE
nakyBaHHs, BUMYyCK
cepii: Nlek C.A.,
MonbLa

HimeuunHa/
MonbLa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - NOAaHHSA
oHoeneHoro CEP Ne R1-CEP-
2002-049-Rev 06 Big, BXe
3aTBEPAKEHOr0 BUPOGHMKA
Moehs Iberica S.L., Spain, Ta 5K
Hacnifok AofaBaHHsS BUPOOHMKA
iHTepmepiaty Moehs Cantabra,
S.L., Spain, a TakoX BU/TyYEHHSsI
nokasHuka «Baxki meTtanu»

3a peyenmom

UA/4449/01/03

223.

CTUNEH

TabneTkn, BKPUTI
NAiBKOBOK 060/I0HKOH0,

KYMN®EP BIOTEX,
YAB

JinToBCcbKka
Pecny6nika

[our-A CT Ko., /Ta,.

Pecny6nika
Kopes

BHECEHHS 3MiH [0
peECTpaLiiHMX MaTepianis:

6e3 peyenma

UA/15426/01/01

164




Ymosu

n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 60 wr; no 30
TabneTokK y KoHTeliHepi;
no 1 KoHTeliHepy B naui

3MiHW | TURy - 3MiHK Woao
6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs
ab0 3MiHU [0 y3araslbHEeHNX
[aHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3araslbHeHUX JaHux npo
cuctemy dhapmakoHarnagy,
3MiHa yNOBHOBaXEHOT 0cobw,
BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
thapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
thapmakoHarnag.
MponoHoBaHa pegakuis: LWynby,
Onbra CepriiBHa

224.

CYNbBAKTOMAKC

NOPOLLOK A4/151 PO3YNHY
ONns iv‘exuin, 500 mr/250
Mr 1 doniakoH (Ha 10 mn)
3 MOPOLLUKOM Y KapTOHHIiA
Kopobui

Mini Xenckepe
Nimiteq

Benuvka
BpuTaHis

BeHyc Pemegic
Nimiteq, IHAjsA; Ceicc
MNepeHTepanc /114,.,
IHais

IHais

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW BHECEHO A0
IHCTPYKUIiT 4NnA MeanyHoro
3aCTOCYBaHHSA NiKapCbKOro
3acoby a0 po3ziny "Mo6iyHi
peakuii” Wwoao 6esneku
3aCTOCYBaHHSA fjil0UnX PEYOBHH,
BiANOBIAHO [0 pekomeHaaLii
PRAC. BeefeHHs 3MiH
npotsArom 3-x MicAuiB micas
3aTBEPMKEHHS

3a peyenmom

UA/6154/01/01

225.

CYNbBAKTOMAKC

NOPOLLOK A/151 PO3UUHY
ONs iv'exuin, 1000
Mr/500 mr 1 cpnakoH (Ha
20 M) 3 NOPOLUKOM Y
KapTOHHIA KopoobLi

Mini Xenckepe
Nimiteq

Benuvka
BpuTtaHis

BeHyc Pemegic
Nimiteq, IHais; Ceicc
MNepeHTepasnc /14,.,
IHais

IHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TNy - 3MiHW BHECEHO A0
IHCTPYKUiT 4nA MeanyHoro
3aCTOCYBaHHA NiKapCbKOro
3acoby Ao po3ziny "Mo6iyHi
peakuii” Wwoao 6esneku
3aCTOCYBaHHA fjil0UMX PEYOBUH,
BiNOBIAHO 0 pekomeHaaLii

3a peyernmom

UA/6154/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
PRAC. BeegeHHs 3MiH
npoTArom 3-X MicsAwis nicas
3aTBEPIKEHHS
226. | CYNbUE® MOPOLLIOK A1 PO3UMHY Megpokemi NTIT/, Kinp Brpo6HMLTBO 3a Kinp/ BHECEHHS 3MiH 0 3a peyenmom UA/11158/01/01
ansidekuiino1r/ir; 1 NMOBHWUM LMK/IOM: B'eTHam

a6o 10, a6o 50, a6o 100
h/1aKOHIB 3 MOPOLLKOM B
KapTOHHIlA KOpooLi

Mepokemi 1T
(3aBopg C), Kinp;
Bupo6bHuuTBO
roTOBOro
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
Mepgokemi (da IcT)
NTA., (AcenTik
LlechanocnopuH
Paciniti), B'eTHam

peecTpavuiiHux maTepianis:
3MiHM | TURY: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3amiHa
abo BBeEHHA 404ATKOBOI
AiNbHULI BUpOGHMLTBA A1S
4acTVHM abo BCbOro
BMPOBHMYOrO NPOLEeCy roToBOro
nikapcbKoro 3acoby (finbHMULA
AN BTOPUHHOTO MakKyBaHHS) -
BBEJEHHS 40AaTKOBOT AiNbHUL
BMpo6HULTBa Meaokemi (Pa IcT)
NTA.,(AcenTik LiechanocnopumH
®aciniti), B'eTHam (BTOpUHHE
nakyBaHHs). BBeeHHs 3MiH
npoTArom 3-X MicALis nicns
3aTBEPLKEHHS; 3MiHM | TUNY:
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooby.
3miHa y MeToAax BMNpobyBaHHS
roTOBOrO NiKapCbKOro 3acoby
(He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax
BMNPOBYBAHHS) - HE3HAYHI 3MiHU
y 3aTBEPMAXEHUX MeTogax
BUMPOOYBaHHA rOTOBOrO
nikapcbKoro 3acoby ans
BV3HAYEHHS CYyNpPOBIAHOT
JoMmilkn cynbbaktamy (6-
aMiHOMEeHILMNaHOBOI KUC0TH).
BBefeHHs 3MiH npoTArom 3-x
MiCALIB NiCNs 3aTBEPAXKEHHS;
3MiHK | TUNy: 3MiHK 3 SKOCTI.
oTOBMIA NiKapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab60 BBeieHHA 04AaTKOBOI
AiNbHULI BUpOBGHMLTBA 415
4acTHM abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULA,
Ha SKiiA NpoBOAATLCA 6y Ab-SKi
BMPOOHUYI cTagjl, 3a BUHATKOM

BWMYCKY Cepii, KOHTPO/IHO AKOCTI
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Ta BTOPVMHHOTO NakyBaHHA 414

CTEpPUNbHUX NiKapCbKnx 3acobis
(BKOUAOUM BUPOGIEHI
acenTUYyHNM METOAO0M), Kpim
nikapcbknx 3acobisB
6i0N0riYHOro/iMyHOOrN4YHOro
MOXOKEHHS) - BBEEHHS
[04aTKOBOI Ai/TbHUL
BMpo6HULTBA Megokemi (Pa IcT)
NTA.,(AcenTik UedanocnopuH
®aciniti), B'eTHam
(BMPOBHULTBO rOTOBOrO
nikapcbKoro 3acoby, nepBuUHHe
nakyBaHHs1) BBefeHHA 3MiH
npotArom 3-x MicauiB nicns
3aTBEPKEHHS; 3MiHW | TUNY:
3MiHu 3 aKocTi. A®l. KoHTponb
A®I. 3miHa y meTofax
BMNpo6yBaHHA Adl abo
BUXiAHOTO
mMaTepiany/npombKHOro
npoAayKTy/pearenTy, Wwo
BMKOPWCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI
3MiHN Y 3aTBEPAKEHUX METoAAX
BMNPOBYBaHHS) - HE3HAYHI 3MiHU
y 3aTBEPKEHUX MeTogax
BUMNPOOYBaHHA 4719 BU3HAYEHHS
CYNpPOBIAHOT AOMILLIKK
cynbbaktamy (6-
amiHOMEeHILMIIaHOoBOI KUC0TH)
ons A®l. BBefieHHs 3MiH
npotArom 3-x MicauiB nicns
3aTBEPKEHHS; 3MiHW | TUNY:
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabifnbHICTb.
3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHs
roTOBOrO NiKapCbKOro 3acoby
(3MiHa y 3aTBEpAKEHOMY
NPOTOKO/i CTabisIbHOCTI) -
BUJIyYEHHSA NapameTpy
"BakTepianibHi eHA0TOKCMHN" 3
NPOTOKO/Y AOCNIMKEHD
CTabiNbHOCTI, OCKINbKN faHWi
TECT He NPOBOAMTLCA Nif vac
pocnigpkeHb cTabinbHOCTI.
Posgain 3.2.P.5.1. Cneuundikauis

6Yy/10 NepernsHyTo Ans
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BK/TIOYEHHS BUHOCKM [10
napameTpis, siKi He
KOHTPO/IIOTLCA Nif Yac
nocnigpkeHb CTabiNbHOCTI

2217.

TAMINYN®

kancynu, no 10 kancyny
6nictepi, no 1 6nictepy
B KapTOHHIi nav,i

NMPO®APMA
IHTEepHeLwHN
Tpeigur fMiviteq

ManbTa

AT "T'piHgekc"

Nartsia

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHM | TUMy - 3MiHW BHECEHO 0
IHCTPYKUIT AN MeguuHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3gainis
"Oco611BOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakwji" BigNOBIAHO A0
pekomeHgauii PRAC oHOBMEHO
iHbopmaito oo 6esneku
Aitoyoi pevoBnHK "iynpodhen”
(PU3MK BUHWMKHEHHS TOCTPOTrO
reHepasizoBaHoro
€K3aHTeMaTo3HOro NycTysibo3y).
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNA 3aTBEPLAKEHHS;
3MiHW | TUMy - 3MiHW BHECEHO [0
IHCTPYKLii 4Ns MegnyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"Oco6nMBOCTI 3acTOCyBaHHS" Ta
"Cnoci6 3acTocyBaHHs Ta fo3u "
BiANOBIAHO [0 pekomeHaaLin
PRAC oHoBreHo iHchopmalLlito
o0 6e3neku AitoHoi pevoBUHU
"ibynpodpeH" (MackyBaHHS
CMMMTOMIB OCHOBHUX iH(peKL;it).
BBefeHHSA 3MiH NPOTArom 6-1u
MiCALIB MIiCNSA 3aTBEPL)KEHHS

6e3 peyenma

UA/8943/01/01

228.

TAY®DOH

Kpanni o4Hi, 40 mr/mn no
5 a6o 10 mn y chnakoHi;
no 1 chnakoHy y nauu,i 3
KapTOHY

AT "dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHSA 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TMNYy - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CT1abinbHiCTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsA roToBOro
NiKapcbKoro 3acoby (3MeHLUEeHHs!
TepMiHy NpUAATHOCTI FTOTOBOrO
nikapcbKoro 3acoby) - Ans
TOProBOI YNaKOBKW - 3MEHLLEHHSA
TepMiHy NpMAAaTHOCTI
NiKapcbKoro 3acoby.
3arBepmkeHo: 3 poku. TepMmiH
npuaaTHOCTI Nicas po3KpUTTA

3a peyernmom

UA/6779/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chnakoHy 28 pi6.
3anponoHoBaHo: 2 pokn. TepMiH
npuaaTHoCTI npenaparty nicns
po3KpuTTS chnakoHy 28 aib.
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOro
nikapcbkoro 3acoby (3miHa B
ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHA/BILHOBNEHHS) -
3MiHa B ymoBax 36epiraHHs 13.
3MiHM BHECEHI B iHCTPYKLUit0 Ans
Me[NYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"TepmiH npugaTHoCTI" Ta
"YMoBU 36epiraHHsA" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS YNakoBOK.
BBefeHHs 3MiH NpoTArom 6-Tu
MiCSILiB Micnsi 3aTBEPAKEHHS
229. | TEPADJIEKC® kancynu, no 30, abo 60, TOB "BAVEP" Ykpaina KoHTpakT dapmakan CWA BHECEHHS 3MiH 0 6e3 peyenma UA/7749/01/01
abo 120, a6o 200 KopnopeiiwH, CLUA peecTpauiiHnx matepianis:
Kancyn y nnactmkoBomy (BMPOGHWK, 3MiHW | TUNY - BBEAEHHSA
dhnakoHi; no 1 dpnakoHy BiANoBigabHUIA 3a [04aTKOBUX a/lbTEPHATUBHUX
B KapTOHHI kopo6Lyi BMPOGHMLTBO in nocTavyasibHUKIB KPULLIOK A5
bulk); KoHTpakT chnakoHiB AlphaMed Bottles Inc,
dapmakan USA,; Phoenix USA, 3
KopnopeiiwH, CLUA pauioHani3aTopcbKO METOHO,
(BUPOGHNK, o6 3abesneunTy 6e3nepebiiiHe
BifiNOBIgabHUIA 3a nocTayaHHA nakyBaibHUX
nakyBaHHs, marepianis
KOHTPO/b Ta BUMYCK
cepii)
230. | TPUPEAPUH® IC Tabnetku no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH g0 3a peyenmom UA/9233/01/01
Tabnetok y 6nictepi; no [04aTKOBOK [04aTKOBOKO peecTpauiiHux maTepianis:
1, 3 abo 5 6nicTtepiB y BiANOBiAANLHICTIO BiANOBIAANILHICTIO 3MiHK | TURy - 3MiHW WoA0
nadui 3 KapToHy "IHTEPXIM" "IHTEPXIM" 6e3nekn/epeKTNBHOCTI Ta

thapmakoHarnagy. BeegeHHs
a60 3MiHM [0 y3arasibHeHUX
[AaHvX Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3araslbHeHuX fiaHnx npo
cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaXKEHOI 0cobu,
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BignoBiAa/IbHOI 3a 34jACHEHHS
hapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3as1BHMKa 415 34iCHEHHS
hapMakoHarnagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif,
YMOBHOB&XEHOT 0cobwu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapMakoHarnsgy (Bkirovaoun
KOHTaKTHi faHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina
cuctemu chapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U
3asBHVKa, BiANOBIAA/IbHOT 38
hapmakoHarnag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpisHa. 3MiHa
KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0co6Y,
BiANOBIAa/IbHOI 3a
hapMakoHarnsg

231.

YNbTPEKC

kancynu no 150 mr no 8
Kancyn y 6nictepi; no 2
6nicTepy y KapTOHHIl
Kopobui

Pisochapm CA

LLiBeiiuapis

Pisodapm CA

LBeiiLapis

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHK | TUNY - BBEAEHHS HOBOrO
IE-cepTuchikaty BignosigHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2000-050-Rev 02 Big,
HOBOro BMpo6Huka GELITA
Group 4151 [OMOMIKHOT
PEYOBWHW XeNaTuH, Lo
BMKOPWUCTOBYETLCSA AN1A
BMPOGHULITBA MYCTUX
XenatnHoBmx kancyn Qualicaps
ons paHoro MN3; 3miHu | Tuny -
BBe/[leHHs HoBoro NE-
cepTtudikaTy BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2000-027-Rev 02 Big,
HOBOro BMPOGHMKa
ROUSSELOT gns AonoMikHoT
PEYOBUHM XeNaTuH, Lo
BMKOPWUCTOBYETLCSA AN1A
BUPOGHMLITBA NMYCTUX
XenatnHoBux kancyn Qualicaps
Ansa gaHoro 'N3; 3MiHy | Tuny -
BBe/leHHs HoBoro E-
cepTtudpikaTy BignoBigHOCTI
€Bponeiicbkiii hapmakonei Ne

3a peyenmom

UA/14647/01/01
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Ha3sBsa nikapcbko20

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina

ynakoska)

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

232. | YNIbTPEKC

kancynu no 300 mr no 8
Kancyn y 6nictepi; no 2
6nicTepy y KapTOHHIl

Pisochapm CA

LLiBeiiuapis

Pisodapm CA

LBeiiLapis

0151 [OMNOMDKHOI pevoBUHM
AN BUPOBHMLTBA NYCTUX

onsa gadoro M3
BHECEHHS 3MiH [0

R1-CEP 2002-110-Rev 00 Big
HOBOro BMpo6Huka PB Gelatins

XenatuH, Wo BUKOPUCTOBYETbLCA

XenatuHoBux kancyn Qualicaps

nocsio4YeHHs

233.

YPEOTON®

Ma3b 12 %; no 50 r abo

no 100 r y Ty6i; no 1 Ty6i
B KapTOHHIi Kopo6Lyi

Kopobui

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmeX
ApuHaiimiTTens

HimeyunHa

peecTpavuinHMx maTepianis:

IE-cepTucpikaty BignosigHOCTI
€sponevicbkin hapmakonei Ne
R1-CEP 2000-050-Rev 02 Big,
HOBOro BMpo6Huka GELITA
Group 4151 [OMOMIKHOT
PEYOBWHW XeNaTuH, Lo
BMKOPWUCTOBYETLCSA AN1A
BMPOGHULITBA MYCTUX
xenaTtnHoBmx kancyn Qualicaps
ons paHoro MN3; 3MiHu | Tuny -
BBe[ieHHs HoBoro NE-
cepTudikaTy BignoBigHOCTI
€Bponeiicbkilt hapmakonei Ne
R1-CEP 2000-027-Rev 02 Big,
HOBOro BMPOGHMKa
ROUSSELOT gns AonoMikHOT
PEYOBUHM XeNaTuH, Lo
BMKOPWUCTOBYETLCSA AN1A
BUPOGHMLITBA NMYCTUX
XenatnHoBux kancyn Qualicaps
Ansa gaHoro 'N3; 3Miny | Tuny -
BBe/leHHs HoBoro E-
cepTtudpikaTy BignoBigHOCTI
€Bponeiicbkii hapmakonei Ne
R1-CEP 2002-110-Rev 00 Big,
HOBOro BMpo6Huka PB Gelatins
[ANs JONOMDKHOI peYoBUHU
XXenaTuH, L0 BUKOPUCTOBYETbLCS
AN BUPOBHMLTBA NYCTUX
xenaTtnHoBmx kancyn Qualicaps
ana gadoro M3
BHECEHHS 3MiH 40

3MiHu | TMny - BB€4eHHA HOBOIro

3a peyenmom

UA/14647/01/02

3MiHu |l Tuny - oHoBNeHHA ASMF

peecTpauiiHux maTepianis:

BMPOGHMKA Ait04OT PEYOBUHN
A®| cevyoBmHa SKW

Stickstoffwerke Piesteritz GmbH,
Germany (ASMF Urea Issue: 04

6e3 peyenma

Date of Issue: June, 30th 2020)

UA/11751/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(3aTtBepmxeHo: ASMF Urea
Issue: 03 Date: September, 30th
2018) TakoX BHECEeHi 3MiHM B
po3ginu 3.2.S.4.1.
Creundikauis Ta 3.2.S.4.4.
AHanisu cepiit BUpobHuka M3
mibe GmbH Arzneimittel gns
npuseneHHa o sumvor EP,
MoHorpadii Urea (gitoue
BUAAHHS)

234.

DJIOKCIYM®

pO34uH ANs iHQysil, 5
mr/mn no 100 mny
naswyi, no 1 naswuyi B
nauui

MAT
"Kuismegnpenapar"

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [0
peecTpavuinHMx maTepianis:
3MiHU | TUMY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa napameTpis
cneuyndikauivi Ta/abo
OONYCTUMUX MEX NEPBUHHOT
yNakoBKM rOTOBOTO NiKapCbKOro
3aco6yNe; cynyTHs 3MiHa -
3MiHK 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa y meTogax
BMNPO6YBaHHSA NEePBUHHOT
yMakoBKM FOTOBOrO NiKapCbKoro
3aco0y (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BKIOYaKUYN
3amiHy abo goaaBaHHs)) -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiiHoro fAocke, a came y
p. 3.2.P.7. Cnuctema koHTelHep/
3aKynoproBasibHWIA 3acib BHECEHI
3MiHK A0 cneumdikauii Ta
METOZAIB KOHTPO/O A1 NISALLIOK
(chnakoHiIB) cknsiHUX: 3a 1.
«ApPCEH» - MeTOAMNKY ANs
NPOBELEHHS KOHTPO/TIO apCeHy
afianToBaHO A0 HasBHOTO Ha
nignpueMcTBi aTOMHO-
eMiCiiHOro cnekTpomeTpa 3
iHOYKUHO 3B’3aHOI0 N1a3Mot0
AEC-I13IM (noka3HuK
KOHTpOsIH0BaBCs hipmMoto
BMPOGHMKOM); 3a M. «TOBLLMHA
CTiHKM Ta TOBLUMHA fHa» Ha
nigNpYEMCTBI 3aKynjieHo

3a peyenmom

UA/11163/01/01

172




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TOBLLMHOMEP, BifNnoBigHO
BMHMK/1A HEOOXIAHICTb BHECTU
3MiHM B cnevumdikadiio, Wwoao

BMKOHaHHS KOHTPO/IIO (Ha AaHwui
4yac KOHTPO/Ib NPOBOANTb
thipma-BMPOGHMK);

- npvBeaeHHs . «igponiTnyHa
CTiliKicTb» [0 BUMOr A

235.

DNTYMIBAKT IC

TabneTku BariHasibHi No
10 mr; no 6 TabneTok y
6nictepi; no 1 6nictepy
B nauuj

ToBapucTBo 3
[04aTKOBOO
BiANOBiAA/IbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTso 3
[04,aTKOBOO
BiANOBIAANBLHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux matepianis:
3MiHK | TNy - 3MiHW WoA0
6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
[aHuX nNpo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa peaakuis:
HaropHa OneHa
OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHnX
YNOBHOBaXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmakoHarnsag

6e3 peyenma

UA/15786/01/01

236.

DOTUN®

Kpanni o4Hi; no 5 mn'y
donakoHi-KkpanenbHUL;
no 1 chnakony y
KapTOHHI KopoobLi

CaHTeH AT

PiHNAHAIA

MaHyhakTypiHr
MaxariHr ®apmaka
(MMo) B.B.,
HigepnaHgm
(anbTepHaTMBHWMIA
BUPOGHUK,

Higepnangun/
diHnaHais

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNy - 3MiHW WoA0
6e3nekn/epeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3ara/ibHeHUX

3a peyernmom

UA/2384/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBiAA/IbHWIA 32 [OaHyX Npo cuctemy
BTOPWHHE chapmakoHarnsgy (BBeeHHs
nakyBaHHs); y3arasibHeHUX faHuX Npo
Hekctdapma AT, cuctemy dhapmakoHarnsgy,
PiHNAHaiIA 3MiHa YNOBHOBaXeHOI ocobu,
(BUPOGHUK, BiNOBIAaIbHOT 3a 34iICHEHHS
BiANOBIAa/IbHNIA 32 thapmakoHarnsgy; KOHTakTHOl
BMPOGHULITBO in ocobu 3 hapmakoHarnsgy
bulk, nepsuHHY Ta 3asBHUKA 419 3AiACHEHHS
BTOPUHHY YNaKoBKY, thapmakoHarnagy B YkpaiHi,
KOHTPO/Ib SKOCTI); AKLLO BOHA BiAMIHHA Bif
CaHTeH AT, YNOBHOBaXEHOT 0CO6M,
diHnAHZISA BignoBiAa/IbHOI 3a 34jACHEHHS
(BUPOBHWK hapMakoHarnagy (Bkirovaroum
BiZiNOBIAabHUIA 3a KOHTaKTHi fiaHi) Ta/abo 3MiHn y
BWMYCK Cepil) po3MilLieHHi macTep-chaiina
cuctemu chapmakoHarnagy) -
3MiHa YNOBHOBaXEHOi 0Co6U
3as1BHVKa, BiANOBiAa/IbHOT 32
chapmakoHarnsg. MponoHoBaHa
pepakuis: fenbgina Beptpam,
O.00.H., AOKTOP HayK. 3MiHa
KOHTaKTHUX AaHnX
YNOBHOBAXEHOT 0CO6M,
BignoBigasibHOI 3a
hapmMakoHarnsag,
237. | XINAK ®OPTE Kpanni opasibHi, pO34nH TOB "TeBa YkpaiHa" YkpaiHa Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 0 6e3 peyenma UA/1013/01/01

no 30 mn a6o no 100 mn
y thnakoHi 3 npo6koto-
KpanesnsHuueto; no 1
chnakoHy y kopobui

HimeuumnHa (Bunyck
cepii); Mepkne
'm6X, HimeyunHa
(BUpOGHMLTBO in
bulk); Mepkne 'méX,
HimeuunHa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI)

peecTpauiiHux maTepianis:
3MiHU | TUNY - aAMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa (BK/IOYaoUM, 3a
HeobXigHOCTI, Micue
NpoBefleHHsA KOHTPOSIK0 SKOCTI),
ab0 BnacHvka mactep-caina
Ha A®l, abo noctavasibHuKa
Adl/BuxigHOro
mMaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPOOGHULTBI ADI (AKLWO
3a3HayeHo y [JOCbE Ha
nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTuduikara BiZNoBILHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY AOCbE, ab0
BUPOBHMKa HOBOI LONMOMIXHOT

PEYOBUHM (AKLLO 3a3HAYEHO Y
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[0CbE) - 3MiHa B agpeci Ta
HaliMeHyBaHHi nmocTavasibHuKa
LwTamy KMiTMHHUX KYNbTYp
Eschericia coli Ta Enterococcus
faecalis; 3anponoHoBaHo:
Leibniz Institut DSMZ -
Deutsche Sammlung von
Mikroorganismen und
Zellkulturen GmbH
Inhoffenstrafe 7B 38124
Braunschweig Germany
238. | XnopPooInInNT pPO34MH cnmpToBwUiA, 10 ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 0 3a peyenmom UA/1556/05/01
mr/mn no 100 mny o6MexeHo BMPOGHMLTBA, peecTpauiiHux maTepianis:
hnakoHax, no 1 BiANOBiAA/IbHICTIO KOHTPO/b AKOCTI, 3MiHa 3asBHVKa (BlacHMKa
chnakoHy B navui 3 "dbapmaueBTnyHa BWMNYCK Cepil: peecTpauiiHoro NocBigYeHHs)
KapToHY KomnaHisa "3gopos'a” ToBapucTBO 3 (3rigHo Hakasy MO3 Big,
06MeXeHo 23.07.2015 Ne 460) BeeaeHHs
BiANOBIAA/LHICTIO 3MiH NPOTArom 6-Tn MicsLis
"®apmaueBTnyHa nicns 3aTBepaKeHHs; 3MiHu |
KOMnaHis My - 3MiHK Woa0
"3p0poB's", 6e3nekn/edpeKTNBHOCTI Ta
YKpaiHa; thapmakoHarnsgy. BeegeHHs
KOHTPO/b AKOCTI, a60 3MiHM [0 y3arasibHeHuX
BWMNYCK Cepil: [aHNX Npo cuctemy
ToBapucTBO 3 chapmakoHarnsgy (BBefeHHs
06MeXeHoI0 y3arasibHeHUX JaHuX nNpo

BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
"FHLLIC",
YkpaiHa

cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkiovarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsg. ditoua
pepakuis: NnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3as1BHVKa, BiANOBiAa/IbHOT 32
3[jiCHEHHs1 hapMakoHarnsay

239.

XnopooinnTt

po3unH cnupToswuii, 10
mr/mn, in bulk: no 50 ny
60oykax

ToBapucTBO 3
o6MexeHo
BiANOBiAA/ILHICTIO
"GapmaueBTuyHa
KomMaHis "3gopos'a”

Ykpaina

ToBapucTso 3
0bMexeHot
BiANOBIAANLHICTIO
"[ocnigHnii 3aBog
"rHuact

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHa 3asBHUKa (B/1aCHUKa

peecTpavuinHOro Noceig4YeHHs)
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) BeeaeHHs
3MiH NPOTArom 6-Tn MicsLis
nicns 3aTBepaKeHHs; 3MiHu |

TMny - 3MiHK Woa0

6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs
a60 3MiHM [0 y3arasibHeHuX
AaHvX Npo cuctemy
hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHuX nNpo
cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi,
SIKLWO BOHA BiAMIHHA Bif
YNOBHOBAaXEHOT 0Cco6M,
BiANOBIAA/IbHOI 3a 3AiiCHEHHSA
thapmakoHarnsgy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MileHHI MacTep-tharina
cuctemn chapmakoHarnsgy) -
3MiHa yNnoBHOBaXXeHOi 0cobu
3asBHVKa, BigNOBigaIbHOT 3a
thapmakoHarnsg. ditoua
pepakuis: NnakciHa OneHa
BonogmmupisHa. MponoHoBaHa
pepakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0co6u
3asBHMKa, BiANOBiAA/IbHOT 32
3[iiCHEHHs1 hapMakoHarnsay

UA/11848/01/01

240.

LE®ENIM

NOPOLLOK A/15 PO3UUHY
ONs iH'ekuii no 1,0 rin
bulk: 50 cpnakoHis 3
MOPOLLKOM Y KOpO6Lyi

MpusatHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

Ykpaina

Ksiny
dapmaueytikan Ko.,
nra.

Kutai

BHECEHHS 3MiH 40
peecTpauiiHux maTepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3akynoproBasibHWi
3aci6. 3miHa 6yAb-AKOi YacTUHU
MaTepianly nepBMHHOI yNakoBKH,

UA/13348/01/01
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LLIO HE KOHTaKTY€ 3 rOTOBUM
nikapcbkvM 3ac060M
(Hanpvknag Konip KpULLIEYoK 3
KOHTPO/IEM MEpLLOro BiAKPUTTS,
KONMip KOJOBUX Kineub Ha
amnynax, KoHTeiiHepa A1 ronok
(pi3Hi BUAYM nnactmacwu) (3miHa,
Aka He BM/IMBA€E Ha KOPOTKY
XapaKkTepuCTUKY NiKapCbKoro
3aco6y) - 3mMiHa Ko/1bopy
NNaCcTUKOBOI KPULLIKMA KOBMauka
/IIOMIHIEBOrO 3 CUHBOIO Ha
4YepBOHWUIA. MNepBUHHNI
nakyBa/lbHWI1 MaTepian He
3MiHMBCS. 3anponoHOBaHo:
Aluminium Plastic Combined
Caps Color of the plastic: red.

241.

LE®ENIM

MOPOLLIOK A1 PO3UNHY
onsiH'ekuinno 1,0r; 1
a6o 5, abo 50 hnakoHis
3 MOPOLUKOM Y nauuj 3
KapToHy; 1 chnakoH 3
nopotukom Ta 1 amnyna
3 PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn 'y
6nictepi, no 1 6nictepy
y nayui 3 kKapToHy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapUCTBO

"Nlekxim-Xapkis",
YkpaiHa (nakyBaHHs
i3 popmu in bulk
ipMun-BMPOGHMKA
KBiny
dapmaueyTikan Ko.,
N1a, Kutaid)

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa 6yAb-AKOi YacTUHU
marepiany NepBMHHOI YNaKkoBKY,
LLIO He KOHTaKTY€e 3 FOTOBUM
nNikapcbkM 3ac060Mm
(Hanpvkiag Kosip KpyLLIeYoK 3
KOHTPO/IEM MEepLLOro BiAKPUTTS,
KOMIp KOAOBWX Kineub Ha
amnynax, KoHTeilHepa A/1a ronok
(pi3Hi BUAM nnacTmacw) (3miHa,
sika He BM/IMBAaE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3aco6by) - 3MiHa KONbopy
NNAaCTUKOBOI KPULLIKA KOBMayka
/TIOMIHIEBOTO 3 CUHLOTO Ha
4YepBOHWUiA. MepBUHHUI
nakyBasibHWUIi maTtepian He
3MiHMBCA. 3anponoHOBaHO:
Aluminium Plastic Combined
Caps Color of the plastic: red.

3a peyernmom

UA/13564/01/01

242,

LE®TASNIUM

MOPOLLOK A/ PO3YUHY
ans iH'ekuii no 1,0 r; in
bulk: 50 chnakoHis 3
MOPOLLKOM Y KOPO6L

MpuBartHe
akuioHepHe
TOBapUCTBO

"JlekxiM-Xapki"

YKpaiHa

Ksiny
dapmaueytikan Ko.,
nrg.

Kutait

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHW | TURY - 3MiHX 3 SKOCTI.
[oTOBMIA NikapcbKuii 3acio.
Cucrema

UA/13654/01/01

177




n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTeliHep/3aKynopoBasibHWi
3aci6. 3miHa 6yAb-AKOT YaCTUHU
mMartepiany NepBMHHOT yNaKoBKuU,

LLIO HE KOHTaKTY€E 3 rOTOBUM
nikapcbkvM 3ac060M

(Hanpvknag Konip KpULLIEYoK 3
KOHTPO/IEM MEepLLOro BiAKPUTTS,

KONMip KOJOBUX Kineub Ha
amnynax, KoHTeilHepa A1 ronok

(pi3Hi BUAU nnactmacwu) (3miHa,

Aka He BM/IMBA€E Ha KOPOTKY

XapaKTepuCTUKY NiKkapCbKoro

3aco6y) - 3mMiHa Ko/1bopy

NNaCcTUKOBOI KPULLIKA KOBMNauka

/IIOMIHIEBOrO 3 CUHBOIO Ha
6innii. NepBUHHNI NaKyBabHWIA
mMartepian He 3MiHVBCS.
3anponoHoBaHo: Aluminium
Plastic Combined Caps Color of
the plastic: white.

243.

LE®TA3NIUM

MOPOLLIOK A1 PO3UMHY
onsin'ekuinno1,0r; 1,
a6o 5, abo 50 hnakoHis
3 MOPOLUKOM Y nauuj 3
KapToHy, 1 chnakoH 3
nopotukom Ta 1 amnyna
3 PO3YMHHMKOM (BOAa
Ans iH'ekuiid) no 10 mn B
6nictepi, no 1 6nictepy
B nauLj 3 KapToHy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

YkpaiHa

MpuBaTHe
akujioHepHe
TOBapUCTBO

"NlekxiMm-Xapkis",
YkpaiHa (nakyBaHHs
i3 popmu in bulk
ipMun-BMPOGHMKA
KBiny
dapmaueyTikan Ko.,
N1g., Kurait)

Ykpaina

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - 3MiHW 3 AKOCTI.
oTOBMIA NiKapcbKuii 3acio.
Cucrema
KOHTeliHep/3aKynoproBasibHWi
3aci6. 3miHa 6yAb-AKOi YacTUHU
marepiany NepBMHHOI YNaKoBKY,
LLI0 He KOHTaKTYy€e 3 FOTOBUM
nNikapcbkM 3ac060Mm
(Hanpvkiag Kosip KpyLLIeYoK 3
KOHTPO/IEM MEepLLOro BiAKPUTTS,
KOMIp KOAOBWX Kinelb Ha
amnynax, KoHTeilHepa A1 ronok
(pi3Hi BUAKM nnacTmacy) (3miHa,
AIKa He BM/IMBAE Ha KOPOTKY
XapakTepucTuky nikapcbkoro
3aco6by) - 3MiHa KoNbopy
NNAaCTUKOBOI KPULLIKA KOBMayka
/TIOMIHIEBOTO 3 CUHLOTO Ha
6inuii. NMepBUHHNIA NaKyBabHWiA
mMaTtepian He 3MiHMBCS.
3anponoHoBaHo: Aluminium
Plastic Combined Caps Color of
the plastic: white

3a peyernmom

UA/13768/01/01

244,

LE®TPIAKCOH-
BX®3

MOPOLLOK A/ PO3YUHY
Ans iH'ekuii no 500 mr,

My6niyHe
akuioHepHe

YKpaiHa

My6niyHe
akuioHepHe

Ykpaina

BHECEHHS 3MiH [0
peecTpaLiiHux MaTepianis:

3a peyernmom

UA/4174/01/01
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
donakoHu 3 nopoLukom; 1 TOBapuCTBO TOBapUCTBO 3MiHU | TUNY - BHECEHHS 3MiH Y
pN1akoH 3 MOPOLLUKOM B "HaykoBo- "HaykoBo- cneumaikauito 415 KOHTPOIO

nauuj; 1 donakoH 3
MOPOLLUKOM Y KOMMJIEKTI 3
PO34MHHMKOM (BOAA ANst
iH'ekuili) no 5 mn B
amny”ni B navyj 3
KapTOHHO
neperopoAkoto

BUPOBHNYMIA LIEHTP
"BopuyariBcbkuii
XiMiKO-
hapmaueBTUYHNIA
3aBsog”

BUPOGHNUNIA LIEHTP
"Bopuyariscbkuii
Ximiko-
dhapmaLeBTUYHWMIA
3ason"

NepPBUHHOTO NakKyBaslbHOro
marepiany «[pobka rymosa», a
came 1o p. «laeHTudikayis»: n.

«EnacTnyHicTb maTepiany»
3amiHeHo Ha n. «Abcop6ujHa
CneKkTpodoTOMETPIS»; M.
«CyXuni1 3aNMLLIOK» 3aMiHEHO Ha
n. «3a/IMLWOK Micns
BMMNapPIOBYBaHHSA», a Takox
BHECEHO pejakLiiiHi npaBku

po3giny «Onuc» (MpuBeaeHHs y
BignoBigHicTb A0 BUMOr AdY);

3MiHU | TUMY - YTOUHEHHS
METOAVKN A58 KOHTPO/0
NepPBUHHOTO NaKyBa/IbHOro
marepiany «pobka rymosa» n.
«JleTki cynbpign», a came
YTOYHEHHS MPUTOTYBaHHA
PO34unHY eTasloHy B MeToauL,i

BM3HAYEHHS «J1eTkn cynbdign»;

3MiHU | TUNY - BHECEHHS 3MiH Y

cneumdikaLito A1 KOHTPOO
NepPBUHHOTO NaKyBaslbHOro

matepiany «pobku rymoBi», a

came [0 aTKOBO BBOAUTLCA [10
BXE ICHYIOUMX NepiognYHNX
BMNpOGYBaHb, NepioAnNYHi

BMNPOGYBaHHA 41 N.
«lgeHTudikayis. A. AbcopbuiiHa
cnekTpohoToMeTpis» Ta «BmicT
3arasibHO1 30/11»; YTOYHEHO
NpoBefeHHsA NepiognyHNX
BUNpobyBaHb, a came
«KOHTPO/IOKOTb NepLUy cepito
KOXHOTO POKY Bifi KOXHOIO
BUPOGHMKa» (610 3aTBEpLKEHO
- KKOHTPOJIIOIOTH NepLly Ta
HaCTyMHY KOXHY N'ATYy Cepito
NoCTaBKN NOTOYHOTO POKY»);
3MiHU | TUMY - BHECEHHS 3MiH Y
cneumdikauito A1 KOHTPOSO
NepPBUHHOTO NaKyBa/IbHOro
marepiany «pobku rymosi», a
came 3MiHW KpUTepito
NPUAHATHOCTI N. «BMmicT
3arasibHOI 30/1M»; 3MiHK | TNy -
BHECEHHS 3MiH Yy cneuymdikadito
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[ON19 KOHTPO/I0 AMnyn 3
TPY6HOro ckna eMHICTIO 5 Mn
a6o 10 m, a came 3MiHK
KpUTEpIto NPUAHATHOCTI M.
«MakcumasibHe NponyckaHHs
cBiTna (%)», «ligponitnuHa
CTifikicTb» (MprBeAEeHHS y
BignoBigHiCTb A0 BUMOr AdY);
3MiHU | TUMY - BHECEHHS 3MiH Y
cneumdikauito A5 KOHTPOSO
amnys, a came BBeEHHSA TecTy
«ApCEH», SIKUIA KOHTPOIOTb
3rigHo cepTudpikata BUPOGHMKa,;
3MiHM | TUMY - peaakLiiHi npaBku
Ta [0NoBHEHHA B Cneumndikauii
[N KOHTPOJIO NEePBUHHOTO
nakyBaslbHOro mMaTtepiany
«AmMnynu 3 TpybHOro ckna
emMHicTio 5 M Ta 10 mn» B
po3gini «Onuc». 3MiHu B
Cnevyucpikauii 4na KOHTPOso
NepPBUHHOTO NaKyBaslbHOro
maTepiany «AMnynu 3 Tpyb6HoOro
cKkna emHicTio 5 mn Ta 10 mn», a
came 3MiHW B MepioAnYHOCTI
NnoKasHUKiB «MakcumasibHe
nponyckaHHs csitna (%)» Ta
«ligponiTuyHa CTilikicTb» -
KOHTPOJTIOIOTL KOXHY nepLuy Ta
N'ATYy cepito NOTOYHOrO POKY
KOXHOTO BUPOGHMKA KOXHOTO
po3mipy. (TecT "MakcumarnbHe
nponyckaHHs ceitia (%)"
BUKOHYETBLCA A/15 amny/i
6pyHaTHOro KONbopy)

245,

LE®TPIAKCOH-
BX®3

NOPOLLOK A4/151 PO3YNHY
ONs iH'exuii no 1000 wmr,
dhnakoHu 3 nopoLukom; 1
h/1aKOH 3 NOPOLLUKOM B
nauuj; 1 donakoH 3
NOPOLLKOM Y KOMNJIEKTi 3
PO34YMHHMKOM (BOAA ANA
iH'ekuiin) mo 5 ma abo no
10 mn B amnyni B nauLi
3 KAPTOHHO
neperopogkoto; 1
dh/1aKoH 3 NOPOLLKOM Y

KOMMEKTI 3

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYMNIA LEHTP
"BopLyariBcbkuii
XiMiko-
hapmaLeBTUYHNIA
3asof”

YkpaiHa,

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 0
peecTpauiiHux maTepianis:
3MiHU | TUNY - BHECEHHS 3MiH Y
cneumdikaLito A5 KOHTPOO
NepPBUHHOTO NaKyBaslbHOro
MaTepiany «[lpobka rymosa», a
came o p. «lgeHTudikadis»: n.
«EnacTnyHicTb maTepiany»
3aMiHeHO Ha n. «A6cop6uiitHa
cnekTpodoToMeTPIA»; M.
«CyXMii 3a/IMLLOK» 3aMiHEHO Ha
n. «3anunLok nicns
BUMApPIOBYBaHHS», a TaKOX

3a peyenmom

UA/4174/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

PO34YMHHMKOM (NigoKaiHy
rigpoxnopuma, po3unH
Ans iH'ekuii, 10 mr/mn)
no 3,5 mn B amnyni B
nayui 3 KApPTOHHOK
neperopoAkoto

BHECEHO pejakLiiiHi npaBku
po3ainy «Onuc» (MpuBeaeHHs y
BignoBigHicTL Ao Bumor AdY);
3MiHW | TUMY - YTOYHEHHS
METOAWKN AN KOHTPOIO
NEePBMHHOTO NakyBaslbHOro
Marepiany «[pobka rymosa» n.
«J1eTki cynbpian», a came
YTOYHEHHS MPUTOTYBaHHSA
PO34MHY eTasIOHy B MeToauLi
BU3HAUYEHHS «J1eTKu Cynbdian»;
3MiHW | TUMY - BHECEHHS 3MiH Y
cneumdikauito A1 KOHTPOSO
NepPBUHHOTO NaKyBaslbHOro
marepiany «po6ku rymosi», a
came [0[aTKoBO BBOAUTLCA [0
BXE ICHYHUMX NepioanyHnX
BMNPOGYBaHb, NepioanyHi
BUMPOOYBaHHA A1 M.
«lpeHTudikayis. A. AbcopbuiiHa
cnekTpohoToMeTpis» Ta «BmicT
3arasibHOT 30/11»; YTOYHEHO
npoBefeHHA NepiognyHNX
BMNpobyBaHb, a came
«KOHTPOJIIOI0TH NepLLy cepito
KOXHOTO POKY Bifi KOXHOr0o
BMPOGHUKa» (ByN10 3aTBEPLKEHO
- KOHTPOJIIOIOTH NepLly Ta
HaCTyMHy KOXHY N'ATy cepito
NOCTaBKWN NOTOYHOrO POKY»);
3MiHU | TUMY - BHECEHHS 3MiH Y
cneumaikauito 415 KOHTPOIO
NEePBMHHOTO NakyBaslbHOro
matepiany «[po6kn rymoBi», a
came 3MiHU KpuTepito
NPUIAHATHOCTI N. «BmicT
3arasibHOI 30/11»; 3MiHu | TNy -
BHECEHHS 3MiH Yy cneuudikadito
[L/19 KOHTpO/o AMnyn 3
TPYyBHOro ckna EMHICTIO 5 Mn
a6o 10 mn, a came 3mMiHU
KpUTEpIto NPUAHATHOCTI M.
«MakcumasibHe NponyckaHHs
cBiTna (%)», «ligponituyHa
CTiliKicTb» (MpUBEAEHHS Y
BigNoBigHICTb A0 BUMOr AdY);
3MiHU | TUNY - BHECEHHS 3MiH Y
cneumdikaLito g1 KOHTPOO
amnys, a came BBefIeHHA TecTy
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«ApCeH», KNI KOHTPOTIOTb
3riiHO cepTudpiKkaTa BUPOBHYKa;
3MiHW | TUNY - peaakLiiiHi npaskn
Ta [0NoBHeHHs B Cneuundikauii

[N KOHTPOIO NEPBUHHOTO
nakyBa/lbHOro matepiany
«Amnynu 3 Tpy6HOro ckna
€MHIcTI0 5 mn Ta 10 Mni» B
po3gini «Onuc». 3miHn B

Cneuudpikauii Ans KOHTPOso

NepPBUHHOTO NaKyBaslbHOro

marepiasly «Amnynn 3 Tpy6HOro

ckna emHicTio 5 mn ta 10 mn», a
came 3MiHV B NepiognYHOCTI
nokKasHukiB «MakcmmassHe
nponyckaHHs csitna (%)» Ta

«ligponiTuyHa cTilikicTb» -

KOHTPOJIIOI0Th KOXHY MepLuy Ta

M'ATY Cepito MOTOYHOTO POKY

KOXHOTO BMPOGHMKA KOXHOTO
po3mipy. (TecT "MakcumasnbHe

nponyckaHHs ceitia (%)"
BUKOHYETbLCS A8 amnyn

6GpyHaTHOro KoNLOopYy)

246.

LE®YTUN®

TabneTku, BKpUTI
N/1iBKOBOK 060JIOHKOIO,
no 250 wmr, no 10
Tabnetok y 6nictepi, no
1 6nicTepy y KapTOHHIl
Kopobui

Papma
IHTepHeLweHan
Komnai

VoppaHis

dapma
IHTepHeLeHan
Komnai

WoppaHis

BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis:
3MiHM Il TURY - 3MiHKX 3 SKOCTI.
A®|. BupobHuuTBO. 3MiHa
BUPOGHMKa
BVIXiZLHOr0/MPOMiXXHOr0
npoayKTy/peareHTy, Wo
BUKOPWCTOBYHOTHCS Y
BMPOGHMYOMY npoLieci Ad®l, abo
3MiHa BMPOGHMKa (BKJTHOHatouM,
e HeobxiaHo, micue
NPOBELEHHS KOHTPO/IHO SKOCTI)
A®I (3a BigcyTHOCTI
cepTuduikara BiZnNoBiLHOCTI
€Bponeiicbkili hapmakonei y
3aTBEPAKEHOMY [OCHE)
(BBEAEHHSA HOBOIO BUPOGHMKA
A®| 3 HagaHHAM MacTep-thanna
Ha A®l) - BBEAEHHSA
aIbTEPHATNBHOIO BUPOBHMKaA
[ito40i peyoBMHY LedypoKCUM
KoBaneHT labopatopi3 MBT.
N14., IHAIS 3 HAAAHHAM MacTep-

3a peyenmom

UA/8893/01/02
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thaiina Ha A®I
247. | YEMMIKC TabneTku, BKPUTI Mdpaiizep IHK. CWA Bupo6bHMLTBO 3a HimeyuunHa/ BHECEHHS 3MiH 0 3a peyenmom UA/9398/01/01
N1iBKOBOK 060/IOHKOIO, MOBHVM LVK/IOM: ITanis/ peecTpauiiHnx matepianis:
no 0,5 mr + TabneTku, P-®apm JxepmaHi CLIA 3MiHM | TUMy: 3MiHK 3 AKOCTI.

BKPWTi NNiBKOBOIO
060/10HKO, No 1 Mr;
abo TabneTkun, BKPUTI
N/1iBKOBOK 060JIOHKOIO,
no 1 mr; no 11 TabneTok
(0,5 mr) Tamo 14
Tabnetok (1 mr) y
6nicTepax B KapPTOHHIi
ynakoBLi, 10
po3knagaetbcs; no 14
Tabnetok (1 mr)y
6nicTepi; no 2 6nictepu
B KapTOHHIiA ynakoBL,
L0 PO3KNafaeTbes

M6X, HimeuunHa,;
Brpo6HMUTBO,
TecTyBaHHs npu
BUMYCKY:
Mdpaizep ITanisa
C.p.n., ITanis;
lNepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS Ta
BWMNYCK Cepil:
Mdpaiizep
MeHtodhekUypuHr
[Jonuneng rmoéxX,
HimeyvunHa;
TecTyBaHHA npu
[OCNimpKeHHi
CTabiNIbHOCTI:
Mdpaiizep IHk., CLUA

[oTOBMIA NikapcbKuii 3acio.
3MiHM Yy BUPOGHMLTBI. 3aMiHa
ab0 BBeAEHHS [04aTKOBOI
OiNbHUL BUPOBHULTBA A/15
4acTVHM abo BCLOro
BMPOBGHNYOro NpoLecy rotoBoro
nNiKapcbKoro 3acoby (AinbHULA
01151 BTOPMHHOIO MakKyBaHHS) -
BBEJIEHHSA a/lbTePHaTUBHOIO
BUPOGHMKa 151 BTOPUHHOTO
nakyBaHHs MNcparizep
MeHtocbekuypuHr JoiiuneHs,
'M6X, HimeyunHa / Pfizer
Manufacturing Deutschland
GmbH, Germany. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepaKeHHs; 3MiHu |
TMny: 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 40AATKOBOI AiNbHML
BUPOGHMLTBA A/151 YacTuHU abo
BCbOr0 BMPOGHMYOro npoLiecy
rOTOBOrO J1iKapCbKOro 3acoby
(ginbHUUSA AN NePBUHHOTO
nakyBaHHs) - BBE,EHHS
a/IbTEPHATUBHOIO BUPOBHMKaA
ONS NepBUHHOTO MakKyBaHHS
Mdpaiizep MeHoekuypuHr
[Loliuneng T'v6X, HimeuunHa /
Pfizer Manufacturing
Deutschland GmbH, Germany.
BBegeHHS 3MiH NpoTArom 6-tm
MiCALB NiCNsA 3aTBEPLXKEHHS;
3MiHM | TUny: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYOTbCS BUMYCKY cepii Ta
KOHTPO/I0 SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo
JofaBaHHsA BUPOBHMKA, LU0
BignoBifae 3a BBe3eHHA Ta/abo
BUNYCK cepii) - He BkIoyatoum
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/b/BUNPOBYBaHHSA cepil -

ITania C.p.n., Itania / Pfizer Italia

nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AiNbHUL, Ha Kl

BBEJEHHA aNlbTepHaTUBHOIO
BMPOGHUKA, LU0 Bignosigae 3a
Bunyck cepii MNcpaiizep
MeHtohekuypuHr JoiiuneHs,
'm6X, HimeuunHa / Pfizer
Manufacturing Deutschland
GmbH, Germany. 3miHu
BHECEHO B IHCTPYKLit0 415
MeAMYHOro 3acTOCyBaHHS LLIOAO
HaliMeHyBaHHA Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BIAMNOBIAHUMW 3MiHAMMW Y TEKCTi
MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby (BBeAeHHs
anbTepHaTUBHOIO BUPOGHNKA).
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNsA 3aTBEPAYKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHM Y BUPOBHMLTBI. 3aMiHa
a60 BBeAEHHS [04aTKOBOI
AiNbHULUI BUpOGHMLTBA A/1S
4acTHW abo BCLOro
BMPOBGHNYOro NpoLecy rotosoro
nNiKapcbkoro 3acoby (aAinbHULSA,
Ha siKiii npoBoOAATLCA ByAb-AK
BMPO6HUYI CTaAji, 3a BUHATKOM
BUMYCKY CepiiA, KOHTPOJIKO AKOCTI,
NepBNHHOIO Ta BTOPUHHOTO
nakyBaHHS, 4151 HECTePUSIbHNX
NiKapCcbKnx 3aco6iB) - BBEAEHHSA
aNbTepPHaTUBHOIO BUPOGHMKA
BignoBigasibHOro 3a
BMPOGHMLTBO bulk Mdaiizep

S.r.l., ltaly. BBegeHHs 3MiH
NpOTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS; 3MiHM | TUNY:
3MiHK 3 SKOCTi. FOTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo
CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPO/HO SIKOCTi FOTOBOro

3[jCHI0ETLCA

KOHTPO/b/BUNPOGYBaHHSA cepii) -
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBE[IEHHSA a/lbTePHaTMBHOIO
BMpO6HUKa BiANOBIA&/ILHOTO 3a
KOHTpO/b cepii Mdchaiizep ITanis
C.p.n., Itania / Pfizer Italia S.r.l.,
Italy. BBeieHHS 3MiH NPOTArom
6-T MicAUiB nmicns
3aTBEPKEHHS; 3MiHW | TUNY:
3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo
CTOCYHOTbCSl BUMYCKY Cepii Ta
KOHTPOJIH0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA AinbHUL, Ha SAKIRA
3[iACHIOETbCS
KOHTPONb/BUNPOGYBaHHSA cepii) -
BBE[EHHSA 104aTKOBOro
BMpOGHMKa MNdpaiizep IHK.,
CLUA/Pfizer Inc., USA,
BiAANOBIA&/IbHOrO 3a TECTYBaHHSA
npu JgocnifgpkeHi cTabinbHOCTI.
BBefeHHA 3MiH NPOTArom 6-1n
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
3MiHW Y BUPOGHULITBI. 3MiHN Y
npoweci BUpo6bHULITBA FOTOBOTO
NikapcbKoro 3acoby, BKIOHaoum
NPOMIXXHUIA MPOAYKT, L0
3aCTOCOBYETLCSA NP
BUPOGHMLITBI FOTOBOIO
NiKapcbKoro 3acoby (He3HayHa
3MiHa y mpoueci BUpo6bHNULTBA) -
3MiHW Y BUPOBGHUYOMY npoLeci
Ans Bupo6Huka Mechaiizep ITanis
C.p.n., Itanis, a came 3MiHeHO
nopsALoK AoAaBaHHSA
KOMMOHEHTIB TabneTKkoBol
CyMili Ta Ha nepLiomy eTani
BMPOBHMYOro npouecy cragito
noApiGHEHHS BUXIAHUX
marepianis NpoBOAATb Nepes,
cTafi€to 3MilLlyBaHHS; 3MiHu |
Tuny: 3MiHKn 3 siKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMUTBI. 3MiHK y npoveci
BMPOBHULTBA FOTOBOrO
NiKapCcbKoro 3acoby, BKAYakum
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n/n

Ha3sBsa nikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETbLCH NP
BMPOGHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HULTBA) -
y npoLeci BUpobHMLUTBa, a came
Ha cTagji 3mMalleHHs Ta
3MilLyBaHHS fjoAaHo BibpaTop;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
3MiHN Y BUPOOHULITBI. 3MiHU Y
npoweci BUpO6HULITBA FOTOBOTO
NiKapcbKoro 3acoby, BKIOUaUn
NPOMIKHUIA MPOAYKT, L0
3aCTOCOBYETLCA NpU
BMPOGHMLITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULTBA) -
3MiHa TNy obnagHaHHs ons
MNiBKOBOTO MOKPUTTS B MeXax
O[HOTO Knacy Ta nigxnacy 3rigHo
SUPAC (Scale-Up and Post-
Approval Changes; 3miHu | Tuny:
3MiHK 3 SiKOCTi. TOTOBMIA
nikapcbkuii 3aci6. 3mMiHn y
BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKNOYaOun gianasoH
po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (iHwWi 3MiHu)
— 3MiHa po3mipy cepil
(3aTBepmxeHo: 115 kr ta 700 kr;
3anpornoHoBaHo: AianasoH
po3wmipy cepii Big 115 kr go 700
Kr); 3mMiHu | Trny: 3MiHM 3 AKOCTI.
[oTOBMIA NikapcbKuii 3acio.
KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa napameTpis
cneundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO
niKapcbKoro 3acoby (iHLwi 3MiHW)
- [0 NoKa3HuKa «MpoayKTn
po3nagy» cneuudikauii Ha
TEepMiH NpUAaaTHOCTI foAaHO
BM3HAYeHHs cnewumngivyHoro
npoaykrty posnagy CP-536,363
(N-meTun BapeHukniHy) 3
[ONYyCTUMOK MeXelo He GinbLue
0,5%. BBefieHHs1 3MiH NpoTArom
6-TK MicALiB nics
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPMKEHHS; 3MiHM | TUNy:

3MiHK 3 sKOCTi. FOTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHs
roTOBOrO NiKapCbKOro 3acoby
(He3HauHa 3miHa y
3aTBEPMXEHNX MeToAax
BMNPOGYBaHHS) - 3MiHU
meTogukm V 27.03 ana
iaeHTudikauii Ta KinbkicHoro
BM3HAYEHHS BAPEHUKNIHY
meTogom BEPX (mopaHo
iHbopmaLito CTOCOBHO
NPUroTyBaHHS PO3YMHHUKA ANs
CTaHfapTy Ta BHECeHi
pefakuiiiHi npasku). BeegeHHs
3MiH NPOTArom 6-Tn micsuis
nicns 3aTBepOKeHHS; 3MiHu |
TMNy: 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO J1iKapCbKOro 3acoby.
3MiHa y MeTofax BUNpo6yBaHHsA
rOTOBOrO NiKApCbKOro - 3acoby
(He3HauHa 3miHa y
3aTBEPMXEHNX MeToAax
BMNPOGYBaHHS) - 3MiHU
MeTogukm V 27.04 onsa
BU3HAYEHHS MOKa3HUKa
«[poayKTn po3nagy» MeToAoM
BEPX 3 06epHeHMU dhazamm
(yTo4HeHo napameTpu
npuaaTHoOCTI cucTemu).
BBegeHHA 3MiH npoTArom 6-tm
MiCALB NiCNA 3aTBEPOXKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MiKapcbKoro
3acoby. 3miHa y meTofax
BUMNPOOYBaHHA rOTOBOrO
nikapcbKoro 3aco6y (iHLWi 3MiHK
y MeTogax BunpobyBaHb
(Bkntovatoum 3amiHy abo
[OMOBHEHHS)) - A0AAHO
MeToAVKYy BUNpobyBaHHA TM-
7075A/MA-0416 ans
BM3HAYeHHs cnewumngivyHoro
npoaykrty posnagy CP-536,363

(N-mMeTun BapeHuKiHy)
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Ne Ha3sBsa nikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
meTogom BEPX. BeegeHHS 3MiH
NpOTArom 6-Tv MicALiB nicns

188

HaniBmikpomeTogom (MeTof A)
EP nnsa Bupo6Huka Mdpaiizep
ITania C.p.n., ITanis; 3miHu |

TMNy: 3MiHM 3 AKOCTi. FOTOBMIA
nikapcbkuii 3acié. KoHTponb

rOTOBOrO J1iKapCbKOro 3acoby
(iHWi 3miHW) - 3aTBEPAXKEHI

MeToAW KOHTpoto sikocTi MN3 i3
3MiHaMu, NpeAcTaB/ieHo

YKpaiHCLKOH MOBOK. BBeAeHHA

niKapcbKoro 3acoby (OHOBNEHHS

3aTBEPLKEHHS; 3MiHM | TUNY:
3MiHK 3 SKOCTi. FOTOBUIA

nikapcbkuii 3aci6. KoHTponb
roTOBOrO /1iKaPCbKOro 3acooby.
3miHa y MeToAax BUNpobyBaHHS
roTOBOrO J1iKapCbKOro 3acoby
(iHwWi 3MmiHM y MeTogax
BMNpOGYBaHb (BK/IHOYa4M
3aMiHy abo JOMOBHEHHSA)) -
[0faHO a/lbTEPHATUBHY

metoauky MA-0403 ans
iaeHTudikauii Ta KinbkicHoro
BU3HAYEHHS BapeHWUKNiHY
MeTogom BEPX 3 o6epHeHMU
thazamu, sKuii
BUKOPWCTOBYETLCA BUPOOHNKOM
Mdpaizep Itania C.p.n., ITanis.
BBefeHHA 3MiH NPOTArom 6-1m
MicSLiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TUMy: 3MiHK 3 AKOCTI.

[oTOBMIA NikapcbKuii 3acio.

KOHTpOsb roToBOro NikapcbKoro
3acoby. 3miHa y meTogax
BUMNPOOYBaHHA rOTOBOr0

npoueaypu BUNpobyeaHHs A4ns
npuBeLEeHHA y BiANOBIAHICTb 3i
3MIHEHOIO 3ara/ibHOI0 CTaTTel
[dY abo EsponelicbKoi
thapmakonei)
npuBefeHHs METOAMKM 3a
NoKasHUKOM «BMiCT Bogu» y
BiANOBIAHICTb A0 BUMOT
3arasibHOI CTarTi
2.5.12.Bn3HaveHHs Bogu

3MiH NPOTArom 6-Tn micsuis

nicnsi 3aTBepAKEHHS




B.o. l'eHepanbHOro gupekropa Ainpekropary
cthapmaueBTUUHOrO 3abe3nevyeHHA IBaH SAABOPHINX
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