MIHICTEPCTBO OXOPOHMU 3/I0POB’A YKPAIHU
HAKA3

Kuis

31 xoBTHA 2024 POKY Ne 1828

IIpo pepkaBHY peecTparnilo (mepepeecTpaniio) JTKAapCbKHUX 3aco0iB (MegJUUHUX
iMyHO00io/T0riUHMX MpenapaTiB) Ta BHeCeHHS 3MiH /|0 PeeCTPaLiiiHUX MaTepiaiiB

BianosigHo 1o cratti 9 3akoHy Ykpainu «IIpo mikapckKi 3aco6u», MyHKTIB 3, 26,
30, 49 TIlopsigky pepkaBHOI peectpallii (TiepepeecTpariii) JiKapCbKHUX 3aco0iB,
3aTBep/PKeHOro rmocrtaHoBoro Kabinety MinictpiB Ykpainu Big 26 TpaBHs 2005 poky Ne
376 (B pepmakiiii mocraHoBu KabiHety MiHicTpiB Ykpainu Bim 26 kBiTHa 2024 poky Ne
529), ab3a1ly gBafIATE IT’ITOr0 MiANMyHKTY 12 myHKTY 4 IToso)keHHs ipo MiHicTepcTBO
OXOPOHU 37I0POB’sl YKpaiHH, 3aTBeP/KeHOro IocTaHoBow KabineTy MiHicTpiB YKpainu
Big 25 Gepe3ns 2015 poky Ne 267 (B pezakiiii moctaHoBu Kabinety MiHicTpiB YKpainu
Bi 24 ciuna 2020 poky Ne 90), Ha mifcTaBi pe3y/bTaTiB €KCIEPTU3U PeeCTpaLliiHuX
MaTepiasiB JiKapCchbKUX 3aco6iB (MeAUYHMX iMyHOOiOMOTiUHUX TIperapariB), 1[0 To/aHi
Ha [lep)KaBHY peecTpawito (repepeecTpalild) Ta BHECEHHs 3MiH [0 peeCcTpaLjiiHuX
MarepiasiB, MPOBe/IEHUX JepP>KaBHUM MiANIPUEMCTBOM «Jlep>KaBHUM €KCIePTHUN L[eHTP
MiHicTepcTBa OXOpPOHM 37[0pOB’S  YKpaiHW», BHUCHOBKIB 11010 e(eKTUBHOCTI,
Oe3meuyHOCTi Ta $KOCTi, IIOJJ0 €KCIepPTHOI OL[iHKWA CHiBBiJHOIIIEHHS] KOPUCTb/PU3UK
nMiKapchbKoro 3aco0y, IIf0 TIPOTIOHYETHCS [0 Jlep>KaBHOI peecTpaliii (repepeecTpatiii),
1[OI0 BHECEHHS 3MiH [I0 peeCTpalliiHUX MaTrepiaiiB Ta peKOMeH/allii Woro Ao Aep>KaBHOI
peectpaiiii (repepeecTpaiiii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiiHMX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH 7o [lep>kaBHOT'O PEECTPY JiKapChKUX 3aco0iB YKpaiHu
niKapchKi 3acobu (MeanuHi iMyHObioIOTiUHI TTperapaTH) 3rijHO 3 J0JaTKOM 1.

2. TlepepeecTpyBaTH Ta BHECTH A0 [lep’KaBHOTO PeECTPY JTiKapChbKUX 3aco0iB
YKpainu nikapchbKi 3acobu (MeguuHi iMyHOOi0/IOTiUHi MpernapaTH) 3TiIHO 3 ZI0/JaTKOM 2.

3. BHecTu 3MiHM [0 peecTpaliMHUX MaTepiamiB Ta J[lep)kKaBHOTO peeCcTpy
MKapCcbKUX 3aco0iB  YKpaiHM Ha JKapchki 3acobuw (MemuuHi iMyHOOiosoriusi
riperapaTy) 3riZJHO 3 JOAATKOM 3.



4. ®apmaneBtTuuHoMy ympaiaiHHiO (Onekcangapy ['pilleHKy) 3abesneunTu
OTIPWIIOTHEHHS 1[bOT0 HaKa3y Ha odiliiiHomy BebcaliTi MiHicTepcTBa 0XOPOHH 3[]0POB’S
YKpainu.

5. KoHTpo/ib 3a BUKOHAHHAM L[bOTO Haka3y IOK/IAaCTHM Ha 3acTynmHUKa MiHicTpa
Enema AnamaHoBa.

MinicTp BikTop JISALIKO



3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEAVNYHNX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

ITEPEJIIK

Aopatok 1
[0 Haka3y MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «[po aepxaBHY

peecTpauito (nepepeecTpalito)
NiKapcbKnx 3aco6iB (MeauyYHUX

iMyHOGiosioriuHMx npenapariB) Ta
BHECEHHA 3MiH [0 peecTpauiiHux
MaTepianie»
BiA 31 )xoBTHA 2024 poky Ne 1828

BHOCSATECS 10 JEPXKABHOI'O PEECTPY JIIKAPCBKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asssHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs peecmpayjiliHo2o
3acoby YnakoBskKa) nocBi0Y€eHHs1
1. | BANbNPECC TabneTtkn, BKPUTI Mepokemi Kinp BMPOGHULITBO FOTOBOIO Kinp peecTpauis Ha 5 pokis 3a He UA/20646/01/02
NNiBKOBOIO nTa niKkapcbKoro 3acooby, MepiognyHICTb NOAAHHSA PErynsipHoO peyernmom nionsieae
06010HKO0 M0 160 NepBUHHE Ta BTOPUHHE OHOB/IHOBAHOTO 3BITY 3 6e3neku,
Mr no 10 TabneTok y nakyBaHHS, KOHTPO b BiNOBIAHO A0 MopsAKy 34iCHEHHS
6nictepi no 3 abo 9 AKOCTI, BUNYCK cepil: hapmakoHarnsgy, 3aTBepiKeHoro
6nictepis B Megokemi 1T Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
KapTOHHI kopobuui (UeHTpanbHuii 3aBon) , Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
Kinp 3apeecTpoBaHoro B MiHicTepcTsi toCcTuLiT
nepBrHHE Ta BTOPUHHE YkpaiHu 29 ciyHs 2007 poky 3a Ne
nakyBaHHs: 73/13340 (y pepakuii Hakasy MiHicTepcTBa
Mepokemi NTA (3aBog, OXOPOHY 30POB'A YKpaiHu Bif 26 BepecHs
AZ), Kinp 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMU Y NepioguYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
2. | BANbIPECC TabneTku, BKpUTI Megpokemi Kinp BMPOBHMLITBO FOTOBOTO Kinp peecTpauis Ha 5 pokis 3a He UA/20646/01/01
NNiBKOBOIO nTa niKkapcbKoro 3acooby, MepiognyHICTb NOAAHHA PerynsipHo peuenmom niossieae
060/10HKO0 MO 80 Mr nepBrHHE Ta BTOPUHHE OHOB/IIOBAHOrO 3BITY 3 6e3neku,
no 10 TabneTok y nakyBaHHs, KOHTPO/Tb BiANOBIAHO A0 MopsAaKy 34iCHEHHS
6nictepi no 3 a6o 9 SIKOCTI, BUMYCK cepil: thapmakoHarnagy, 3aTBepakeHoro
6nictepis B Megokemi 1T Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
KapTOHHI kopo6uLi (UeHTpanbHuii 3aBog), Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
Kinp 3apeecTpoBaHoro B MiHicTepcTBi toCTuLi
NepBUHHE Ta BTOPUHHE YkpaiHu 29 ciyHs 2007 poky 3a Ne
nakyBaHHs: 73/13340 (y pegaxuii Hakasy MiHicTepcTBa
Megnokemi NTA (3aBog OXOPOHY 34,0p0B'A YKpaiHu Bifg 26 BepecHs
AZ), Kinp 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyYHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.
3. | BIBIH TabneTkun, BKpUTI PapmaueBT | Monblia BVMPOGHULTBO, MEPBUHHE Icnanis/ peecTpauis Ha 5 pokis 3a He UA/20647/01/01




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
NAiBKOBOO WNYHWIA 3aBO[ Ta BTOPVHHE NakKyBaHHS, IHAaisa peyenmom nionsizae
060/10HKOI0 M0 3 Mr+ | «NOJIbPAP KOHTPOb Ta BUMYCK MepiognyHiCTb NOAAHHA perynspHo
0,03 mr no 28 MA» C.A. cepii nikapcbkoro OHOB/IIOBAHOrO 3BITY 3 6e3neku,
Tabnetok y 6nictepi 3acoby BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
(21 akTBHA Nab6opaTtopioc JleoH thapmakoHarnagy, 3aTsepakeHoro
TabneTka XoBTOro ®apma C.A., IcnaHis Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
Konbopy Ta 7 Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
Tabnetok nnaue6o BTOPVHHE NaKyBaHHS: 3apeecTpoBaHoro B MiHicTepcTBi toCTuLii
6inoro konbopy ), No MAHAHTIAN IHTEIPA, YkpaiHu 29 ciuHs 2007 poky 3a Ne
1 6nictepy B C.N., IcnaHis 73/13340 (y pegaxuii Hakaly MiHicTepcTBa
KapTOHHI Kopobui 3 BTOPUHHE MaKyBaHHA: OXOPOHY 3[,0p0B'A YKpaiHu Bif, 26 BepecHs
TWKHEBUM ATAIC ®APMA, C.11., 2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
KaneHgapem- Icnanis CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
cTikepom KOHTpO/b noJaHHsA perynspHux 3BiTiB 3 6e3neku.
Mikpob6ionoriyHoi
YUCTOTU NIKAPCLKOrO
3acoby:
NabopaTtopio EueBapHe,
C.A., IcnaHis
KOHTpOsb AKOCTI
nikapcbKoro 3acoby:
Yemo IHais
dopmyneiiweH MNpaiiBeT
Nimiten, HAia
4. | BIBIH MIHI TabneTtkn, BKpUTI dapmaLesT Monbua BUPOGHMLTBO, NEPBUHHE IcnaHis/ peecTpauist Ha 5 pokis 3a He UA/20648/01/01
NNiBKOBOIO NYHWIA 3aBOS Ta BTOPVHHE NakKyBaHHS, IHais MepiognyHICTb NOAAHHSA PErynsipHO peyernmom nionsieae
060/10HKOI0, N0 3 Mr «MOJIb®AP KOHTPO/b Ta BUMYCK OHOB/THOBAHOTO 3BITY 3 6e3nekwu,
+ 0,02 mr, no 28 MA» C.A. cepii nikapcbkoro BiNOBIAHO A0 MopsAKY 34iACHEHHS

Tabnetok y énictepi
(21 akTnBHA
TabneTka poXeBoro
Konbopy Ta 7
TabneTtok nnaue6o
6i510r0 KO/IbOpY), NO
1 6nictepy B
KapTOHHIA Kopoo6Li

3acoby
Na6opaTtopioc JleoH
dapma C.A,, IcnaHis
BTOPWHHE MaKyBaHHS:
MAHAHTIAN IHTEIPA,
C.J1., IcnaHis
BTOPWHHE MaKyBaHHS:
ATAIC ®APMA, C.11.,
Icnanis
KOHTpONb
Mikpo6ionoriyHol
YUCTOTU NiKAPCHKOro
3acoby:
NabopaTtopio EueBapHe,
C.A., IcnaHis
KoHTposb skocTi
nikapcbKoro 3acoby:
Yemo IHais
dopmyneiiweH MNpaiiseT
Nimiteq, IHAisA

thapmakoHarnsigy, 3aTBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’SA
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi toCTULiT
Ykpainu 29 ciyHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
0XOPOHU 340POB'sA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU y NepiognyHoCTI
NoAaHHA PerynspHuX 3BiTiB 3 6e3neku.




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
5. | AEPTOLUUN cnpeii ons poToBoi CninbHe YkpaiHa CninbHe yKpaiHCbKO- YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/20649/01/01
NOPOXHWHKN 1,5 YKpaiHCbKO- icnaHcbKe NignpMeMCTBO MepiognyHiCTb NOAAHHS PerynsipHo peyenma
mr/mn, no 30 mny icnaHcbke "Cnepko YkpaiHa" OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
nonieTuaeHoBomy nignpvemMcTs NOBHWIA LMK BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
KOHTeliHepi 3 0 "Cnepko BMPOGHWLTBA, BUMYCK thapmakoHarnsgy, 3aTBepAxeHoro
KPULLIKOIO B YkpaiHa" cepii; KOHTPO/b AKOCTI Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
KOMM/IEKTI 3 Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
NPUCTPOEM ANs 3apeecTpoBaHoro B MiHicTepcTBi toCTuLii
po3nuaoBaHHA y YkpaiHu 29 ciuHs 2007 poky 3a Ne
nauuj 3 KapToHy 73/13340 (y pegaxuii Hakaly MiHicTepcTBa
OXOPOHY 3[,0p0B'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
6. | ENINPOB PO34NH A5 iH'EKLIN, TOB «b®K YkpaiHa K.T. Pomdpapm Komnari PymyHis peecTpaujif Ha 5 pokis 3a He UA/20650/01/01
15 mr/1,5mn,no 1,5 | «CAJTIOTAP C.P.J. MepiognyHicTb NOAAHHSA perynsipHo peyenmom nionsizae
M/1 B amnyni, no 3 IC» OHOB/IOBAHOrO 3BITY 3 6e3neKu,
abo no 5 amnyny BiANOBIAHO A0 MopsAaKy 34iCHEHHS
KOHTYPHIl dhapmakoHarnsgy, 3aTBepaXeHoro
YapyHKOBIM Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
ynakoBLi; no 1 Ykpaium Big 27 rpyaHsa 2006 poky Ne 898,
KOHTYPHIl 3apeecTpoBaHoro B MiHicTepcTBi tocTuujii
YapyHKOBIll yrnakoBLi Ykpainu 29 ciuHs 2007 poky 3a Ne
B KQPTOHHIN nayw,i 73/13340 (y pegakuii Hakaly MiHicTepcTBa
0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpoKkamu, 3a3Ha4yeHUMHY Y NepiognyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3NeKu.
7. | MYCKOMEQ PO34UH AN1s iH e, TOB YkpaiHa yopng MEANLUNH TypeyunHa peecTpauist Ha 5 pokis 3a He UA/16594/02/01
4 mr/2 Ma, no 2 MmN B "YOPNL INAY CAH. BE TIOX. MepiognyHICTb NOAAHHSA PErynsipHoO peyenmom nidnsieae
amnyni; no 6 amnyn MEAONLUNH" A.LL. OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
B KOHTYPHili BiANOBiAHO A0 MopsaKy 34iCHEHHS
YapyHKOBI hapmakoHarnsgy, 3aTBepaXeHoro
ynakosLi; no 1 Haka3oM MiHicTepcTBa OXOPOHM 3[,0POB’A
KOHTYPHIl Ykpaium Big 27 rpyaHsa 2006 poky Ne 898,
YapyHKOBIl yrnakoBL 3apeecTpoBaHoro B MiHicTepcTsi tocTuLii
B KapTOHHIi KopobLi Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
0XOPOHU 340POB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMU Y NepiogUYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
8. | OFIMECTAL TabneTku, BKPUTI CTALA HimeyunHa BUMNYCK cepii, KOHTPOS1b HimeuuunHa / peecTpauist Ha 5 pokis 3a He UA/20652/01/01
TPIO NNiBKOBOIO ApuHaAMITT cepi: Cepbisa MepiognyHiCTb NOAAHHA perynsipHo peyernmom nionsieae
060/10HKO0 1Mo 20 enb Al CTALA ApuHaimitTenb OHOB/IOBAHOrO 3BITY 3 6GE3NeKU,
mr/5 mr/12.5 mr, no Al', HimeuunHa BiANOBIAHO A0 MopsAaKy 34iCHEHHS
10 TabneTok y hapmakoHarnsgy, 3aTsepikeHoro
6nictepi; no 3 BMPOBHULITBO Haka3oM MiHicTepcTBa OXOPOHM 340P0B’st
6nictepu B Hepo3hacoBaHOro Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,

KapTOHHi Kopo6Lli

NpPOAYKTY, NepBuHHE Ta

3apeecTpoBaHoro B MiHicTepcTsi tocTuuii




Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
BTOPVHHE NakKyBaHHS, YkpaiHu 29 ciyHs 2007 poky 3a Ne
KOHTPO/Ib cepili: 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
"Xemodhapm" AL, OXOPOHY 34,0p0B's YKpaiHu Big 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMU Y NepioguYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3 6e3neku.
9. | OSIMECTA], TabneTku, BKpUTI CTALA HimeuunHa BWMNYCK Cepil, KOHTPO/Tb HimeuyunHa/ peecTpauisi Ha 5 pokis 3a He UA/20652/01/02
TPIO NNiBKOBOIO ApuHaiMiTT cepi: Cepbisn MepiognyHICTb NOAAHHA PerynsipHo peuenmom niossieae
060/10HKO0 MO0 40 enb Al CTALA ApuHaimitTenb OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
Mmr/10 mr/12.5 wr, no Al, HimeuunHa BiANOBIAHO A0 MopsAaKy 34iCHEHHS
10 TabneTok y thapmakoHarnsgy, 3aTBepAXeHoro
6nictepi; no 3 BMPOGHMLITBO Haka3oM MiHicTepcTBa OXOPOHY 340POB’S
6nictepu B Hepo3dacoBaHoro Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
KapTOHHIA KOpooLi NpoAayKTY, NEPBUHHE Ta 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
BTOPWHHE MakyBaHHA, YkpaiHu 29 ciyHs 2007 poky 3a Ne
KOHTPO/Ib Cepili: 73/13340 (y pegaxuii Hakasy MiHicTepcTBa
"Xemodhapm" AL, OXOPOHY 34,0p0B'A YKpaiHu Bifg 26 BepecHs
Cepbis 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguYHOCTI
noflaHHsA perynsipHuX 3BiTiB 3 6e3neku.
10. | TUKO3UA PO3YUNH A5 iH'EKLIN, TOB YkpaiHa yorPna MEAVLIMH TypeuunHa peecTpauif Ha 5 pokis 3a He UA/20653/01/01
4 Mr/2 Mnno 2 mn B "YOPN[, ITAY CAH. BE TIXK. MepiognyHICTb NOJAHHA perynspHo peyenmom niossieae
amnyni; no 6 amnyn MEAONLUNH" A.LL. OHOB/IOBAHOrO 3BITY 3 6e3neku,

Y KOHTYpHIlA
YapyHKOBIl
ynakosLi, no 1
KOHTYPHIl
YapyHKOBIl1 yrnakoBLi
B KapPTOHHIi Kopobui

BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3atBepiKeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’SA
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcCTBi toCTuLi
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegaxuii Hakazy MiHicTepcTsa
OXOPOHW 3[,0p0B'A YKPaiHW Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO 3i
CTpokamu, 3a3Ha4yeHUMU Y NepiognYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.

B.o. Haua/bLHUKA
dapManeBTUYHOr0 yIpaB/IiHHA

Onekcangp I'PINEHKO




ITEPEJIIK
INEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEJNYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB),
BHOCSATBHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKUNX 3ACOBIB YKPAIHA

Aopatok 2
[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po gepxaBHy
peecTpadito (nepepeecTpalito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyHMx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
MaTepianie»
Big 31 xoBTHA 2024 poky Ne 1828

AKI

Ne Hassa Popma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Homep
n/n NiKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsio4eHHs1
YMakoBKa)
1. | BPUMOHIANHY NOpPOLLIOK TOB YkpaiHa CANMES NABC IHAiA MepepeecTpaLlisi Ha HEOOMEXEHNI TEPMIH - He UA/17711/01/01
TAPTPAT (cybeTaHuin) y "®APMEKC NIMITEL nidnsieae
noABiHMX reyn"
nonieTuIeHoBmx
nakeTtax Ans
chapmaveBTUYHOT
0 3aCTOCyBaHHs
2. | TNAHAYM cnpei ans My6niyHe YkpaiHa My6niyHe YkpaiHa nepepeecTpauisi Ha HE0OOMeXeHW TepMiH 6e3 nionsizae UA/17869/01/01
poTtoBoi akuioHepHe akuioHepHe OHOB/IEHO iH(hopmaLito B IHCTPYKUIT Ans peuyenma
NOPOXHUHK, 1,5 TOBapUCTBO TOBapUCTBO MeJMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y
mr/mm; no 30 mny | "Ximdpapmsa "Ximchapm3zasog po3gaini "MobiuHi peaxuii" WoA0 BaXXIMBOCTI
chnakoHi 3i cnpeii BOA, "UepBoHa 3ipka" 3BiTyBaHHS NPo No6iYHI peakuii.
Hacocom Ta "UepBoHa
HacagKkoto 3ipka" Pestome nnaHy ynpasniHHA pusmkamn Bepcis 1.1
NoBOPOTHOLO; No 1 [oJa€eTbes.
hnakoHy y nauui MepioanyHICTb NOAaHHA PerynsipHo
OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPIKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YkpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuULji
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHM
30,0p0B's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
3. | AOKY3AT NOPOLLOK ToBapncTBO YKkpaina ToBapucTBO 3 Ykpaina/ nepepeecTpavisi Ha HeOBGMEXEHUIA TEPMIH - He UA/17962/01/01
HATPIKO 85% (cybeTaHuis) y 3 [,0aTKOBOK IHais nidsnsieae




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA BionycKy | yBaHHsA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
naketax [04aTKOBOK BiANOBIAA/ILHICTIO
noABiHMX i3 Bignosigasb "IHTEPXIM",
nAiBKM HiCTIO YkpaiHa
nosnieTnneHoBol "IHTEPXIM" (BMPOGHMLTBO
ans (npocitoBaHHs,
chapmavreBTUYHOr roMoreHisauis),
0 3aCTOCyBaHHSA nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BUMNYCK cepii);
BMPOGHMLITBO 3a
MOBHUM LVIK/TOM,
KpiM BUMYCKY
cepii: Jlaxauem
opraHikc MBeT.
Nta., IHais
4. | AONPOKIH Tabnetku no 10 TOB YkpaiHa YOPNA TypeuunHa nepepeecTpawis Ha HeobMeXeHnli TepMiH 6e3 nionsizae UA/17940/01/01
Mmr, no 10 «YOPN[ MEAVUWH INAY OHOB/IEHO iH(hopMaLito B IHCTPYKUIT Ans peyenma
Tabnetok y MEANLH>» CAH. BE TIQX. MeAUYHOro 3acToCyBaHHS NiKapCbKoro 3acoby y
6nictepi, no 2 abo A.LL. po3sginax: "®apmakosoriyHi BNactTueocTi",
no 3 6nictepu y "B3aemogia 3 iHWMMU NikapCbkMMK 3acobamu Ta
KapTOHHI KOpooLi iHWi BUAW B3aemogiii”, "OcobanBocCTi
3acTocyBaHHs", "34aTHiCTb BNMBATH Ha
LWBMUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN MexaHiamamun',
"Mo6iuHi peakwyji" BigNoBigHO Ao iHhopmaui
00 MELAMYHOrO 3aCTOCYBaHHS peddepeHTHOro
nikapcbkoro 3acoby (MoTuniym®, TabneTtku,
BKpPUTI NNiBKOBOIO 060/10HKO0, N0 10 Mr) a Takox
y po3gini "Mo6ivHi peaxuii” 040 BaXNNBOCTI
3BiTYBaHHS NPO NOGIYHI peakLii.
Pestome nnaHy ynpaBniHHA pu3nkamu Bepcis 2.0
[00a€ETbCA.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 3ajiicHeHHs dhapmakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
5. | METAKAPTUH PO34UH OpasibHUIA TOB Ykpaina yopna TypeyunHa nepepeecTpawis He HeobMeXeHuli TepMiH 6e3 niosisieae UA/18059/01/01
1r/10 mn; no 10 «YOPN[ MEAVLIVH 11AY OHOB/IEHO iHpopMaLLito B IHCTPYKUIT Ans peyenma




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA BionycKy | yBaHHsA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
MY hriakoHax; MEOVLUNH» CAH. BE TIIXK. MeIMYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby B
no 10 chnakoHis y AL po3gini "Mob6iuHi peaxuii" Wo[0 BaXINBOCTI
KapTOHHI/ Kopoo6Li 3BiTyBaHHS NPO NOGIYHI peakLii.
Pestome nnaHy ynpaBniHHA puaukamu Bepcis 1.1
[0Ja€ETbCA.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOrO HakasoM MiHicTepcTBa OXOPOHM
370pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHM
300pOoB's YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynsipHmx 3BiTiB 3 6e3neku
6. | METAKAPTVH PO34UH OpasibHUIA TOB Ykpaina yopna TypeyuunHa nepepeecTpawis He HeobMeXeHuli TepMiH 6e3 niosnsieae UA/18029/01/01
2 /10 mn; no 10 «YOPNJ MEOVLUWH INAY OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans peyenma
My hiakoHax; MEAVLUNH» CAH. BE TIQX. MeZJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby B
no 10 donakoHiB y A.LL. po3aini "Mo6iyHi peakuil™ WoA0 BaX/IUMBOCTI
KapTOHHI/ KopoobLi 3BiTYBaHHS NPO NOGIYHI peakLii.
Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.1
[00a€ETbCA.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHuX 3BiTiB 3 6e3neKu.
7. | MOP®IHY KpucTaniyHmi ToBapucTBO Ykpaina AJNTKANIBEP IcnaHis nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/18185/01/01
rigpoxnoruj NOPOLLOK, ronyacTi 3 C.AY. nionsieae
ab60 Ky6iuHi 06MEXEHO
KpucTtanm BignoBsiganb
(cybeTaHuis) y HiCTIO
noABiNHNX "XapkiBcbke
nosieTUIEHoBMX hapmaueBT
nakeTtax gns nyHe
hapmaLeBTUUHOT nignpuemMcTs
0 3acToCyBaHHA 0 "3p40poB'Aa

Hapogy"
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA BionycKy | yBaHHsA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
8. | MAPALEETAMO/ KpucTanivyHmi TOB "HOpis- YKkpaina AHuo Jly'aH Kutai MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH - He UA/18197/01/01
MOPOLLIOK dapm” dapmacbioTikan nionsizae
(cybeTaHuis) y Ko., N4
nonieTuIeHoBMX
nakeTtax gns
chapmaveBTUYHOr
0 3aCcTOCyBaHHS
9. | CONIPEHAUWH- | TabneTku, BKPUTI AT Ykpaina CaHeka Cnosaubka nepepeecTpawis Ha HeobMeXeHnli TepMiH 3a He UA/17953/01/01
DPAPMAK NNiBKOBOO "®Papmak” dapmacbloTikan3 Pecny6nika OHOB/IEHO iH(hopMaLLito B IHCTPYKUIT Ans peyenmo | nidnsz2ae
060/10HKOI0, M0 5 AT MeJMYHOro 3aCTOCYBaHHA NikapcbKoro 3acoby B M
Mmr; no 10 po3ginax "Cknaa" (pepakuiiHa npaska),
Tabnetok y "Mo6ivHi peakui™ BignNoBigHO A0 iHhopmaLi 3
6nictepi; no 3 abo 6e3nekn nikapcbkoro 3acoby, sika 3a3HayeHa B
no 10 6nictepis B Martepianax peecTpauiiiHoro AOoCbE.
KapTOHHIA KopooLi
Peslome nnaHy ynpas/iHHA pu3vkamu Bepcis 2
[0Ja€eTbCA.
MepioguyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOIO 3BiTY 3 6e3nekw, BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapmakoHarnaay,
3aTBEPAKEHOIO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCTULji
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B'A YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHS
perynsipHuX 3BiTiB 3 6e3neKu.
10. | CONMI®PEHAUUH- | Tabnetku, BKpUTI AT Ykpaina CaHeka CnoBaubka nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/17953/01/02
DPAPMAK NNiBKOBOIO "dapmak” dapmacbloTikani3 Pecny6nika OHOB/IEHO iHGhopMmaL,ito B IHCTPYKUIT Ans peuyenmo | nidns2ae
060n0Hkoto, no 10 AT MeZMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby B M

Mmr; no 10
Tabnetok y
6nictepi; no 3 abo
no 10 6nictepis B
KapTOHHI KOpooLi

posginax "Cknag" (pefakuiiHa npaska),
"Mo6ivHI peakui™ BigNoBigHO A0 iHchopmali 3
6e3neku nikapcbkoro 3acoby, sika 3a3HaveHa B
Martepianax peecTpauiinHoro A0oCbE.

Pestome nnaHy ynpas/iiHHA pu3nkamu Bepcist 2
[00a€ETLCA.

MepiognyHICTb NOAAHHA PerynsipHo
OHOBJ/IHOBAHOIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3/10p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuLi
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
340poB's YKpaiHu Big 26 BepecHst 2016 poky Ne
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA BionycKy | yBaHHsA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
yrnakoskKa)
996), CTaHOBUTbL: 3rigHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHSA
perynisipHuX 3BiTiB 3 6e3MeKu.
11. | TPAHEKCAMOB NopOLLOK My6niuHe Ykpaina Awi NalicpcaiieHs IHais MepepeecTpaLis Ha HEOOMEXEHWIA TEPMIH - He UA/17845/01/01
A KUCNOTA (cybeTaHuis) y aKuioHepHe Met. N14. nionsi2ae
noABiNHNX TOBapUCTBO
nosieTuIeHoBMX "HaykoBo-
naketax gns BMPOGHNYNIA
chapmaveBTUYHOT LeHTp
0 3aCTOCyBaHHA "bopLuariscb
Knii XiMiko-
thapmaueBT
NYHUIA
3asof”

B.o. Haua/IbLHUKAa
dapmalreBTUYHOIr0 YNpaB/IiHHSA

Onekcanap I'PINEHKO
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Hoparok 3

[0 Hakaly MiHicTepcTBa OXOpPOHU
300poB’A YKpaiHu «po gepxaBHy
peecTpadito (nepepeecTpalito)
JNiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriyHMx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpayiiiHnx
MaTepianie»

Big 31 xoBTHA 2024 poky Ne 1828

IIEPEJIIK

JIIKAPCBKUX 3ACOBIB (MEJJUUYHUX IMYHOBIOJIOI'TYHUX ITPEIIAPATIB), IIIO/10 AKX BYJI1 BHECEHI
3MIHHU /IO PEECTPAIIIMHNX MATEPIAJIIB, IKI BHOCSATBHCS /10 TEPJKABHOI' O PEECTPY JIIKAPCHBKHNX
3ACOBIB YKPATHA

Ne Hasga Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknam Homep
n/n JliKapCcbKO20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
1. | ASUTPOMIUUH | TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0137/02/01
-AAPHULA 060/10HKO10, N0 500 "papmaueBT "®apmMaueBTNYHa TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
Mmr; no 3 TabneTkn y n4yHa gipma thipma "OapHuus" cepTudpikaT BignoBigHOCTI EBponeiickkiii
KOHTYPHIi "fapHnus” thapmakonei/moHorpadii. 3mMiHu, noB'A3aHi 3
YapyHKOBIl HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
ynakosLi; no 1 MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
KOHTYPHIi iHLIOT HauioHanbHOI dhapmakonei aepxasu E€C (iHLWi
YapyHKOBIli ynakoBLj 3MiHM) BHeCeHHs 3MiH A0 cneumdikauii Ta MeToAiB
B maui KOHTPOJIH0 AKOCTi fLONOMIKHOI peqoBuHU Tanbk ans
npuBeaeHHs Yy BiANOBIAHICTb A0 BMMOT i pekomMeHaawii
Aitounx pefakuii MoHorpadii E® «Talc» Ta APY.
2. | ANNErPA® 120 | TabneTkun, BKPUTI TOB YkpaiHa CaHodpi BiHTpon ®paHuisa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 nionsizae UA/8500/01/01
Mr 060/10HKOI0, M0 120 "Onenna IHgacTpia My - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHYBaHHs peuyenma
mr; Ne 10, Ne 20 Xerckea Ta/abo agpecy MicLsi NPOBaMPKEHHS AiSNbHOCTI
(10x2): no 10 YkpaiHa"

TabneTtok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI KOpooLyi

BMPOGHMKa/iMnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IIOYAK0UM AiIbHULi BUMYCKY cepii abo Micue
NPOBeEeHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiAnoBigae BUPOGHMK/IMNOPTEP, BKIOYAKOUN BUMYCK
cepii) - 3vMiHa HaliMeHyBaHHS Ta agpecu y 3B'A3Ky i3
npvBeAeHHAM pPeecTpaLiiHiX AOKYMEHTIB Y
BiANoBIAHICTL A0 cepTucpikaty GMP.
3MiHV BHECEHO B IHCTPYKL,iIO A5 MeAUYHOro
3aCTOCYBaHHS NikapcbKoro 3acoby y posainu
«BrpobHMK» Ta «MicLe3HaxoKeHHA BUPOOHUKa Ta
agpeca MicLs MpoBaKEHHS MOro AjisisIbHOCTI» 3
BiAMNOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBefeHHA 3MiH NPOTAroM 6-Tn
MicsILiB Micna 3aTBepAKEHHS. 3MiHK | Tuny - 3MiHK
Loa0 6e3nekn/edpeKTMBHOCTI Ta dpapmakoHarnsay
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

(iHLWi 3MiHW) 3MiHM BHECEHO A0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM MikapcbKoro 3acoby B M. 4.
«AATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», .
6. «IHWE>» Ta 40 TEKCTY MapKyBaHHA BTOPVHHOT
ynakosku B M. 8. «AATA 3AKIHHEHHA TEPMIHY
MPUOATHOCTI», n. 17. «IHWE>». BBefeHHs1 3MiH
NpoTSArom 6-Tv MicsLiB Nicisi 3aTBEPAKEHHS.

ANNErPA® 180
Mr

TabneTku, BKPUTI
06010HKOt0, N0 180
mr; Ne 10, Ne 20
(10x2): no 10
TabneTtok y 6nictepi;
no 1 a6o no 2
6nictepu B
KapTOHHI Kopobui

TOB
"Onenna
Xenckea
YkpaiHa"

YkpaiHa

CaHodpi BinTpon
IHpacTpia

PpaHuin

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IKOYAK0UM AiNbHULI BUNYCKy cepii abo micue
NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a Ky
BignoBigae BUPOGHMK/iIMNOpTEp, BKIKOYAOUM BUMYCK
cepiit) -
3MiHa HaliMeHyBaHHS Ta afijpecu y 3B's3Ky i3
npvBeAeHHAM peecTpaLiiHiX AOKYMEHTIB Y
BiANoBIAHICTL A0 cepTuddikaty GMP.
3MiHU BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby y posainu
«Brpo6HMK» Ta «MicLe3HaxoKeHHs BUPOOHUKa Ta
afpeca MicLs NPOBaKEHHS NOro Ais/IbHOCTI» 3
BiAMNOBIAHMMU 3MiHAMU Y TEKCTI MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby. BeBeAeHHs1 3MiH NPOTAroM 6-Tu
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | TUny - 3MiHK
woao 6e3sneku/edpekTMBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHW) 3MiHVM BHECEHO [0 TEKCTY MapKyBaHHS
NepBUHHOT YNakoBKM MikapcbKoro 3acoby B M. 4.
«[ATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», n.
6. «IHWE>» Ta A0 TEKCTY MapKyBaHHA BTOPUHHOT
ynakoBku B . 8. «4ATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 17. «IHWE». BBefeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS.

6e3
peuyenma

nionsieae

UA/8500/01/02

AnonyTton

PO34UH A1 iH'EKLLIN;
no 1 mMn B CKNAHUX
amnynax; no 5
amnys y KOHTYPHIi
ynakosLi; no 2
KOHTYPHI ynakoBku y
KapTOHHI Kopo6Lyj;
no 1 Mn B CKNAHUX
amnynax; no 5
amnys y KOHTYPHIi
ynakoBLi 3
donbroto; no 2
KOHTYPHi YNakoBKu y
KapTOHHIlA KOopooLi

"BioTexHoc"
AT

PyMmyHis

BignoBiganbHMi
3a BTOPUHHE
nakyBaHHs Ta
BUNYCK cepil:

«BbioTexHoc» AT,

PymyHis

BiANOBIgaIbHUIA
3a BUPOGHMLTBO
Hepo3dacoBaHOT
nNpoAyKLUiT,
nepBuHHE Ta
BTOPWHHE
naKyBaHHs:
KO «3eHTiBa»
A.T., PymyHis

PymyHis

BHECEHHS 3MiH IO peecTpaLjiiiHuX MmaTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn).

He3HauHi 3MiH1 y TeKCTi MapKyBaHHs NepBuHHOI (N.6)
Ta BTOPWHHOT (N. 17) ynakoBKKM iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepKeHHA. 3MiHU | TUNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapCcbKoro 3acoby, BKYaoun LinbHULI
BMNYyCKy cepii abo MicL,e NpoBeAEHHS KOHTPOSIO
AKOCTI. (AISNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEp, BK/IKOYAKOUM BUMYCK Cepild) -
3miHa agpecu BupobHuka 13 BignosigansHoro 3a
BTOPUHHE NakyBaHHA Ta BUNycK cepii, 6e3 3miHu
(haKTUYHOTO MiCLe3HaXOKEHHS BUPOOHULTBA. 3MiHU
BHECeHi y po3gin "Micue3HaxomKeHHs BUpobHUKa Ta

3a
peyenmom

He
nionsieae

UA/6889/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

agpeca MicLs NPoBaKEHHS 0o Ais/IbHOCTI" B
IHCTPYKLiO 415 MeANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
3ac06y, K HacnifokK - BigNOBIAHI 3MIHN Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbKoro 3acooy.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

AMAHTWH

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, Mo 100
mr; no 10 Tabnetok
y 6nictepi; no 3 abo
no 6 6nicTtepis B
KapTOHHI navu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOBGHMLTBI (iHLUI 3MiHW) - BHECEHHS 3MiH A0
peecTpauiiHoro Aochbe, a came 3MiHa nepiognyHOCTI
PYTVHHOTO KOHTPOJTH0 NOKA3HWKIB 415 TPaHyNsaTy
KanibpoBaHOro Ta macu Ans TabnetyBaHHs.
3arBepaKeHo:

PYTUHHUIA KOHTPOb NOKA3HWKIB ANSA rPaHynATy
KanibpoBaHOro Ta Mmacu Ans TabnetyBaHHs:
rpaHy/IoOMeTPUYHWIA CKNag, TeKyYiCTb, HacUMHa
rycTvHa, 34aTHICTb A0 YCaaKu, rycTHa nicns ycaaku
Ha KOXHOI cepii. 3anponoHoBaHO: PYTVHHWIA KOHTPO/Tb
NOoKa3HWUKIB 4718 rpaHynaTy KasibpoBaHoro Ta macm
ONA TabneTyBaHHA: rpaHyIoOMeTpUYHNI cknag,
TEKyu4iCTb, HaCUNHa rycTuHa, 34aTHICTb 40 YCaaku,
ryCTUHa MiC/1A ycaaKu B PEXMUMI MOHITOPUHTY He
pigLe, HiX Ha KOXHIl 10-i cepii. 3MiHK | TUNY - 3MiHK
3 AKocTi. FO0TOBWI Nikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI (iHLWi 3MiHW) - BHECEHHS 3MiH A0
peecTpauiiHoro fJocbe, a came 3MiHa NpoBeAeHHs
KOHTPO/II0 NOKA3HWKIB B PYTUHI Ta Ha Banigauii ans
TabneTok-aaep. NpoBeaeHHs KOHTPOIO NMOKa3HUKIB B
PYTWHI. MpoBeAeHHA KOHTPOJIH0 MOKa3HUKIB Ha
Banigavi.

3a
peyenmom

UA/6991/01/01

AMIHOCO/N®
HEO 10%

pO34uH ANs iHQY3ild;
no 500 mny
nAsLLKax

"Xemohapm

AL

Pecny6nika
Cepbis

KOHTPO/b AKOCTI,
BUNYCK cepil:
"Xemodpapm" ALl
Pecny6nika
Cepbis;
BVPOGHMLTBO
Hepo3dacoBaHO|
nNpoAyKLUiT,
nepBuHHa Ta
BTOPWUHHA
ynakoBka,
KOHTPONb AKOCTI:
XeMOMOHT 4.0.0.,
YopHoropis

Pecny6nika
Cepbis/
YopHoropis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponelichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BWYYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/npoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Ke 3aTBEep)KEHOro BUPOOHWMKa, NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponechkili
hapmakonei Ne R1-CEP 1998-109-Rev 05
(3aTBepmkeHo: R1-CEP 1998-109-Rev 04) gnia Ad|
ApriHiHy Big, 3aTBEpAXEHOro BMpo6Hmka KYOWA
HAKKO BIO CO., LTD., Japan. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikaTt BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MmoHorpadii.
[MogaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa

3a
peyenmom

UA/4102/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiaNoBiAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif] y)Xe 3aTBEPKEHOr0 BUPOGHMKA, NOAaHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
hapmakonei Ne R1-CEP 1999-027-Rev 04
(3aTBepmxeHo: R1-CEP 1999-027-Rev 03) gns Adl
FicTnanHy Bif 3aTBEpAKEHOro BUpobHuKa KYOWA
HAKKO BIO CO., LTD., Japan. 3miHu | Tuny - 3miHu 3
akocTi. CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)Xe 3aTBEPKEHOr0 BUPOGHMKA, NOAaHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
tapmakonei Ne R1-CEP 1999-136-Rev 08
(3atBepmxeHo: R1-CEP 1999-136-Rev 07) gns Adl
MeTioHiH Big, 3aTBepaKeHoro BupobHuka SEKISUI
MEDICAL CO,, LTD., Japan

AMIHOCON®
HEO 15%

pO34uH N8 iHQy3ild;
no 500 mny
nAsLLKax

"Xemodhapm
"AL

Pecny6nika
Cepbis

BVPOGHMLTBO
Hepo3dacoBaHOl
npoayKuji,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTPO/b SIKOCTI:
XeMOMOHT A.0.0.,
YopHoropis;
KOHTPO/b SIKOCTI,
BUNYCK cepil:
"Xemodpapm" ALl
Pecny6nika
Cepbis

YopHoropisi/
Pecny6nika
Cepbis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl y)X€ 3aTBEPAKEHOTO BUPOGHMKA, NOAaHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchkil
dhapmakonei Ne R1-CEP 1998-109-Rev 05
(3aTBepmKeHo: R1-CEP 1998-109-Rev 04) gnia AdI
ApriHiHy Big, 3aTBEpAXeHoro BnpobHmka KYOWA
HAKKO BIO CO., LTD., Japan. 3MmiHu | Tuny - 3miHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUNyYeHHS cepTudikara
BiAnoBigHOCTI EBponelickkin hapmakonei: ans Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/npoMixxHOro

3a
peyenmom

UA/4102/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)Xe 3aTBEPMKEHOr0 BUPOBHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
hapmakonei Ne R1-CEP 1999-027-Rev 04
(3atBepmxeHo: R1-CEP 1999-027-Rev 03) gns Adl
FicTnanHy Bif 3aTBEpaKeHOro BUpobHuKa KYOWA
HAKKO BIO CO., LTD., Japan. 3miHu | Tuny - 3miHn 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiAnoBiaHOCTI EBponelickbkilt hapmakonei: ans Adl;
A5 BUXIAHOrO mMaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHNLTBI ADI;
0151 ONOMIXHOI pevoBuHY (cepTudikat BiANoBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
apmakonei Ne R1-CEP 1999-136-Rev 08
(3atBepmxeHo: R1-CEP 1999-136-Rev 07) gns Adl
MeTioHiH Big, 3aTBepaKeHoro BupobHuka SEKISUI
MEDICAL CO,, LTD., Japan.

AHAPOXE/b

renb Ans
30BHILLHLOrO
3acTocyBaHHs, 16,2
Mmr/lrno 88rrenty
nakoHi 3
[03y04nm
NPUCTPOEM, Mo 1
donakoHy y
KapTOHHI Kopobui

BeseH
Xenckea CA

Benbris

BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
BeseH
MeHbloghekuypiHr
Benpxiym,
Benebris;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
Na6opatopii
BeseH
IHTEpHeLUHN,
®paHuis;
BMNPOOYBaHHSA
KOHTPO/IIO AKOCTI
(mikpobionoriuHwmi
KOHTPO/b):
Kyani KoHTpon,
PpaHLin

Benbrisi/
PpaHuin

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Cuctema KOHTeHep/3aKynopoBasibHWiA 3aci6. 3MiHa
noctayasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNEKTYUMX (SKLWO 3a3Ha4YeHO B JOCLE)
(BWNYyYEHHS1 NocTavasibHUKa) BunyyeHHsi KOHKPETHOro
iaeHTudikauiiHoro Homepa matepiany Ta
noctavanbHuka ansa thnakoHa. 3MiHa He YMHUTL
HeCnpuAT/IMBOrO BN/IMBY Ha SKICTb, 6€3MeYHicTb Ta
echbekTnBHICTb /13. 3MiHK | TUNY - 3MiHK 3 AKOCTI.
loToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNaKkoBKW rOTOBOrO /iKapCbKOro 3acoby
(3BYXKEHHS1 JOMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii) 3ByXeHHs Mex cnevudikauii ans
nepBuHHOT ynakoBku M13. 3MiHa He YHWUTL
HeCnpUAT/IMBOTO BN/IMBY Ha SKICTb, 6€3MeYHicTb Ta
edhekTMBHICTb J13.

3a
peyenmom

UA/5301/01/02

APANET

TabneTtku, BKPUTI
NAiBKOBOIO
060n0Hkoto, no 2,5
Mmr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepn y nauui 3
KapToHY

3eHTiBa, K.C.

Yecbka
Pecny6nika

leHechapm CA

Ipeuis

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONs MeANYHOro 3acTocyBaHHS
reHepuyYHNX/ribpuaHNx/6ionoibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHM Ha

3a
peyenmom

He
nionsieae

UA/13659/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
pedepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XXOLHMX HOBMX A0AATKOBUX AaHKX). SMiHM BHECEHO A0
IHCTPYKUiT 4N MEeANYHOro 3aCTOCYyBaHHSA NiKapCbKoro
3acoby Ao po3ginis "®apmakonoriyHi BnactmeocTi”,
"B3aemogis 3 iHWMMKM NiKapcbkumu 3acobamu Ta iHLi
BMAM B3aemogjit”, "Ocob6/MBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHs y nepioj BariTHOCTi abo rofyBaHHs
rpyaaro”, "Mob6ivHi peakuyii" BignosigHO A0
pedyepeHTHOro flikapcbkoro 3acoby ®emapa 2,5 mr,
TabneTku, BKpUTI NNIBKOBOK 060/10HKOI. BBEAEHHS
3MiH NPOTAroM 6-TW MiICALIB Nicaa 3aTBePAKEHHS
10. | APTETT cnpew HaLKipHWUA, [Jenbta LLiseiuapis ®apbin Bantpon HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 UA/12446/01/01
CNPEN po3unH 4 %; no 12,5 Megiken M6X Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenma
rabo 25ry cnakoHi | MpomoyLUH3 cepTudikaT BignoBigHOCTI EBponeiickkiii
3 103yHUMM Al hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
NPUCTPOEM Ta OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
3aXUCHUM BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
KoBnaykom; no 1 thapmakonei: gna A®l; ans BUxigHOro
chnakoHy y mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
KapTOHHIlA KOpooLi BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif} y)X€ 3aTBEPKEHOrO BUPOGHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €Bponenchkili
hapmakonei Ne R1-CEP 1997-066-Rev 04
(3aTBepmxeHo: R1-CEP 1997-066-Rev 03) ansa aitoyoi
peyoBuHM AnKnoteHaky HaTpito Bif BXe
3aTBepmxeHoro BupobHuka Amoli Organics Private
Limited, IHais.
11. | ATEPAA Tabnetku no 40 dapmaueBT MonbLa dapmaueBTUYHNI MonbLua BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/19120/01/02
mr/10 mr, no 14 MNYHWIA 3aBO[, 3aBof, TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
Tabnetok y 6nictepi, | “Monbcthapm “Monbthapma” C. cepTudpikaT BignoBigHOCTI EBponelickkiii
no 2 6nictepu B a’'C. A A. hapmakonei/moHorpadii. NMogaHHs HoBoOro abo

KapTOHHIA KopoobLi

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWU/TyYEHHs1 cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bif} y)X€ 3aTBEPAKEHOTO BUPOGHMKA, NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchbkili
hapmakonei Ne R1-CEP 2002-072 - Rev 09
(3aTBepmxeHo: CEP 2002-072 - Rev 08) ans gjto4oi
PeyvoBMHN aMIo0AnNIHY Bif 3aTBEPAKEHOTO BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.
3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudpikat BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHu cepTudpikaT
Bif] y)Xe 3aTBEPKEHOr0 BUPOGHMKA, NOAaHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI €EBponeichkili
dapmakonei Ne CEP 2002-072 - Rev 10 gns gjroyoi
PeyvoBMHN amI0AMNIHY Bifl 3aTBEPLKEHOr0 BUPOOHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.

12.

ATEPA A

Tabnetkun no 80 mr/5
Mr, no 14 tabnetok
y 6nicTepi, no 2
6nictepy B
KapTOHHIA Kopoo6Li

PapmaueBT

MNYHWIA 3aBOf,

“Monbapm
a"C. A

Monbwa

dapmauleBTUYHNI

3aBof,
“Monbhapma’ C.
A

MonbLwa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif} y)X€ 3aTBEPKEHOrO BUPOGHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €Bponenchkili
thapmakonei Ne R1-CEP 2002-072 - Rev 09
(3aTBepmxeHo: CEP 2002-072 - Rev 08) ans gjto4oi
PeYoBMHN aMIoAnNiHY Bif 3aTBEPAKEHOTO BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHMIA cepTudikat
Bifl Y)Ke 3aTBEPL)KEHOro BUPOOHNMKA, NOAAHHS
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponenchkil
thapmakonei Ne CEP 2002-072 - Rev 10 ans gjto4oi
PEeYoBMHN aMIoAnNiIHY Bif 3aTBEPAKEHOTO BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.

3a
peyermom

UA/19120/01/03

13.

ATEPA A

Tabnetku no 80
mr/10 mr, no 14
Tabnetok y 6nictepi,
no 2 6nictepu B
KapTOHHI KopoobLi

®PapmaueBT

NYHUIA 3aBOS,

“Monbhapm
a"C. A

MonbLa

dapmauleBTUYHNI

3aBof,
“Monbapma” C.
A.

MonbLwa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeNichKiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
hapmakonei: ans APl; ans BUXiAHOTO

3a
peyenmom

UA/19120/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBeHWIA cepTudikat
Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
thapmakonei Ne R1-CEP 2002-072 - Rev 09
(3aTBepmxeHo: CEP 2002-072 - Rev 08) ans gjto4oi
peyoBMHN aMIoAuNiHY Bif 3aTBEPA)KEHOTO BUPOOHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.
3MiHW | TUnY - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHWMKa, NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchbkil
thapmakonei Ne CEP 2002-072 - Rev 10 ans gjto4oi
peyoBMHN aMIoAuNIHY Bif 3aTBEPA)KEHOTO BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.

14.

ATEPA A

Tabnetku no 40 mr/5
Mr, no 14 tabnetok
y 6nicTepi, no 2
6nictepu B
KapTOHHI Kopobui

®PapmaueBT

NYHWIA 3aBOS,

“Monbhapm
a"C. A

MonbLua

dapmaLeBTUYHNI

3aBog
“Monbhapma” C.
A.

MonbLa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif} y)Xe 3aTBEPAKEHOr0 BUPOBHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2002-072 - Rev 09
(3aTtBepaxeHo: CEP 2002-072 - Rev 08) ans gitouoi
PeyvoBMHN amoAWNIHY Bif 3aTBEPLKEHOr0 BUPOGHUKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.
3miHu | TUNY - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTuddikarta BigNoBiAHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPO6HMUTBI API; Ans

3a
peyenmom

UA/19120/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBEep)KEHOro BUPOOHWMKa, NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponenchkil
thapmakonei Ne CEP 2002-072 - Rev 10 ans gjto4oi
peyoBMHN aMIoAuNIHY Bif 3aTBEPA)KEHOTO BUPOGHMKA
GLOCHEM INDUSTRIES PRIVATE LIMITED, India.

15.

ADDUOA
EKCMNPEC

Kancynu m'ski no
200 wmr, no 10
Kancyn m'akmx y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA Kopoo6Li

Oenbta
Megiken
MpomMoyLUH3
Al

LLiBeiiapis

xenTek MNpaiiBeT
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKLT
ANA MeAnYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 focnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKkapCbKoro
3aco6y B nicnapeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLii 3 6e3neku
aito4oi pevosuHy (ibynpodpeHy) 3rigHo 3
pekomeHpauisamu PRAC. TepmiH BBeEHHS 3MiH
NpOTAroM 6 MicsiLiB MicNs 3aTBEPIKEHHS.

6e3
peuyenma

nionsieae

UA/18381/01/01

16.

BETAK

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 10
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepn y
KapTOHHI KopoobLi

Megokemi
nTa

Kinp

Mepokemi NTA
(UeHTpanbHuii
3aBop)

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iMCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsgy B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemum chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0Cco6u 3asBHMKA, BifNOBIAaIbHOT 3a hapmakoHarnsg, B
YKpaiHi.

[itoua pepakuisn: Menex liogmmnna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapalieHko Hatanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHWUX KOHTaKTHOI
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.

3a
peyerimom

UA/7563/01/02

17.

BETAK

TabneTkun, BKPUTI
NAiBKOBOIO
060/10HKOH0, M0 20
Mmr, no 10 TabneTok

Mepokemi
nTa

Kinp

Mepokemi 1T
(LleHTpanbHuit
3aBop)

Kinp

BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHa abo 3miHn o
y3araslbHeHVX AaHnx Npo cuctemy papmakoHarnsgy

3a
peyenmom

UA/7563/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

y 6nicTepi; no 3
6nictepu y
KapTOHHiA KOpO6Li

(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
thapMakoHarnsgy, amMiHa ynoBHOBaXeHO! ocobu,
BiJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnaay;

KOHTaKTHOI 0cobu 3 thapmakoHarnAgy 3asBHuKa gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif, YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkivatum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3MiHa KOHTaKTHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.

[Oitova pepakuin: Menex liogmmnna OnekcaHapiBHa.
lMponoHoBaHa pepakuisi: MapaueHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YKpaiHi.

18.

BINIACTUH-
TEBA

Tabnetku no 20 mr
no 10 TabneTtok y
6nicTepi; no 1 a6o 3
6nictepu B
KapTOHHI Kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BUPOGHMLTBO
Hepo3dgacoBaHol
NpOoAyKLUii,
nepsuHHa Ta
BTOPWHHA
ynakoska: AET
NabopaTopi3
MpaiseT /74,,
IHais;
BMPOBHULTBO 3a
NOBHUM LKOM:
CaHeka
PapmacboTrKan3
AT, CnoBaLbka
Pecny6nika

IHais/
Cnosaubka
Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK 3 akocTi. A®l. BupobHuuTBO. 3MmiHa
po3mipy cepii (Bktoyaroun gianasonu) A®l abo
NPOMDKHOIO NPOAYKTY, KW 3aCTOCOBYETLCA Y NPOLIECI
BMpo6HMLUTBa AP (36inbLIEHHS [0 10 pasiB NOPIBHAHO
i3 3aTBEpAKEHVM PO3MIPOM) 36iMbLUEHHS 06’eMy
BMPOBGHMLUTBA NPOMDKHOrO NpoaykTy BSN-01 i
OHOBJ/IEHHS MacTep-thaiina Ha Ad| 3 Bepcii 2.5 go
Bepcii 2.6. 3aTBepakeHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BSN-01 Input: 200.0 kg Output range:
210.0+/- 10.0 kg
3anponoHoBaHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BSN-01 Input: 575.0 + 15.0 kg
Output range: 620.0+/- 10.0 kg. 3MiHu | TNy - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa po3mipy cepil
(Bkntovaroun gianaszonn) A®l abo NpomiXHOTo
NPOAYKTY, KN4 3aCTOCOBYETLCS Y NPOLLECI
BMpo6HMLUTBa AP (36inbwIEHHS [0 10 pasiB NOPIBHAHO
i3 3aTBEpAKEHVM PO3MIPOM) 36iMbLUEHHS 06’eMy
BMPOBGHMLUTBA NPOMDKHOrO NpoaykTy BSN-02 i
OHOB/IEHHS MacTep-thaiina Ha Ad| 3 Bepcii 2.5 go
Bepcii 2.6
3arBepmxeHo: 3.2.S.2.2. Description of Manufacturing
Process and Process Controls Intermediate: BSN-02
Input: 200.0 kg Output range: 175.0+/- 7.0 kg
3anponoHoBaHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BSN-02
Input: 620.0 + 10.0 kg Output range: 550.0+/- 10.0 kg.
3MiHn | TURYy - 3MiHK 3 akocTi. A®l. BupobHuuTBO.
3MiHa po3mipy cepii (Bktoyatoum gianasoHu) A®l abo
NMPOMIDXHOIO NPOAYKTY, KW 3aCTOCOBYETLCA Y NPOLIECi

3a
peyenmom

UA/20366/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BMpOo6HMLTBa AP (36inbweHHs A0 10 pasiB NOpiBHAHO
i3 3aTBEpAKEHUM PO3MIPOM) 36iNbLUEHHS 06’eMY
BMPOGHMLITBA NMPOMIXXHOrO NpoAykTy BSN-03 i
OHOBJ/IEHHSI MacTep-thaiina Ha Ad| 3 Bepcii 2.5 go
Bepcii 2.6 3aTBepaxeHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BSN-03
Input: 175.0 kg Output range: 136.0+/- 10.0 kg.
3anponoHosaHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BSN-03 Input: 550.0 + 15.0 kg Output
range: 430.0+/- 10.0 kg. 3MiHu | TURNY - 3MiHK 3 SKOCTI.
A®I. BupobHuyTBO. 3MiHa po3mipy cepii (Bktoyaroum
nianasoHn) A®l abo NPoOMiXKHOro NPOAYKTY, AKWiA
3aCTOCOBYETLCA y NpoOLieCi BUPO6HMLTBA AD|
(36inbLUeHHs Ao 10 pasiB NOPIBHSHO i3 3aTBEPKEHNM
po3mipom) 36iMbLUEHHS 06'eMy BUPOOHULTBA
npomixHoro npoaykTy BLB-02 i oHoBneHHsA macTep-
thaiina Ha A®I 3 Bepcii 2.5 go Bepcii 2.6.
3artBepmkeHo: 3.2.S.2.2. Description of Manufacturing
Process and Process Controls
Intermediate: BLB-02 Input: 375.0 kg Output range:
510.0+/- 15.0 kg. 3anponoHoBaHo: 3.2.S.2.2.
Description of Manufacturing Process and Process
Controls Intermediate: BLB-02 Input: 475.0 + 15.0 kg
Output range: 650.0+/- 15.0 kg. 3MiHu | TNy - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa po3mipy cepil
(Brtovaroun gianaszonn) A®l abo NpomikKHOTO
NPOAYKTY, KN4 3aCTOCOBYETLCA Y NPOLLECI
BMpo6HUMLTBa AP (36inbLIEHHS [0 10 pasis NOPiBHAHO
i3 3aTBEpAKEHVM PO3MIPOM) 36ibLUEHHS 06’eMy
BMPOOHULITBA NPOMIXHOro NpoaykTy BLB-03 i
OHOB/IEHHA MacTep-ghaiina Ha A®| 3 Bepcii 2.5 go
Bepcii 2.6. 3aTBepgkeHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BLB-03 Input: 500.0 kg Output range:
560.0+/- 25.0 kg. 3anponoHoBaHo: 3.2.5.2.2.
Description of Manufacturing Process and Process
Controls Intermediate: BLB-03 Input: 650.0 + 20.0 kg
Output range: 750.0+/- 25.0 kg 3miHu | Tvny - 3miHn 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa po3mipy cepil
(Brntovaroun gianaszonn) A®l abo NpoMiKHOTo
NPOAYKTY, KNI 3aCTOCOBYETLCA Y NPOLLECI
BMpOGHMLTBA ADI (36inbLIeHHS A0 10 pasiB NOpiBHAHO
i3 3aTBEPKEHUM PO3MIPOM) 36i/bLUEHHS 06’eMY
BMPO6GHULITBA MPOMIXXHOIO NpoaykTy BLB-04 i
OHOBJIEHHSI MacTep-thaiina Ha AdI| 3 Bepcii 2.5 go
Bepcii 2.6. 3aTBepgxeHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls

Intermediate: BLB-04 Input: 400.0 kg Output range:
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
265.0+/- 25.0 kg
3anponoHoBaHo: 3.2.S.2.2. Description of
Manufacturing Process and Process Controls
Intermediate: BLB-04 Input: 750.0 + 20.0 kg
Output range: 500.0+/- 25.0 kg
19. | BIOBEH PO34nH ANs iHQY3ii TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/14526/01/02
10 %; no 10 mn, 25 "BIO®PAPMA MNA3MA", TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3acib. peyenmom
M, 50 mn a6o 100 MNA3MA" YkpaiHa KOHTpO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
My chnakoHi; no 1 (B1pOGHMLTBO, MeToAax BUNPo6yBaHHSA roTOBOrO JliKapcbKoro 3acoby
chnakoHy B naui 3 nepBuHHEe Ta (iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOYaoun
KapToHy BTOPVHHE 3aMiHy ab0 JONOBHEHHS)) 3aMiHa MEeTOANKN
nakyBaHHs, BM3HAYEHHS BMICTY rniuuny y 13 BIOBEH 3 meToay
KOHTPO/b SKOCTI, abcopbuiiiHoi cnekTpodhoTOMETPIi Ha MeToZ,
BWMYCK Cepiil) BMCOKOe(heKTUBHOI piAMHHOT XpomaTorpadii (BEPX).
KpuTepiii NpUAHATHOCTI BMICTY TAiLMHY 3a/IMLLAETHCA
6€e3 3MiH.
20. | BIOBEH PO34uH ANs iHdy3iit TOB Ykpaina TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/14526/01/01
MOHO® 5%; no 25 mn, 50 mn | "BIOPAPMA MNA3MA", UMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknin 3aci6. peyenmom
a6o 100 mny MNA3MA" Ykpaina KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
donakoHi; no 1 (BUPOGHMLTBO, MeTofax BMNPO6YyBaHHS roTOBOrO J1iKapCbKOro 3acoby
chnakoHy y nauuj 3 nepBuHHE Ta (iHwWi 3miHM y meToAax BunNpobyBaHb (BKIOYaoun
KapToHy BTOPVHHE 3aMiHy abo 4OMNOBHEHHS)) 3amiHa METOAMKM
naxkyBaHHs, BU3HAYEHHS BMICTY riiuvHy y M3 BIOBEH MOHO 3
KOHTPO/b SKOCTI, MeToay abcopbUiiHOT cnekTPohOTOMETPIT Ha METOZ,
BWMYCK Cepii) BMCOKOePeKTUBHOI piAMHHOT XpomaTorpadii (BEPX).
KpuTepiii NpUAHATHOCTI BMICTY TiLMHY 3a/IMLLAETLCSA
6€e3 3MiH.
21. | BIOBEH pO34nH ANs iHdy3ii TOB Ykpaina TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | - UA/14527/01/01
MOHO® 5%; in bulk: no 25 "BIO®APMA MNA3MA", TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
M1y chrakoHi; no 96 MNA3MA" YkpaiHa KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
dhnakoHiB y rpynosii (BMpO6HMLTBO, MeToAax BUNpobyBaHHA rOTOBOTO /1iKapCbKOro 3acoby
Tapi; in bulk: no 50 nepBuHHe Ta (iHwWi 3miHM y MeToAax BuNpobyBaHb (BKIOYaoUn
M1y chrakoHi; no 56 BTOPVIHHE 3aMiHy ab0 fONOBHEHHS)) 3aMiHa METOANKN
ch/1aKoHIB y rpynosii nakyBaHHs, BU3HAYEHHS BMICTY riumHy y M3 BIOBEH MOHO 3
Tapi KOHTPO/b SKOCTI, MeToAy abcopbuiiiHOT cneKTPogOTOMETPIl Ha MeTo,
BUNYCK Cepiit) BMCOKOE(heKTMBHOI pianHHOT XxpomaTorpadii (BEPX).
KpuTepiii NpUAHATHOCTI BMICTY rAiLMHY 3a/IMLLAETLCA
6€e3 3MiH.
22. | BOTOKC® MOPOLLIOK AN E66BI IpnaHgis AnnepraH Ipnangis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/16656/01/01
KOMMJIEKC PO34UHY ON15 iH'EKLIA NimiTeq dapmacbioTikans TMNy - 3MiHM 3 AKOCTi. 3MiHN 0 peecTpaviiiHOro peyenmom
BOTYNIHIYHOI | no 100 oanHuULb- Ipnangis NOCBIAYEHHSA BHACNIAOK IHLLUX PEryNATOPHUX
O TOKCUHY AnnepraHn; 1 npoueayp. MM®/BA3® (macTtep-haiin Ha
TUNY A (BI4 1aKkoH 3 MOPOLLUKOM nnasmy/3arasibHuii paiin Ha BakUMHHUIA aHTUTEH).
CLOSTRIDIUM B KAPTOHHIlA KOpOGL BkntoyeHHss HOBOro, OHOBIEHOTO ab0 3MiIHEHOTO
BOTULINUM) MacTep-haiina Ha nnasmy y peecTpadiiiHe fOCbe Ha

nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans MMo)
(BK/IHOYEHHST OHOB/IEHOr0/3MIHEHOTO MacTep-chaiina Ha
nnasmy, SKLO 3MiHW He BNNBAKOTb Ha B1ACTUBOCTI
roTOBOrO /liKapCbKoro 3acoby) BknoueHHs
OHOB/IEHOro MacTep-haiina Ha niasmy y
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

peecTpauiiiHe JoCbe Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA /H/PMF/000001/04/AU/026/G -
CSL Behring GmbH
3MiHu | TMRY - 3MiHK 3 SKOCTi. 3MiHK J0
peecTpaLiiHOro NOCBiAYEHHSI BHAC/ILOK iHLINX
perynaTopHux npoueayp. NMM®/BA3® (macTtep-caiin
Ha nnasmy/3aranbHuii aiin Ha BaKUMHHUIA aHTUTEH).
Bk/1l04EHHS1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOro
MacTtep-chaiina Ha nnasmy y peecTpadiiiHe foCbe Ha
nikapcbknii 3aci6 (npoueaypa 2-ro etany ans NMMo)
(BK/THOYEHHSA OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina Ha
nnasmy, SKLLO 3MiHW He BN/IMBaKOTb Ha BNACTUBOCTI
rOTOBOrO JliKapCcbkoro 3acoby) BkioueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiiHe focke Ha Nikapcbkuii 3aci6: PMF
Certificate Ne EMEA /H/PMF/000001/04/AU/027/G -
CSL Behring GmbH

23.

BOTOKC®
KOMMJIEKC
BOTYNIHIYHOI
O TOKCUHY
TAMY A (BIA
CLOSTRIDIUM
BOTULINUM)

MOPOLLIOK A5
pO34nHY A5 iH'EKUINA
no 200 ognHMLbL-
AnnepraHn; 1
dhnakoH 3 NOPOLLKOM
B KapTOHHIi Kopo6Lyi

E66BI
Nimiteq

IpnaHgis

AnnepraH
dapmacbloTikans
Ipnangis

Ipnangis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - 3MiHM 3 AKOCTi. 3MiHN 0 peecTpaviiiHOro
NOCBIAYEHHSI BHACNIAOK IHLLIMX PerynaTopHUX
npoueayp. MM®/BA3d (macTtep-thaiin Ha
nnasmy/3arasibHuii paiin Ha BakUVMHHWIA aHTUTEH).
Bk/1l04EHHS1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOro
MacTep-haiina Ha nnasmy y peectpauiiiHe fOCbe Ha
nikapcbknii 3aci6 (npoueaypa 2-ro etany ans NMMo)
(BK/IHOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina Ha
nnasmy, SKLLO 3MiHW He BN/IMBaKTh Ha BNACTUBOCTI
rOTOBOrO Jlikapcbkoro 3acoby) BkioueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpauiiHe focbe Ha nikapcbkuii 3aci6: PMF
Certificate Ne EMEA /H/PMF/000001/04/AU/026/G -
CSL Behring GmbH
3MiHn | TURY - 3MiHK 3 SKOCTI. 3MiHK A0
peecTpaLiiHOro NoCBigYEHHS BHAC/IAOK iHLINX
perynsiTopHux npoueayp. NM®/BA3® (macTep-thaiin
Ha nnasmy/3aranbHuii haiin Ha BakKUMHHUIA aHTUrEeH).
Bk/1l04eHHs1 HOBOTO, OHOB/IEHOTO @60 3MiHEHOrO
macTep-haiina Ha nnasmy y peectpaiiiHe JOCbe Ha
nikapcbkuii 3acié (npoueaypa 2-ro etany gns NMo)
(BK/THOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina Ha
nnasmy, SKLLO0 3MiHW He BNIUBAKOTbL Ha BNacTUBOCTI
rOTOBOrO /liKapCbKoro 3acoby) BkioueHHs
OHOB/IEHOro MacTep-haiina Ha nnasmy y
peecTpaLiiiHe fockbe Ha Nikapcbkuii 3aci6: PMF
Certificate Noe EMEA /H/PMF/000001/04/AU/027/G -
CSL Behring GmbH

3a
peyernmom

UA/16656/01/02

24,

BPELEP

niodpinizat ana
PO34MHY N8 iH ek
no 3,5 mr, 1 donakoH
3 niogpinizatom y

A-p Peppi'c
Na6opaTopi
citg

IHais

O-p Peppi'c
Na6opaTopic /T4,
OTO-7

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
BUPOGHMKa/iMNnopTepa roToBoro Jlikapcbkoro 3acoby,

3a
peyenmom

He
nionsieae

UA/15186/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI KopoobLi BK/IOYA0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiii). 3miHa Ha3BM Ta agpecyl BUPO6HMKa. 3MiHK
BHECEHO B iHCTPYKL,t0 415 MEAMYHOIO 3aCTOCYyBaHHSA
NiKapcbKoro 3acoby y po3ainv "BMpobHuk" tTa
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTI MapKyBaHHs ynakoBOK. BeegeHHs
3MiH NPOTSArom 6-Tu MiCALIB NiCc/1s 3aTBEPAKEHHS.
25. | BPELIEP niodcpinizat ana [O-p Peppi'c IHAis O-p Peppi'c IHais BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a He UA/15186/01/02
po3unHy Ans iH'ekuii | Jlaboparopi Na6opaTopic /174, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsi2ae
nol1,0wmr,nol citg, OTO-7 Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
donakoHy 3 BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
nioghinizatom B BK/IIOYA0UM AiNbHULI BUNYCKy cepii abo micue
KapTOHHIA Kopoo6Li NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
BignoBigae BUPOGHMK/iMNoOpTEp, BKIKOYAOUM BAMYCK
cepili). 3miHa Ha3BK Ta agpecy BUPO6HMKa. 3MiHK
BHECEHO B iHCTPYKL,it0 419 MEAMYHOIO 3aCTOCYyBaHHSA
NiKapcbKoro 3acoby y po3ainv "BupobHuk" tTa
"Micue3HaxomkeHHs BUPO6HMKa Ta afgpeca Micus
NPOBaKEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHaMu B TEKCTi MapKyBaHHA ynakoBoK. BBeaeHHS
3MiH NpOTAroM 6-TU MiCALLIB MiCNA 3aTBEPMKEHHS.
26. | BPOHXO- Kancynu no 7 mr; no OM dapma LLiBeiuapis OM dapma CA LLBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18521/01/01
BAKCOM 10 kancyny CA TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
AoprPocni 6nicTepi; no 1 abo cepTucpikaT BignoBigHOCTI EBponelichKii

no 3 6nictepu B
KapTOHHIlA KOopooLi

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BWyYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[0noMikHOT pevoBuHu (ME-cepTtudpikar BignosigHOCTI
€Bponeiicbkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[L,0MOMDKHOT peyoBUHK) - BunyyeHHs ceptudikartis (y
BMNaKy HassBHOCTi My/IbTUMNIETHOTO cepTudikara Ha
matepian) BunyuerHs 'E- ceptudikaty BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-029-Rev
05 ans ponomixHoi peyoBuHu Gelatin Big, Bxe
3aTBEpPAKEHOro BUP0o6HKa ROUSSELOT. 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTucpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npomMiKHOIo NPOAYKTY, WO
BUKOPUCTOBYHOTbCH Y BUPO6HMUTBI API; ans
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

[onomixHoi peyoBuHu (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npomMikHOro nNpoaykTy abo

[O0MOMDKHOT peyoBrHN) - BunyuyeHHs ceptudikaTis (y

BUNaAKy HassBHOCTI MyNbTUM/IETHOrO cepTudikaTa Ha

marepian) Bunyuerns M'E-CepTtucpikaty BignoBigHOCTI

€sponelicbkin hapmakonei Ne R1-CEP 2010-043-Rev
00 ans ponomixHOI pevoBuHu Gelatin Big, Bxe
3aTBEepAKeHoro BupobHnka ROUSSELOT. 3MmiHn |

Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-

cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BWTyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonel: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans

[onomikHoi peyosuHY (FE-cepTudikar BignosigHOCTI
€poneiicbkiii hapmakonei ans A®l/BuxigHoro
matepiany/peareHTy/npoMKHOIo NPoAyKTy abo

[0MNOMDKHOT peyoBUHN) - BunyyeHHs ceptudikaTis (y

BMNaAKY HasABHOCTI My/IbTUMMIETHOTO cepTudikaTa Ha

mMartepian) BunyuyeHHs 'E-cepTudpikaTy BignoBigHOCTI

€sponelicbkiin hapmakonei Ne R1-CEP 2004-247-Rev
00 ona gonomikHoI pevoBuHu Gelatin Big Bxe
3aTBepxeHoro Bupo6Huka Nitta Gelatin. 3miHu | Tuny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns

[onoMikHoT pevoBuHu (ME-cepTtudpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo

[L,OMOMDKHOT peyoBUHU) - BunyyeHHs ceptudikartis (y

BMNaAKY HasABHOCTI My/IbTUMNETHOTO cepTudikaTa Ha

matepian) BunyuerHs ME-cepTudikaTy BignoBigHOCTI

€Bponelicbkiin hapmakonei 415 AONOMDKHOT peYOBUHN
Gelatin R1-CEP 2004-320 - Rev 00 Big BXe
3aTBepxeHoro Bupo6bHuka Nitta Gelatin.
3MiHM | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbki hapmakonei: ans A®l; ons BuxigHoro
MaTtepiany/peareHTy/npoMiKHOIo NPoAyKTY, Lo




27

Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[onoMikHoT pevoBuHu (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad|/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[L,OMOMDKHOT peyoBUHU) - BunyyeHHs ceptudikartis (y
BMNaAKY HasABHOCTI My/IbTUMNETHOTO cepTudikaTa Ha
matepian) (b.l11.1. (6)-4 1A)

BunyueHHs E-cepTudikaTy BiANoBiAHOCTI
€sponelicbkili hapmakonei Ne R1-CEP 2005-217 -
Rev 02 ansa gonomikHoi peyoBuHM Gelatin Big Bxe
3aTBepaxeHoro Bupo6Huka Nitta Gelatin. 3miHn | Tuny
- 3MiHu 3 sKocTi. CepTudikar BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoONENChKIi
thapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[onoMikHoT pevoBuHu (ME-cepTtucpikat BignosigHoCTI
€Bponeiicbkiii hapmakonei ana Ad1/BuxigHoro
marepiany/peareHTy/npomMikHOro NpoaykTy abo
[L,OMOMDKHOT peyoBUHU) - BunyyeHHs ceptudikartis (y
BMNaAKY HasABHOCTI My/IbTUMNETHOTO cepTudikaTa Ha
matepian) BunyuerHs ME-cepTudikaTy BignoBigHOCTI
€Bponevicbkiit hapmakonei R1-CEP 2000-045-Rev 04
015 AONOMDKHOT peyoBuHM Gelatin Big Bxe
3aTBepAXeHoro BupobHuka PB Gelatins. 3minu | Tuny
- 3MiHM 3 AkocTi. CepTudikat BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchkii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[onomixHoi peyoBuHu (FE-cepTudikar BignosigHOCTI
€Bponeiickkili hapmakonei gns A®l/BuxigHoro
marepiany/peareHTy/npoMikHOro nNpoaykTy abo
[O0MOMDKHOT peyoBrHN) - BunyuyeHHs ceptudikaTis (y
BUNaAKy HassBHOCTI MyNbTUM/IETHOrO cepTudikaTa Ha
marepian) BunyuenHs ME-ceptudikaTy BignoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2001-424 -
Rev 03 o115 xenaTuHy Big Bupo6Hunka GELITA Group.
3MiHu | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo BunyyeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkii hapmakonei: ansa A®l; ans BUXigHOro
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[onomikHoi peyoBuHY (FE-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei gns Adl/BuxigHoro
matepiany/peareHTy/npoMiKHOIo NPoAyKTy abo
[0MNOMDKHOT peyoBUHN) - BunyyeHHs ceptudikaTis (y
BMNaAKY HasABHOCTI My/IbTUMMIETHOTO cepTudikaTa Ha
mMartepian) BunyuyeHHs E-cepTudpikaTy BignoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2000-050-Rev
02 onsa gonomMikHOI pevoBuHu Gelatin Big Bxe
3aTBepaxeHoro Bupo6Huka GELITA Group.
27. | BA3AMNPOKC- MOPOLLIOK A5 «CAD Bonrapis K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3miHn | Ba peyenmom UA/19643/01/01
AlNb®A pO34nHy ons IHBECT» KOMMNAHI C.P.11., TMny - 3MiHK Woao 6e3nekn/edpeKkTnBHOCTI Ta
iHdpy3iid, 20 MKr, 00 PymyHis hapmakoHarnagy (iHwi 3MiHn) OHOBIEHHSA TEKCTY
h/1aKOH CKNISIHWIA, No ( BUPOGHMLTBO, MapKyBaHHS YNakoBKM NikapcbKoro 3acoby, a came:
5 chbnakoHis y nepsuHHe YTOYHEHO iHthopMaL,ito WOoA0 TEPMIHY NPUAATHOCTI,
noniMepHili nakyBaHHs; HOMepy peecTpaLiiHoro nocBig4YeHHs, Homepy cepil,
ynakoBLi, no 2 BTOPUHHE Ta YTOYHEHO /10roTUN BUPOGHMKA Ha BTOPUHHIN
noniMepHi ynakosku nakyBaHHs, ynakoBLji. Ha nepBrHHiIi ynakoBL,i yTO4YHEHO
B KapTOHHIA navui KOHTPO/1b iHcbopMmaLito LWoao TepMiHy NPUAATHOCTI, HOMepy
CUPOBWHM Ta cepii, Ta yTOYHEHO NIOroTvN BUPOBGHMKa. BBeaeHHS
marepianis, 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBePAKEHHS
KOHTPO/b
HaniBnpoayKTy,
KOHTPO/1b FOTOBOI
NPOAYKLUiT, BUMYCK
cepii)
28. | BANEPIAHN TabneTku, BKpUTI MAT Ykpaina NAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/0265/02/02
EKCTPAKT 060/10HKO10, M0 20 "Fanuudchap TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peuyenma
APTEPIYM MF; Mm" Cuctema KOHTelHep/3aKynopoBasibHWi 3aci6. 3MiHa
no 10 Tabnetok y napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
6nictepi, no 5 NepBMHHOT YNakoBKM rOTOBOTO J1iKapCbKOro 3acoby
6nicTepiB y nauuj; (iHLWIi 3MiHM) BHECEHHSA 3MiH Y cneuudikaliio ans
no 50 TabneTok y MniBKM NONIBIHINXIO0PUAHOI, & came- 3a3HayYeHHs
6nictepax nofaTtkoBoro posmipy «Big 350 fo 400 mm» y
nokasHuk «OCHOBHI po3mipu. [liameTp pynoHa».
3aTtBepmkeHo Cneuudpikauis Mniska
nonisiHinxnopuaHa OCHOBHI po3mipu [iameTp pynoHa
Big 380 o 395 MMm. 3anponoHoBaHo
Creuundpikauis MniBka nonisiHinxiopuaHa OCHOBHI
po3mipu [iameTp pynoHa Big 380 go 395 mm Big 350
[0 400 MM
29. | BEPANAMIN- TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3582/01/02
AAPHNLUA nNiBKOBOIO "PapmavueBT "PapmaueBTMyHa TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
060/10HKOH0, MO 40 n4yHa gipma ipma "fapHuus” cepTuduikar BiANOBIAHOCTI €BpONENChKil
mr no 10 TabneTtok y "OapHnus” hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3

KOHTYpHilA

HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YapyHKOBIl MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
ynakosLi, no 2 iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
KOHTYPHI YapyHKOBI 3MiHM) BHeceHHs 3MiH A0 cneundikauii Ta metoais
yNaKkoBKM y naui KOHTPOJIH0 SKOCTi fONOMDKHOI peqoBuHU Tanbk Ans
npuBeAeHHS Yy BiANOBIAHICTb A0 BMMOT i pekoMeHAaLii
Ailounx pefakLii MoHorpadii €® «Tale» Ta APY.
30. | BONMOBEH pO34uH N8 iHQy3ild; dpeseHiyc HimeuunHa ®peseHiyc Kabi HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/4407/01/01
no 500 mny Kabi Hoiunang TmM6X TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
nonieTuIeHoBMX [Jonunang thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
dhnakoHax; no 250 rM6X y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
M/ B MiLLKY (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTEMY
Freeflex® 3 gBoma thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,
noptamu; no 250 mn BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
B MiLLky Freeflex® 3 KOHTaKTHOI 0co6u 3 dhapmakoHarnsay 3asBHuKa A5
[BoMa noptamu; no 3AiicHEHHS (hapMakoHarnsay B YkpaiHi, KO BOHA
30 MiwwkiB y kopobu, BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
i3 KapTOHY 3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnisgy) 3mMiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi
[itoua pepakuis: babaes Banepiii CtaHicnaBoBuy.
MponoHoBaHa pepakuisi: Cntocapes Cepriii
BonogmmupoBumy. 3MiHa KOHTaKTHUX SaHWUX KOHTaKTHOT
ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
31. | TANIbBIHIA-M TabneTkun, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta pevis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/20209/01/02
NNiBKOBOO Pecny6nika BTOPVHHE TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidsisieae
060/10HKO0, 50 nakyBaHHs, thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi

Mr/1000 wmr, no 10

Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIll kopoobLi

KOHTPO/b SIKOCTI,
hisnko/ximiuHe Ta
MikpoGionoriuHe
TecTyBaHHS,
Bignosigae 3a
BUNYCK cepil:
SAPMATEH C.A.,
Ipeuis

BMPOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
isnko/ximiuHe Ta
MikpobiosnoriyHe
TecTyBaHHs,
Bignosigae 3a
BUWMYCK Cepii:
®APMATEH
IHTEPHELUHA

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYyHOro 3acToCcyBaHHsA
reHepUYHNX/TibpPUAHNX/6I0NOAIGHNX NiKapCbKMX
3ac06iB NicNsi BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
XOAHUX HOBUX A0AATKOBUX AaHWX) 3MiHN BHECEHi 0
IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS NiKapcbKoro
3acoby Ao posginis “lMokasaHHA", "MpoTunokasaHHs",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHs
Ta [03n" 3rigHo 3 iHchopmavielo WoA0 MeguyHOro
3aCTOCyBaHHA pedhepeHTHOro Nikapcbkoro 3acoby
(Eucreas® film-coated tablets 50 mg/850 mg, 50
mg/1000 mg). BBeeHHs 3MiH NpPOTSArom 6-Tv MicsiLis
nicnsa 3aTBepKeHHs
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
C.A., I'peuis
32. | FTANNbBIHIA-M TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta Ipeuis BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu | 3a He UA/20209/01/01
N1iBKOBOIO Pecny6nika BTOPWHHE TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
060/10HKO0, 50 nakyBaHHs, thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
mr/850 wmr, no 10 KOHTPOb AKOCTI, NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
Tabnetok y 6nictepi; dhizmko/ximiyHe Ta [ANs MeAnYHOro 3acTocyBaHHS
no 3 abo 6 6nictepis MikpoGionoriuHe reHepUYHMX/TibpPUAHNX/6I0NOAIGHNX NiKAPCbKMX
Y KapTOHHIl Kopobui TecTyBaHHs, 3aco6iB Nic/i BHECEHHSA TiET camoi 3MiHN Ha
BignoBigae 3a pedhepeHTHWIT Mpenapar (3MiHa He NoTpebye HadaHHsA
BUNYCK cepil: XOAHUX HOBMX A0AATKOBUX AaHWX) 3MiHN BHECEHi 0
PAPMATEH C.A,, IHCTPYKLUIii 415 MEAUYHOr0 3aCTOCYBaHHS /ikapCbKoro
peuis 3acoby Ao posginis “MokasaHHsA", "MpoTunokasaHHs",
"Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHS
BMPOBHMLTBO, Ta fo3un" 3rigHo 3 iHhopmauieto WwoA0 MeguyHoro
nepBuHHe Ta 3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
BTOPVHHE (Eucreas® film-coated tablets 50 mg/850 mg, 50
nakyBaHHs, mg/1000 mg). BBegeHHs 3MiH NpOTAromM 6-Tn Micsuis
KOHTPO/b SIKOCTI, nicnsa 3aTBepKeHHs
hisnko/ximiuHe Ta
Mikpob6iosnoriyHe
TecTyBaHHs,
Bignosigae 3a
BUWMYCK Cepii:
®APMATEH
IHTEPHELUHN
C.A,, Ipeuis
33. | TENACON® po34nH ans iHdysiii; | "Xemochapm Pecny6nika KOHTPOb AKOCTI, Pecny6nika BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/3514/01/01
HEO 8% no 500 mny " AL Cepbis BUWMYCK Cepii: Cep6is/ Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
nasLKax "Xemohapm" A, YopHoropis cepTudikaT BignoBigHOCTI EBponeiichKiii
Pecny6nika hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
Cepbis; OHOB/IEHOTO cepTudlikaTa BifgNoBigHOCTI a0
BVPOGHMLTBO BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiiChKii
Hepo3dracoBaHOl thapmakonei: gna A®l; ans BUXigHOrO
NPOAYKLi, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nepBuHHA Ta BVKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; ans
BTOPVHHA [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
ynakoBKa, €Bponelicbkili hapmakoner) - OHoB/eHWI cepTudpikat

KOHTPO/b AKOCTI:
XeMOMOHT A.0.0.,
YopHoropis

Bif} y)X€ 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeichkili
hapmaxkonei Ne R1-CEP 1998-109-Rev 05
(3aTBepmxeHo: R1-CEP 1998-109-Rev 04) ana A®I
ApriHiHy Bif 3aTBEpAXeHoro Bmpo6Hnka KYOWA
HAKKO BIO CO., LTD., Japan. 3miHu | Tuny - 3miHn 3
AKocTi. CepTudikar BignosigHocTi/lE-cepTudiikat
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata
BignoBiaHOCTI E€Bponeicbkiit hapmakonei: ana Adl;
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

015 BUXIQHOrO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoByHY (cepTudikaT BifgnoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBeHWIA cepTudikat

Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHSA
OHOB/IEHOrO cepTudikaTa BianoBigHOCTI EBpoNeiichbkil
hapmakonei Ne R1-CEP 1999-027-Rev 04
(3aTBepmxkeHo: R1-CEP 1999-027-Rev 03) ana A®I
FicTnanny Big 3aTBepmxeHoro BupobHuka KYOWA
HAKKO BIO CO., LTD., Japan. 3MiHu | Tuny - 3MiHn 3
aKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiZiNOBIAHOCTI E€Bponeichkii thapmakonei: ana Adl;

015 BUXIQHOTO MaTepiasty/peareHTy/mpoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y BUPOOHULTBI AdI;
A5 AONOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat

Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKA, NOAaHHSA
OHOB/IEHOrO cepTudikaTa BiAgnoBigHOCTI EBpoNeichkil
hapmakonei Ne R1-CEP 1999-136-Rev 08
(3aTBepmxkeHo: R1-CEP 1999-136-Rev 07) ana A®I
MeTioHiH Bif 3aTBEpKEHOro BUpobHuka SEKISUI
MEDICAL CO., LTD., Japan.

34.

rAPACEK

Kancynu TBepai no
100 wmr; no 10
kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopobui

A660TT
JTabopatopi3
eX

HimeuunHa

CodhapTekc

PpaHuin

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
ONA MeAnYHOro 3aCTOCYyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS /iKapCbKoro
3aco6y B micnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OUiHKM 3BITy 3 AOC/IMKEHb, MPOBEAEHUX
BIAMNOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHM BHECEHO [0 IHCTPYKUIT AN MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBocCTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BignoBigHo fo pekomeHgauii PRAC EMA wono
6e3nekun nikapcbKoro 3acoby. TepMiH BBEAEHHS 3MiH
npoTsrom 6 MicsiLiB Micasi 3aTBEPAKEHHS.

6e3
peuyenma

nionsieae

UA/13273/02/01

35.

rAPACEK

rpaHynu ans
opasibHOT cycneHsil
no 10 mr, no 16
calle B KapTOHHii
Kopobui

A660TT
JTabopatopi3
eX

HimeuunHa

CodhapTekc

PpaHuin

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 focnifxeHb 3 6e3Mnekn 3acTOCYBaHHS JikapCbKoro

6e3
peuyenma

He
nionsieae

UA/13273/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom).
3MiHM BHECEHO [0 [HCTPYKLUii 4158 MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BignosigHo Ao pekomenaauii PRAC EMA wogo
6e3nekun nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH
NPOTAroM 6 MicsiLiB MicNs 3aTBEPKEHHS.

36.

rAPACEK

rpaHynun ans
opasibHOT cycneHsil
no 30 mr, no 16
calle B KapTOHHIN
Kopobui

ABGOTT
Na6opaTtopis
M6X

HimeuunHa

CodhapTekc

®paHuisa

BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOPOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ/IOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom).
3MiHM BHECEHO [0 IHCTPYKLii 4158 MeguyHoro
3acTocyBaHHS MiKapcbKoro 3acoby Ao po3gainis
"Oco61BOCTi 3acTocyBaHHS", "M06IYHI peakwi”
BignosigHo Ao pekomeHaauii PRAC EMA wogo
6e3nekun nikapcbkoro 3acoby. TepMiH BBEAEHHS 3MiH
NpOTAroM 6 MicsiLiB MicNs 3aTBEPIKEHHS.

6e3
peyenma

nionsieae

UA/13273/01/02

37.

JNABI®OP®

Kancynu TBepai no
110 wmr; no 10
Kancyn y 6nictepi;
no 6 6nictepis y
nauui

AT
"Papmak”

Ykpaina

BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b cepii
niKapcbKoro
3acoby: OmaH
PapmacboTKan
Mpogaktc Ko.
NNC, Owman;
KOHTPO/b cepii,
BMNyCK cepil
niKkapcbKoro
3acoby:ToBa
dapmacbtoTikan
tOpon C.J1.,
IcnaHis; KOHTposb
cepii, BUNycK cepil
niKkapcbKoro
3acoby:
Papmagokc
Xenckea flimiteq,
ManbTa

OmaH/
IcnaHis/
MasnbTa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TMny - 3MiHK 3 AKOCTI. ADL. (iHWi 3MiHW) NoAaHHsA
oHoBneHoro DMF ans fjitoyoi pevoBuHY gabiratpaHy
eTekcunary mesunar, BupobHuytea MSN
LABORATORIES PRIVATE LIMITED, Ingis
(3aTBepaxeHo: DE/AP/04/03-18, DE/RP/02/03-18;
3anponoHosaHo: DE/AP/05/04-22, DE/RP/03/01-23)

3a
peyerimom

UA/19733/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

38.

OABIPOP®

kancynu TBepai no
150 wmr; no 10
kancyn y 6nictepi;
no 6 6nictepis y
nauuj

AT
"papmak”

YkpaiHa

BMPOBHULTBO,
nakyBaHHs,
KOHTpO/b cepii
nikapcbKoro
3acoby: OmaH
dapmacbloTUKa
MpopaxTtc Ko.
NNC, Omak;
KOHTpOnb cepil,
BUMYCK cepii
niKapcbKoro
3acoby:Tosa
dapmacboTikan
tOpon C.J1.,
Icnaris; KOHTPOsb
cepil, BUNyck cepii
niKapcbKoro
3acoby:
dapmagokc
Xenckea flimites,
ManbTa

OwmaH/
IcnaHis/
MasibTa

BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu ||
TUny - 3MiHK 3 aKocTi. ADL. (iHWi 3MiHK) NogaHHA
oHoBrieHoro DMF gns gitoyoi pevyoBuHU gabiratpaHy
eTekcunary mesunart, BupobHuLTea MSN
LABORATORIES PRIVATE LIMITED, Ingis
(3aTtBepaxeHo: DE/AP/04/03-18, DE/RP/02/03-18;
3anponoHoBaHo: DE/AP/05/04-22, DE/RP/03/01-23)

3a
peyenmom

UA/19733/01/03

39.

JNABI®OP®

Kancynu TBepai no
75 wr; no 10 kancyn
y 6nicTepi; no 6
6nicTepiB y nauui

AT
"Papmak”

Ykpaina

BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b cepii
niKapcbKoro
3acoby: OmaH
PapmacboTUKan
Mpogaktc Ko.
NNC, Owman;
KOHTPO/b cepii,
BMNyCK cepil
niKkapcbKoro
3acoby:ToBa
dapmacbtoTikan
tOpon C.J1.,
IcnaHis; KOHTposb
cepii, BUNycK cepil
niKkapcbKoro
3acoby:
Papmagokc
Xenckea Jlimiteq,
ManbTa

OmaH/
IcnaHis/
MasnbTa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu ||
TMny - 3MiHK 3 AKOCTI. ADL. (iHWi 3MiHW) NoAaHHA
oHoBneHoro DMF ans fjitoyoi pevoBuHY gabiratpaHy
eTekcunary mesunar, BupobHuytea MSN
LABORATORIES PRIVATE LIMITED, Ingis
(3aTBepaxeHo: DE/AP/04/03-18, DE/RP/02/03-18;
3anponoHosaHo: DE/AP/05/04-22, DE/RP/03/01-23)

3a
peyerimom

UA/19733/01/01

40.

LNE3MOPATA/,
WH-TEBA

TabneTkn, BKPUTI
nNiBKOBOO
060/10HKOI0, N0 5 Mr,
no 10 TabneTtok y
6nicTepi, no 1 a6o 3
6nictepu y

TOB «TeBa
YkpaiHa»

YkpaiHa

AkTaBic 1T/,

MasibTa

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €Bponelickkilt
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BWIyYeHHs cepTudiikaTa BignoBigHOCTI EBponeichkii

6e3
peyenma

UA/18739/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KapTOHHI KopoobLi thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)e 3aTBEep)KEHOro BUPOBHNMKa, NOAAHHS
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei R1-CEP 2014-047-Rev 02 Big
3arBepxeHoro BupobHuka Glenmark Life Sciences
Limited gjto4oi peyoBuHM fe3nopaTtagyH B 3B'A3KY 3
[oJaBaHHAM Ai/TbHULi AN NPOMDKHUX NPOAYKTIB Ta
3MiHW agpecu BnacHuka CEP (3aTBepgxeHo: R1-CEP
2014-047-Rev 00; 3anponoHosaHo: R1-CEP 2014-
047-Rev 02).
41. | BEKCKETOMNP pO3unH Ans Abpun IHAis Abpun IHAisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu | 3a He UA/20521/01/01
O®EH ABPUN iH'ekuji/iHdoy3iin, 50 dopmyneiL Na6opaTopi3 TMny - AOMiHICTPaTVBHI 3MiHW. 3MiHa Ha3BuK peyenmom | nionsizae
Mr/2 M1 10 2 MN B H3 MBT. /174, MpatieT JlimiTepq, nNiKapcbkoro 3acoby. 3MiHM BHECEHO LWOA0 Ha3BU
amnyni, no 5 amnyn nNiKapcbKoro 3acoby. 3aTBepaKeHo:
y 6nicTepi, no 1 JOEKCKETOMNPO®EH. 3anponoHoBaHo:
6nictepy B JOEKCKETOMPO®EH ABPW/T (DEXKETOPROFEN
KapTOHHI KOpoobLyi ABRYL). 3miHun | TUny - 3MiHmn 3 AKOCTi. F0TOBUIA
nikapcbknii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (36i/bLIeHHsA TePMiHY NPUAATHOCTI
roTOBOrO JlikapcbKoro 3acoby) - [1ns Toprosoi
ynakoBku (MiATBEPLKYETLCA AaHUMM peaslbHOro yacy)
-36i/bLIEHHS TEPMiHY NPUAATHOCTI Y 3B'A3KY i3
OTPYMaHHSAM MO3UTUBHUX AAHWX LLOAO AOCAIMKEHHS
cTabinbHOCTI y peasibHOMY Yaci. [itoya pefakuis:
TepmiH npugaTHoCTi: 2 poku. NponoHoBaHa pegakLis:
TepmiH NpuaaTHOCTI: 3 POKV BHECEHO B IHCTPYKL,i1O
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby y
po3gin "TepmiH npugarHocTi'.
42. | BNBA30/- Tabnetku no 20 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/4780/02/01
OAPHMLUA no 10 TabneTtok y "papmaueBT "®apmaueBTUYHA TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peuyenma
KOHTYPHIi nyHa chipma thipma "AapHuus" cepTucpikaT BignoBigHOCTI EBponelichkii
YapyHKOBIl "OapHnus” hapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
ynakosLi, no 1 HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
KOHTYPHIi MoHorpadii Y abo Esponeiicbkoi thapmakonei, abo
YapyHKOBIli ynakoBLj iHLWOT HaujoHabHOT thapmakonei aepxasn €C (iHLWi
y nauui; no 10 3MiHW) - BHECEHHS 3MiH 40 cneuudikauii Ta meTogis
Tabnetoky KOHTPO/H0 SIKOCTI JOMOMDKHOI pe4oBMHW TaulbK AN15
KOHTYPHUX npuBeeHHs Yy BiANOBIAHICTb 40 BMMOT i pekoMeHAaLii
YapyHKOBMX aitounx pepakuiii moHorpadii €E® «Tale» Ta 4OY
ynakoBkax
43. | OUKNO®EHAK- | TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/4060/02/01
AOAPHUUA 060/10HKOIO, "papmavesT "®apmMaLeBTnYHa TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/IE- peyenmom
KMLLKOBOPO3YMHHI, n4yHa gipma ipma "fapHuus” cepTuduikar BiANOBIAHOCTI €BpONENChKil
no 25 mr no 10 "OapHnus” hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
TabneTok y HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTL A0
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KOHTYPHIi
YapyHKOBIl
ynakosLi; no 3
KOHTYPHI YapyHKOBI
ynakoBKM B nauLli

MoHorpadii ®Y abo €sponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
3MiHM) BHeceHHs 3MiH A0 cneundikauii Ta metoais
KOHTPO/IH0 SIKOCTi OMOMDKHOI pe4yoBMHW Taulbk A4N15

npuBeAeHHS Yy BiANOBIAHICTb A0 BMMOT i pekoMeHAaLii

Ailounx pefakLii MoHorpadii €® «Tale» Ta APY.

JN®NI030M®

pO34uH N8 iHQy3il,
2 mr/mn; no 100 mn
y NAALWL CKASAHIR;
no 1 nasLwuyji B nayuj

NAT
"Fanuudchap
e

YkpaiHa

MAT "Fanuudpapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMKHMX pEYOBMH. 3MiHa napaMeTpis
cneuudikauin Ta/abo AoNycTUMUX MeX A1
[LOMOMDKHOT peHoBUHM (iHLWI 3MiHM) CynyTHS 3MiHa-
3MiHM 3 KOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KOHTponb
[OMOMDKHUX PeyoBMH. 3MiHa y MeTofgax
BMNPO6YBaHHSA AOMNOMIKHOI pevoBUHM (iHLWi 3MiHK Y
MeToAax BunNpobyBaHHSA (BKHOYaoumn 3amiHy abo
[opasaHHs)) MpuBeaeHHs cneuydikadii Ta meToais
KOHTPO/t0 JONOMIXKHOI pevyoBuHM Boaa ans iH'ekuin oo
BMMOr MoHorpadii EP, a came: BUy4eHo nokasHuk
«HiTpaTtn»; 4OAAHO NOCKIaHHSA Ha Lie OAVH MeTog,
KOHTPO/II0 3a NOKa3HUKOM «bakTepiasibHi
eHA0TOKCMHM» (EP 2.6.32); 3a noka3HukoM «lM1toma
€/1eKTPOMNpPOBIAHICTb» Ta NMOKa3HUKOM
«MiKpO6IONOriYHN MOHITOPUHI», 3MIHEHO NOCUIAHHS
Ha MeToaun KoHTposto (MoHorpadis EP «Water for
injections in bulk (0169)»).

3a
peyenmom

UA/11674/01/01

45,

AONOKCEH
DACT

Masb, 61,1 mr/r; no
20rabono50ry
Ty6i; no 1 Ty6i B

KapTOHHIlA KOopooLi

€Bpo
Nalidokep
nTg,

Benwvka
BpuTtaHis

Na6opaTopiyc

Baci - IngycTpia

dapmachbHoTika,
C.A.

MopTyranis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lIE-
cepTudikaT BignoBigHOCTI EBpoNeNichKiii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin dhapmakonei) - OHoBMeHWA cepTudikat
Bif} y)X€ 3aTBEPMKEHOr0 BUPOBHMKA, NOAaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI €Bponeiichkili
thapmakonei Ne R2-CEP 1994-007 - Rev 06
(3aTBEepmxeHo: R2-CEP 1994-007 - Rev 05) ansa A®|
MeTuncaniumnary Big, 3aTBep4KEHOro BUpobHMKa
NOVACYL, France. BBefieHHs1 3MiH NpoTArom 6-tu
MicsLIB Nicnsa 3aTBEpKEHHS

6e3
peuyenma

UA/15394/01/01

46.

JOMPUA® SR

TabneTku,
NPOIOHTOBaHOI Aji
no 30 mr, no 10
Tabnetok y 6nictepi;
no 1 a6o no 3
6nictepu B
KapTOHHIiA ynakoBLi

TOB
"TNELPAP
MATO"

Ykpaina

TOB "KYCYM
DAPM"

YkpaiHa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |
TMny - 3MiHK Woao0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MenYHOro 3acToCyBaHHA Ha NiACTaBi perynispHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
a60 focnifxeHb 3 6e3MneKkn 3aCTOCYBaHHS ikapCbKoro

3a
peyenmom

He
nionseae

UA/8976/03/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom).
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3aim
"®apmakonoriyHi BnactnsocTi” (LWono 6esnekn),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NliKapCbKUMu
3acob6amu Ta iHWi B1uan B3aemogiin”, "OcobmBocCTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BariTHoCTi
abo rogyBaHHs rpyaar”, "3aaTHICTb BNAMBaATK Ha
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWKYMK MexaHi3mamun”, "MNepefo3yBaHHs",
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBNEHOI
iHchopmawuii 3 6e3neku gjto4oi peyoBuHn. BBeaeHHA
3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHS.
3minu | Trny - 3miHK Wwogo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). 3MiHU BHECEHO [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS Nikapcbkoro
3aco6by y po3gain "Mo6iyHi peakwyii” Lo0[40 BaXKIMBOCTI
3BiTyBaHHS Npo NobiyHi peakuii. BBegeHHs 3MiH
NPOTArom 6-Tv MicAILiB Micns 3aTBepKeHHs. 3MiHu |
MRy - 3MiHM LWoAo 6e3nekn/edeKkTnBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3060B'A3aHb Ta YMOB BMAaYi peectpaliliHoro
noceifgYeHHs, BKNtoYarouy Mnax ynpasniHHA pyu3nkaMm
(3acTocyBaHHS TEKCTY, KNI NOTOMKEHNT 3
KOMNETEHTHUM OpraHoMm). 3asBHUKOM HaJaHo
OHOB/NEHUA MnaH ynpasniHHS pusnkamu Bepcis 2.0.
3MiHU BHECEeHO [0 YacTuH: | «3arasibHa iHhopMauis»
Il «Creuundpikanis 3 6e3nekm» V «3axoau 3 MiHiMizau,i
pu3ukie» VI «Pe3tome nnaHy ynpasniHHSA pusnkamu»
VIl «Qopatku» (gogatku 1-8) y 3B’13Ky 3 OHOB/IEHHAM
iHhopmaLii 3 6e3neku AitoHoi pevHoBUHU AOMMNEePUL0oHY
Masiear BinoBiAHO [0 akTyasibHOI pedyepeHTHOI
iHchopmawii, a TakoX y 3B'A3Ky i3 3MiHOI dropmaTty
BignosigHo o Bumor Evaluation Guidance on the
format of the risk management plan (RMP) in the EU —
in integrated format. 31 October 2018
EMA/164014/2018 Rev.2.0.1 accompanying GVP
Module V Rev.2 Human Medicines). Pestome Mnaxy
ynpae/iHHA pu3vkamm Bepcis 2.0 goaaeTbes.

47.

EK3OAEPUN®
NAK

nak ons Hirtis
nikysanbHWin, 5 %
PO34uH, Mo 2,5 mn
a60 5 MmNy hnakoHi;
no 1 donakoHy
pasom 3 10
nonaroykamu, 30

TOB
"CaHpo3
YkpaiHa"

YkpaiHa

[03BiN Ha BUMYCK
cepii: Jlek
dapmaueBTnyHa
KoMnaHia 4.4.,
CnoBeHisi;
BVPOGHMLTBO
Hepo3dracoBaHol

CnoseHisi/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
TexHiyHa nomuka (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460). BunpaBneHHs TEXHIYHOT MOMUIIKK, 3riJHO
n.2.4. nn.4 po3ainy VI Hakazy MO3 Ykpainu Big,
26.08.2005 p. Ne 426 (y pegakuii Hakaly MO3 YkpaiHn
Big 23.07.2015 p. Ne 460) y Cneuudpikanii MKA N13
LLI0A10 BMKIaAEHHSA iHhopMaLii 415 NoKasHMKa

6e3
peuyenma

UA/13688/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
TammnoHamu ans NpoAyKLUii, «laeHTudikauis» BignosigHo fo posginy 3.2.P.5.1.
oumuieHHs Ta 30 nepBuHHE Ta Cneuudpikauis. 3asHaveHe BUNpaB/ieHHs Bignosigae
nuaoYkamu 4ns BTOPVHHE maTepianam peecTpavujiiiHoro focke, Siki npeacTaBneHi
HIrTiB y Navyj 3 nakyBaHHs, B apxiBi (po3gin 3.2.P.5.1. Cneuundikauis).
KapTOHY TecTyBaHHS:
Maynb B. BeliBepc
M6X, HimeuyunHa;
TecTyBaHHA: [Pr1
Mpisatec IHCTITYT
thyp
Mpopgykryanitat
'm6X, HimeyunHa
48. | EHAN® 20 HL Tabnetku, no 10 KPKA, a.4a., CnoBeHis BMPOGHMLTBO “in CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10299/01/01
Tabnetok y 6nictepi, | HoBo mecto bulk", nepsrHHe TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
no 2 a6o no 3, abo Ta BTOPUHHE cepTudikaT BignoBigHOCTI EBpoNeNichKii
no 6, a6o no 10 nakyBaHHs, thapmakonei/moHorpadii. NogaHHs HOBOro abo
6nictepiB y KOHTpO/b cepii Ta OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
KapTOHHI Kopobui BUWMYCK Cepii: BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
KPKA, a.4., Hoso thapmakonei: ana A®l; gns BuxigHoro
mecTo, CnoBeHis; mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
KOHTPO/b cepii BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
(piznyHi Ta XimiuHi [L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
MeToamn €Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
KOHTpOost0): KPKA, Bif y)e 3aTBEep)KEHOro BUpobHyvKa. MogaHHA
A.4., Hoso mecTo, OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
CnoseHis; thapmakonei CEP 2000-091-Rev 06 Big,
KOHTPO/b cepii 3arBepmxeHoro BupobHnka UNICHEM
(piznyHi Ta XimiuHi LABORATORIES LIMITED, India gjto4oi pe4oBuHm
MeToamn rigpoxnoportiasug, (3atsepxkeHo: R1-CEP 2000-091-
KOHTPOJ/THO: Rev 04; 3anponoHoBaHo: CEP 2000-091-Rev 06).
HN30X
(HauioHanbHi
na6oparopisi 3a
34paB’e, OKOJIE iH
XpaHo), CnoseHis
49. | EHAN®-H Tabnetku no 10 KPKA, 4.4., CnoseHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4255/01/01
mr/25 mr; no 10 HoBo mecTo bulk", nepsrHHe TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom

Tabnetok y 6nictepi;
no 2 a6o no 6, abo
no 9 6nicTepiB y
KapTOHHIlA KOopooLi

Ta BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, 4.4., HoBo
mMecTto, CroBeHis;
KOHTPO/b cepii
(hiznyHi Ta XimiuHi
meToamn
KOHTPOI0):
HN30X
(HauioHanbHi
naboparopisi 3a

cepTudpikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTi a6o
BWU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBEeHWIA cepTudiikat
Bifl y)Xe 3aTBepKeHOro BUpobHYKa, MogaHHsA
OHOB/IEHOrO cepTudpikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei CEP 2000-091-Rev 06 Big,
3aTBepmKeHoro Bupo6Huka UNICHEM
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
34paB’e, OKOJIE iH LABORATORIES LIMITED, India gjto4oi pe4oBuHm
XpaHo), CnoseHis rigpoxnoportiasug, (3atsepaxeHo: R1-CEP 2000-091-
Rev 04; 3anponoHosaHo: CEP 2000-091-Rev 06).
50. | EHAN®-HL Tabnetku no 10 KPKA, a.4a., CnoBeHis BMPOGHMLTBO “in CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2872/01/02
mr/12,5 wr; no 10 HoBo mecTo bulk", nepsrHHe TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
Tabnetok y 6nictepi; Ta BTOPUHHE cepTudikaT BignoBigHOCTI EBpoNeNichKii
no 2 a6o no 6, abo nakyBaHHs, thapmakonei/moHorpadii. NogaHHs HoBOro abo
no 9 6nictepis y KOHTpO/b cepii Ta OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
KapTOHHI Kopobui BUWMYCK Cepii: BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpoONeNiChKii
KPKA, a.4., Hoso thapmakonei: ana A®l; gns BuxigHoro
MecTo, CrnoBeHis mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
KOHTPO/b cepii BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
(piznyHi Ta XimiuHi [LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
MeToamn €Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
KOHTPO/0): Bif y)e 3aTBep)KeHOro BUpobHyvka. MogaHHA
HN30X OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
(HauioHanbHi thapmakonei CEP 2000-091-Rev 06 Big,
naboparopis 3a 3arBepmxeHoro supobHnka UNICHEM
34paB’e, OKOJE iH LABORATORIES LIMITED, India gjto4oi pe4oBuHm
XpaHo), CnoBeHis rigpoxnoportiasug, (3atsepxkeHo: R1-CEP 2000-091-
Rev 04; 3anponoHosaHo: CEP 2000-091-Rev 06)
51. | EBPOCEK rpaHynun ans €Bpo IHais AteHa [par IHais BHECEHHS 3MiH IO peecTpaLjiiiH1X MmaTepianis: 3MiHu | 6e3 UA/20255/01/02
Opa/IbHOT CyCcneHsil, Naiidokep [enisepi TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenma
no 30 mr; no 16 MpawiBiT ContowHs MNBT. Ta/abo agpecu 3asBHMKa (BNacHUKa peectpaviiHoro
calle B KapTOHHil Nimiteq nTAa. noceifyeHHs). 3MiHa agpecu 3asaBHMKa
Kopobui
52. | EBPOCEK rpaHynun ans €Bpo IHgis ATeHa [par IHais BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 UA/20255/01/01
OpasIbHOT CyCcneHsil, Naiidokep [eniBepi TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma
no 10 mr; no 16 MpaiiBiT ContowHs MNBT. Ta/abo afpecu 3asBHUKA (B/laCHUKA peECTpaLiiiHoro
calle B KapTOHHIN Nimiteq nTa. nocBigueHHs1). 3MiHa agpecu 3asiBHMKa
Kopo6ui
53. | EBPOPACT Kancynm m'siki, 400 €8Bpo IHAis Codptrens IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 6e3 nionsizae UA/18715/01/01
EKCNPEC mr, no 10 kancyn y Naidokep Xenckep MB.T. TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenma
6nicTepi, no 1 abo MpaiiBiT nra. thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
no 2 6nictepu B Nimiteq NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

KapTOHHI KopoobLi

AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi peryispHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab60 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHWN BHECEHO [0 IHCTPYKLi 415 MeAUUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
aito4oi peyoBuHy (ibynpodpeHy) 3rigHo 3
pekomeHpauismm PRAC. TepMiH BBEEHHS 3MiH -
npoTsArom 6 micsilis nicns 3aTBeppKeHHs.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
54. | EBPODACT Kancynm m'siki, 200 €Bpo IHAjs Onis Xenckep IHgjsa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 6e3 nionsizae UA/19195/01/01
KOMBI mr/500 wr, no 10 Naiidokep My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuyenma
Kancyny énictepi; MpaiBiT dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctuui
no 1 a6o 2 6nictepu Nimiteq NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
B KapTOHHIi Kopo6Lyi 0151 MeAMYHOro 3acTOCyBaHHA Ha nigcTasi perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acooby,
abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA NiKapCbKoro
3acoby B nmicnspeecTpaviliHnii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BIANOBIAHO A0 NMnaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCcyBaHHA NiKapcbkoro 3acoby A0 po3ainis
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwii"
BiAMNOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
4itoyoi pevosuHu (ibynpodpeHy) 3rigHo 3
pekomeHpauissmm PRAC. TepMiH BBEAEHHS 3MiH -
npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHS.
55. | 3ABILE®TA NopoLUoK AN MNOAN3EP CWA BUPOGHMLTBO Bpasunis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/17440/01/01
KOHLEeHTpaTy Ans EWY. CI. I, HaniBNpoaykTy ITanis UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
po3unHy ons KOPMOPEW CTEpPUILHOI CyMiLli 3MiHu y BUPOGHMUTBI. 3MiHa po3mipy cepil
iHcpy3iiA, no 2000 LIH Lecrasngnumy (BK/KOHAOUM Ajiana3oH po3Mipy cepil) roToBOro
mr/500 wr, no 10 KapboHaTy nNikapcbKoro 3acoby (iHLWi 3MiHN) AoAaBaHHSA
h1aKoHiIB 3 (uedprasmgnmy anbTepHaTUBHMX PO3MIpIB Cepiii AN rOTOBOro
NOPOLLKOM Y neHTarigpar 3 NPOMDXHOro NPOAYKTY, CyMii uedrasnanumy
KapTOHHI Kopobui KapboHaToMm KapboHaTy, BHACNiA0K AoAaBaHHS BUPOOGHNYOT
HaTpito), ainauvkn EACIEc Jobdap C.n.A./ ACS Dobfar S.p.A.
TeCTyBaHHs npu BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
BUNYCKY: 3aTBEPMKEHHS. 3MiHW | TURy - 3MiHK 3 AKOCTi. FoTOBWMIA
AHTMGIOTIKOC A0 nikapcbkuii 3aci6. KOHTPOb AOMOMIXHMX PEYOBUH.
Bpasin Nitaa, 3MiHa y MeToZiax BUNPO6YBaHHSA AOMOMIKHOI
Bpasunis peyoBuHM (iHLWI 3MiHM y MeToAax BUNpPobyBaHHSA
BVPOGHMLTBO (Brtovatoum 3amiHy abo foAaBaHHs)) AofaBaHHS

HaniBNpoAyKTy
CTEPUIBHOI CyMiLLi
uedrasmgumy
KapboHaTty
(uedrasmgnmy
neHTarigpar 3
KapboHaToM
HaTpito),
TeCTyBaHHs npu
BUMYCKY:
EnCiEc [o6dap
C.n.A,, Itanisa

TECTyBaHHS
HaTpito kapboHaty
HaniBNpoAyKTy

BHYTPILLHLOrO MeToAy TeCTyBaHHS, AK
aNbTepPHATMBHOrO, BU3HAYEHHS Ki/TbKICHOTO BMICTY Ha
[LOMOMIXHY peYOBUHY HaTpilo kapboHaTy. BBeaeHHS
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWi
3aci6. KOHTpo/ib AOMOMDKHUX PEYOBUH. 3MiHa Y
MeToAax BUNPO6YyBaHHA AOMNOMDKHOI peYOBUHM (IHLUI
3MiHV Yy MeTogax BUNpobyBaHHS (BKIOYauy 3aMiHy
abo gofaBaHHA)) AoAABaHHS BHYTPILWHLOTO METOAY
TECTyBaHHS, SiK a/lbTEPHATVBHOTO, BU3HAYEHHSA
3a/TMLLIKOBOrO PO34YMHHUKA ETUIOBOTO CNMPTY HATPIlO
kapboHaTy (Sterile Sodium Carbonate Excipient Non
Compendial Specification). BBeeHHS 3MiH NPOTAroM
6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHM | TNy -
3MiHM 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTporsb
roTOBOro Mikapcbkoro 3acoby. 3miHa y MeTofax
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

CTEPWU/IBHOI CyMiLLi
uedrasngnumy
KapboHaTty
(uedrasmgnmy
nexTarigpar 3
KapboHaToOM
HaTpito) npu
BUMYCKY:
Xena6 C.p.J.,
ITanisa
BMPOBHULTBO,
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil,
BUNPOBYBaHHSA
cTabinbHOCTI
roToBOro
niKapcbKoro
3acoby:
EiCiEc Jo6dap
C.n.A., Itanis
BMNPOOYBaHHSA
cTabinbHOCTI
roToBOro
nikapcbkoro
3acoby:
EiCiEc Jo6dap
C.n.A,, Itanisa

BMNPOGYBaHHSA roTOBOrO /iKapcbKoro 3acoby (iHLwi
3MiHn) fonasaHHA USP meToay igeHTudikauii nig yac
KOHTPO/O NPOMKHOrO rOTOBOTO MPOAYKTY ANs
CTepWIbHOI CyMili LedpTasnanmy kapboHary.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHLi 3MiHK) -
fopasaHHA MeTogy USP, K anbTepHaTUBHOIO
MeToAy, BU3HAYEHHS KifIbKICHOrO BMICTY CTEPU/IbHOI
cymiwi uedptasnammy kapboHary, o
BUKOPVCTOBYETLCA Y NPOLIECI BUTOTOB/IEHHSA KIHLEBOTO
nNpoAaykTy. BBefeHHA 3MiH NPOTArom 6-Tu MicAuiB
nicns 3aTBePKEHHS.
3miHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa
HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaMKEHHS
AISNbHOCTI BUPOOHUKa (BK/THOYAtOUM, 3a HEOOXIAHOCTI,
MicL,e NpoBeAEHHS KOHTPO/IO SIKOCTI), ab0 BiacHuKa
macTep-gpaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCS Yy BUPOOHNLTBI ADI
(AIKLLLO 3a3HAYEHO Y A0CbE Ha JlikapCbKuii 3acib) 3a
BiZICYTHOCTi cepTudpikaTa BianoBigHOCTI EBponeiichkili
dhapmakonei y 3aTBeppkeHoOMy A0CbeE, ab0 BUPOOHMKA
HOBOI ONOMDKHOT Pe4yOBUHN (SIKLLLO 3a3HAYEHO Y
[0CbE) 3MiHa afgpecu AiNnbHUL, BignoBiganbHOI 3a
BMPOGHMLITBO CTEPW/IBHOTO aBibakTamy HaTpito 3
cynbhaTypamify aBibakTamy Ta TECTyBaHHS Npu
BMMNYCKy. Micue po3TallyBaHHS AiNSHKU He 3MiHWI0CS.
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKWiA
3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa abo BBEEHHS
[04aTKOBOI fiTbHUL BUPOBHMLTBA A15 YacTUHN abo
BCbOr0 BMPOOHNYOro NPOLECy roToBOro NiKapCbKoro
3acoby (AinbHULA, Ha Skl NPOBOAATLCA 6Y/Ab-SKi
BMPOGHUYI CTagji, 3a BUHATKOM BUNYCKY cepil,
KOHTPOJTI0 AIKOCTi Ta BTOPMHHOTO MakKyBaHHA A1
CTepPW/IbHUX NiKapCbKUX 3acobiB (BKIOUYa0Um
BMPOGIEHI acenTUYHUM METOAO0M), KpiM NiKapCbKNX
3aco6iB 6i0N10ri4YHOro/iMyHO/TONYHOTO MOXOZKEHHS)
3anponoHOBaHO BBEAEHHS a/lbTEPHATUBHOT AiNAHKN
Xena6 C.p.J1., Bia ®parTa, 25, 31023 PecaHa (TB),
ITania / Chelab S.r.l., Via Fratta, 25, 31023 Resana
(TV), ltaly, sk ginbHWL, WO BignoBigae 3a TeCTyBaHHA
HaTpilo kapboHaTy HaniBNPOAYKTY CTEPU/ILHOI CyMiLLli
uedTasmanmy kapboHaty (LuedTasngmmy neHtarigpar
3 KapboHaTOM HaTpito) Npy BUNYCKy. BBeAEHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHK |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
3MiHV Y BUpo6HMUTBI. 3amiHa abo BBeeHHS
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BCbOr0 BMPOGHMYOro NpoLecy roToBOro Nikapcbkoro
3acoby (AiNbHNLSA, Ha AKii NPOBOAATLCS By b-sKi
BMPO6HUYI CTagji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/IH0 AKOCTi Ta BTOPMHHOTO NakyBaHHSA A1
CTEepPU/IbHUX NiKapCbKUX 3aco6iB (BKIOUYaOUM
BMPOGIEHi acenTYHUM MeTOA0M), KpiM NiKapCbKUX
3aco6iB 6i0N10riYHOro/iMyHO/ONYHOTO NOXOKEHHS)
BBefeHHs ENCIEc flobdap C.n.A., Biane AgpetTa,
2a/12-3/5, 20067 TpibiaHo (M), Itanis / ACS Dobfar
S.p.A., Viale Addetta, 2a/12-3/5, 20067 Tribiano (Ml),
Italy, siK AinbHWL, WO BiANOBifa€E 32 BUPOOHNLTBO
HaniBNpoAyKTYy CTEPW/IbHOI CyMiLli LedTasnanmy
KapboHaTy (LedTasuaumy neHtarigpar 3 kapboHaTom
HaTpIl0), TECTYBaHHSA NPV BUMNYCKY. Y3roMKeHHs
dhyHKUil BUpobHuka ENCIiEc fobdap C.n.A., ITanis, 3
agpecoto Bia A. ®dnemiHr, 2-37135 BepoHa (BP),
ITanis 3 maTepiaiamMmm peecTpauiiHoro focke, a came
AopaBaHHsA yHKUIT BUNpobyBaHHA cTabinbHOCTI
roTOBOro NikapcbKoro 3acooby.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpMKEHHS. 3MiHu Il Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHU Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/10YaUM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
NiKapcbKoro 3acoby (CyTTeBa 3miHa y NpoLeci
BUPOGHULITBA, K& MOXe MaTV iCTOTHWI B/IMB Ha
AKICTb, 6e3neky Ta ePeKTUBHICTb NiKapCbKoro 3acoby)
3anponoHoOBaHO 3MiHK y npoLieci BupobHuuTea M3,
BK/THOHAI0UN NPOMKHWIA NPOAYKT, & came, CUHTEe3y
CYMillli CTepWUIbLHOrO LedTasnaumy kapboHaty
roTOBOro NPOMDKHOrO MPOAYKTY Ta cTepunisavi
HaTpilo kapboHaTy, SKu1ii BUKOPUCTOBYETHCA Y
BUPOGHULITBI CTEPUTLHOTO LiedhTasnammy kapooHaTy
rOTOBOrO NMPOMIXKHOIO NPOAYKTY, BHACNIAOK BBEAEHHS
BMPOGHMYOI ainsHkm ERCIEc flo6chap C.n.A./ACS
Dobfar S.p.A. BBefieHHs 3MiH NPOTArom 6-Tun MicsiLiB
nicns 3aTBePKEHHS.
3minu |l Tuny - 3MiHn 3 skocTi. A®l. Bupo6HMUTBO.
3MiHa BUPOGHMKa BUXiAHOrO/MPOMiXHOro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
(BkntOYarOUN, fe HeObXiAHO, MicLe NPOBEAEHHS
KOHTponto skocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiickbkili hapmakonei y
3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I 3 HapaHHsAM MacTep-thalina Ha A®l) BBeeHHS
BMpo6bHuka ENCIiEc flobchap C.n.A., Biane AgaoeTtTa,

2a/12-3/5, 20067 TpibiaHo (MI), ITania/ ACS Dobfar

Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
[04aTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YacTUHM abo
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
S.p.A., Viale Addetta 2a/12-3/5, 20067 Tribiano (Ml),
Italy, sk ginbHUUI, WO BigNOBiAaE 3a BUPOOGHULTBO Ta
TeCTyBaHHS KOHTPOJIIO SIKOCTi CTEPUIbHOTO
uedTasnavmy neHtarigpary 3 HagaHHAM macTep-
chaiiny ASMF (EMEA/ASMF/01431).
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
56. | 3APCIO® PO34UH AN1s iH'eKLin CaHpo3 ABCTpist BiANOBIga/IbHUIA HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/12447/01/01
abo iHdysi, 30 MH vM6X 3a BUPOGHMLTBO, ABcTpis TMny - 3MiHM 3 aKkocTi. A®l. BupobHuuTBO. 3MiHa peyenmom
0f/0,5 mn, no 0,5 nepBuHHE po3mipy cepii (Bktoyaroun gianasonu) A®| abo
M1 PO3YMHY B nakyBaHHs1, NMPOMDKHOIO NPOAYKTY, SKWIA 3aCTOCOBYETLCA Y NPOLIECi
nonepeaHL0 KOHTpONb cepii: BMpO6HULTBA AP| (PO3MIp Cepii aKTUBHOI PeYOBUHM
3arnoBHeHOMY Ai [i Ti Bionorika 6i010ri4YHOro/iMyHOONYHOTO MOXOPKEHHS
Lwnpuui, 'M6X, HimeuuunHa; 36iNbLUMBCA/3MeHLINBCA 6e3 3MiHW NnapameTpiB
OCHaLLleHOoro BiANOBIAaIbHNI npouecy (Hanpuknag, fy6/10BaHHa NiHil)) 36iNbLUEHH:
nopLUHEM, 3a BUPOOHMLTBO, macLuTaby npoLecy OUnLLLEHHS Ai0Y0T PEYOBUHU Ha
iH'eKLIiHOIO FO/IKOIO, nakyBaHHs, BXe 3apeeCcTpoBaHOMY BUPOBHUYOMY caliTi,
KOBMaykom Ta KOHTPO/b cepii Ta BMPOGHNYOI NiHIi pekoMbiHaHTHUX binkis 2 (RPP2), 3
3aXVCHUM BUWMYCK Cepii: TUM LLL06 3p06UTU BUPOBHMYMIA Npouec GinbLu
NPUCTPOEM NS CaHpo3 'mM6X — €KOHOMIYHO eheKTUBHUM.
3anobiraHHs BisHec nigpo3gain
NOLUKOKEHHSA TexHonoriyHa
ro/IKoto nicsis po3pobka Ta
3acToCyBaHHA, y BVMPOGHMLTBO
6nicTepHili ynakoBLuyj; 6ioNorivyHmx
no1la6o5 nNiKapcbknx
6nicTepHux 3acobiB
yMakoBOK B WadTeHay (BTAM
KapTOHHI KOopooLi AncC), Asctpis
57. | 3APCIO® PO34nH N8 iH'eKujin CaHnpo3 AscTpist BiANOBIgaIbHNI Himeuunna/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/12447/01/02
abo iHdysilA, 48 MTH M6X 3a BUPOGHMLTBO, ABcTpist TMny - 3MiHK 3 AKkocTi. A®l. BUpo6HMLUTBO. 3MiHa peyenmom
0f4/0,5 mn, no 0,5 nepBuHHE po3Mipy cepil (Bktovatoun gianaszoHu) APl abo
MJ1 PO3UMHY B nakyBaHHs, MPOMIXHOro NPOAYKTY, KU 3aCTOCOBYETHLCS Y NPOLIECI

nonepegHL0
3anoBHEHOMY
wnpuui,
OCHalLLleHOoro
NopLUHEM,
iH'EKLiHOIO rONKOIO,
KOBMa4kom Ta
3aXMCHUM
NPUCTPOEM ANs
3anobiraHHs
NOLUKOKEHHSA
ronKoto nicns
3aCTOCyBaHHS, y
6nicTepHili ynakoBLuyj;
no 1 a6o5
6nicTepHux
yNakoBOK B

KOHTPO/b cepii:
Ali [i Ti Bionorika
'mM6X, HimeuunHa;

BignoBiganbHMi
3a BMPOGHULTBO,

nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
CaHpo3 'mM6X —
Bi3Hec nigpo3gin
TeXHoNoriYHa
po3pobka Ta
BVMPOGHMLTBO
6ionoriyHnx
NiKapCbKnX
3acob6is
WadteHay (6TAM

BMpo6HULTBa AP| (pO3Mip cepii aKkTMBHOI pevyoBUHM
6i0N10ri4YHOro/iMyHONOMNYHOTO NOXOKEHHS
36iNbLUMBCSA/3MeHLMBCA 6e3 3MiHWM napameTpis
npouecy (Hanpuknag, gy6/11BaHHs NiHil)) 36iNbLIEHHS
MacLuTaby npoLecy OUnLLLeHHA Aio4H0i PEYOBUHU Ha
BXE 3apeecTpoBaHOMY BMPOGHNYOMY CaliTi,
BMPOGHMWYOI MiHiT pekoMbiHaHTHUX 6inkiB 2 (RPP2), 3
TUM LLLO6 3p06GUTN BUPOBHNYMIA NpoLec GinbLu
€KOHOMIYHO eEKTUBHUM.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

KapPTOHHI KOpooOLii AMnC), Asctpisi

58. | 3SOMETA® KOHUeHTpaT ans Hosapric LLiBeiiuapis BTOPVHHE ABCTpist BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a He UA/8368/01/01
PO3YuHy AN dapma Al nakyBaHHs, UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom | nionsi2ae
iHcpy3iiA, 4 mMr/5 mn BWMYCK cepii: 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
no 5 mn 'y donakoHi; Nex [04aTKOBOT AiNIbHULI BUPOBHULTBA [/151 YaCTUHU abo
no 1 donakoHy B dapmacbioTrKanc BCbOr0 BMPOGHWNYOrO MPOLECY rOTOBOrO /iKaPCbKOro

KapTOHHIA KopoobLi

An.4a., CnoeeHis
BMPOBHULTBO 3a
MOBHUM LMIK/IOM:
HoBapTic ®apma

LTeliH AT,
LLisefiuapis
BMPOGHMLTBO,
nepBuHHE
nakyBaHHs:
®peseHiyc Kabi
ABCTpisi TM6X,
ABcCTpis

Bizya/lbHWi
KOHTPO/Ib
CTepUI30BaHNX
thnakoHiB ons
BMPOGHMKA
®peseHiyc Kabi
ABCTpisi TM6X,
Mpau):
®peseHiyc Kabi
ABCTpisi TM6X,
ABCTpis
KOHTPO/b AKOCTI
3a NOKa3HUKOM
"BakTepiasibHi
€HAOTOKCUHW" ansa
BUPOGHMKa
®pe3seHiyc Kabi
AscTpis [M6X,
pau:
®pe3seHiyc Kabi
AscTpis [M6X,
ABCTpIs
KOHTPO/b SKOCTi
3a NOKa3HUKOM
"CTepunbHicTb"
AN BUPOGHYVKa
®peseHiyc Kabi
ABCTpisi TM6X,
Ipau:
ATEC 'm6X IMEL,
ABCTpist

3aco06y ([inbHWLSA AN BTOPUHHOTO NakyBaHHS)
BBEEHHS AiNbHUL ANA BTOPUHHOTO nakyBaHHS Jlek
PapmacbloTukasnc 4.4., Byn. Beposiukosa 57,
NMwobnsHa, 1526, CnoeeHia/ Lek Pharmaceuticals
d.d.,Verovskova Ulica 57, Ljubljana, 1526, Slovenia.
BBefeHHst 3mMiH npoTarom 6 micAuis nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKoCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHW Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO fiKapCbKOro 3acoby (3amiHa
abo fofilaBaHHA BUPOOHMKA, L0 BiANOBIgaE 3a
BBE3€eHHA Ta/abo Bunyck cepii) - He BkAYarum
KOHTpO/b/BMNpoGYyBaHHS cepii. [lofaBaHHs
BMPOGHMKa, LLLO BiAMNOBIAaE 3a BUMYCK cepii Jlek
PapmacbloTukasnc 4.4., Byn. Beposiukosa 57,
NwobnsHa, 1526, CnoseHis/Lek Pharmaceuticals
d.d.,Verovskova Ulica 57, Ljubljana, 1526, Slovenia.
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro
3acToCyBaHHS NiKapcbKoro 3acoby y po3ainu
«BUpPO6HKK» Ta «MicLe3HaxoMKeHHS1 BUpObHMKa Ta
afpeca MicLfA NPoBafKEHHS NOro AisIbHOCTI» 3
BiANOBIAHUMY 3MiHAMY Y TEKCTi MapKyBaHHS1 YNakoBKU
NiKapcbKoro 3acoby (AoAaBaHHA BUPOGHUYOT
AinbHuLi). BBegeHHs 3miH npoTtarom 6 micsuis nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo
6e3nekun/edhekTVBHOCTI Ta hapMakoHarniagy (iHuwi
3MiHW). OHOB/IEHHS TEKCTY MapKyBaHHs NePBUHHOT Ta
BTOPVHHOT YNakoBOK JliKapCbKOro 3acoby, 3okpema
BUyYEHHST iHGhopMaLii, 3a3Ha4eHOl POCiliCbKO
MOBOI0, Ta BHECEHHS 3MiH: NEPBUHHA ynakoBka — n. 3.
«HOMEP CEPII IKAPCbKOIO 3ACOBY», n. 4.
«[ATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI», n.
6. «IHWE»; BTOpuHHa ynakoBka — n. 8. «[ATA
3AKIHYEHHA TEPMIHY NPUJATHOCTI», n. 17.
«|HLUE». BBeeHHs1 3MiH NpoTAroM 6 Micauis nicns
3aTBEPKEHHS.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
59. | IHFTANIOT- cnpeii a4ns poToBoi TOBAPUCT Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/10947/01/01
3400POB'A NopoXHWHY no 30 BO 3 BMPOGHMLITBA, TMny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT peyenma
POPTE 3 My 6as1oHi 3 OBMEXEH KOHTPO/b SKOCTI, AinbHULI (BKOYatoum AinbHuLi ana A®l, npomikHoro
POMALLKORO KflanaHoM-HacocoM, (e]}0) BUNYCK cepil: NpoAyKTY abo roTOBOro NiKapcbkoro 3acoby, AiNbHULL
no 1 6an0Hy 3 BIANOBIOA ToBapucTBo 3 AN NpoBeAEeHHS NakyBaHHS, BUPOOHUKA,
HacagKoto- NIBHICTHO 0OMEeXeHO BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MicLie NpOBEAEHHS
posnuaBayemM Ta «KOPIMOPA BIANOBIAAILHICTIO KOHTPO/IO cepii) abo nocTavasnbHVKa BUXiAHOTO
3aX1CHUM LA "®apmaueBTnYHa marepiany, peareHTy abo AONOMDKHOI peYOBUHM
KOBMa4KoMm y «300POB’A KOMMaHis (AKLLLO 3a3HAYEHO Y AOChE) BUTyHYEHHS BUPOGHMKa ADI
KOpoOLi 3 KapTOHY; » "3popos's”, CTpenTtoumay po3yrHHoro cipmu BAT "Ip6GiTCchKuii
no 50 mn y pnakoHi YkpaiHa; ximiko-thapmaveBTUYHUIA 3aBog", Pocilicbka
3 3aXNCHUM BCi cTagii depepauis. 3anMwaeTbecsa 3aTBEPKEHNI BUPOOHUK
KoBnaykom; no 1 BMpPOGHULTBA, A®| CtpenToumnay po3ymHHoro - TOB "dapmxim”,
donakoHy 3 OKpPiM KOHTPO/TH0 YkpaiHa.
opasibHUM AKOCTi Ta BUMYCKY
PO3MNU/IOBaIbHUM cepit:
NPUCTPOEM Ta ToBapucTso 3
3aXMCHUM 06MeXeHOH0
KOBMaykoM y BIANOBIAA/ILHICTIO
KOpo6L,i 3 KapTOHY "®apmMaueBTNYHaA
KomnaHis
"3popos'a”,
YkpaiHa
60. | IHOANAMIA NMOpPOLLOK Yemo IcnaHis KIMIKA IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/17785/01/01
(cy6eTaHuin) y |6epika, C.A. CIHTETIKA, C.A. My - 3MiHK 3 AKOCTi. A®I. CTabinbHICTb. 3MiHa
noABINHNX nepiofy NOBTOPHMX BUNpo6yBaHb/nepiody 36epiraHHs
nosnieTuIeHoBMX abo ymoB 36epiraHHa A®I (3a BigCyTHOCT y
naketax gns 3aTBEpPAKEHOMY A0CLE cepTudpikata BiANoBiAHOCTI
thapmaLeBTUYHOro €Bponeiicbkili hapmakonei, Lo BKItoYae nepiog,
3aCTOCyBaHHSA MOBTOPHOTO BUNPOGYBaHHSA) (Nepiog MOBTOPHOIO
BMNPO6YBaHHs/nepios 36epiraHHs) - 3MiHa ymMoOB
36epiraHHa A®| - 3viHa ymoB 36epiraHHs AdI.
[itoua pepakuisi: 36epiraHHs: B opuriHanbHiii ynakosL,i
npv Temnepatypi He Buwe 30°C MNponoHoBaHa
pefakuis:
36epiraHHs: 36epiraHHs Ta TpaHCNOPTYBaHHS
cybcTaHUil He noTpebye cneviasibHUX TeMnepaTypHUX
BMMOTr. TpumaTy Cy6CTaHLilo B OpUriHaUTbHIN yNakoBLi,
3axuLeHili Big CBiT/1a Ta BOMOTK
61. | KAHABIT emynbCis Ans Bb ®apma Yecbka EliuBiEmM dapma Cnosaubka BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a He UA/12630/01/01
iH'ekuin, 10 mr/mn; a.c. Pecny6nika c.p.o. Pecny6nika MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUiA 3aci6. peyenmom | niossieae

no 1 mn emynbcii
AN iH'eKuii B
amnyni 3
KOPWYHEBOrO CKNa;
no 5 a6o no 10
ammnys B ynakoBLj 3
nnisky PVC
noMilwatTb B

CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3MiHa
pPO3Mipy ynakoBK/ roTOBOrO MikapCbKoro 3acoby (3miHa
KiNbKOCTI 0guHMLb (Hanpuknag TabneTok, amnysn
TOLLO) B ynakoBLi:) - 3MiHa no3a fianazoHoM
3aTBEPKEHNX PO3MIPIB YNaKoBKW. 3MiHa Ki/IbKOCTi
amMnyn y BTOPUHHI ynakoBu,i (3aTBepaxeHo: Ne 5 o 1
M/1; 3anponoHoBaHo: Ne 5 no 1 mn; Ne 10 no 1 mn).
MepBUHHUIA NakKyBalbHWIA MaTepian He 3MiHWBCS.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

KapTOHHY KOpPOG6Ky

3MiHM BHECEHO Y po34in "YnakoBka" B iHCTPYKL,t0 415
MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY 3i 3MiHOK pO3Mipy
yNakoBKM Ta K HACNIAOK - MosiBa TEKCTY MapKyBaHHS
[N HOBOTO PO3MIipY YNakOBKW /ikapCbkoro 3acoby.
BBegeHHA 3MiH NpoTarom 3-x micsauis nicns
3aTBEPMAKEHHS. 3MiHM | TUMY - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTpOb rOTOBOrO NiKapCbKOro
3acoby. 3miHa y meTofax BUNpobyBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepayKeHnX
MeToJax BUNPOOYBaHHS) — 3MiHN aHaNI TUYHOI
MeTOAMKM 3a NOKa3HUKOM «KinbKicHe BU3HAYEHHSI
hiTomeHagioHy» meTogom BEPX (npobonigrotoska,
chopmMynn po3paxyHky). BBegeHHs 3MiH npoTarom 3-x
MicALiB nicnsa 3aTBepKeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikaui
Ta/abo [oNyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(iHWi 3MiHW) — BUJaNeHo nokasHuk «Mpo3opicTb Ta
CTyniHb onasiecueHLii» 3 cneyudikauin Ha BUNyck Ta
Ha TepMiH npuaaTHOCTI. BBeeHHS 3MiH NpoTArom 3-x
MicsALiB Nicnsa 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo foNyCTMMUX MEX FOTOBOrO NiKapCbKoro 3acoby
(iHWi 3MiHW) — BUAaNeHo NokasHNK «CyxXuii 3asIMLLIOK
3 cneumdikauili Ha BUMycK Ta Ha TEPMiH NPUAATHOCTI.
BBefieHHs 3MiH NpoTArom 3-x MicauiB nicns
3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3 AKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOTO NiKapCbKOro
3acoby. 3MiHa napameTpiB cneuundikauii Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHA abo 3amiHa nokasHvka crneundikadii 3a
pesynbTatamu focnifpxkeHb 3 6e3nekn abo AkocTi (3a
BMHATKOM JliKapCbK1X 3aco6iB
6i0/10r4YHOr0/iMyHO/OrYHOTO MOXOMKEHHS)) — 3MiHA
npodinto AOMILLOK, KPUTEpIiB NPUAHATHOCTI Ta
MeToAnkM (Npo6oniaroToBka, KpuTepii NpuaaTHOCTI
XpomarorpadivHoi cuctemu, opmysia po3paxyHky) 3a
noKasHUKoM «CynyTHi AOMiLLIKV». BBeAEHHS 3MiH
NpoTArom 3-x MicAUIB MiC/1A 3aTBEPKEHHS. 3MiHM |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
napameTpiB cneundikauii Ta/abo AoNyCTUMUX MEX
rOTOBOrO /1iKapCbKOro 3acoby (3BYXXEHHS [0NyCTUMUX
MeX) — A/17 BU3HAUYEHHS nokasHuka «lgeHtudikauis»
meTtogom BEPX gogaHo BU3HaYeHHS 3a [ONMOMOror
niogHo-maTpuyHoro getektopa (HPLC-DAD)
BBefieHHs 3MiH NpoTArom 3-x MicAuiB nicns
3aTBEpPMKEHHSA. 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHN.
(iHWi 3MiHM) — 3miHa nikapcbkol chopmu 13




46

Homep

n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakosKa)

(3aTBEPMAKEHO: PO3YMH A/1A iH'EKLIT; 3anPONOHOBaHO:
eMynbCist AnA iH'ekuiT). 3MiHU BHECEHO B IHCTPYKLi0
0151 MeQUYHOro 3aCTOCYBaHHS LW0A0 3MiHU AiKapCbKOoi
dhopmu Ta K HAC/IAOK - Y TEKCT MapKyBaHHS YNakoBOK
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsArom 3-x
MicALiB NicnsA 3aTBepKeHHsA. 3MiHu | Tuny - 3MiHu 3
AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHULTBI. 3MiHM BUNPO6BYBaHb abo AONYCTUMMX
MeX, BCTaHOB/IEHUX y crieuudikalisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKapPCbKOro 3acoby (iHLwi
3MiHW) — 3MiHa KpUTEpIiB NPUAHATHOCTI 32 NMOKa3HUKOM
«30BHILLHI BUrNag» y cneuudikaLii npomikHoro
npoaykTty (piauHa in bulk) Ta y cneundikauisx Ha
BUMYCK Ta Ha TePMiH NpuaaTtHocTi. | Ak Hacnigok Ao
nokasHuka «MexaHiuHi BK/IIOYEHHSI» [0AaHO
BU3HAYEHHSA BUAVMUX MEXAHIYHUX BK/IHOYEHb. 3MiHN
BHECeHO Y po3ain "OCHOBHI (Di3NKO-XiMiYHi
B/1ACTMBOCTI" B IHCTPYKL,itO 4719 MEANYHOrO
3aCcTOCyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTAarom 3-x MicsiLiB NicNs 3aTBEPAKEHHS.

UA/10643/01/01

62.

KENTIKAH

Kancynv Teepgi; no
15 kancyny
6nictepi; no 2
6nictepn y
KapTOHHIA KopoobLi

deppep
IHTepHaujioH
anb, C.A.

IcnaHis

deppep
IHTepHauioHab,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy). 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKa, BiANOBigaIbHOT 3a
hapmakoHarnag,.

[itoua pepakuis: Albert Garcia Rierola. NMponoHosaHa
pepakuisi: Cristina Rodellas Ramos. 3MiHa KOHTaKTHMX
[aHnX YNoBHOBaXXEHOT 0CO6W 3asiBHNIKA,
BiANOBIAa/IbHOI 3a hapmakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pegakuin: Kyuma Bonogummp OnekcaHgposuy.
MponoHoBaHa pepakuis: HikitTueHkoBa /1l060B
IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3asBHKKa, BiANOBIAabHOI 3a thapmakoHarnsag s
YKpaiHi.

3a
peyernmom

3a

He

UA/7034/01/01

63.

K/TABE/I® 500

TabneTtku, BKPUTI
060/10HKO0, N0 500
Mr, no 7 TabneTok y

HOBEN
ITAY CAHAT
BE

TIIKAPET

TypeyunHa

HOBE/ I/1AY
CAHAI BE
TIOXKAPET A.LL.

TypeuunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

peyenmom

nionsieae

6nictepi; no 2
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
6nictepu y A.LL. [ANs MeAMYHOro 3aCTOCYyBaHHSA Ha MigcTasi peryssipHo
KapTOHHIA ynakoBLi OHOBJIHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
ab0 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3ginu
"MpoTunokasaHHs", "B3aeMogis 3 iHWMMUN NiKapCbKUMu
3aco6amu Ta iHWi BuAW B3aemogiii", "OcobnusocTi
3acTocyBaHHS" BifMoBigHO A0 OHOB/EHOI iHChopMaLii 3
6e3nekun Ajlo4voi pevyoBrHU. BBeLeHHS 3MiH NPOTSArom
6-TV MicALIIB MiCNs 3aTBEPKEHHS
64. | KNNAPUTPOMIL, | TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/0279/01/02
WH-OAPHULUSA 060/10HKO10, N0 500 "papmaueBT "®apmMaueBTUYHA TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE- peyenmom
Mr; No 7 TabneTok y nyHa chipma ipma "AapHuug" cepTudikaT BignoBigHOCTI EBpoNeNichKii
KOHTYPHIi "NapHuusa" thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
YapyHKOBIl HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
ynakosLi; no 2 MOHorpadii oY abo €Bponelicbkoi thapmakonei, abo
KOHTYPHI YapyHKOBI iHLWOT HauioHanbHOI hapmakonei Aepxasu EC (iHwWi
ynakoBKU B naui 3MiHW) BHECEHHS 3MiH [0 creundikaLii Ta meToais
KOHTPO/IH0 SIKOCTI JOMOMDKHOI pe4yoBMHW TaulbK AN
npuBeAeHHs Yy BiANOBIAHICTb A0 BMMOT i pekomMeHaawii
Aitounx pefakuiii MmoHorpadii €EP «Talc» Ta Y
65. | KNNAPUTPOMIL, | TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/0279/01/01
NH-JAPHNLUA 060/10HKOI0, N0 250 "papmaueBT "®apmMaueBTNYHa TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/lE- peyenmom
Mr; o 7 TabneTok y n4yHa gipma thipma "JapHuus" cepTudpikaT BignoBigHOCTI EBponeiickkiii
KOHTYPHIi "fapHnus” thapmakonei/moHorpadii. 3mMiHu, NoB'A3aHi 3
YapyHKOBIl HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
ynakosLi; no 2 MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
KOHTYPHI YapyHKOBI iHLIOT HauioHanbHOI dhapmakonei aepxasu EC (iHLWi
ynakoBKu B navi 3MiHW) BHECEHHSA 3MiH [0 cneundikauii Ta MeToaiB
KOHTPOIO SIKOCTi AONOMIXHOI pevoBuHY Tasbk ans
npuBeaeHHs Yy BiANOBIAHICTb A0 BMMOT i pekomMeHaawii
Aitounx pegakuii moHorpadii € «Tale» Ta JPY
66. | KOHKOP® KOP | Tabnetku, BKpUTI Mepk HimeuunHa Mepk Xenckea HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a UA/3322/01/01
NAiBKOBOIO Xernckea KraA TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/E- peyenmom
060n0Hkoto, No 2,5 KraA cepTudikaT BignoBigHOCTI EBponeiichkiii

Mmr no 10 TabneTok y
6nictepi; no 3
6nictepu y
KapTOHHiA KOpOGL

thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpoNeiChKii
thapmakonel: ana A®l; gns suxigHoro
MaTtepiany/peareHTy/MpoMiKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[0MNOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkili hapmakonei) - OHOB/IeHWI cepTudikat
Bif} y)Xe 3aTBEPMKEHOr0 BUPOGHMKa. MogaHHsA
OHOB/IEHOr0 cepTudikaTy BifnoBiAHOCTI E€BpONenchKii
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
thapmakonei R1-CEP 2008-287-Rev 01 Big
3aTBepmxeHoro BupobHuka Merck & Cie, LLBeliuapis
Ailo4oi peyoBrHY Giconponony dymapar B 3B’A3Ky 3i
3MiHOK Ha3BW BUPO6HUKa (3aTBepakeHo: R1-CEP
2008-287-Rev 00 Merck & Cie, LLseiiuapis;
3anponoHoBaHo: R1-CEP 2008-287-Rev 01 Merck &
Cie KMG, Lliseiiuapis).
67. | KOMAKCOH®- PO34UH A1 iH'EKLLNA, TOB «TeBa Ykpaina BMPOBHULTBO 3a 13pains/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu || 3a He UA/6307/01/01
TEBA 20 mr/mn; no 1 mn YkpaiHa» NOBHUM LMK/IOM: Benuka TMny - 3MiHKM Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom nionseae
npenapary y TeBa Bputanis/ thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
nonepegHsL0 dapmaueBTikan HigepnaHan 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
HanoBHeHOMY IHpacTpis N14., / YropwmHa | nocsigyeHHs, Bkoyatoun MNnaH ynpasniHHA pusukamm
wnpuui; no 1 I3pains; (3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(€)
nonepegHLo BMPOGHMLTBO 3a noAanbLIOoro 06I'pPYHTYBaHHSA HOBUMM [04ATKOBUM
HaroBHEHOMY MOBHUM LMIK/IOM: [aHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHNM

LUNpULLY B KOHTYpHIlA
YapyHKOBIli ynakoBLyj
3anasHili nanepom
abono 1
nonepegHLo
HarnoBHEHOMY
LUNPULLY B KOHTYpHIlA
YapyHKOBIli ynakoBLj
3anasiHili nniBkoto;
no 28 nonepeaHbo
HanoBHEHWX
wnpuyis y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHIA Kopoo6Li

HopToH Xenckea
Nimiten T/IA
AVBEKC
dPapmacboTuKan3
IOK, Benuka
BpuTaHis;
KOHTpPO/b cepii
(noBHe
TecTyBaHHS,
BK/TIOHAIOUN HA
CTEpUNbHICTb Ta
H6akTepianbHi
©HA0TOKCUHN, ane
OKpim 6iosioriyHoro
TeCTyBaHHS):
dapmaxewmi b.B.,
HigepnaHaw;
KOHTPO/b cepii
(Tinbkn GionorivyHe
TecTyBaHHs): AT
PapmaueBTUYHNI
3aBo/ TeBa,
YropuuHa;
KOHTPO/b cepii
(Tinbkn GionorivyHe
TecTyBaHHs): ABiK
Nta., 13paine;
KOHTpPO/b cepii
(aHanitnyHe
TecTyBaHHA Ta
BUBYEHHSA
CTabisIbHOCTI):
Asia Kemikan
IHpacTpis N174.,
13painb

OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM opraHom) 3asiBHUKOM HaJaHo
OHOB/IEHWIA [MnaH ynpasniHHA pu3ukamu sepcia 7.1
3MiHM BHeceHi Ao yacTuH: Il. Cneuudikauis 3 6e3nekn
(Mogyns CIl, Mogynb CIV , Mogynb CV, Mogynb
CVII), YacTmHun V. 3axoau 3 miHimizauii pusukis, VII.
[opatok 8 y 3B'A3Ky 3 NOfaHHAM pe3ysnbTartis 4-ro
LLIOPIYHOr0 NPOMIKHOrO aHanisy AaHux 3 BariTHOCTI y
nauieHTiB, Siki OTPMMYBaNV NiKyBaHHA rnatmpamepy
aumtaTtom. Pestome MnaHy ynpasiHHA pyU3nkamm
Bepcia 7.1 pofaetbcs. 3MiHUM BHECEHO B iHCTPYKLiO
L1 MeQUYHOro 3aCTOCyBaHHSA MikapcbKoro 3acoby Ao
po3gainy "3actocyBaHHs y nepiof, BariTHOCTi abo
roflyBaHHs rpyAato" BignoBigHO [0 OHOB/IEHOT
iHchopmawii Wwoao 6e3nekn 3acTocyBaHHS NikapCbKoro
3aco0y.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
68. | KOPBA3AH® TabneTku, BKpUTI NnAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/1371/01/01
nNiBKOBOO "KviBmeanp "Kuismegnpenapa TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
060/10HKO0, N0 25 enapar” T Ta/abo agpecu MicuUs NPOBaKEHHNA AISNbHOCTI
mr; no 10 TabneTok BMPOGHMKa (BK/TO4akouM, 3a HEOOXIAHOCTI, MicLe
y 6nictepi; no 3 NpoBeEeHHSA KOHTPO/O AKOCTI), abo BNacHUka mactep-
6nictepn y nauui thaiina Ha A®I, abo noctayasibHuka AdI/BuxigHoro
mMarepiany/peareHTy/npomMiKHOro NMPOAYKTY, L0
3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO
y [OCbE Ha Nikapcbkuii 3aci6) 3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
chapmakonei y 3aTBepkeHOMy A0Cbe, ab0 BUPOOHMKA
HOBOI AOMNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
focbe) 3MiHa 3asB/ieHa y 3B'A3Ky 3i 3MiHOK Ha3BU
BMpobHUuKa A®I 3 Kagina Xenckea flivites, IHAis Ha
3aligac NaiidbcaitHcic Nimitea, HAjs,
MiCL,e3HaxX0MKEeHHSI BUPOOHMKA, BUPOGHMYA AiNbHULS
Ta yci BUpo6HMYi onepauii 3anwatoTbCs He3MIHHUMMU.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.
69. | KOPBA3AH® TabneTku, BKPUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/1371/01/02
NiBKOBOO "Kvismegnp "KuiBmegnpenapa TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
060/10HKOHD, MO 12,5 enapat” T Ta/abo agpecu MicUs NPOBaKEHHS AiSNbHOCTI
Mmr; no 10 TabneTok BMpPOGHMKa (BK/IKOYAKOUM, 3a HEOBXiAHOCTI, Micue
y 6nicTepi; no 3 NpPOBEAEHHS KOHTPO/IO AKOCTI), ab0 BNacHUKa mactep-
6nictepn y nauui thaiina Ha A®I, abo noctavanbHuka APl/BnxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO
y [OCbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpONEiiChKilt
thapmakonei y 3aTBepKeHOMY [0CkbE, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLLO 3a3HAYEHO Y
[ocbe) 3MiHa 3aaB/1eHa y 3B’13Ky 3i 3MiHOKO Ha3BuU
Bnpo6Huka A®| 3 Kagina Xenckea flimites, IHaia Ha
3aiigac MavidcaiiHcic Nimiteq, IHAis,
MiCLLe3HaxoMKEHHSI BUPOOHMKa, BUPOOHUYA AiNbHALSA
Ta yci BUpO6HMYI onepauii 3anLwaoTbCst HE3MIHHUMM.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS.
70. | KOPHEPETFE/b | renb o4Huid, 50 mr/r, TOB YkpaiHa [p. Mepxapg HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/8545/01/01
® no5ryTy6i;nol «BAYLU MaHH XeM.-chapm. TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenma
Ty6i B KQPTOHHIlA XEJIC» Pabpuk MM6X hapmakoHarnagy (iHwi 3MiHn) 3MiHW BHECEHO Y TEKCT
Kopoobui MapKyBaHHS BTOPMHHOI N.17. IHLWE Ta nepBuHHOI Nn.6.
IHLLE ynakoBoK nikapcbkoro 3acoby, a came: ofaHo
iHbopMmaLLito NPO HasABHICTb JIOTOTUNY BUPOBHMKA.
71. | KycToglion PO34uH Ans Op. ®paHy HimeuunHa Op. ®paHy HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/6672/01/01
nepdysiii, no 500 Kbonep Keonep Xewmi TexHiyHa nomusika (3rigHo Hakasy MO3 Big, peyenmom
mn a6o 1000 mn y Xemi T'm6X M6X 23.07.2015 Ne 460) BunpasneHo TeXHIYHY NOMUSIKY B

NAAWKaX CKASHUX;
no 1 n, a6o 2 n, abo
5 11y naketax

TEKCTi MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOT YNakoBOK
nikapcbkoro 3acoby (o1 naketa Ha 1 n),
3aTBEepAKeHoMy HakazoM Ne 1709 Big 29.09.2023 p., a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

came: B po3gini 5. «CrMNOCIb TA WNAX BBEAEHHA»
— BUAasIeHo Kparnky nicns gpasn «Po3unH gns

nepdyysivi» (6yno: Po3unH ans nepdysiii., ctano:
Po3uuH gns nepdysiii), Ha BTOPVHHIl ynakoBLi B

po3aini 17. «IHWE» B1ganeHo NoOMUNIKOBO BHECEHY

thpasy «llkana 06’'eMy». 3a3HayeHe BUNpPaBIEHHS
BiANOBIAAE apxiBHMM MaTepiasiam peecTpawiiHoro

[0Cbe

72.

NAMOTPUH
100

Tabnetkn no 100 wr;
no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI navu,i

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro

nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm

(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NnoAasIbLIOro 06rPYHTYBaHHS HOBYMMW A04ATKOBUM
AaHUMK, WO MaoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OL[iHKa
KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOB/IEHUIA MnaH ynpaBniHHA py3vkamu Bepcis 2.0.
3MiHV BHECEHO [0 YacTuH: | «3arasbHa iHhopmaLis»

Il «Cneuwndikauis 3 6e3nekn» V «3axoam 3 MiHimizawii

pu3ukiB» VI «Pe3tome niaHy ynpasniHHSA pyu3vkamu»

VIl «dopatku» (nogatky 1-8) y 38’s13Ky 3 OHOBJ/IEHHAM
iHchopmaLii oA BaXXNMBMX PU3VKIB PU3VKIB
BignosigHo go HaRP Assessment Report for

lamotrigine, a TakoX HagaHWUX 3asiBHUKOM
06rpyHTyBaHb Ta i3 3MiHOK dhopmarty BignoBigHoO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MNnaHy ynpasniHHA py3nkamu
Bepcisa 2.0 gogaeTbes.

3a
peyermom

UA/2112/01/02

73.

NAMOTPWH 25

Tabnetku no 25 wr;
no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI nayu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt"”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviitHux maTepianis: 3miHu ||
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(n) fo
3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro

noceifYeHHsA, BKtoYarouy Mnax ynpasniHHA pyusnkaMmm

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [O4aTKOBUM
AaHVMK, L0 MaloTb HaJasaTUCs KOMNETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOB/EHUIA MnaH ynpaBniHHS pu3nkamu Bepcis 2.0.
3MiHU BHEeCeHO [0 YacTuH: | «3arasibHa iHhopmMauis»

Il «Cneundpikauis 3 6e3nekn» V «3axoau 3 MiHimizaw,ii

pu3ukie» VI «Pe3tome nnaHy ynpasniHHSA pusnkamm»

VIl «Aopatkv» (gogatku 1-8) y 3B’13Ky 3 OHOB/IEHHAM
iHhopMmaUii WoA0 BaX/IMBUX PU3MKIB PU3UKIB
BignosiaHo no HaRP Assessment Report for

3a
peyenmom

UA/2112/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

lamotrigine, a TakoX HagaHX 3a9BHUKOM
06rpyHTyBaHb Ta i3 3MiHOI hopmary BignosigHO 40
Bumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pestome lMnaHy ynpasniHHSA pyu3vkamu
Bepcis 2.0 4oAaETbCS.

74.

NAMOTPWH 50

Tabnetkun no 50 mr;
no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 6nicTepis B
KapTOHHI navu,i

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu ||
TMny - 3MiHK WoAo 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(1) Lo
3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro

nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pu3mkamm

(3acTocyBaHHsA 3MiH(K), siKi(a) BUMaratoTb(€)
NnoAasIbLIOro 06rPYHTYBaHHS HOBYMMW A04ATKOBUM
AaHUMK, WO MaoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OL[iHKa
KOMMETEHTHUM opraHoM) 3asiBHUKOM HafaHo
OHOB/IEHUIA MnaH ynpaBniHHA py3vkamu Bepcis 2.0.
3MiHV BHECEHO [0 YacTuH: | «3arasbHa iHhopmaLis»

Il «Cneuwndikauis 3 6e3nekn» V «3axoam 3 MiHimizawii

pu3ukiB» VI «Pe3tome niaHy ynpasniHHSA pyu3vkamu»

VIl «dopatku» (nogatky 1-8) y 38’s13Ky 3 OHOBJ/IEHHAM
iHchopmaLii oA BaXXNMBMX PU3VKIB PU3VKIB
BignosigHo go HaRP Assessment Report for

lamotrigine, a TakoX HagaHWUX 3asiBHUKOM
06rpyHTyBaHb Ta i3 3MiHOK dhopmarty BignoBigHoO 40
sumor Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format. 31 October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines). Pe3stome MNnaHy ynpasniHHA py3nkamu
Bepcisa 2.0 gogaeTbes.

3a
peyermom

UA/2112/01/01

75.

NA®EPOBIOH

MOPOLLIOK Ha3a/bHWiA
no 100 000 MO, 5
oNakoHIB 3
MOPOLLKOM Y
6nictepi; no 2
6nicTepy B nauui 3
KapToHy

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby

(He3HayHa 3MiHa y 3aTBeppKeHnX meTofax
BMNpo6yBaHHSA) [logasBaHHsA KNiTUHHOI MiHiT WISH

(ATCC, CCL25), sk a/lbTepHATUBHOI 3aTBEPKEHUM,

Ans 3a6e3neyeHHs 6e3nepebiliiHoi NOCTaHOBKM TECTy

«KinbkicHe BU3HaueHHs. MNpOTMBIpYCHA aKTUBHICTb» Y

na6opartopii Bigainy KoHTposto AKocTi. JliHIS KIiTUH
amHioHa ntoanHn WISH (CCL-25) € ogHieto i3
pPEKOMEHA0BaHMX A/18 MOCTaHOBKM aHaui3y «KinbkicHe
BU3HAYeHHs. MpoTMBipyCHa aKTUBHICTb» BiAMNOBIAHO
no Eur. Ph. 5.6 “Assay of interferons”. 3rigHo
pekomeHgauiii 1dY «IHTepdepoHy anbda-2 po3unH

KOHLeHTpoBaHuii» Ta Eur. Ph. 1110 «Interferon alfa-2

concentrated solution», y cTaHAAPTHUX KY/IbTYpPaSbHUX

6e3
peyenma

UA/16017/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

YMOBax BUKOPVCTOBYIOTb BCTAHOB/IEHY KNITUHHY NiHIt0,
YyTAMBY A0 AiT NiAXO0XOro LUTOoNaTuyHoro Bipycy
(nigxoxoto € gunnoigHa cibpobnacTHa KNiTUHHA NiHIA
NOAMHN, BilbHA Bif, MIKDOGHOT0 3a06pyAHEHHS,
CNpUAHATAMBA [0 iHTepepoHy Ta YyTamBa 40 Bipycy
eHuedanomiokapanTy). BunyueHHs kogy ans
MDKHapPOAHOro CTaHAaPTHOrO 3pa3ky akTUBHOCTI
peKomMbiHaHTHOro iHTepdepoHy anbga-26,
aTtectoBaHoro BOO3 (Interferon alpha-2b (Human,
rDNA derived) NIBSC, 3ymOB/E€HO TUM , LLIO AaHWA KOZ
3a1exuTb Bifg napTii cTaHAapTy Ta 3MIHIETLCA Y pasi
BMXO/ly HOBOI BEpCIi cTaHapTy.

76.

NNEBOKOM
PETAP/,

Tabnetku
NPOJIOHIOBaHOT Aji,
BKPUTI NNiBKOBOO
obonoHkoto, 200
mr/50 mr, no 10
TabneTtok y 6nictepi,
no 3 a6o no 10
6nictepis B
KapTOHHIW nayu,i

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOOHMLTBI (iHLWi 3MiHW) OHOB/IEHHS PO34inis
peecTpauiiiHoro gocke 3.2.P.3.3., 3.2.P.3.4,, 3.2.P.3.5.
Yy 3B'A3KY 3 BUK/TIOYEHHSIM i3 TEXHO/IOTYHOrO npoLiecy
BMKOHaHHSA cTagii «fonepegHe onyaploBaHH:,
«lMonepeaHe TabneTyBaHHA Ta 3HEMUIEHHA» Nepef,
cTagieto «OnyaptoBaHHs» Ta PYyTUHHWIA KOHTPOSb
Po3unHeHHs Ta cTagii «TabneTtyBaHHa». Po3ainu
3.2.P.3.3. Ta 3.2.P.3.4 npuBeageHi fo BMMOr
KepiBHMLTBA WWoao odopmneHHs Py dhopmari 3TA.
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWiA
3aci6. KOHTposib rOTOBOrO NikapCbKoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA rOTOBOrO NiKapCbKoro
3aco6y (He3HayHa 3MiHa y 3aTBepKeHNX MeTodax
BMNPOGYBaHHS) 3MiHV B METOANL KOHTPOJIO
nokasHuKa «PO3YMHEHHS», & Came BHECEHHS
YTOUHIOKYOI iHhopMmaL,i y npo6onigroTosky
BMNPOOYBaHOro Po3uunHy (getanizauis qinbTpyBaHHS
«nicNs KOXHOro BiA6opy Biapasy inbTpyoTh» (6yN10
«PiNbTPYOTb»), 4718 3MEHLLEHHS Yacy BiA6opy Npobu
80 Ti hinbTpyBaHHS). 3MiHW | TUMY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTpob roToBoro
nikapcbKoro 3acoby. 3MiHa y meTogax BUNpPo6yBaHHSA
rOTOBOrO JliKapCbKOro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHNX MeTofax BUNPO6YBaHHS) 3MiHU B
MeTOANLji KOHTPOO NokasHuka «CynpoBigHi
OOMILLKM» CTOCYIOTbCS 3MiHW BUKOPUCTaHHSA
BMMNPOBYBaHOro Po3ynHy, a came: «P0o34uH roTyoTb
6e3nocepenHbO nepes NpoBefeHHAM aHanizy» ( 6yno
«P0o3unH cTabinbHWii npotarom 3 roguH»). Ans
CKOPOYEHHS Yacy NpoBeAeHHs KOHTPO0. 3MiHKM | TUny
- 3MiHK 3 AKOCTI. F0TOBUIA Nikapcbkuii 3acié. KoHTposb
roTOBOrO JlikapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(He3HayHa 3MiHa Yy 3aTBEPIKEHNX METOAAX
BMNPOGYBaHHS) 3MiHV B METOANL KOHTPOJIO
nokasHuka «KinbkicHe BU3HAYEHHS», & came BHECEHHS

3a
peyenmom

UA/7844/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

AeTanizauii npo6oniaroToBkM BUNPO6YBaHOrO PO3UMHY
( po3TpaHHs TabneTok 3a A0NOMOrol MMHA,
PiBHOMIPHOrO pO3Mo4iny Ta 06epeXHOro PO34YNHEHHS
BUNPO6OBYBAHOrO 3pa3ka. MNponoHyeTbCs
BMKOPVCTOBYBATU A/151 PO3TUPaHHA Tab1eToK MUH i3
MeTafIeBUM KOHTENHEPOM, OCKINIbKM Lie 3MEHLLYE
Qi3NYHMIT KOHTAKT MK KOMMOHEHTamy Ta nokpaLlye
BMBINbHEHHA A®PI. Takox B Npo6oniaroTosky
BUNPO60BYBAHOIO PO34MHY MPOMOHYETLCA BHECTN
YTOUYHEHHS L0 PIBHOMIPHOTO PO3MOZisTy HaBaXKN Mo
[OHY Konbu Ta nofgasibLue i PO3UMHEHHS LLSIAXOM
06epexHoro fofaBaHHA PO3UMHHKKA MO CTiIHKaM
KON6W, OCKINbKM Lie cnpusie 6ibl piBHOMIPHOMY
JAvcnepryBaHHIO Macy Ta, nif yac nofasbLioro
PO34MHEHHS Ha ¥Y3-6aHi, 3Ha4YHOMY 3MEHLLEHHIO
NiHOYTBOPEHHSA.

77.

NEBO®J/IOKCA
LUVH-TEBA

TabneTku, BKPUTI
NiBKOBOO
060/10HKO0, M0 250
Mmr, no 5 TabneTok y
6nictepi, no 2
6nictepy B
KapTOHHIlA KOpooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

AkTaBic T,

MasibTa

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b AONOMIDKHMX peYOBMH. 3MiHa NapaMeTpis
cneuudikayii Ta/abo AoNycTUMUX MEX A5
[ONOMDKHOT pEYOBUHYM (BUTYYEHHS 3i crnieumdikavii
He3HaYyHOro NokasHuka (Hanpvikiag 3actapisnoro
NoKasHuKa))

BWTYYEHHS NOKasHuKa «Baxki meTanm» 3i
cneumdikauii JOMOMKHOI pe4OBUHN
MikpokpucTaniyHoi Lentonosu (Prosolv SMCC 90)
3rigHo 3 ICH Q3D Guideline for Elemental Impurities.
3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadii ®Y abo €Bponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei gepxasu €C
(3miHa y cneumdikauisix, noB'a3aHa 3i 3amMiHO BUMOT
MoHorpadii AdY abo iHLWOoi HauioHanbHOT hapmakonel
aepxasun €C Ha BUMOry MoHorpadii €sponeicbkoi
thapmakonei) OHOBMEHHS crewudikaLii 4oNoOMiXHOT
peyoBUHM MIKpOKpUCTaNnivyHoi Lentonosn (Prosolv
SMCC 90) 3a nokasHukom «Mikpo6ionoriyHa YncToTa»
ONs npyvBefeHHA Ao BuMmor MoHorpadii Cellulose,
microcrystalline €®.

3a
peyenmom

UA/11952/01/01

78.

NEBO®J/IOKCA
UNH-TEBA

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 500
mr, no 5 TabneTok y
6nicTepi, no 2
6nictepu B
KapTOHHI KopoobLi

TOB «TeBa
YKpaiHa»

Ykpaina

Axtasic NT[,

ManbTa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpO/Ib AOMOMIDKHMX peyoBUH. 3MiHa NnapameTpis
cneuudikavin Ta/abo AoNyCTUMUX MEX A5
O0NOMDKHOT PEYOBMHU (BUTYHEHHS 3i cneuudikauii
He3HaYyHOro NokasHuka (Hanpvknag 3acrapinoro
NnoKasHuKay))

BW/IyYEHHS NoKasHuka «Badkki metanu» 3i
cneunqikaLii JONOMiXHOI pe4oBUHU

3a
peyerimom

UA/11952/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MiKpokpucTaniyHoi uentonosu (Prosolv SMCC 90)
3rigHo 3 ICH Q3D Guideline for Elemental Impurities.
3MiHn | TUNY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHOCTI
€Bponelicbkiit hapmakonei/MmoHorpadii. 3miHu,
noB'sA3aHi 3 HEO6XIAHICTIO NPUBEAEHHSA Y BiANOBIAHICTbL
[0 MoHorpadii ®Y abo EBponeiicbkoi hapmakoner,
a60 iHWOI HalioHanbHOT hapmakonel agepxasun €C
(3miHa y cneuudpikauisix, nos'sa3aHa 3i 3aMiHO BUMOT
MoHorpadii APY abo iHLWOoT HavlioHanbHOT hapmakonei
nepxasun €C Ha BUMOry MoHorpadii €sponeiicbkoi
thapmakonel) oHOBNEHHA crevudikaLii 4ONOMIXHOT
PeyvoBUHM MiKpOKpUcTaniyHoi uentonosm (Prosolv
SMCC 90) 3a noka3Hukom «MikpobiofnoriyHa umctoTax»
ANa npuBefeHHA Ao Bumor MoHorpadii Cellulose,
microcrystalline €®.

79.

NENKEPAH™

TabneTku, BKPUTI
NiBKOBOO
0060/10HKOI0, MO 2 MT;
no 25 tabneTtok y
donakoHi; no 1
chnakoHy y
KapTOHHIlA KOpooLi

AcneH
Papma
TpengiHr
NimiTeq

IpnaHgis

Exkcenna rméX i
Ko. KI

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
Onuc Ta ckniag (iHwi 3miHu) MpuBeaeHHs cknagy

[ONOMDKHUX peyoBuH B po3gaini 3.2.P.1. Onuc i cknag,

nikapcbKoro 3acoby 4o maTepianis peectpaviiHoro
[0CbE BUPOOHUKA, a cCaMe YTOYHEHHS KiTbKOCTi
CUHTETMYHOrO YepBOHOIO OKCWAY 3a1i3a, L0 BXOAUTb
00 cknaay nniBKOBOro NokpuTTs Tabnetkm Opadry®
Brown 05B26836 i3 0,15 mr 4o 0,16 mr.

3a
peyenmom

UA/3396/01/01

80.

NEPKAHIAWMI
H-TEBA

TabneTtku, BKPUTI
nNiBKOBOO
060/10HKO10, M0 10
Mr; no 14 tabnetok
y 6nictepi; no 2 abo
no 4 6nictepu B
KopoobLi

TOB «TeBa
YKpaiHa»

YkpaiHa

BankaHgapma-
AynHuus AT

Bonrapis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
YTOUHEHHSA1 HanucaHHsA BMPOGHUKa B Hakasi MO3
YkpaiHu Ne 76 Big 15.01.2024 B npoueci BHeCeHHs
3MiH (3MiHK | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecyn MicLA NPOBaMKEHHS
AiSNbHOCTI BUpOobHUKa (BK/IKOYatoun, 3a HeobXiAHOCTI,
MicLie NPOBeAEHHS KOHTPO/IHO SKOCTI), a60 B/iacHUKa
macTep-haiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHOro matepiany/peareHTy/npomixXHOro
NPOAYKTY, WO 3aCTOCOBYIOTLCS Y BUPOOHNLTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapcbKuii 3acib) 3a
BiICYTHOCTI cepTuchikaTa BiANOBIAHOCTI EBPONENChKIl
dhapmaxonei y 3aTBeppkeHoMy [0CbE, ab0 BUPOOHMKA
HOBOI AOMNOMIKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[ocbe) 3MiHa agpecn BUPOGHMKA MPOMDKHOI peYOBUHN
1[N-(3,3-audpeninnponin)-N-meTnnamiHo]-2-meTnn-2-
nponinauertoauerary. A came 3MiHa NOLITOBOr0
iHgekca. fitoya pepakuis: Laxmi Organic Industries
Limited B- 2/2, 3/1/1, 3/1/2 MIDC Mahad, Dist. —
Raigad - 402309. NponoHoBaHa pefakuis: Laxmi
Organic Industries Limited B- 2/2, 3/1/1, 3/1/2 MIDC
Mahad, Dist. — Raigad - 402302. 3MiHu | T1ny - 3MiHK

Ba peyenmom

UA/16977/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3 AkocTi. A®l. BupobH1LTBO. 3MiHM B NpoLECi
BMPOGHMLUTBA AD| (HE3HAYHA 3MiHA Y 3aKpUTI YacTuHI
MacTep-thaiina Ha A®l) OHoBneHHst ASMF Big,
noctavanbHuka A®P| nepkanigunidy Glenmark Life
Sciences Limited.

[itoua pepakuis: DMF version GLNMRK/LERC/AP/E-
12/2018.12.11 RP/-E-06. NponoHoBaHa pefakws:
DMF version GLNMRK/LERC/AP/E-13/2021.06.01
RP/E-07/2021.06.01). Pepakuis B Hakasi -
BankaHdapma-AynHuua AL, Bonrapis. BipHa
pepakuisa - bankaHdapma-AlynHuuya AT, Bonrapis.

81.

NEPKAHIAWMI
H-TEBA

TabneTku, BKPUTI
NiBKOBOO
060/10HKO10, M0 20
Mr; no 14 TabneTok
y 6nicTepi; no 2 abo
no 4 6nictepu B
Kopoobui

TOB «TeBa
YkpaiHa»

YkpaiHa

BankaHapma-
AOynHuus AT

Bonrapis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
YTOYHEHHSA1 HanucaHHA BMPOOHUKa B Hakasi MO3
YkpaiHu Ne 76 Big 15.01.2024 B npoLieci BHeCeHHs

3MiH (3MiHK | TUNY - AgMiIHICTPATUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu MicLa NPoBaMKEHHS

LisIbHOCTI BUpOBOHUKa (BK/ItOYakoUn, 3a HeobXigHOCTI,
MicL,e NpOBeAEHHS KOHTPO/HO SIKOCTI), ab0 B/iacHUKa
macTep-gpaiina Ha A®l, abo noctavasibHUKa
A®l/BuxigHoro matepiasy/peareHTy/npoMiXKHOro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI
(AKLLLO 3a3HAYEHO Y AOCbE Ha JlikapcbKuii 3acib) 3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBPONEChKIli
dhapmaxonei y 3aTBeppkeHoMy A0Cbe, ab0 BUPOOHMKA
HOBOT JOMOMDKHOI PEYOBVHY (SIKLLLO 3a3HAYEHO Y
[ocbe) 3MiHa agpecu BUPOGHNKA MPOMDKHOI PeYOBUHN
1[N-(3,3-audpenHinnponin)-N-meTnnamiHo]-2-meTnn-2-
nponinauertoauerary. A came 3MiHa NoLITOBOr0
iHgekca. [itova pepakuyin: Laxmi Organic Industries
Limited B- 2/2, 3/1/1, 3/1/2 MIDC Mahad, Dist. —
Raigad - 402309. NMponoHoBaHa pefakuis: Laxmi
Organic Industries Limited B- 2/2, 3/1/1, 3/1/2 MIDC
Mahad, Dist. — Raigad - 402302. 3miHu | Trny - 3MiHn
3 AkocTi. A®l. BupobHMuTBO. 3MiHM B NpoLeci

BMPO6HMLUTBA AD| (HE3HAYHA 3MiHA Y 3aKPUTIl YaCTuHI

mMacTep-aiina Ha A®l) OHoBneHHst ASMF Big,

noctavasnbHuka APl nepkanigunidy Glenmark Life
Sciences Limited.

[Litova pepakuis: DMF version GLNMRK/LERC/AP/E-
12/2018.12.11 RP/-E-06. NponoHoBaHa pefakxuis:
DMF version GLNMRK/LERC/AP/E-13/2021.06.01

RP/E-07/2021.06.01). Pepakuisi B Hakasi -
BankaHdapma-AynHuua AL, Bonrapis. BipHa

Ba peyenmom

UA/16977/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
pepakuis - Bankandapma-AynHuua AT, Bonrapis.
82. | NIHNAP3A TabneTkun, BKpUTI AcTpa3eHek LLsewis BVPOGHMLTBO Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/14747/02/01
NNiBKOBOIO a Ab Tabnetok BpuTania/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | niosisieae
060/10HKO10, N0 100 onanapuby (etan LLiseuis thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
Mr no 8 TabneTtok B BMPOGHMLTBA nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nictepi; no 7 eKCTpyL0BaHOro AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
6nictepis B NPOMIXXHOro OHOB/IOBAHOrO 3BIiTY 3 6e3neKkun NikapcbKoro 3acooby,
KapTOHHI KopoobLi npoaykTy Ta abo gocnigxeHb 3 6e3Mnekn 3acTocyBaHHs NikapCbKoro
nicnsekcTpysikHnii 3acoby B nmicnspeecTpaviliHnii nepioa, abo sk
etan pe3ynbTaT OLiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BMPOGHMLTBA), BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
KOHTPO/b SIKOCTI: (3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
AG6BI NimiTepn, opraHom)

CnonyueHi WtaTwy;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
AcTpa3eHeka FOK
Nimiteq, Benuka
BpuTaHis;
BVPOGHMLTBO
TabneTok
onanapuby (etan
BMPOGHMLTBA
eKCTpyL0BaHoro
NPOMIXXHOTo
npoaykTy Ta
nicnsekcTpysikHnii
eran
BMPOGHMLTBA),
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
AcTpa3eHeka Ab,
LBeu,is;
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
LBeuis

3MiHM BHeceHO [0 IHCTpyKLii 4158 MeguyHoro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"Oco61BoCTi 3acTocyBaHHS", "M06IUHI peakwi”
BignoBigHO pekomeHgauii PRAC EMA wopo
MOX/IMBUX BUMAKIB renaToTOKCUYHOCTI Npu
3acTocyBaHHI NikapcbKoro 3acoby.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepMKeHHS. 3MiHu Il Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta thapmakoHariagy. 3MiHu y
KOPOTKIl XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTOCyBaHHS Y 3B'A3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHuMu 3
hapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTpyKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby 0
po3ginis "®apmakonoriuHi BnactneocTi" "MobiuHi
peaxuii” BignoBigHO aHanisy 7-pivyHoI 3arasibHOT
BWXMBAHOCTI Micns paHAoMi3aLii B AOCIAKEHHI
SOLOL1. BeefeHHS 3MiH NpoTArom 6-t1 Micauis nicns
3aTBEPMKEHHS.
3MmiHu 1l TUny - 3MiHK Woa0 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTumLi
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3acTOCYBaHHS y 3B'A3KY i3 HOBUMM
JaHVMK 3 SKOCTI, JOKNIHIYHMMU, KAIHIYHUMW AaH MU Ta
AaHumun 3 papmakoHarnsgy - 3miHu BHeCeHo o
IHCTPYKUIi ANA MELUYHOTO 3aCTOCyBaHHS NiKapCbKOro
3acoby A0 po3giny "®apMakonoriyHi B1acTUBOCTI"
BiAMNOBIAHO A0 micnspeecTpauiliHix pesynbTaTiB
nocnipxeHHss OPINION. BBefeHHS 3MiH NpOTSArom 6-
TN MicauiB nicns 3aTBepmpkeHHs. 3MiHu Il Tuny - 3miHn
Loao 6e3nekn/edyeKTMBHOCTI Ta dpapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyHoro
3acTOCyBaHHS Yy 3B’A3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMW, KNIHIYHUMW JaHUMY Ta AaHUMK 3
hapmakoHarnsgy - 3mMiHM BHeceHo A0 IHCTpykuii agns




Hasga

57

n/n

JliKapcbKo20
3acoby

Popma sUMYCKY

ynakosKa)

(nikapcbka ¢hopma,

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o

83.

NIHNAP3A

MeAMYHOro 3acTOCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "®apmakooriyHi BnactueocTi”, "Cnocié
3acTocyBaHHs Ta fo3u", "MobiyHi peakuii" BigNoBigHO
[0 3aK/IIYHOrO aHauTi3y 3arasibHOi BUKMBAHOCTI B
pocnimpkeHHi PAOLA-1. BBeeHHs 3MiH NpOTAroM 6-tu
MicAUIB Micnsa 3atBepkeHHs. 3MiHu |l Tuny - 3MiHn
oo 6e3nekn/edreKTMBHOCTI Ta dhapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
thapmakoHarnagy - 3mMiHu BHeceHo A0 IHCTpykuii ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3gainis "®apmakonoriyHi BnactneocTi", "To6iyHi
peakuii" BiANOBIAHO A0 KIHLUEBMX pe3ynbTaTiB
nicnspeecTpauiiHoro gocnigpkeHHs ecpekTUBHOCTI
PROpel.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHSA. B Mexax 3MiHW HaflaHO OHOBNIEHUI
nnaH ynpasniHHA pusmkamu, Bepcisa 27.1. Pestome

Mnany ynpaBAiHHA pu3vkaMu 10AAETbCS.

nocsBi0OYeHHs

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, Mo 150
Mr no 8 TabneTtok B
6nictepi; no 7
6nicTepis B
KapTOHHIA KopoobLi

AcTpa3eHek
a Ab

LLiBeuis

BVPOGHMLTBO
TabneTok
onanapuby (etan
BMPOGHMLTBA
eKCTpyL0BaHOro
MPOMiXHOro
NpoAyKTy Ta
nicnsiekcTpysikHuniA
ertan
BMPOGHMLTBA),
KOHTPO/b SIKOCTI:
AGGBI NimiTepa,
CnonyJeHi WraTty;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUWMYCK Cepii:
AcTtpa3eHeka FOK
NimiTen, Benvka
BpuTaHis;
BVPOGHMLTBO
TabneTok
onanapuby (etan
BMPOGHMLTBA
eKCTpyL0BaHOro
MPOMiXHOro
NpoAyKTy Ta

nicnsiekcTpysiHuiA

Benuka
BpuTaHis/
Lsewis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,T
AN MeAMYHOro 3acToCyBaHHA Ha NiACcTasi perynspHo
OHOB/OBAHOrO 3BiTY 3 6e3NeKn NikapcbKoro 3acooby,
abo gocnigpxeHb 3 6e3Mekn 3acTocyBaHHS NikapCbKoro
3acoby B nicnspeecTpauiliinii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IMHKEHb, MPOBEAEHNX
BiANOBIAHO A0 MnaHy negiatpuuHnx gocnimxers (PIP)
(3MiHY y3rogkeHo 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom)
3MiHM BHEeCEeHO A0 IHCTPYKLii 415 MeguyHoro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BignoBigHO pekomeHgauii PRAC EMA wopo
MOXJTMBUX BUMAKIB renaToTOKCUYHOCTI Npu
3acTOCyBaHHI NikapCcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEepPMKEHHSA. 3MiHM Il TNy - 3MiHK Woa0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
KOPOTKIill XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapMakoHarnsgy - 3MiHM BHECEHO A0 IHCTpyKUiT Ans
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3gainis "®apmakonoriyHi BnactneocTi" "MobiyHi

peakuii” BiANoOBIAHO aHani3y 7-pivyHoI 3arasibHOI

3a
peyenmom

He
nionsieae

UA/14747/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

eTan
BUPOGHULTBA),
nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUWMYCK Cepii:
AcTpa3eHeka Ab,
Lseuis;
KOHTPO/b SIKOCTI:
AcTpa3eHeka Ab,
Lsewis

BVDKMBAHOCTI MicNs paHAoMi3aLii B fOCAIAKEHHI
SOLOL1. BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS.
3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM
LaHUMU 3 AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW faHUMK Ta
JaHuMmu 3 chapmakoHarnsagy - 3MiHu BHECEHO A0
IHCTPYKUIiT 4159 MEANYHOro 3aCTOCYyBaHHS NiKapCbKOro
3acoby Ao po3giny "®apMakonorivyHi BnactusBocTi"
BiNOBIAHO [0 NicnApeecTpayiiHux pesynbTaTiB
npocnigpxeHHs OPINION. BeeaeHHs 3MiH npoTarom 6-
TV MicALiB Nicnsa 3aTBepmMKeHHs. 3MiHu |l Tuny - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3aCTOCYBaHHA y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTpyKUii Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactusocTi”, "Cnocié
3acTocyBaHHA Ta Ao3un", "MobivHi peakuii” BignosigHO
[0 3aK/THYHOr0 aHanisy 3arasibHoi BUXMBAHOCTI B
pocnipxeHHi PAOLA-1. BBefeHHst 3MiH NpoTArom 6-u
MicaLiB nicns 3atBepmKeHHs. 3MiHu Il Tuny - 3miHn
oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
3aCTOCYBaHHA y 3B’A3KY i3 HOBYMU JaHUMW 3 SKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTpyKUii Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactneocTi", "Mo6iyHi
peaxuii” BignoBiaHO A0 KiHUEBUX pe3ynbTartiB
nicnApeecTpayiniHoro focnigpkeHHs ecpekTUBHOCTI
PROpel.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS. B MeXax 3MiHW HaflaHO OHOBNEHUIA
nnaaH ynpaeniHHA pu3ukamu, Bepcia 27.1. Pestome
MnaHy ynpaBniHHS pusukaMun AoAAETbCS.

84.

MArHIKOP

TabneTtkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 75
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
10 6nicTepiB y nauui

AT
"KUIBCbKW
i
BITAMIHHU
1 3ABOA"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHH1N
3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK).
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
3acoby, a came BUTy4YeHo iHhopMaL,ito pPOCiiCbKO0
MOBOH Ta A04aHO0 iHhopMaLlito aHTNiiCbKOK MOBOH, Y
n.17 "IHwe" 4onoBHEHO iHopMaLito NPO HasiBHICTb
noroTuny 3asBHUKa BBegeHHS 3MiH NpoTArom 6-tu
MiCAILB 3 faTW 3aTBEPKEHHS.

Ne 30 - 6e3
peyenma;
Ne 100 - 3a
peyenmom

UA/11211/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
85. | MEAOBIP MOPOLLIOK AN Megokemi Kinp Megokemi NTA Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/0774/02/02
pO34uHy aons nTa (AmMnynbHWIA My - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peyenmom
iHdpy3iii no 500 wmr, IH'EKLiAHMIA thapmakoHarnsgy. BeegeHHa abo 3miHv Ao
10 dpnakoHiB 3 3aBoga) y3araslbHeHrX faHux Npo cucteMy papMakoHarisgy
NOPOLLKOM B (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KapTOHHIA KOpO6L thapmakoHarnagy, 3miHa ynosHOBaXeHoi ocoou,

BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YkKpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI

3a 3[jicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemm chapmakoHarnisgy) 3mMiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[itoua pepakuis: Nenex NliogMuna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapalteHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHWUX KOHTaKTHOT
0ocobu 3asBHKKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B

YKpaiHi.
86. | MEAOBIP NMopoLLUOK AN Megpokemi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/0774/02/01
po3unHy ons nTa (AmMnynbHWI TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
iHpy3iii no 250 wmr, IH'eKUiliHMiA thapmakoHarnagy. BeegeHHs abo 3miHn fo
10 dpnakoHis 3 3asoga) y3araslbHeHVX gaHux Npo cuctemy papmakoHarnsgy
MOPOLLKOM B (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KapTOHHIlA KOpooLi thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,

BiANOBIAA/IbHOT 32 34iNCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI

3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoun
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTakTHOT
ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.

[itoua pepakuisn: Menex liogmmnna OnekcaHapiBHa.
lMponoHoBaHa pepakuis: MapaueHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SAaHWUX KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B

YKpaiHi.
87. | MEAOIPE/Ib TabneTtku, BKPUTI Mepokemi Kinp BUPOGHMLTBO Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12149/01/01
NAiBKOBOIO nTa Hepo3dhacoBaHOro ManbTa TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 75 NPOAYKTY, chapmakoHarnsgy. BeefeHHs abo 3miHn o
mr: no 10 TabneTok KOHTPO/b SIKOCTI, y3arasibHeHNX faHnx Npo cucTemy dhapmakoHarnsgy
y bnicTepi 3 [03BiN Ha BUNYyCK (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
nonisiHinxopuay Ta cepii: Mepokemi thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
IOMIHIEBOI nTa BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
honbru; no 3 (LeHTpanbHuii KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
6nictepy B 3asog), Kinp; 3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, SKLWo BoHa

KapTOHHI KopobLyj; nepBuHHE Ta BijMiHHa Bif YNOBHOBaXXEHO| 0C06M, BigNoBiganLHOI
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
no 10 Tabnetok y BTOPWHHE 3a 3AjiicHeHHs hapMakoHaragy (BkIyatum
aNOMIHIEBOMY nakyBaHHs: KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
6nicTepi, no 3 Mepokemi 1T thaiina cuctemu chapmakoHarnsagy) 3MiHa KOHTaKTHOT
6nictepu B (3aBopg AZ), Kinp; 0cobu 3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
KapTOHHilA KopooLi AkTasic 1T/, YKpaiHi.
Manbta [itoya pepakuis: Menex MNiogMmuna OnexkcaHapisHa.
lMponoHoBaHa pepakuisi: MapaueHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YKpaiHi.
88. | MEAOK/AB NopoLUoK AN Mepokemi Kinp Mepokemi NTA Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18730/01/01
opasibHOT cycneHsii, nTa (3aBog B) Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
250 mr/62,5 mrB 5 cepTudikaT BignoBigHOCTI EBpoNeiichKii
M 1 conakoH 3 hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
NOpoLUKOM AN OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
npuroTyBaHHsa 60 mMn BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
cycneHsii a6o 1 thapmakonei: gna A®l; ans BUXiAHOTO
oNakoH 3 MOPOLLUKOM MaTepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
AN NPUroTyBaHHSA BMKOPWCTOBYIOTLCS Y BUPOOHNLTBI ADI; fns
100 mn cycneHsii y [LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
KOMMNEKTi 3 MipHOO €Bponelicbkiii hapmakonei) - HoBuin cepTudikar Big
JIOXEYKOK y HOBOrO BMPO6HUKa (3amiHa abo JOMOBHEHHS)
KapTOHHIlA KOpooLi nofaHHa HOBOro cepTudpikara BiANoBiAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2012-078 -
Rev 01 ans gitouoi peyoBmHuM Amoxicillin trinydrate Big
HoBoro Bupo6Huka THE UNITED LABORATORIES
(INNER MONGOLIA) CO., LTD. (40noBHeHHS). 3MiHK
| TNy - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHWX BUMNPo6yBaHb/nepioay 36epiraHHA
abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPMAKEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NMOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MoOBTOPHOrO
BMNpobyBaHHA/nepio 36epiraHHs) - 36inbLLeHHS abo
BBE/JIEHHS nepiody NOBTOPHOro BUNPOBYyBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/IMKEHDb Y
peanbHOMY Yaci - BBeieHHS nepiofy NOBTOPHOrO
BUNPOGYBaHHSA 4 POKK A1 A4it0H0I peHOBUHN
Amoxicillin trihydrate Big HoBoro Bupo6Huka THE
UNITED LABORATORIES (INNER MONGOLIA) CO.,
LTD.
89. | MEAOK/NAB NMopoLUOK AN Megokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4428/02/01
pO34nHYy A5 iH KL nTa TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom

a6o iHdysiid, 11/ 0,2
r; 10 donakoHis 3
MOPOLLKOM Y
KapTOHHIlA KOopooLi

thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3[jicHeHHs1 hapMakoHarsay B YKpaiHi, AKLWo BoHa
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLeHHi macTep-
thaiina cuctemm chapmakoHarnisgy) 3mMiHa KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.
[itoua pepakuis: MNenex NliogMuna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapalteHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHWUX KOHTaKTHOI
0cobu 3asBHMKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
90. | MEAOK/NAB NMopoLLUOK AN Megpokemi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/18730/01/01
opasibHOT cycneHsii, nTa (3aBog B) TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
250 mr/62,5 mr B 5 thapmakoHarnagy. BeegeHHs abo 3miHu fo
M 1 cpnakoH 3 y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
MOPOLLKOM N1 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
npurotysaHHa 60 mn thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
cycnensii abo 1 BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnagy;
dhnakoH 3 NOPOLLKOM KOHTaKTHOI 0c0obM 3 (hapMakoHarnAgy 3asBHuKa gns
AN NPUroTyBaHHsA 3AiicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
100 mn cycneHsii y BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
KOMM/IEKTI 3 MipHOIO 3a 3AjiicHeHHs hapMakoHaraay (Bkivatum
JIOXEUKOK Yy KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
KapTOHHI Kopobui thaiina cuctemm thapmakoHarnsgy) 3mMiHa KOHTakTHOT
ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuisn: Menex liogmmnna OnekcaHapiBHa.
lMponoHoBaHa pepakuis: MapaueHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SAaHWUX KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
91. | MEAOK/AB® NopoLUOK ANs Mepokemi Kinp Megokemi NimiTeq, Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18207/01/01
opasibHOT cycneHsii, nTa Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE- peyenmom

400 mr/57 mr B 5 mn;
1 chnakoH 3
MOPOLLKOM ANA
npuroTyBaHHa 70 mMn
cycneHsii y
KOMMNEKTi 3
[03YH0UUM LWNpuuem
Y KapTOHHIli kopobLyi

cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichKii
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - HoBuii ceptudikaT Big,
HOBOro BMPOGHUKa (3amiHa abo [JOMOBHEHHS)
nofaHHa HOBOro cepTuddikarta BiANoBIAHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 2012-078 -
Rev 01 ana gitoyoi pevoBuHn Amoxicillin trinydrate Big,
HoBoro Bupo6Huka THE UNITED LABORATORIES
(INNER MONGOLIA) CO., LTD. (40n0oBHeHHS). 3MiHK
| TNy - 3MiHK 3 AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHWX BUNpo6yBaHb/nepioay 36epiraHHsa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

abo ymoB 36epiraHHa A®I (3a BigCyTHOCTI y
3aTBEpPAXEHOMY [0Cbe cepTudpikara BignoBiAHOCTI
€Bponelicbkiii hapmakonei, Lo BKkIoYae nepiog,
MOBTOPHOTrO BMNPOGYBaHHS) (Nepiog, MOBTOPHOIO
BMNpo6yBaHHA/Nepio 36epiraHHs) - 36ibLUEHHS abo
BBE/lEHHS nepiogy NOBTOPHOroO BUNPOGYBaHHs/nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB AOC/TiMKEHDb Y
peanbHOMY Yaci - BBeEeHHS nepiofy NOBTOPHOrO
BMNPOBYBaHHA 4 pokN ANA Ailo40i peYoBUHN
Amoxicillin trihydrate Big HoBoro Bupo6Huka THE
UNITED LABORATORIES (INNER MONGOLIA) CO.,
LTD.

92.

MEAOKNAB®

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0, M0 875
mr/125 mr no 7
Tabnetok y 6nictepi;
no 2 6nictepn y
KapTOHHIA Kopoo6Li

Megokemi
nTa

Kinp

Megokemi NimiTepq,

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu o
y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemm chapmakoHarnisgy) 3mMiHa KOHTakTHOT
0cobu 3as1BHMKa, BIANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[itoua pepakuis: MNenex NliogMmuna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapalleHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0cobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.

3a
peyenmom

UA/4428/01/02

93.

MEAOKNAB®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 500
mr/125 mr no 8
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI KopoobLi

Megokemi
nTa

Kinp

Megokemi NimiTeq,

Kinp

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEEHHSA y3arasibHeHUX AaHuX Npo cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka gns
3pjicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTakTHOT
0Cco6u 3asBHMKA, BifNOBIAaIbHOT 3a hapmakoHarnag B
YKpaiHi.

[itoua pepakuisn: Menex liogmmnna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapalieHko Hatanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX AAaHWUX KOHTaKTHOI

3a
peyerimom

UA/4428/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
0ocobu 3asBHKKA, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
94. | MEAOK/AB® NMopoLLUOK AN Megpokemi Kinp Megokewmi Nimiteq, Kinp BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/18207/01/01
opasibHOT cycneHsii, nTa TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
400 mr/57 mr B 5 mn; thapmakoHarnagy. BeegeHHs abo 3miHn fo
1 donakoH 3 y3araslbHeHVX gaHux Npo cuctemy apmakoHarnsgy
MOPOLLKOM N1 (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
npurotysaHHa 70 mn thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
cycnexsii y BiANOBIAabHOI 3a 34iliCHEHHA thapmakoHarnagy;
KOMMNIEeKTi 3 KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuKa gns
[03YH0UUM LNpuLem 3AiicHeHHA hapMakoHarnsgy B YkpaiHi, kL0 BoHa
Y KapTOHHIl kopoobLi BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkIvatum
KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemun thapmakoHarnsgy) 3mMiHa KOHTakTHOT
0ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
[itoua pepakuisn: Menex liogmmnna OnekcaHapiBHa.
lMponoHoBaHa pepakuisi: MapaueHko Hartanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX SAaHWUX KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
95. | MEAOLE® NopoLUOK ANs Mepokemi Kinp BMPOBHULTBO 3a Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/0776/01/01
PO34nNHY A5 iH'eKUIA nTa NOBHUM LMK/TOM: B’eTHam TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
nolr;1a6o 10, abo Mepokemi thapmakoHarnsgy. BeegeHHs abo 3miHM Ao
100 dhnakoHis 3 Nimiten, Kinp; y3araslbHeHUX faHux Npo cuctemy chapmakoHarnsgy
MOPOLLKOM Y BVPOGHMLTBO (BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMCTeMy
KapTOHHI KOpO6L roToBOro dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
niKkapcbKoro BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
3acoby, NnepBuHHE KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asBHuka ans
Ta BTOPWHHE 3AiiCHeHHA hapMakoHarnagy B YKpaiHi, SKLL0 BoHa
nakyBaHHS: BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
Megokemi (da IcT) 3a 34iicHeHHs hapmakoHarnsgy (Bkayarum
KamnaHi fliviTea, KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
B’eTHam thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
[Oitoua pepakuin: Menex liogmmuna OnekcaHapiBHa.
MponoHoBaHa pegakuis: MapalleHko Hatanis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.
96. | MEQOUUNPWUH | TabneTku, BKPUTI Mepokemi Kinp BMPOGHMLITBO 3a Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/6922/01/01
nNiBKOBOIO nTh NOBHUM LIMKNOM: B'eTHam TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom

060/10HKO10, M0 500
mr; no 10 TabneTok
y 6nictepi; no 1
6nictepy B
KapTOHHIlA KopooLi

Megokemi NTA

(3aBog AZ), Kinp;

BVMPOGHULTBO
roToBOro
niKkapcbKoro

3acoby, NnepBnHHe

thapmakoHarnisgy. BeegeHHst abo 3miHM go
y3araslbHeHrX faHux Npo cucTteMy papMakoHarnsay
(BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cUCTEMY
hapMakoHarnsgy, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cO6M 3 thapmakoHarnsay 3asiBHuka ans
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ta BTOPVHHE 3piicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
nakyBaHHs: BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
Mepgokemi (da IcT) 3a 3fjiicHeHHs1 hapMakoHarnsay (BkYarum
NTA - Opan KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
®aciniti, B'eTHam thaiina cuctemm chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YKkpaiHi.
[Oitova pepakuin: Menex liogmuna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapawleHko Hatanis
BonogvmupiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.

97. | MENOKC pO34uH AN8 iH'eKLi, Megokemi Kinp Megokemi NimiTepq, Kinp BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15382/01/01
15 mr/1,5 mn no 5 nTa TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
amnyn y hacCoHHOMY thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
6nicTepi; no 1 abo 2 y3araslbHeHrX faHux Npo cucteMy dpapMakoHarisgy
6nictepn y (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
KapTOHHI Kopobui thapmakoHarnagy, 3miHa ynoBHOBaXeHOi ocobw,

BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemm chapmakoHarnisgy) 3mMiHa KOHTakTHOT
0cobu 3as1BHMKa, BIANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.
[itoua pepakuis: MNenex NliogMmuna OnekcaHapiBHa.
MponoHoBaHa pepakuis: MapalleHko HaTtanis
BonogmmupiBHa. 3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOT
0cobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
YKpaiHi.
98. | MEPIO®EPT MOPOLLOK Ta IBCA LLiBeiuapis KOHTPONb AKOCTI: LLisenuapis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/20004/01/02
150 MO PO3YMHHUK AN IHCTUTYT IBCA IHcTUTYT ITanis TUNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenmom
NPUroTyBaHHSA Bioximik CA Bioximik CA Ta/abo afpecu 3asiBHMKa (B/1aCHUKA PEECTpaLiiiHOro
PO34nHYy A5 iH'eKUI LLisefiuapis nocsigyeHHs). 3MiHa MicLe3HaxoMKeHHS 3as8BHMKa Ta
no 150 MO; no 1 3a3HayeHHs aHrNiNCbKOT Ha3By KOMNaHii 3asBHMKa
CKNSAHOMY (hriakoHy BMPOBHULTBO,
3 MEHOTPOMiHOM, MO nepBuHHE Ta
1 amnyni (1 mn) 3 BTOPVHHE
PO34YNHHWKOM Y nakyBaHHs:
KapTOHHI Kopo6Lj, IBCA IHcTUTYT
no 10 kopo6oK y Bioximik CA,
KapTOHHI nayu,i LLiBeiiuapis
BTOPUHHE
nakyBaHHs Ta
BUNYyCK cepil:
IBCA IHcTUTYT
Bioximik CA,

LLIBeiiuapisi
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BMPOGHMLTBO
roToBOro
nikapcbkoro
3acoby,
BK/THOHA0UM
NepBUHHY
yNaKkoBKy;
BVMPOGHULTBO
PO3YMHHYIKA:
3amboH C.M.A.,
ITanis

BVPOGHMLTBO
PO3UYMHHKIKA:
IBCA
bapmaueyTuui
ITania cpn, ITanisa

99.

MEPIO®EPT
150 MO

NOPOLLOK Ta
PO3YMHHWK AN
NPUroTyBaHHs
PO34UHY ON15 iH'EKLIA
no 150 MO; no 1
CKNSAHOMY (h/1aKOHY
3 MEHOTPOMiHOM, No
1 amnyni (1 mn) 3
PO3YNHHVKOM Y
KapTOHHI KopobLyj;
no 10 kopo6oK y
KapTOHHI navu,i

IBCA

IHCTUTYT
Bioximik CA

LLiBeiiuapis

KOHTPO/b SIKOCTI:
IBCA IHcTUTYT
Bioximik CA
LLiBeiiuapis

BMPOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
IBCA IHCTUTYT
Bioximik CA,
LLiBeiuapis
BTOPUHHE
nakyBaHHs Ta
BWMYCK Cepil:
IBCA IHCTUTYT
Bioximik CA,
LLiBeiuapis

BVMPOGHMLTBO
roToBOro
nikapcbKoro
3acoby,
BK/TIOHA0UM
NepBUHHY
yMaKkoBKy;
BVPOGHMLTBO
PO3YMHHYIKA:
3amboH C.M.A.,
ITanisa

LLiBeiiuapisi/
ITanis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
TexHiyHa nomuika (3rigHo Hakasy MO3 Big 23.07.2015
Ne 460). BunpaBneHo TEXHIYHY MOMW/IKY B
€N1eKTPOHHIli Bepcil IHCTPYKLUiT A5t MeguyHoro
3acToCyBaHHSA NiKapcbKoro 3acoby, sika byna
JonyLieHa npy npoLieaypi 3MiH, 3aTBepiKeHNX
Hakazom MO3 Ykpainn Ne 732 Big 29.04.2024 p.,
CTOCOBHO Ha3BM flikapcbKoro 3acoby. byno:
MEPIO®EPT. Cravio:

MEPIO®EPT 75 MO. 3a3HauyeHe BUNpaBneHHs
BiANOBIAaE apxiBHUM MaTepiasiam peecTpavyiiiHoro
[0CbE.

3a
peyenmom

UA/20004/01/02
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BVMPOGHMLTBO
PO3YMHHYIKA:
IBCA
dapmaueyTuui
ITania cpn, ITanisa
100. | MEPIO®EPT 75 | nopoLuok Ta IBCA LLiBeiuapis KOHTPO/b SKOCTI: LLiBeriuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu | 3a UA/20004/01/01
MO PO3YMHHUK AN IHCTUTYT IBCA IHCcTUTYT ITanis TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHSI peyenmom
NPUroTyBaHHSA Bioximik CA Bioximik CA Ta/abo agpecu 3asBHMKa (BacHUKa peectpaviiHoro
pO34nHYy A5 iH'EKUINA LLiBeiuapis noceigyeHHs). 3MiHa MicLe3Hax0MKeHHS 3asBHMKa Ta
no75MO;nol 3a3HayYeHHs aHrNiNCbKOT Ha3BK KOMNaHii 3asBHKKa
CKNsAHOMY hN1akoHy BMPOGHMLTBO,
3 MEHOTPOMiHOM, No nepBuHHe Ta
1 amnyni (1 mn) 3 BTOPVHHE
PO3YMHHMKOM Y nakyBaHHs:
KapTOHHI kopobuyj, IBCA IHCTUTYT
no 10 kopo6oK y Bioximik CA,
KapTOHHIW nayu,i LLisefuapis
BTOPUHHE
nakyBaHHs Ta
BWMYCK Cepil:
IBCA IHcTUTYT
Bioximik CA,
LLisefiuapis
BUPOGHMLTBO
roToBOro
nikapcbkoro
3acoby,
BK/IHOYAOYMN
NepBUHHY
yNaKkoBKy;
BVMPOGHMLTBO
PO3YMHHYIKA:
3amboH C.M.A.,
ITanis
BUPOGHMLTBO
PO3UYMHHKKA:
IBCA
bapmaueyTuui
ITania cpn, ITanisa
101. | MEPIO®EPT 75 | nopoLuok Ta IBECA LLiBeiiuapis KOHTPO/b SKOCTi: LLieiiuapisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/20004/01/01
MO PO3YMHHUK ANA IHCTUTYT IBCA IHcTUTYT ITanis TexHiyHa nomuika (3rigHo Hakasy MO3 Big 23.07.2015 peyenmom
NPUroTYBaHHSA Bioximik CA Bioximik CA Ne 460). BunpasneHo TEXHIYHY NOMUIIKY B
PO34UHY ON151 iH'EKLLIA LLiBeiiuapis €NeKTPOHHIlA Bepcil IHCTPYKLUiT A5 MeguyHoro
no 75 MO; no 1 3acToCyBaHHSA NiKapcbKoro 3acoby, sika byna
CKNISAHOMY (h/1aKOHY BMPOGHMLITBO, JonyLieHa npy npoLieaypi 3MiH, 3aTBepKeHNX

3 MeHOTpOI'IiHOM, no

nepBnHHE Ta

Hakazom MO3 Ykpainm Ne 732 Big 29.04.2024 p.,
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
1 amnyni (1 mn) 3 BTOPWHHE CTOCOBHO Ha3BM flikapcbKoro 3acoby. byno:
PO3YUHHUKOM Y naxkyBaHHs: MEPIO®EPT. Ctano:
KapTOHHI KopobLyj; IBCA IHCTUTYT MEPIO®EPT 75 MO. 3a3HayeHe BUNpaBieHHs
no 10 kopo6oK y Bioximik CA, BiANOBIAAE apxiBHMM MaTepiasiam peecTpaviiiHoro
KapTOHHI navwi LLiBeiiuapis [OCbE.
BTOPUHHE
nakyBaHHs Ta
BUNYyCK cepil:
IBCA IHCTUTYT
Bioximik CA,
LLiBeiiuapis
BVPOGHMLTBO
roToBOro
niKapcbKoro
3acoby,
BK/TIOHA0UM
NepBUHHY
yNaKoBKy;
BMPOGHMLTBO
PO3YMHHYIKA:
3am6oH C.M.A,,
ITanisa
BVPOGHMLTBO
PO3YMHHYIKA:
IBCA
dapmaueyTuui
ITania cpn, ITanisa
102. | ME®PEHAMIHK TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/14487/01/01
A® 060/10HKO10, N0 500 "papmaueBT "®apmMaueBTUYHA TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE- peuyenma
Mr no 10 TabneTtok y nyHa chipma ipma "AapHuug" cepTudikaT BignoBigHOCTI EBpoNeNichKii
KOHTYPHIi "NapHuus" thapmakonei/MoHorpadii. 3mMiHu, NoB'sA3aHi 3
YapyHKOBIl HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
ynakoBLi; no 1 abo MOHorpadii oY abo €Bponelicbkoi thapmakonei, abo
Mo 2 KOHTYpHI iHLWOT HauioHanbHOI dhapmakonei Aepxasu EC (iHwWi
YapyHKOBI YNaKoBKU 3MiHW). BHeceHHs 3MiH 40 cneyudikauii Ta meToais
y nauui KOHTPO/IH0 AKOCTI JOMOMDKHOI pe4oBMHW TaulbK A5

npuBeAeHHs Yy BiANOBIAHICTb A0 BMMOT i pekomMeHaawii
Ailounx peakLii MoHorpadii €® «Tale» Ta APY.

103. | MIKCTAPA® 30 | cycneHsia ans AIT Hoso [Janis BignosiganbHuia Nanis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/2682/01/01
HM iH'ekuiin, 100 MO/mn; Hopgaick 3a BUNycCK cepiit PpaHuis TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT peyenmom
no 10 mn y donakoHi; KiHLLeBOro OinbHULI (BKIOYaOUM AinbHUL Ans AP, NpoMibKHOTro
no 1 dpnakoHy B NpoAyKTY: npoaykTy abo roToBOro nikapCcbKoro 3acoby, AinbHUL
KapTOHHIA KopoobLi A/T Hoso Hopgick, [N NpoBeAeHHS NakyBaHHS, BUPOOHUKa,
[anis BiANOBiAabLHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPO/IO cepii) abo noctayanbHyKa BUXIAHOTO
Brpo6HuK maTepiany, peareHTy abo AONOMIKHOT pe4yoBUHY

npoaykuii 3a (SIKLLLO 3a3HAYEHO Y 10CbE)
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

MOBHUM LIK/IOM:
Hoso Hoppgick
MpoaoKCbLOH
CAC, dpaHuis

BrganeHHs HaCTYMHUX BUPOGHNUMX CDYHKLIA
«BupO6HMK Hepo3dhacoBaHOro NPOAYKTY, HANOBHEHHS
B (h1akoHn, NepBUHHA YNakoBKa Ta KOHTPO/b SAKOCTi»

y Bpo6Huka A/T Hoso Hopgick, HoBo Anne,
Barcsaepg, 2880, [aHisfs. HacTynHi BUPOGHMYI doyHKLT

3a/MLLATbCA Y BULLE3a3HAYeHOro BUPOBHYKa:

«BignoBiganbHWiA 3a BUNYCK Cepiii KiHLEBOrO
nNpoAayKTy». BUPOGHUK, KM MOXe BUKOHYBATU OYHKLi
«Bupo6HMK Hepo3dacoBaHOro NPOAYyKTY, HaNnOBHEHHS

B thnakoHun, NepBMHHA ynakoBKa, KOHTPO/b AKOCTi»
3anuwaeTbes Hoso Hopgaick MpoatokcboH CAC, 45,
aseHto A'OpneaH, 28000, LWapTp, ®paHuis. 3miHu |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHMUYOT
OinbHUU] (BKIOYaoun AinbHUL Ana AP, NpoMibKHOro
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AiflbHULL
NS NpOBefieHHs NakyBaHHA, BUPOOHNKa,
BiANOBiAA/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS
KOHTPOIO cepii) abo noctayanbHyKa BUXIAHOTO
marepiany, peareHTy abo AOMOMDKHOI peYOBMHU
(AKLLO 3a3HaYeHO Y AOCLE) - BuaaneHHss HacTynHuX
BMPOBHNYNX OYHKUIV «BUPOBHMK ANsi MapKyBaHHS Ta
yMakoBKM (hN1aKoHIB, BTOPUHHOTO NakyBaHHs» ans AT
Hoso Hopgick, Xanac Anne, KanyHabopr, 4400,
[LaHia. BUpoOHWK, KM MOXe BUKOHYBaTW (OYHKLIiT
«BrpO6HVK 4519 MapKyBaHHS Ta yNakoBK1 (1akoHIB,
BTOPWHHOTO MakyBaHHs» 3anuwaeTbcs HoBo Hopaick
MpopatokcboH CAC, 45, aseHto A4'OpneaH, 28000,
LLapTp, ®paHuis.

104.

HA3UBIH®
CEHCUTUB

Kpansi Ha3aslbHi
0,01 %; no 5 mn
npenapary y
donakoHi; no 1
chnakoHy B
KapTOHHIA KopoobLi

Mi eng Oxi
Xenc
xepmaHi
M6X

HimeuunHa

[103BiN Ha BUMNYCK
cepii: IMi eng [xi
Xenc OcTpis
'M6X eHg Ko. Or,
ABCTpIS;
BMPOGHMLITBO 3a
MOBHUM LIK/IOM:
damap Xenc Keap
Cepsgiciz Magpwug,
C.AY., IcnaHis

ABcTpisi/
Icnanis

BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarssay). 3MiHa KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.

[Oitova pepakuia: Matiukha Svitlana / MaTioxa
CsiTnaHa.lponoHoBaHa pefakuis: Derevianko Irina /
[epeBsHKo IpvHa.3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0cobu 3as1BHMKa, BIANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi

6e3
peuyenma

UA/11620/01/01

105.

HANBY®IH
IH'EKLJI 10 MI

PO34UH ON15 iH'EKLLN,
10 mr/mMmnno 1 mn B

PycaH

Papma J114.

IHAjsA

Pycax ®apma
Nta.

IHAjia

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6esnekn/edpeKTMBHOCTI Ta

3a
peyenmom

UA/9424/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
amnyni; no 10 amnyn thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Y KapTOHHii y3arasisHeHUX faHux Npo cucTemy dhapmakoHarnsgy
ynakosLi (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa Homepy
macTep-haiiny cuctemn papMakoHarasay 3asBHuka
106. | HANBY®IH PO34UH A5 iH'EKLN, PycaH IHAjs PycaH ®apma IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9424/01/02
IH'EKLII 20 MI’ 20 mr/mn, no 1 mn B dapma /14. nra. TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
amnyni, no 5 amnyn thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
Y KapTOHHii y3ara/ibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
ynakoBLi (BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MiLLeHHi macTep-
thaiina cuctemmn chapmakoHarnsgy) 3miHa Homepy
macTep-haiiny cuctemm papMakoHarnsay 3asBHuka
107. | HATPIO PO34NH A5 iH'EKLIN, NAT YkpaiHa MAT "Fanuudpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4131/02/01
xnoeumpg, 9 mr/mn no 5 mn abo "lanuudhap TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
10 mn B amnyni; no M" KOHTpO/ib AOMOMIDKHMX peyoBUH. 3MiHa napameTpis
10 amnyn B kopobuy; cneuudikavin Ta/abo AoNyCTUMUX MEX A5
no 5 mn a6o 10 mn B [OMOMDKHOT peyoBUHM (iHLWi 3MiHM) CynyTHA 3MiHa -
amnyni; no 5 amnyn 3MiHK 3 IKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTposb
y 6nicTepi; no 2 [OMOMDKHMX PEeYOBMH. 3MiHa Y MeToAax
6nictepn y navui BMNPOGYBaHHSA AOMOMDKHOI PEYOBUHM (iHLWi 3MiHW Y
MeTofax BUNpobyBaHHSA (BKIOYaKUYM 3aMiHy abo
popasaHHs)) MpuBefeHHs cneuvdikadii Ta metoais
KOHTPO/I0 AOMOMIKHOI peyoBuHn Boaa ans iH'ekuin oo
BMMOT MOHorpacii EP, a came: npvBefeHHs KpuTepiis
NPUAHATHOCTI 3a N. «Onuc» go MoHorpadii EP;
BU/TYYEHO NOKa3HUK «HiTpaTu»; foAaHo NocuiaHHA Ha
LLie OAMH MeTOZ, KOHTPO/IIO 3a NOKAa3HUKOM
«BakTepianbHi eHgoTokcMHN» (EP 2.6.32); 3a
NokasHUKoM «[TMTOMa eNeKTPONPOBIAHICTb» Ta
NOKasHUKOM «Mikpo6ioNoriYHUiAi MOHITOPUHT», 3MiIHEHO
nocunaHHs Ha MeToan KOHTposto (MoHorpadis EP
«Water for injections in bulk (0169)»).
108. | HEBITEH3 Tabnetku no 5 wmr; NMPO®APM ManbTa AxTasic /lTg, ManbTa/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/13347/01/01
no 10 TabneTtok y A ManbTa Bonrapis MYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaiMEeHYBaHHs peyenmom | niossieae
6nicTepi; no 3 IHTepHeLwwHN Ta/abo agpecy MicLsi NPOBaPKEHHS AiSNbHOCTI
6nictepu B TpeliguHr abo BUPOGHMKa/iMNnopTepa roToBoro Jlikapcbkoro 3acoby,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI KopoobLi

Nimiteq

BankaHapma -

AynHnua AL,

Bonrapis

BK/IOYA0UM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiii) AgmiHiCTpaTuBHa 3MiHa agpecy BUpoGHMKa
N3, y 3B'A3Ky i3 fogaBaHHAM caity B/IB015, skuii €
CKMafoM, WO Bi3WYHO MOB'A3aHuii i3 6yaiBneto Ans
BMPOGHMLTBA TBEPANX OpasIbHUIA Mikapcbknx hopm
B/16016. JaHa afpeca NpUBOAUTLCA A0 OHOBJIEHO!
niueHsii Ta ceptudpikaty GMP. BupobHuya ginsaHka, e
3[iICHIOTLCSA BUPO6HUYI onepavii 3a/MwaeTbes
HEe3MiHHOK. 3MiHW BHECEHO B iHCTPYKL,itO A1
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3gain "Micue3HaxomkeHHs BUpoGHMKa Ta agpeca
MiCLil NMPOBaKEHHS NOr0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHamM¥ B TEKCTI MapKyBaHHS yNakoBOK.
BeefieHHs1 npoTArom 6-Tu MicsAuiB 3 fatu
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK WoA0
6e3nekn/edekTnBHOCTI Ta thapmakoHarnsagy (iHLwi
3MiHN) OHOBEHHS TEKCTY MapKyBaHHS YNakoBKV
niKkapcbKoro 3acoby, came: BHECEHO iHhopmaLito
LLIOA0 3a3HaYeHHs OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl, yTOUYHEHO iH(hopMaLlito TEXHOJIOMNYHOIO XapakTepy
Ta YTOYHEHO /10roT1n BUPobHYMKa Ta/abo 3asBHUKA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.

109.

HEBAHAK®

Kpansi O4YHi,
cycneHsis 1 mr/m;
no 5 mn y donakoHi-
KpanenbHuyj; no 1
th1akoHy B KOPOOGL
3 KapPTOHY

Hosapric
dapma Al

LLiBeiiapis

ANKoH KyBpbop

Benbris

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 45
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkyaoun
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifNoBigasibHOI 3a
hapmakoHarnsg,.

[Litoua pepakuin: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepakuyis: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3as1BHVKa, BignoBiganbHOI 3a hapMakoHarnsg. 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnagy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
AiSbHOCTI 3 thapmakoHariagy.

3a
peyenmom

UA/13522/01/01

110.

HEBAHAK®

Kpansi OuHi,
cycneHsis 3 mr/m,
no 3 My akoHi-

HoBaprtic
dapma Al

LLiBeiuapis

ANKoH KyBpbop

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM A0

3a
peyerimom

UA/13522/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KpanenbHuyj; no 1
hnakoHy B KOPO6L
3 KapTOHY

y3aras/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pepakuis: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepakuin: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0Co6u
3asBHVKa, BigNoBiganbHOI 3a hapmakoHarnsag,. 3miHa
MicLie3HaxoMKeHHs MacTep-ghaiina cuctemu
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHS! OCHOBHOT
AisbHOCTI 3 chapmakoHaraagy.

111.

HEWPOBIOH

TabneTku, BKPUTI
060/10HKOI0; Mo 10
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI Kopobui

Mi eng Oxi
Xenc
xepmaHi
M6X

HimeuunHa

Mi enp Oxi Xenc
OcTpisa 'M6X eHg,
Ko. Or

ABCTpist

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasibHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asiBHuKa 415
3[iicHeHHs hapMakoHarnsgy B YkpaiHi, AKLO0 BoHa
BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifnoBigansHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
thaiina cuctemun chapmakoHarnsgy) 3mMiHa KOHTaKTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.

[Oitova pepakuin: Matiukha Svitlana / MaTioxa
CsiTnaHa. NponoHoBaHa pefakuis: Derevianko Irina /
[JepeBsaHko IpyHa. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
thapmakoHarnag B Ykpaii.

3a
peyenmom

UA/5409/01/01

112.

HEOMILUMH

aepo3osb Ans
3acTocyBaHHs Ha
LUKIpY, CyCneHs3is,
11,72 mr/r;no 16 1
abono32r
cycneHsii B
aepo30/IbHOMY
6a10Hi 3 KnanaHom
Ta
pO3nusIBa/IbHOK
rO/10BKOIO 3

TapXOMiHCbK
niA
hapmaneBT
MNYHWIA 3aBO[,
"Monbga”
AT

Monba

TapXoMiHCbKuiA
thapmaueBTUYHWI
3aBog "Monba"
AT

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu). OHOB/IEHHS TEKCTY
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBOK
nikapcbKoro 3acoby, a came: LONOBHEHHS PO34iniB
"[laTa 3aKiH4eHHs TepMiHy npugartHocTi”, "Homep
cepii", "Homep peecTpaduiiHoro nocsigyeHHsa"
iH(bopMmaLlieto NPO HaHeCeHHs NepeMiHHUX AaHUX;
BHECEHHS iHdhopMaLiii LLoA0 10roTuny 3asBHMKA.
TepMiH BBEEHHA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/15600/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
noninponisieHoBUM
KoBnaykom; no 1
6as10Hy B KapTOHHil
Kopobui
113. | HEO®IIH Tabnetku MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3793/01/02
MPOJIOHroBaHoOI fji "papmauesT "®apmaueBTnYHa Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE- peyenmom
no 300 mr; no 10 n4yHa chipma thipma "AapHuus” cepTudikaT BignoBigHOCTI EBpoNeNichKii
Tabnetok y "OapHuus” hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
KOHTYPHIi HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
YapyHKOBIl MoHorpadii J®Y abo Esponelicbkoi thapmakonei, abo
ynakosLi; no 5 iHLWOT HauioHanbHOT thapmakonei aepxasn €C (iHLWi
KOHTYPHUX 3MiHM). BHeceHHs 3MiH A0 cneumndikaii Ta meTogis
YapyHKOBUX KOHTPOJTH0 AKOCTi fONOMDKHOI peqoBuHU Tanbk Ans
yNakoBOK y nauyuj npuBeAeHHS Yy BiANOBIAHICTb A0 BUMOT i pekoMeHaaLii
Aitoymx pefakuii moHorpadii €EP «Talc» Ta Y.
114. | HEO®INIH Tabnetku MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3793/01/01
NPOMIOHTOBaHOI Aji "papmaueBT "®apmaueBTUYHA TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
no 100 mr; no 10 nyHa chipma thipma "AapHuus" cepTucpikaT BignoBigHOCTI EBponelichkii
Tabnetok y "OapHnus” hapmakonei/moHorpadii. 3miHu, NoB'a3aHi 3
KOHTYPHIl HEOO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
YapyHKOBIl MoHorpadii Y abo Esponeiicbkoi thapmakonei, abo
ynakosLi; no 5 iHLWOT HaujioHabHOT thapmakonei aepxasn €C (iHLWi
KOHTYPHUX 3MiHK). BHeceHHs 3MiH 40 cneyudikauii Ta meToais
YapyHKOBMX KOHTPO/H0 SIKOCTI JOMOMDKHOI pe4yoBMHW TaulbK AN
ynakoBOK y nauyu, npuBeeHHs Yy BiANOBIAHICTb 40 BMMOT i pekoMeHAaLii
Ailounx pefakLii MoHorpadii €® «Talc» Ta APY.
115. HE®ONAMY NMOPOLLOK AT YkpaiHa BapLuaBckie MonbLia BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/18062/01/01
rigpoxnopruj (cybeTaHuis) y "®apmak” 3aknaau YTOUHEHHS1 HaNMCaHHA peecTpauiliiHol npoueaypu
MiLLKaxX MpPO30punx dapmaueBTNYHE Ta ynakoBku Haka3i Ne 1191 Big 09.07.2024 - 3miHn
nonieTuneHosux ans Monbcha Cnynka Il Tvny - 3MiHKn 3 AkocTi. A®I. (iHLWi 3MiHW) - OHOB/IEHHSA
hapMaLeBTUYHOTO AkuuniiHa 3 ASMF AP Nefopam hydrochloride version 06 May
3acToCyBaHHsA 2018 Ha ASMF AP Nefopam hydrochloride version 07

May 2022. BHacnigok oHoBneHHss ASMF BigGynacb
3miHa B iHchopmauii WoAo ynakoBKU. 3aTBepaKeHa
pepakuisi: Y millikax noAiliHUX NOMieTUNEHOBUX,
BK/1aZiEHUNX B NOJieTUNeHOBUIA 6apabaH,

3a6e3neyeHnii eTukeTkamy. 3anponoHoBaHa pejakLis:

Y Milukax Npo3opux NonieTUIeHoBKX, BKNaAEHNX B
YOpHI NONieTUNEHOBI NakeTu, ki 3a6e3neyeHi
eTukeTkamun. bapabaH nonieTuneHoBwuiA, 3aKpUTHii
MeTanIeBUM 3aTUCHUM KiflbLEeM Ta MapKOBaHWii
eTukeTkamu. 3minu Il Tuny - 3miHu 3 akocTi. A®I. (iHwi
3MiHK) - oHoBNEeHHS 3 ASMF Nefopam hydrochloride
version 07 May 2022 Ha ASMF Nefopam
hydrochloride version 7.1/ January 2023. BHacnigok
OHOBNEeHHs ASMF Big6yacs 3MiHa Ha3BW KOMMaHii
BMpo6HMKa A®I. K Hacnigok 3min y MKHA BignosigHo
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
[0 BMMOT OHOB/leHoro ASMF

116. | HE®POTEKT pO3unH Ns iHQysild; dpeseHiyc Himeuunna ®peseHiyc Kabi ABcCTpist BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/10733/01/01
no 250 mn abo no Kabi ABcTpif F'M6X TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
500 Mn y hNakoHi; Loiunang cepTudpikaT BignoBigHOCTI EBponeiickkiii
no 10 dnakoHiB y 6X hapmakonei/moHorpadii. NMogaHHsa HoBoOro abo

KapTOHHIA KopoobLi

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
BWKOPUCTOBYHOTLCA Y BUPOOHMLTBI API; ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTudiikat
Bifj y)ke 3aTBEPAXEHOro BUPO6HMKa - MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponenchkili
hapmakonei Ne R1-CEP 2013-157 - Rev 01
(3aTBepmxeHo: R1-CEP 2013-157 - Rev 00) gns
Aitoyoi pevoBnHN Alanine Big BXe 3aTBeEpAKEHOro
BMpo6HMKa Amino GmbH, HimeuunHa. 3miHu | Tuny -
3MiHu 3 siKocTi. CepTudikaT BignosigHocTI/lE-
cepTudpikaT BignoBigHOCTI EBponelichKii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/yYEHHS cepTudpikaTa BignoBiAHOCTI EBponelichkii
thapmakonei: gna A®l; ans BUXigHOro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBNEHMIA cepTudikat
Bif y)Xe 3aTBepXeHOoro BUpobHuka - MNogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponenchkili
dhapmakonei Ne R1-CEP 2012-052-Rev 01
(3atBepmxeHo: R1-CEP 2012-052-Rev 00) gns giroyoi
peyoBuHM Leucine Big Bxe 3aTBepKeHOro BUPOGHUKa
Shanghai Ajinomoto Amino Acid Co., Ltd., China. Ak
Hacnifgok, NpMBeAeHHs HaliMeHyBaHHS BUPOGHMKA B p.
«Cknag» MKA N13 y BignosigHictb Ao Bumor CEP
(3aTBepmxeHo: LWaHxait AmpxiHomoTo AMiHO Aumg, Ko.
NiTh; 3anponoHoBaHo: LaHxali AgpKiHOMOTO AMIHO
Aumg Ko., N174.). MiHW | TUNY - 3MiHW 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat
BiANOBIAHOCTI EBponeiickbkii thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiAnoBigHOCTI EBponelicbkin hapmakonei: ana Adl;
[ONS BUXIQHOTO MaTepiany/peareHTy/npomixxHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI Ad;
4715 AONOMDKHOT peyoByHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMeHWIA cepTuduikat
Bifj y)ke 3aTBEPAXEHOro BUPO6HMKa - MogaHHA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeinchbkili
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

hapmakonei Ne R1-CEP 2014-063-Rev 02
(3aTBepmxeHo: R1-CEP 2014-063-Rev 01) ans gitoyoi
peyoBuHm Lysine (L-nisuHy moHoaueTar (L-ni3vH) Big
BXe 3aTBepxeHoro BupobHnka AJINOMOTO
HEALTH AND NUTRITION NORTH AMERICA, INC.,
USA Sk Hacnifok, NnprBeAeHHst HaliMeHyBaHHs
BMpOG6HUKa B p. «Cknag» MKA /13 y BigNoBigHICTb A0
BuMor CEP (3arBepaXeHo: AIDKUHOMOTO Xen3 eHf
HyTpitioH Hop3 Amepuka IHK.; 3anponoHoBaHo:
AmxnHomoTo Xens eHg HyTpiTioH Hop3 Amepuka,
IHK.). 3MiHu | TUNY - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiANoOBIAHOCTI
abo BuNy4YeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/nMpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepXeHOro BUpoOHMKa - MNogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchbkil
thapmaxonei Ne R1-CEP 2004-277-Rev 03
(3atBepmxeHo: R1-CEP 2004-277-Rev 02) gns giroyoi
peyoBuHM Threonine Big, BXe 3aTBepAKEHOro
BMpo6HUKa Amino GmbH, HimeuunHa. 3MiHu | Tuny -
3MmiHn 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpONENCHKIi
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpPONENCHKIi
thapmakonei: gna A®l; ans BUXigHOTO
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif} y)ke 3aTBepAXeHOro BUpo6HMKa - MogaHHs
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
apmakonei Ne R1-CEP 1998-137-Rev 05
(3atBepmxeHo: R1-CEP 1998-137-Rev 04) gns gitoyoi
peuoBuHM Tryptophan Big, Bxe 3aTBEpPAXEHOro
BMpo6HMKa AJINOMOTO HEALTH AND NUTRITION
NORTH AMERICA., INC., USA (CEP Holder
AJINOMOTO CO., INC., Japan). K Hacnifok,
nprBeAeHHs HaliMeHyBaHHS BUPOGHUKA B p. «Cknag»
MKSA N3y signosigHicTb fo sBumor CEP
(3aTBEpMXKEHO: ADKMHOMOTO Xen3 eHa HyTpiTioH
Hop3 Amepuka IHK.; 3anponoHoBaHo: AKMHOMOTO
Xens eHg HyTpiTioH Hop3 Amepuka, IHK.).

117.

HILEPTO/1IH

TabneTku, BKpUTI

MAT

YKpaiHa

MAT "Tanuudapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHMX MaTepianis: 3MiHu |

3a

UA/5252/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
o6onoHkoto, no 10 "rannudap TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
Mr; M" CurcTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 10 TabneTok y napameTpiB crneuudikaliin Ta/abo fonyCcTUMUX MexX
6nicTepi; no 3 NMepBUHHOT YNaKOBKM FOTOBOrO MiKapCbKOoro 3acoby
6nictepu B navuj (iHWi 3miHW) BHECEHHS 3MiH Y crieuudikaLio ans
MniBkX NONIBIHINXIOPUAHOI, & caMe- 3a3HayYeHHs
[opaTkoBoro posmipy «Big 350 go 400 mm» y
nokasHuk «OCHOBHI po3Mmipy. liameTp pynoHa».
3arBepmkeHo Cneuydikauis Mniska
nonigiHinxnopugHa OCHOBHI po3mipw [iameTp pynoHa
Big 380 Ao 395 MM. 3anponoHoBaHO
Cneuundikanis MniBka nonisiHinxnopugHa OCHOBHI
po3mipu fliameTp pynoHa Big 380 go 395 mm Big, 350
[0 400 MM
118. | HOKCA®INI® CyCneHsis opasibHa, Mepk LWapni | Lseliuapisa BMPOOHUK Kanaga/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/9269/01/01
40 mr/mn, no 105 mn Ooym IAEA Hepo3dacoBaHol Benbris/ TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
y thnakoHi; no 1 v6X npoAayKLUil, HigepnaHan thapmakoHarnagy. BeegeHHs abo 3miHu fo
th1akoHy 3 MipHOIO nepBuHHE y3araslbHeHVX faHux Npo cuctemy papmakoHarnsgy
NIOXEUKOI Y nakyBaHHs: (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTeMy
KapTOHHIlA KOpooLi MateoH IHK., thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
KaHaga; BTOpuHHE BiANOBIAabHOI 3a 34iiCHEHHA thapmakoHarnaay;
nakyBaHHs, KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
BUNYCK cepil: 3pjificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
OpraHoH XelicT BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
6B, Benbris; 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatum
BUNYCK cepil: KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLeHHI macTep-
Mepk LWapn i tharina cuctemmn chapmakoHarisgy) 3miHa
Joym B.B., YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
HigepnaHan hapmakoHarnag,.
[litoua pepakuin: Dr. Guy Demol. NponoHoBaHa
pepaxkuisi: Dr Peter De Veene. 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6U 3asiBHNIKA,
Bi4NoBiga/IbHOI 3a dhapMakoHarnsa.
119. | HOOTPONIN® PO34UH ON18 iH'EKLLN, HOCB Benbris Elicika ITanis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0054/01/01
200 mr/mn; no 5 mn dapma C.A. $apmacbloTnkans TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
B amnyni; no 6 C.P.. Ta/abo agpecu Micus NPOBaMKEHHS AISNbHOCTI
amnyn y 6nictepi; no BMPOGHMKa (BK/IO4akouu, 3a HEOOXIAHOCTI, MicLe
2 6nictepu y nayui NpoBeAEeHHS KOHTPO/IO AKOCTI), ab0o BNacHUka mactep-
KapTOHHI; thaiina Ha A®l, abo noctavyanbHuka AdI/BUXigHOrO
no 15 mn B amnyni; mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
no 4 amnynuy 3aCTOCOBYIOTLCS Y BUPOOHULTBI ADI (SKLLO 3a3HAYEHO
6nicTepi; no 1 y [OCbE Ha Nnikapcbkuii 3aci6) 3a BiACYTHOCTI
6nicTepy y nauui cepTudikaTa BignoBiAHOCTIi EBpONEiChKili
KapTOHHIlA thapmakonei y 3aTBepKeHOMY A0Ckbe, ab0o BUPOOHMKA
HOBOI AOMNOMIKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[oCbe) ALMIHICTpaTMBHA 3MiHa Y 3B’A3KY 3i 3MiHO
afipecy BUPOGHMKA.
120. | OBAJXIO® TabneTkn, BKPUTI TOB YkpaiHa Onenna Xenckea dpaHuis BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3MiHu, 3a He UA/13689/01/02
NNiBKOBOO "CaHoi- IHTepHewHn CAC LLi0 NOTPebyoTb HOBOT peecTpalii - 4oAaBaHHS HOBOT peuyenmom | nidssieae
060/I0HKOI0, MO 7 MT; ABeHTIiC cunu.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Ne 28 (14x2): no 14 Ykpaina" MepiognyHiCTb NOAAHHA PETrYNSPHO OHOBJIIOBAHOTO
TabneTok, BKPUTKX 3BiTYy 3 6e3neku, BignoBiaAHO A0 MNopsaKy 34iCHEHHS
NiBKOBOIO hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
060/10HKOI0, Y MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
6nicTepi 3 atOMiHiItO; rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
no 2 6nictepu MiHicTepcTBi tocTuuil Ykpainu 29 ciuHa 2007 poky 3a
BK/1a[lEHO B Ne 73/13340 (y pegakuii Hakady MiHicTepcTBa
ynakoBKy Tuny OXOPOHW 30pO0B'A YKpaiHu Bif 26 BepecHs 2016 poky
ramaHus; no 1 Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3HaYEHNMM
ynakoBLji Tuny y NepioANYHOCTI NOAAHHS PErYIAPHUX 3BITIB 3
ramaHus BKafeHo B 6e3neku.
KapTOHHY KOPOGKY
121. | OBALXKIO® TabneTku, BKpUTI TOB YkpaiHa Onenna Xenckea ®paHuisa BHECEHHS 3MiH 1O peecTpauiitHux maTepianis: 3miHu || 3a He UA/13689/01/01
nNiBKOBOIO "CaHoi- IHTepHewHn CAC TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom | niossieae
060n0HKo0, No 14 ABeHTiC thapmakoHarnagy. 3MiH1 y TepaneBTU4HNX
mr; Ne 28: (14x2): no YkpaiHa" nokasaHHsX (404aBaHHA HOBOro TepaneBTUYHOrO
14 TabneTok, nokasaHHs abo 3miHa y 3aTBepyKEHOMY NOKa3aHHi) -
BKPUTUX NIBKOBOIO 3MiHV BHECEHO A0 IHCTPYKLi Ana MegmyHoro
060/10HKOI0, Y 3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
6nicTepi 3 a/lOMIHiIIO; "MokasaHHS" (3MiHN 3aTBEPAXKEHOr0 NoKa3aHHs,
no 2 6nictepu 3ATBEPXKEHO: Mpenapat O6aaxio® nokasaHuii
BK/1afleHO B ANS NiKyBaHHA JOPOCNMX NaUiEHTIB 3 peLyanByoYo-
ynakoBKy Tumny pemiTytounm poscistHum ckneposom (PC) (y posgini
ramaHus; no 1 «®dapmakogHamika» HaBefeHa Baxnvsa iHhopmawis
ynakoBLji Tuny npo Nony Ao NaUeEHTIB, AN AKOi 6yna BU3HaYeHa
ramMmaHus BK1aJeHo B eeKkTUBHICTb NikyBaHHs); 3ANPOMOHOBAHO:
KapTOHHY KOpPOOKY; Mpenapat O6aaxio® nokasaHwin ANs NikyBaHHA
Ne 84: (14x6): no 14 [0pocnux naujeHTiB Ta aiteii Bikom Big 10 pokis 3
TabneToK, BKPUTMX peumnanBYHYO-PEMITYHOUMM PO3CISIHUM CK1epO30M
nNiBKOBOIO (PC) (y po3gaini «dapmakognHamika» HaBegeHa
060/10HKOI0, Y BaXX/IMBa iH(hopMaLjis Npo Nonynsuilo nayieHTis, Ans
6nicTepi 3 a/lOMIHiIO; AKOI 6yna BU3HaYeHa epeKTUBHICTb JlikyBaHHS).), Ta
no 2 6nictepu AK HaCNiAOK BHECEHO 3MiHW A0 po3ginis
BK/1a[EHO B "®apmakonoriyHi BiactusocTi", "Oco6nmnBocTi
ynakoBKy Tuny 3acTocyBaHHA", "3acTocyBaHHs y nepiog, BaritHoCTi
ramaHus; no 3 abo rogysaHHs rpyaaro”, "Cnocib 3actocyBaHHS Ta
yMakoBKM TUMy gosu", "Aitn", "Mo6iyHi peakuii”. BBefeHHS 3MiH
ramaHus BKI1afeHo B NpOTArom 6-Tv MicALIB Nicnsa 3aTBEPMXEHHSA. B Mexax
KapTOHHY KOpPOOKY 3MiHV HajaHO OHOBJ/IEHUIA NaH yNpaBiHHA pUsukamm,
Bepcisa 7.0.
122. | OBAAXIO® TabneTtku, BKPUTI TOB Ykpaina Onenna Xenckea PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a He UA/13689/01/01
NAiBKOBOIO "CaHogi- IHTepHewHn CAC TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom nionseae
o6onoHkoto, no 14 ABeHTIC thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
mr; Ne 28: (14x2): no YkpaiHa" nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

14 TabneTok,
BKPUTUX NNiBKOBOO
060/10HKOI, Y
61icTepi 3 a/lOMIHIH;
no 2 6nictepu
BK/1afIeHO B

ANs MeAnYHOro 3aCTOCyBaHHSA Ha MigcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCcbKoro 3acoby,
ab60 pocnigxeHb 3 6e3nekn 3acTOCyBaHHS ikapCbKoro
3aco6y B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTar OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuyHmx gocnimxkexsb (PIP)
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

yNakoBKy Tumny
ramaHus; no 1
ynakoBLi Tuny
ramaHus BK1afieHo B
KapTOHHY KOPOOKY;
Ne 84: (14x6): no 14
TabneTok, BKPUTUX
N1iBKOBOIO
060/10HKOID, Y
6nicTepi 3 aslOMIHiIO;
no 2 6nictepu
BK/1aA,EHO B
yNakoBKy Tumny
ramaHus; no 3
ynakoBKuM TUNy
ramaHus BK1afieHo B
KapTOHHY KOPOGKY

(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3gainis "Oco6mBoCTi 3acTocyBaHHsA" Ta "lNo6GiyHi
peakuji" cTocoBHO iHchopMalLlii 3 6e3neku Aitoyoi
peyoBUHM TepUdTyHOMIZ, LWOAO NOBILOMIEHb MPO
BMMNaAKM NOGIYHUX peakLili, Takmx sk, nereHeBa
rinepTeHsis 3 4acToTOoK "HEeBILOMO" Ta KONIT 3
4acToTol "HeyacTo". BBeieHHS 3MiH NPOTArom 6-Tn
MicALiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
ApamiHicTpaTBHI 3MiHW. 3MiHa kogy ATX - 3MiHK
BHECEHO [10 IHCTPYKL,i 415 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3giny
"®apmakoTepaneBTuyHa rpyna. Kog ATX." BignosigHo
[0 MbHapogHoro knacudikatopa BOO3
(http:/iwww.whocc.no/atc_ddd_index/): 3aTBepaxeHo —
"CenekTuBHi iMyHocynpecaHTu. TepudpnyHomig,. Kog
ATX LO4A A31.", 3anponoHoBaHoO —
"AHTVHEONNaCcTUYHI Ta IMyHOMOZAY oI 3ac06u.
IMyHOcynpecaHTu. IHribiTopu
ovrigpoopotataerigporeHasu (4Aroan).
TepudbnyHomia. Kog ATX LO4AKO2." BBefeHHS 3MiH
NPOTArom 6-Tu MiCALiB Micna 3aTBepakKeHHs. 3MiHu |l
MRy - 3MiHM LWoAo 6e3nekn/edeKkTnBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLT
[ONA MeNYHOro 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMMN
OaHUMU 3 SKOCTI, AOKNIHIYHUMMN, KNIHIYHUMW JaHMK Ta
JaHuMu 3 dhapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKLUIi 415 MeAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
3acoby Ao po3giny "OcobamBoCTi 3acToCyBaHHS" Ta
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofgyBaHHs
rpyAAH0" CTOCOBHO pe3ynbTartiB KNiHIYHUX AOCNifKEHb
Ta [ONOBHEHHS iHdopmaLii 3 6e3nekn JOMOMKHUX
peyoBuH (CNonyk HaTpilo). BBeAeHHs 3MiH NPOTArom 6-
TN MicauiB nicns s3aTeepmpkeHHs. 3MiHu Il Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MegnyHoro
3aCTOCyBaHHS Y 3B’AA3KY i3 HOBUMMW AaHUMU 3 AKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainis "Ocob/MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofgyBaHHs
rpyaar” nigpo3ain “rogysaHHs rpyaar” ta “rMo6ivHi
peakuii" Wwoa0 nobiyHUX peakwiii ncopias abo
3aroCTpeHHs ncopiasy 3 4acToTo "HeBigOMO".
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEepAKEHHA. 3MiHM |l TMny - 3MiHK Woao
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCyBaHHS Yy 3B’AA3KY i3 HOBUMM AaHUMU 3 AKOCTI,
OOKNIHIYHUMMW, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ao
po3ainy "OcobaMBOCTi 3aCTOCYBaHHA" WOA0
MOHITOPVHTY (OYHKLiT NeYiHkn. BBeAeHHS 3MiH
NPOTArom 6-T1 MicALIB Mic/1A 3aTBepKEHHS. 3MiHu ||
My - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta
dhapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTOoCyBaHHSA y 3B'A3KY i3 HOBUMM
[aHVMK 3 SKOCTi, AOKIIHIYHUMM, KNIHIYHUMW JaHUMK Ta
JaHnMu 3 chapmakoHarnsgy - 3MiHu BHECeHO [0
IHCTPYKUIi ANA MEAUYHOrO 3aCTOCYBaHHS NikapcbKoro
3acoby A0 po3ginis "Ocob6/MBOCTI 3aCTOCYBaHHS" Ta
"Mo6iyHi peakyii" LWOA0 MEANKAMEHTO3HO 3a/1eXHOT
CUCTEMHOT peakLii 3 eosnHodinieto (DRESS).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHSA. 3MiHu || Tuny - 3MiHK WoAo
6e3nekn/edreKTMBHOCTI Ta thapmakoHariagy. 3MiHn y
KOPOTKilA XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Y 3B'A3KY i3 HOBVMMW A@HUMK 3 SKOCTI,
OOKMIHIYHUMM, KNIHIYHUMW JaHUMK Ta AaHnMu 3
thapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3sginis "®apmakonoriyHi BNacTMBOCTI" Nigpo3ain
"®apmakognHamika", "Oco6MBOCTi 3aCTOCYBaHHA" Ta
"Mo6iyHI peakui’” CTOCOBHO MeAuKaMeHTO3HO
3a/1eXHOI NeYiHKOBOT HEAOCTATHOCTI 3 4ACTOTO
"HeBigoOMO". BBeeHHS 3MiH NPOTAroM 6-TW MicsLiB
nicnsa 3aTBepaXeHHs. 3miHu |l Tuny - 3MiHK Woao
6e3nekn/edekTnBHOCTI Ta thapmakoHarnagy. [Hwi
3MiHW, SIKi HE BBIMLLAW Y Leil po34is, SKi BKIoYaTb
nofAaHHA pesynbTartiB AOCNIAKEHb A0 KOMNETEHTHOTO
opraHy - 3MiH1 BHECEHO A0 IHCTPYKLii 415 MeAUyYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi BracTuBocCTi” Nigpo3ain
"®apmakognHamika" Ta "MobiuHi peaxuii" cTOCOBHO
pe3ynbTaTiB TPUBAIOIO CMOCTEPEXEHHS, OTPUMAHNIX Y
X0[i BUBYEHHSI fOBrOCTPOKOBOT OLLIHKW 6e3nekn B
yyacHwkiB gocnimxkeHHs TEMSO. BeefieHHs 3MiH
NpoTSArom 6-Tv MicsLiB Micnsi 3aTBEPAKEHHS.

123.

OBAXIO®

TabneTku, BKPUTI
NiBKOBOO
obonoHkoto, no 14
Mmr; Ne 28: (14x2): no

TOB
"CaHodi-
ABeHTIC
YKpaina"

YkpaiHa

Onenna Xesnckea
IHTepHewHn CAC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO 0
IHCTPYKLUIiT AN15 MeAMYHOro 3aCTOCyBaHHS NiKapCbKOro

3a
peyenmom

He
nionsieae

UA/13689/01/01




79

Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
14 TabneTok, 3acoby go posginis "Cknag", "flikapcbka chopma’,
BKPUTUX NIIBKOBOIO "YnakoBka" 3 METOK 06'€HaHHS B EAUHOMY TEKCTI
060/10HKOI0, Y IHCTPYKLUIi 415 MeAMYHOr0 3aCTOCYBaHHS /iKapCbKoro
6nicTepi 3 asIlOMIHiIO; 3aco6y [03yBaHHa TepudpiyHoMigy 7 Mr Ta 14 mr.
no 2 6nictepu BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
BK/1aA,EHO B 3aTBEPKEHHS.
ynakoBKy Tumny
ramadus; no 1
ynakoBLi Tuny
ramaHus BK1afieHo B
KapTOHHY KOPOOKY;
Ne 84: (14x6): no 14
TabneTok, BKPUTUX
N1iBKOBOIO
060/10HKOID, Y
6nicTepi 3 aslOMIHiIO;
no 2 6nictepu
BK/1aAEHO B
yNakoBKy Tumny
ramaHus; no 3
ynakoBKun TUny
ramaHus BK1afieHo B
KapTOHHY KOPO6KY
124. | OKCUKOPT aepo30/1b AN TapXoMiHCbK MonbLa TapXoMiHCbKuiA MonbLia BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 3a UA/6469/01/01
3acTocyBaHHS Ha niA thapmaueBTUYHWI TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
LUKipY, CycneHsis no hapmaueBT 3aBog "Monbga" thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
(9,30 mr+3,10 mr)/r NYHWIA 3aBOf, MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNakoBOK
no32,25ry "Monbcpa” nikapcbKoro 3acoby, a came: [OMNOBHEHHS po34inis
aepo30/IbHOMY AT "[laTa 3aKiH4eHHs TepMiHy npuaaTHocTi", "Homep
6aoHi; no 1 6anoHy cepii”, "Homep peecTpauiiiHoro noceig4yeHHs"
B KapTOHHIi kopo6uyi iHchbopMmaLiielo Npo HaHeCeHHS NepeMiHHUX AaHVIX.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPKEHHS.
125. | NIPALUETAM Tabnetku no 200 wmr, MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5788/01/01
no 10 TabneTtok y "Ximchapmsa "Ximchapm3sasopg TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 6 BOf, "YepBoHa 3ipka" KOHTpOsb roToBOro fikapcbKoro 3acoby. 3miHa y
6nicTepiB y nauui 3 "YepBoHa MeToAax BUNpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
KapToHy 3ipka" (&ns npuBefeHHsA y BignoBigHicTs 3 AdY abo
€BponeicbKo thapmakoneeo Ta BUNyYEHHS
NOCUIaHHSA Ha 3acTapisinii BHYTPILLHIA MeTog,
BMNpo6YBaHHS i iioro Homep) 3miHa 06yMoB/IeHa
akTyanisauieto MeToaiB KOHTPOO AKOCTi A0
MoHorpadii MipaueTtam, a came nepexig Big PC3 2-
niponigoHy (fomiwka A) oo 2-niponigoHy P (gomiwwka
A), y BigNoBigHICTb A0 gitoyoi AdY.
126. | NIPALETAM Tabnetku no 400 wmr, MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/5788/01/02
no 10 TabneTtok y "Ximchapmsa "Ximchapm3sasog TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
6nicTepi; no 6 BOJ, "UepBoHa 3ipka" KOHTPO/1b FOTOBOrO NiKapCbKoro 3acoby. 3miHa y
6nicTepiB y navui 3 "UepBoHa MeToAax BUNpobyBaHHA rOTOBOTO /1iKapCbKOro 3acoby
KapToHY 3ipka” (4ns NnpuBeaeHHs Yy BignoBigHicTs 3 1dPY abo
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
€BpOoneicbKo0 hapmakoneeto Ta BUIyYeHHs
NOCUIaHHSA Ha 3acTapisinii BHYTPILLHIA MeTopq,
BMNpo6YyBaHHs i lioro Homep) 3miHa 06yMoB/IeHa
akTyanisauieto MeToaiB KOHTPOSO AKOCTi A0
MoHorpadii MipaueTtam, a came nepexig Big PC3 2-
niponifoHy (aomika A) Ao 2-niponifoHy P (gomiwka
A), y BiANOBigHICTb A0 gitoyoi AdDY.
127. | NPErABANIH Kancynu Teepai no Akkopg, IcnaHis BUPOGHMLTBO IHais/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19209/01/01
HEKCT®APM 75 wmr, no 14 kancyn Xenckea niKapcbKoro YropwmHa/ TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE- peyenmom
y 6nicTepi; no 4 C.Y. 3acoby, NepBUHHE ITanis/ cepTudikaT BignoBigHOCTI EBponeiichKii
6nictepn y nauyui Ta BTOPUHHE HimeuunHa/ hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
nakyBaHHs, Monba/ OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KOHTPO/Ib SKOCTI Benuka BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
cepit: BpuTaHis/ thapmakonei: gna A®l; ans BUXiAHOTO
IHTac Icnanis marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
dapmacbloTikasnc BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
Nimiten, IHAisA [0NOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
BUPOGHMLTBO €Bponelicbkili hapmakoner) - OHoB/eHWI cepTudpikat

nikapcbkoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTuBHWMIA
BVPOGHUK):
IHTac
$apmacbloTikasc
Nimiteq, IHAja
KOHTPO/b SIKOCTI:
€spochiHC
AHaniTikan
Cepgices XaHrepi
K., YropwumHa
KOHTPO/b AKOCTI:
SAPMABAJIA,
nra.
Mikpob6ionoriuHa
na6oparopis,
YropuimHa
fojatkosa
OinbHUUS 3
BTOPVHHOTO
nakyBaHHs:
Adn cAnni
UEWH (ITanis)
ChA, lTanisa
fopatkosa
OinbHUUA 3
BTOPVHHOTO
nakyBaHHs:
CunHonTtus

Bif] y)Xe 3aTBep)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
chapmakonei Ne R1-CEP 2016-189 - Rev 00
(3atBepmxeHo: RO-CEP 2016-189 - Rev 03) ans
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBEpXeHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BuNyyeHHs cepTudpikarta BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuXigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif] Y)X€ 3aTBEPLKEHOr0 BUPOGHMKA - MOLAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
thapmakonei Ne R1-CEP 2016-189 - Rev 01 ans
Aitoyoi pevosuHN Pregabalin Big BXxe 3aTBepKeHoro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MmiHu | Tuny - 3MiHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudpikar BignosigHoOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuXigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOB/IEHMIA cepTudikat
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

IHpacTpian Cn. 3
0.0., MonbLa
Aoparkosa
OinbHUUS 3
BTOPUHHOTIO
nakyBaHHs:
MpecTnx
MpomoyLuH
depkaydchepaep
YHI eHf,
depbeepsic Mv6X,
HimeuunHa
BignoBiganbHM
3a BUMYCK cepii:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTanis
fJojarkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTanis
BignoBiganbHM
3a BUMYCK cepii:
AKKopg, Xesickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbla
fJojarkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[1-HOKEI
NIMITEL, Benvka
BpuTaHia
KOHTPO/b SKOCTI,
fJojarkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHs:
NABOPATOPI
®YHOACIO JAY,
IcnaHis
Aogarkosa

Bif] y)X€ 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
hapmakonei Ne RO-CEP 2017-149 - Rev 03
(3atBepmxeHo: RO-CEP 2017-149 - Rev 02) ans
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBepXeHoro
BUpo6HMka INTAS PHARMACEUTICALS LIMITED.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BignoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuxigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif] y)Xe 3aTBep)KEHOro BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiagnoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2017-149 - Rev 00 gns
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBepXeHOro
BMpo6HuKa INTAS PHARMACEUTICALS LIMITED
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
OinbHUUS 3
BTOPWHHOTO
nakyBaHHs:
CEHTPAN
PAPMA
(KOMEKIHI
MNAPTHEP)
NIMITEL, Benuka
BpuTanis
gopatkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHS:
CK dapma
NoricTikc TM6X,
HimeyynHa
128. | NPErABA/IH Kancynu Teepai no Akkopg, IcnaHis BUPOGHMLTBO IHais/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/19209/01/02
HEKCT®APM 150 wr, no 14 Xenckea niKapcbKoro YropwumHa/ TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/E- peyenmom
kancyn y 6nictepi; C.JY. 3acoby, NepBUHHE ITanis/ cepTudikaT BignoBigHOCTI EBpoNeiichKii
no 4 6nictepu y Ta BTOPUHHE HimeuunHa/ thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
nauui nakyBaHHs, Monba/ OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KOHTPO/Ib SKOCTI Benuka BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeECHKiIi
cepit: BpuTaHis/ thapmakonei: gna A®l; ans BUXiAHOTO
IHTac Icnanis marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
dapmacbloTikanc BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
Nimiten, IHAisa [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
BUPOGHMLTBO €Bponelicbkili hapmakonei) - OHOB/eHWI cepTudpikat

nikapcbkoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTuBHWMIA
BVPOGHUK):
IHTac
$apmacbloTikasc
Nimiteq, HAja
KOHTPO/b SIKOCTI:
€spochiHC
AHaniTikan
Cepgices XaHrepi
K., YropwumHa
KOHTPO/b AKOCTI:
SAPMABAJIA,
nra.
Mikpob6ionoriuHa
na6oparopis,
YropuimHa
fojatkosa
OinbHUUS 3
BTOPWHHOTO

Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
chapmakonei Ne R1-CEP 2016-189 - Rev 00
(3atBepmxeHo: RO-CEP 2016-189 - Rev 03) ans
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBEpXeHOro
BMpo6HMKa ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.
3MiHu | TUnYy - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuXigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOB/IEHWIA cepTudikat
Bifl y)Ke 3aTBep)KEHOro BUPOGHYKa - NOAAHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchkili
thapmakonei Ne R1-CEP 2016-189 - Rev 01 ans
Aitoyoi pevosuHN Pregabalin Big BXxe 3aTBepKeHoro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3MmiHu | Tuny - 3MiHu 3 akocTi. CepTudikat




83

Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nakyBaHHs: BignosigHocTi/l E-cepTudpikar BignosigHOCTI
aun cAnni €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
UEIH (ITanis) HOBOro abo OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
CIMA, Itanis abo Buny4yeHHs cepTudikarta BignoBigHOCTI
foparkosa €Bponeiicbkii hapmakonei: ans A®l; ons BUXigHOro
OiNbHUUA 3 marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BTOPVHHOTO BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
nakyBaHHs: [LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
CurHonTus €sponelicbkili hapmakoner) - OHOBNeHN cepTudpikaT

IHpacTpian Cn. 3
0.0., MonbLa
Aoparkosa
OinbHUUS 3
BTOPUHHOTIO
nakyBaHHs:
MpecTnx
MpomoyLuH
depkaydcepaep
YHI eHf,
depbeepsic Mv6X,
HimeuunHa
BignoBiganbHMi
3a BUNYCK cepii:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTanis
fJojarkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[,
XEJICKEA
NIMITEL, Benuka
BpuTanis
BignoBiganbHM
3a BUMYCK cepii:
AKKopg, Xesickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monbla
fJojarkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPUHHOTO
nakyBaHHs:
AKKOP[1-HOKEI
NIMITEL, Benvka
BpuTaHia

Bif] y)X€ 3aTBEpI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
hapmakonei Ne RO-CEP 2017-149 - Rev 03
(3atBepmxeHo: RO-CEP 2017-149 - Rev 02) ans
nitoyoi pevoBuHY Pregabalin Big BXxe 3aTBepXeHoro
BUpo6HMKa INTAS PHARMACEUTICALS LIMITED.
3miHu | TURY - 3miHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikar BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BignoBigHOCTI EBpoNeichkil
thapmakonei Ne R1-CEP 2017-149 - Rev 00 gns
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBepXeHOro
BMpo6Huka INTAS PHARMACEUTICALS LIMITED
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n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

3acoby

ynakosKa)

KOHTPO/b SIKOCTI,
Jopatkosa
OiNbHUUA 3
BTOPVHHOTO
nakyBaHHs:

NABOPATOPI
OYHOACIO JAY,
IcnaHis
Aoparkosa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHs:
CEHTPAN
PAPMA
(KOMEKIHI
MNAPTHEP)
NIMITEL, Benuka
BpuTanis
fgopjatkosa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHs:
CK dapma
NoricTikc TM6X,

HimeuumHa

3a

UA/19209/01/03

129.

MPErABA/IH
HEKCT®APM

Kancynu TBepai no
300 mr no 14 kancyn
y 6nicTepi; no 4
6nictepn y nauyui

Akkopg,
Xernckea
C.y.

IcnaHis

BUPOGHMLTBO
niKapcbKoro
3aco0y, nepBrHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
cepit:

IHTac
dapmacbloTikasnc
Nimiten, IHAisa
BVMPOGHMLTBO
nikapcbkoro
3acoby, nepBrHHe
Ta BTOPUHHE
nakyBaHHS
(anbTepHaTuBHWMIA
BVPOGHUK):
IHTac
$apmacbloTikasc
Nimiteq, HAja
KOHTPO/b SIKOCTI:
€spochiHC
AHaniTikan
Cepgices XaHrepi
KdT., YropupmHa

IHais/
YropwwmHa/
ITania/
Himeuunna/
Monba/
Benvka
BpuTaHis/
Icnanis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
thapmakonei/MmoHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif] y)Xe 3aTBepI)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2016-189 - Rev 00
(3atBepmxeHo: RO-CEP 2016-189 - Rev 03) ans
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBEpXeHOro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.
3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs cepTudpikara BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuXigHoro
mMaTtepiany/peareHTy/npoMiKHOIo NPOAYyKTY, Lo

peyenmom
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1

KOHTPO/b SIKOCTI:
®APMABA/IA,
nra.
Mikpob6ionoriyHa
na6oparopis,
YropLimHa
Jopjarkosa
OinbHUUA 3
BTOPUHHOTO
nakyBaHHS:
Adn cAnni
UEIH (ITanis)
CIMA, Itanis
jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHs:
CuHonTtus
IHpacTpian Cn. 3
0.0., MonbLa
Aoparkosa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHs:
MpecTnx
MpomoyLuH
depkaydchepaep
YHT eHf
depbeepsic Mv6X,
HimeuunHa
BignoBiganbHM
3a BUNYCK cepii:
AKKOP[,
XENCKEA
NIMITEL, Benuka
BpuTanis
Jopjarkosa
OinbHUUA 3
NepBUHHOTO Ta
BTOPVHHOTO
nakyBaHHs:
AKKOP[,
XENCKEA
NIMITEL, Benuka
BputaHis
BignoBiganbHM
3a BUMYCK cepii:
AKKopg, Xesickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,

BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X& 3aTBEPI)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2016-189 - Rev 01 gns
Aitoyoi pevoBnHN Pregabalin Big BXxe 3aTBepkeHoro
BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD. 3miHu | Tuny - 3miHu 3 akocTi. CepTuddikart
BignosigHocTi/l E-cepTudpikar BignosigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHSA
HOBOro abo OHOB/IEHOTO cepTudlikarta BifnoBigHOCTI
abo Buny4yeHHs cepTudikarta BignoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLTBI ADI; fns
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHoBNeHN cepTudpikaT
Bif] y)X€ 3aTBEp)KEHOr0 BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI EBponeichkili
hapmakonei Ne RO-CEP 2017-149 - Rev 03
(3atBepmxeHo: RO-CEP 2017-149 - Rev 02) ans
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBepXeHoro
BUpo6HMka INTAS PHARMACEUTICALS LIMITED.
3miHu | TMnY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
ab60 BUy4YeHHs cepTudpikarta BigNoBiAHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ana BuXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBMeHWIA cepTudikat
Bif, y)X€ 3aTBepI)KEHOr0 BUPOOHMKA - MOJaHHSA
OHOB/IEHOrO cepTudikaTa BiagnoBigHOCTI EBponeiichkil
thapmakonei Ne R1-CEP 2017-149 - Rev 00 gns
nitoyoi pevoBuHY Pregabalin Big BXe 3aTBepXeHOro
BMpo6Huka INTAS PHARMACEUTICALS LIMITED
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Monba
Jopatkosa
OiNbHUUA 3

MepBUHHOTO Ta
BTOPWHHOTO
nakyBaHHs:

AKKOP[I-tOKEIA

NIMITEL, Benuka
BputaHis

KOHTPO/b SIKOCTI,
jopatkosa
AiNbHUUA 3
BTOPVHHOTO
nakyBaHHs:

NABOPATOPI

®YHOACIO JAY,

IcnaHis
Aoparkosa
OinbHUUS 3
BTOPWHHOTO
nakyBaHHs:
CEHTPAN

PAPMA
(KOMEKIHI
MNAPTHEP)

NIMITEL, Benuka

BpuTanis
gopatkosa
OinbHUUA 3
BTOPUHHOTIO
nakyBaHHS:
CK dapma

NoricTikc TM6X,
HimeuumHa

130.

PAHITUAVH-
JAPHULA

TabneTku, BKPUTI
NiBKOBOO
060510HKO0, Mo 150
Mmr no 10 TabneTok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1 a6o
M0 2 KOHTYPHI
YapyHKOBI YNakoBKu
B nauLii

MpAT
"papmauesT
n4yHa chipma

"fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuus”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/moHorpadii. 3miHW, NoB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii ®Y abo Esponelicbkoi thapmakonei, abo
iHLWOT HauioHabHOT thapmakonei aepxasn €C (iHLWi
3MiHM) BHECEHHSA 3MiH 0 cneuudikaLii Ta MeTogis
KOHTPO/IH0 SIKOCTi OMOMDKHOI pe4oBMHW TaslbK AN
npuBeAeHHS Yy BiANOBIAHICTb A0 BMMOT i pekoMeHAaLii
Aitoymx pefakuii moHorpadii € «Talc» Ta PY.

3a
peyenmom

UA/4934/01/01

131.

PUHOCTON

cnpeii HasaslbHUIA,
nosoBaHuii 1,0

mr/mn, no 10 mny
nonieTnieHoBomMy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpvemMcTs

YkpaiHa

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMCcTBO

YKpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
YTOUYHEHHA peecTpauiiiHOI npoueaypy B HaKasi
MO3 YkpaiHu Ne 1275 Big 22.07.2024 - 3miHu | Tuny -
3MmiHu 3 siKocTi. CepTudikat BignosigHocTi/lE-

6e3
peyenma

UA/20110/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KOHTEliHepi 3 0 «Cnepko «Cnepko YkpaiHa» cepTudikaT BignoBigHOCTI EBpONENCHKIi
Hacocom 3 YkpaiHa» (NoOBHUIA LKA papmakonei/moHorpadii. NMogaHHs HoBoro abo

po3nuBayvem; no
1 KOHTelHepy Yy
nadui 3 KapToHy

BMPO6GHMLTBA,
BUMYCK Cepii;
KOHTPO/b SKOCTI)

OHOBJIEHOTO cepTudlikaTa BifgnoBigHOCTI a0
BU/yYEeHHs cepTudikaTa BignoBigHOCTI €Bponeinchbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNeHn cepTudpikaT
Bif, y)Xe 3aTBep)KEHOro BUPOGHMKA - MOJaHHS
OHOB/IEHOro cepTudikaTy BiANOBIAHOCTI EBPONENChKIi
thapmakonei R1-CEP 2017-054-Rev 00 Big
3aTBepAXeHoro BUpo6Hvka Predsiebiorstwo
Innowacyjno-Wdrozeniowe IPOCHEM Sp. Z o. o.,
Poland gjtouoi peqoBuHY KCcnunomMmeTasoniHy
rigpoxnopug B 38’A3Ky 3i 3MiHOK Ha3BU BUPOGHMKA
(3aTBepmxeHo: RO-CEP 2017-054-Rev 00
Predsiebiorstwo Innowacyjno-Wdrozeniowe IPOCHEM
Sp. Z o. o., Poland; 3anponoHoBaHo: R1-CEP 2017-
054-Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland). 3miHu | Tuny - 3miHn 3 SIKOCTi.
CepTtudpikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkii hapmakonei/MmoHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO cepTudiikata
BIANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIAHOCTI €BpoNelichbkili hapmakonei: ans Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI Ad;
AN5 AONOMDKHOT peyoBUHY (cepTudikaT BifgnoBigHOCTI
€sponelicbkin hapmakonei) - OHOBMEHWIA cepTuddikat
Bif] y)X€ 3aTBep)KEHOro BUPOGHMKA - NOaHHS
OHOB/IEHOr0 cepTudikaTy BigNOBIAHOCTI €BPONENChKIi
thapmakonei CEP 2017-054-Rev 01 Big,
3aTBepAKeHoro BupobHnka WARSZAWSKIE
ZAKLADY FARMACEUTYCZNE POLFA S.A.
IPOCHEM BRANCH, Poland gito4oi pe4oBuHun
KCUIOMEeTas30MiHy rigpox/10pus, B 3B’A3KY 3i 3MiHOO
Ha3BY BUPOOHUKa (3aTBepxeHo: R1-CEP 2017-054-
Rev 00 WARSZAWSKIE ZAKLADY
FARMACEUTYCZNE POLFA S.A. IPOCHEM
BRANCH, Poland; 3anponoHoBaHo: CEP 2017-054-
Rev 01 ZAKLADY FARMACEUTYCZNE POLFARMA
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
S.A., Poland)
132. | CAMNNIA® Tabnetkn no 1 mr no Megokemi Kinp nepBuHHE Ta Kinp/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18155/01/01
10 TabneTok y nTa BTOPVHHE Moptyranis TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
6nictepi; no 3 abo nakyBaHHs, thapmakoHarnagy. BeegeHHs abo 3miHu fo
10 6nicTepiB y BUWMYCK Cepii: y3araslbHeH/X gaHux Npo cuctemy papmakoHarnsgy
KapTOHHI KOpO6L Megokemi (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
Nimiten, Kinp; hapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BVPOGHMLTBO BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnagy;
roToBOro KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
niKkapcbKoro 3pjiiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
3acoby, NnepBuHHE BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
Ta BTOPUHHE 3a 34iiCHEHHA thapmakoHarnsgy (BKovaoum
nakyBaHHs, KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
KOHTPONb AKOCTI: thaiina cuctemum chapmakoHarnsgy) 3mMiHa KOHTakTHOT
[Henopbic 0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapmakoHarnsg B
$apmacbloTikanic YKpaiHi.
nTA, Kinp; [itoya pepakuis: MNenex NliogMmuna OnekcaHapisHa.
BUPOOHNLITBO MponoHoBaHa pegakuis: MapalyeHko Hatanis
roToBOro BonogmmupiBHa. 3MiHa KOHTaKTHUX SaHWUX KOHTaKTHOT
nikapcbkoro ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
3acoby, NepBUHHE YKpaiHi.
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Ip6edpap -
IHpacTpia
dapmachbHoTika,
C.A., Moptyranis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTPONb AKOCTI:
Codhapimekc -
IHpacTpia Kimika e
dapmacbloTika,
C.A., Moptyranis
133. | CAJTIODPAJbK cynosuTopii Op. ®anbk HimeuunHa BignosiganbHuii Himeuunna/ BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/3745/03/03
pekTasibHi no 1000 dapma 3a BMMYCK cepiit LLIBeliyapis TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom | niossieae
Mr; o 5 rM6X KiHLLeBOro thapmakoHarnsgy. 3MiHa y KOpOoTKill XxapakTepucTuLi

CynosunTopiie y
cTpuni; no 2 abo 6
CTpuvniB B KOPOO6Li 3
KapToHYy

npoaykty: Ap.
danbk Papma
'vm6X, HimeuunHa;
Bupo6HuK
[,030BaHOi hopmu,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTi:
KopaeH ®apma

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MenYHOro 3acToCyBaHHA Ha NifCTaBi perynispHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NikapCcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
pe3ynbTar OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY y3ro»keHO 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom)
3MiH1 BHECEHO A0 IHCTPYKLii 415 MeAUYHOTo
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
®pibypr AT, 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
LiBaitHinepnaccyH "Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
r ETTiHren, BiANOBIAHO A0 pekoMeHAaaLii PRAC. BBeeHHs 3MiH
LLiBefuapis; /lozaH NpoTArom 6-Tu MicALIB NiCAA 3aTBEPMAKEHHS. 3MiHK |
$apma NvbX, TMny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
HimeuunHa hapmakoHarnagy (iHwi 3mMiHn) 3miHW BHECEHO A0
Brpo6HuKK, IHCTPYKLUIi 4155 MEAUYHOr0 3aCTOCYBaHHS /likapcbKoro
BignoBifasbHI 3a 3acoby ao po3ainy "MobiyHi peakuii" (BHeceHO
KOHTPONb AKOCTI: iHchopmaLito Npo HeobXiAHICTL NOBIZOMAATW NPO YCi
NozaH ®apma BMMNAAKM Nif03pOBaHMX NOBIYHMX peakLiin Ta
'M6X, HimeuuunHa; BiJCYTHOCTi eheKTUBHOCTI NikapcbKoro 3acoby)
KopaeH ®apma BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
®pibypr CA, 3aCTOCyBaHHS NiKapCcbKoro 3acoby.
Lseiiuapis; BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
Bioeksam Al 3aTBepPMKEHHS. 3MiHu I Tuny - 3MiHu Wwoao
LlBeiiuapis; 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
HaykoBo- 3MiHN) 3MiHW BHECEHO A0 IHCTPYKLii 4719 MeANYHOro
[ocnigHwi 3aCTOCYBaHHA NikapcbKoro 3acoby Ao po3ainis
IHCTUTYT "Oco611BOCTI 3acToCyBaHHS", "3acTocyBaHHs y
Xennenep Mvb6X, nepiog, BariTHOCTi abo rogyBaHHsA rpyaar”, "3aatHicTb
HimeuunHa BMMBATW Ha LWIBWAKICTb PeakLii Npu KepyBaHHI
aBTOTPaHCMOpPTOM abo0 iHWMMKN MexaHismamun',
"Mo6ivHi peakui™ BigNOBIAHO 1O OHOB/EHOT
iHchopmawii 3 6e3neky 3aCToCyBaHHS MiKapCbKoro
3acoby. BBefeHHs 3MiH MPOTAroM 6-Tu micsLiB nicns
3aTBEPAKEHHS
134. | CEPTUKAH Tabnetkun no 0,75 HoBaprtic LLiseiuapis Brpo6HMLTBO, LLsenuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3913/01/03
mr; no 10 TabneTok dapma Al KOHTPO/b SKOCTI, MRy - 3MiHK WoAo 6e3nekn/edheKTNBHOCTI Ta peyenmom
y 6nictepi; no 6 nepBuHHE thapmakoHarnagy. BeegeHHs abo 3miHu fo
6nicTepis y KopoobLi nakyBaHHs, y3araslbHeHVX faHux Npo cuctemy dpapmakoHarnsgy
3 KapPTOHY BTOPUHHE (BBEAEHHSA y3araslbHEHVX AaHUX NPO cUCTeMy
nakyBaslbHOro nakyBaHHs1, dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi 0coou,
BUWMYCK Cepii: BiANOBIA&bHOI 3a 34iiCHEHHSA thapmakoHarnagy;
HoBapTic ®apma KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa ans
LTeitH AT, 3pificHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
LLisefuapis BiAMiHHA Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/TbHOI
KoHTporsib sikocTi: 3a 3AjiicHeHHs hapMakoHaraay (Bkiyatoum
dapmaHanituka KOHTaKTHi flaHi) Ta/abo 3MiHM Yy PO3MiLLLEeHHI macTep-
CA, Wseliyapis thaiina cuctemu hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
hapmakoHarnag,.
[Litoua pepakuin: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepgakuis: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOT 0cObun
3asBHVIKa, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLe3HaxX0[pKEHHS MacTep-chaiina cuctemm
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHSI OCHOBHOT
AiSNbHOCTI 3 dhapmakoHarnsgy
135. | CIMBPUH3A® Kpansi o4Hi no 5 mn Hosapric LLiBeiuapis AnKoH KyBpbop Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15669/01/01
y thnakoHax- Papma Al TMny - 3MiHK Woao 6esnekn/edpeKTMBHOCTI Ta peyenmom




90

Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KpanenbHUuAX; no 1 chapmakoHarnsgy. BeefieHHs abo 3miHn o
abo 3 dpnakoHn y y3arasisHeHUX faHux Npo cucTemy dhapmakoHarnsgy
KapTOHHiA KOpO6Li (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobw,
BiANOBIAANbHOI 3a 34ilicCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
3[iicHeHHs hapMakoHarnisgy B YkpaiHi, AKLO BOHA
BiAMiHHA Bifi yNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 34ilicHeHHA thapmakoHarnsay (Bkiovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3aBHMKaA, BignoBigasibHOI 3a
hapmakoHarnsg,.
[Oitoua pepakuin: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepakuis: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVIKa, BigNoBigaibHOI 3a hapMakoHarnsag. 3miHa
MicLe3HaxX0MKeHHs MacTep-chaiina cuctemm
thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
[iSNbHOCTI 3 thapmakoHarniagy.
136. | CIMIAOHA Tabnetkun no 13 mr Amakca NTh Benvka BMPOGHMLITBO 3a LLseiuapis BHECEHHS 3MiH [0 peecTpaLiiHux maTepiasis: 3MiHu | 6e3 UA/14582/01/01
®OPTE no 30 Tabnetok y BputaHis NOBHUM LK/IOM: TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenma
6nictepi; no 1 a6o 3 Makc Lennep KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
6nictepy B 3b0He AT, napameTpiB cneuudikauiin Ta/abo AoNyCTUMUX MEX
KapTOHHIA KopoobLi LlBeiiuapis; rOTOBOrO JlikapCcbkoro 3acoby (iHLi 3MiHW) BHECEHHS
a/lbTepHaTUBHWI 3MiH [0 3aTBepxeHol cneumdikauii MKA N13 (npu
BUPOGHUK: BWMYCKy Ta B KiHLi TEPMiHY NpMAATHOCTI), a came
KOHTPO/b SKOCTI: [0[aHo nocunaHHsa Ha cTaTTi 2.6.31 1a 2.6.13
Nab6op LonnixHrep €Bponeiicbkoi hapMakonel As1 nokasHuka
Al , Wseiiuapis; «Mikpob6ionoriuHa yncTtoTa» BifnoBigHO A0
anbTepHaTUBHUI 3aTBEPAKEHNX METOAIB KOHTPOO. TakoX NOroKeHHs
BUPOBHUK: Has3BW NokasHuka i3 «CTiliki 40 Al XKOBYHUX KNCNOT
nepBuHHE rpaMHeraTuBHi 6akTepii» Ha «TonepaHTHI 40 XXOBYi
nakyBaHHs rpamHeraTuBHi 6akTepii» TecTy «MikpobionoriyHa
(thacyBaHHs), yncToTa®.
BTOPWHHE
nakyBaHHs,
MapkyBaHHs: Coro
dropaic
IHTepHeLwHN
Cait3epneHg CA,
Llseiuapis;
anbTepHaTUBHWI
BUPOBHUK:
KOHTPO/b Ccepili:
IHTepnabop benn
Ar, LiBeiiuapis
137. | COMATYNIH PO34nH N8 iH'eKujin INCEH ®paHuis INCEH ®APMA PpaHuis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu | 3a UA/13432/01/01
AYTOXE/b NPOJSIOHrOBaHOro PAPMA BIOTEK, ®paHujs; ITania/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
120 MI BUBINIbHEHHS, 120 Mr ramma- Benbris dhapmakoHarnsgy. BeegeHHs abo 3MiHM A0
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20

3acoby ynakoska) nocsioYeHHs1
/wnpwvy; no 1 BUMPOMiHIOBaHHS: y3aras/ibHeHNX JaHnx Npo cucTemy dpapmakoHarnsgy
nonepeaHL0 INMCEH ®APMA (BBELEHHSA y3araslbHEHNX AaHUX MPOo cuctTemy
HarnoBHeEHOMY BIOTEK, ®paHuis hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
wnpuly Ans abo BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
0/fHOpa3oBoro CTEPIOXXEHIKC KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A5
BUKOPUCTaHHA ITANIA C.I.A,, 3AilicCHeHHs hapMakoHarnsgy B YkpaiHi, SKLL0 BOHa
MicTkicTio 0,5 mn 3 ITanis abo BiAMiHHA Bif YNOBHOBaXeHOI 0CO6U, BiANOBIAA/TbHOI
aBTOMaTUYHOIO CTEPIOXXEHIKC 3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
3axM1CHO BENbIA CA KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
cmcTemoto, 1 ronkoto (PNEPYC), thaiina cuctemu hapmakoHarssgy). 3MiHa KOHTaKTHOT
(1,2x20 mm) B Benbris 0cobu 3as1BHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
3ax1CHOMY KoBMauky YKpaiHi.
y baraTowapoBomy [itoua pepakuis: MNpokoneHko IpuHa MukonaiBHa.
nakeTuky B MponoHoBaHa pepakuis: Tew, Mapis bopucisHa. 3miHa
KapTOHHIli KopooLi KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

138. | COMATYNIH PO34UH AN1s1 iH'eKLin INCEH PpaHuin INCEH ®APMA ®paHuia/ BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3MiHu | 3a UA/13432/01/02
AYTOXXE/Nb 60 NPOJIOHIOBaHOro PAPMA BIOTEK, ®paHuis; ITania/ TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
Mr BMBI/TIbHEHHS, 60 raMma- Benebris thapmakoHarnsgy. BeegeHHs abo 3miHv Ao

mr /wnpuu; no 1 BUMNPOMiHIOBaHHS: y3arasisHeHNX JaHnx Npo cucTemy dhapmakoHarnsgy
nonepeaHLo INCEH ®APMA (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
HarnoBHEHOMY BIOTEK, ®paHuis thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoi ocobw,
wnpuuy Ans abo BiANOBIAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
0/}HOPa30BOro CTEPIOXEHIKC KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka ans
BMKOPUCTaHHS ITANA C.NA, 3piicHeHHs1 hapMakoHarnsgy B YkpaiHi, AKLWOo BoHa
MicTkicTio 0,5 mn 3 ITanisa abo BiAMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifNoBiganbHOI
aBTOMaTUYHOIO CTEPIOXEHIKC 3a 3AjiicHeHHs hapmakoHarnagy (Bkyatoun
3aXM1CHOI BE/brIA CA KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLeHHi MacTep-
cuctemoro, 1 ronkowo (PNNEPYC), (haiina cuctemu chapmakoHarssay). 3MiHa KOHTaKTHOT
(1,2x20 mm) B Benbris ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
3axucHomy YKpaiHi.

KoBnauky, y [Litoua pepakuin: MNMpokoneHko IpuHa MukonaisHa.
6araroLiapoBomy MponoHoBaHa pepgakuis: Tew, Mapist BopucisHa. 3miHa
nakeTuKy B KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
KapTOHHI KOopooLi Bi4NoBiAabHOI 3a hapMakoHarnsa B YkpaiHi.

139. | COMATYNIH PO34nH N8 iH'eKLjin INCEH ®paHuis INCEH ®APMA PpaHuis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasis: 3MiHu | 3a UA/13432/01/03
AYTOXE/Ib 90 | nponoHrosaHoro PAPMA BIOTEK, ®paHuis ITania/ TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
Mr BUBINbHEHHS, 90 ramma- Benbris thapmakoHarnagy. BeegeHHs abo 3miHu fo

Mr /wnpud; no 1 BMMPOMIHIOBAHHS: y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
nornepeaHL0 INCEH ®APMA (BBELEHHSA y3araslbHEHNX AaHUX MPo cuctTemy
HanoBHEHOMY BIOTEK, ®paHuis thapmakoHarnsgy, amMiHa ynoBHOBaXeHOT 0cobu,
wnpuuy ans abo BiANOBIAA/IbHOT 32 34iNCHEHHSA hapmakoHarnsgy;
0/flHOPa3oBoro CTEPIOXEHIKC KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asBHuKa ans
BUKOPUCTAHHA ITANA C.IN.A., 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
micTkicTio 0,5 mn 3 ITanis abo BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
aBTOMaTUYHOI CTEPIOXEHIKC 3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
3aX1CHOK0 BENbIIA CA KOHTaKTHi flaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
cuctemoro, 1 ronkow (®NEPYC), tharina cuctemmn chapmakoHarisgy). 3miHa KOHTakTHOT
(1,2x20 mm) B Benbris 0ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a hapMakoHarnsg B

3axmcHomy

YKpaiHi.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KoBnauky, y [itoua pepakuis: MNpokoneHko IpuHa MukonaiBHa.
bararoLlapoBomMy MponoHoBaHa pepakuis: Tew, Mapis BopucisHa. 3miHa
nakeTuky B KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6W 3asBHNKa,
KapPTOHHI KOpooOLii Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.
140. | CYIb®ACANA | TabneTku, BKPUTI KPKA, a.4., CnoBeHis BUPOGHMLTBO CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/0420/01/01
31H nNiBKOBOIO Hoso mecTo roToBOro TMny - 3MiHKM Woao0 6e3nekn/edekTUBHOCTI Ta peyenmom
o60onoHkoto, no 500 nikapcbkoro thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
Mmr, no 10 TabneTok 3acoby, nepBnHHa noJaHHA perysisipHo OHOBJIIOBaHNX 3BITIB 3 6e3neku
y 6nicTepi, no 5 Ta BTOpPVHHA NiKapCcbKnx 3aco6iB. 3MiHM y YacTOTi NOAAHHSA
6nictepiB y ynakoBka, perynsipHO OHOB/THOBAHOrO 3BIiTY 3 6e3neku.
KapTOHHIlA KOpooLi KOHTPO/b Ta [Oitova pepakuisn: Yactota nogaHHsa PO36 - 13 pokis;
BUWMYCK Cepii: KiHueBa gata Ansa BKIOYEHHS gaHnx go PO36 -
KPKA, a.4., HoBo 25.04.2025 p.; Aarta nogaHHsA PO3b - 24.07.2025 p.
MecTo, CrnoBeHis MponoHoBaHa pepakuia: Yactota nogaHHsa PO36 - 10
nepBuHHa Ta poku; KiHueBa gata Ansa BkItoYeHHs gaHux Ao PO36 -
BTOPVHHA 02.12.2033 p;
ynakoska: KPKA, [Jarta nogaHHa PO3b6 - 02.03.2034 p. PekomeHa0BaHO
4.4., Hoso mecro, [0 3aTBEPKEHHSA BiANOBIAHO A0 NEPIOANYHOCTI
CnoBeHis NoAaHHSA perynsipHo OHOBJ/THOBAHUX 3BITiB 3 6e3nekn
nikapcbkunx 3acobiB y EsponeiicbkomMy Cotosi
141. | CYNNIb®ACANA | Tabnetkn KPKA, 4.4., CnoseHis BVPOGHMLTBO CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/0420/02/01
31H-EH KMLLKOBOPO34YMHHI N0 | HOBO MecTo roToBOro TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom
500 wmr, no 10 niKapcbKoro thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
Tabnetok y 6nictepi; 3acoby, nepBuHHA NoAAaHHSA perynsipHO OHOBJ/TIOBAHUX 3BITIB 3 6e3nekn
no 5 6nictepiB y Ta BTOPMHHa NiKapcbKnx 3aco6iB. 3MiHW y YacTOTi NOAAaHHS
KapTOHHIlA KopooLi ynakoBKa, perynsipHoO OHOBJ/IOBAHOTO 3BITY 3 6e3neku.
KOHTPO/b Ta [itoua pepakuis: Yactota nogaHHa PO3B - 13 pokis;
BUNYCK cepil: KiHueBa garta s BkIYeHHsA gaHux oo PO3b -
KPKA, a.4., HoBo 25.04.2025 p.; Oarta nogaHHa PO3b - 24.07.2025 p.
mecTo, CroBeHis MponoHoBaHa pepakuis: Yactota nogaHHs PO36 - 10
nepBuHHA Ta poku; KiHueBa gata 4ns BKIOYeHHA fgaHnx go PO36 -
BTOPUHHA 02.12.2033 p;
ynakoska: KPKA, [ara nogaHHsa PO3b - 02.03.2034 p. PekomeHaoBaHO
4.4n., HoBo mecTo, [0 3aTBep)KeHHs BifnoBigHO 40 NepiognyHOCTI
CnoseHis noJaHHsA perysisipHO OHOBJIIOBaHWX 3BITIB 3 6e3neku
nikapcbkunx 3acobis y €sponeiicbkomy Cotosi
142. | TEHOTEH Tabnetku; no 20 TOB Ykpaina 3AT CaHTOHika NuTBa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/4206/01/01
Tabnetok y 6nictepi; "Martepia ™My - 3MiHK 3 AkocTi. APl BUpo6bHULTBO. 3MiHU B peyenma
no 1 abo 2 6nictepn Meguka- npoueci Bupo6HuuTea A®! (iHwi 3MiHM) 3MiHK B
Y KapTOHHili kopobui Ykpaiva" npoveci Bupo6Huutea A®l , a came - ONOBHEHHS
peecTpaujiiiHoro Aocke iHhopMalLiieto Npo yac
BuTpmMKK (holding time) 1 micaub A®I Ha nigcTasi
npoBeAeHNX A0CiKEeHb CTabi/IbHOCTI.
143. | TEHO®OBIPY TabneTkun, BKPUTI leTepo IHAis [eTepo N1a63 IHAjisA BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a He UA/15263/01/01
AN30MNPOKCU NNiBKOBOIO Na63 Nimiteq TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nionsizae
ny ®oYMAPAT 060/10HKO10, No 300 NimiTeq thapmakoHarnsgy. 3MiHa y KOpOTKill XxapakTepucTuLi

mr, no 30 TabneTok
y KOHTelHepi; no 1
KOHTEliHepy y

KapTOHHI KOpo6Li

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
L4115 MeAMYHOro 3acTocyBaHHA Ha NiAcTaBi perynsipHo
OHOB/IOBAHOIO 3BiTY 3 6E3MNeKMn Nikapcbkoro 3acooby,
a60 focnifxeHb 3 6e3MneKkn 3aCTOCYBaHHS JikapCbKoro
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
3acoby B nmicnspeecTpaviliHvii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHWN BHECEHO [0 IHCTPYKLi 415 MegUUYHOro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3aim
"Oco6nmBOCTi 3acTocyBaHHS", "Mo6iuHI peakwyii™
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Aito40T pevoBMnHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicsILiB Nicns 3aTBepPAKEHHS.
144. | TEPOHPEL TabneTkun, BKpUTI [O-p Pepgpi'c IHAis [-p Pegpi'c IHAisa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepiasis: 3MiHu | 3a He UA/18213/01/01
N1iBKOBOIO NabopaTtopi Na6opaTopic /174, TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsizae
060/10HKO10, N0 250 c Ntg, PTO-7 Ta/abo agpecu micusa NPOBaKeHHs AisNIbHOCTI
Mmr; o 120 TabneTok BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
y KOHTelHepi; no 1 BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
KOHTEliHepy y NPOBeAEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
KapTOHHI Kopobui BiANoOBiAa€e BUPOGHMK/IMNOPTEP, BKIOUAKOUY BUMYCK
cepiii). 3MiHa Ha3BM Ta agpecy BUPOGHVKa.3MiHM
BHECEHO B iHCTPYKLit0 415 MEAMYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv "BMpobHuk" tTa
"Micue3HaxomkeHHs1 BUpO6HMKa Ta afgpeca Micus
NPOBa/KEHHS Or0 Ais/IbHOCTI" 3 BiANOBIAHUMY
3MiHamW B TEKCTi MapKyBaHHS yNakoBOK. TepMiH
BBE/IEHHS 3MiH MPOTSAroM 6 MicauiB nicns
3aTBEPKEHHS.
145. | TEPOHPEL TabneTkun, BKpUTI [O-p Pepgpi'c IHAis [-p Pegpi'c IHAjisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a He UA/18213/01/01
NNiBKOBOO Na6opaTtopi Na6opaTopic /174, TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta peyenmom | nidsisieae
060/10HKO10, N0 250 c Ntg PTO-7 thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi

mr; no 120 TabneTtok
Y KOHTelHepi; no 1
KOHTEliHepy y
KapTOHHI KopoobLi

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO B IHCTPYKL,iIO 415 MeANYHOro
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMKM Nikapcbkumu 3acobamu Ta iHLi
BMAM B3aemogiin" Ta "OcobamBoCTi 3acTocyBaHHA"
BiANOBIAHO 0 OHOBMEHOT iHGhopMaLii Wwoao 6e3nekn
3aCTOCYBaHHSA AiH040T PeYOBMHY 3rigHO 3
pekomeHpauieto PRAC. TepMiH BBEAEHHS 3MiH -
NPOTAroM 6 MiCAILiB MicNs 3aTBEPKEHHS.
3MiHu | TUNYy - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
[N MeMYHOro 3acToCyBaHHA Ha NiACcTaBi perynspHo
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapcbKoro 3acoby,
a60 pocnifxeHb 3 6e3nekn 3aCTOCYBaHHS /iKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepios, abo sk
pe3ynbTaT OUiHKM 3BITY 3 AOC/IMKEHb, MPOBEAEHUX
BiAMOBIAHO [0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY y3rof)eHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom)
3MiHV BHECEHO B IHCTPYKLi0 AN MeAUYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiAMOBIAHO 4O OHOBMEHOI
iHhopMawii Loa0 6e3nekn 3acTocyBaHHS Aitoyoi
peyoBuHM 3rigHO 3 pekomeHgauieto PRAC. TepMmiH
BBE/IEHHS 3MiH - MNPOTArom 6 micsuiB nicns
3aTBepXEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuYHNX/ribpuaHnx/6ionodibHmx
NiKapcbKyx 3ac006iB MiC/1A BHECEHHS TiEi camol 3MiHU
Ha pechepeHTHWI Npenapat (3MiHa He NnoTpebye
HaaHHSA XOOHWUX HOBUX AOAATKOBUX JaHUX)
3MiHN BHECEHO B IHCTPYKL,iIO 4151 MEANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby A0 po3ainy
"Mo6iuHi peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmauii B IHCTPYKLUIi 415 MEAUYHOrO 3aCTOCYBaHHS
pedepeHTHoro nikapcbkoro 3acoby 3NTUINA®,
Tabnetkv no 250 mr.

TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.

146.

TOPrABANIH
150

Kancynu Teepai no
150 mr, no 4
Kancynu y énictepi,
no 3 6nictepu y
KapTOHHI ynakoBL,,
no 10 kancyny
6nictepi, no 3
6nictepu y
KapTOHHIiA ynakoBL,i

ToppeHT
dapmachbHoTi
Kkanc /114,

IHgis

ToppeHT
dapmacbloTikasnc
Nt

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
TUMy - 3MiHU Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHomMm) - 3MiHX BHECEeHi A0 IHCTPYKLUIT A1
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBOCTi 3acTocyBaHHS", "Mo6IYHI
peaxkui™ woao 6e3nekn 3acTocyBaHHA Aitoyoi
peyoBuHW. BBEAEHHSA 3MiH NPOTArOoM 6-TW MicsLiB
nicns 3aTBepKeHHs

3a
peyermom

He
nionsieae

UA/15969/01/02

147.

TOPIrABANIH
75

Kancynu TBepai no
75 wmr, no 10 kancyn
y 6nicTepi, no 3
6nictepu y

ToppeHT
dapmachbHoTi
kasnc Nitg,

IHais

ToppeHT
dapmacbloTikanc
nTg,

IHais

BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis: 3MiHu |
TUMY - 3MiHU Woao 6e3nekn/ed)ekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT

3a
peyenmom

He
nionsieae

UA/15969/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI ynakoBsL,i

AN MeAnYHOro 3acToCyBaHHA Ha NiACTaBi perysispHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapcbKoro 3acoby,
ab0 pocnigxeHb 3 6e3nekn 3aCTOCyBaHHS /ikapCbKoro
3acoby B nmicnspeecTpaviiiHvii nepiod, abo sk
pe3ynbTaT OLiHKW 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHnx gocnimxkers (PIP)
(3MiHY Y3rofXX€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHomMm) - 3MiH1 BHECeHi [0 IHCTPYKLUT A1
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "Ocob6nmBOCTi 3acTocyBaHHS", "Mo6IYHI
peakui’™ woao 6e3nekn 3acTocyBaHHA AitoHoil
peyoBuHW. BBEAEHHSA 3MiH NPOTATrOM 6-TW MicsLiB
nicns 3aTBepKeHHs

148.

TPABATAH®

Kpanni ouHi, 40
MKF/M1 N0 2,5 Mny
chnakoHi-
KpanenbHuyj; no 1
a60 no 3 dh1aKkoHu-
KpanesnbHuULi B
NPOMIiXHii1 ynakoBLi
3 (honbru B kopobui
3 KapPTOHY

Hosapric
dapma Al

LLiBeiiuapis

ANKoH KyBpbop

Benbris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
y3arasisHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[Litoua pepakuin: David J Lewis, B. Sc (Hons), Ph.D.
MponoHoBaHa pepakuyis: Dr. Justin Daniels, Ph.D.
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3as1BHVIKa, BifnoBiganbHOI 3a hapMakoHarnsg. 3miHa
MicLe3HaxoKeHHS MacTep-haina cuctemm
thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
[iSbHOCTI 3 thapmakoHarniagy.

3a
peyenmom

UA/12422/01/01

149.

TPNAYKTAH

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, M0 20
mr; no 10 TabneTok
y 6nicTepi; no 3 abo
6 6nicTepis B
KapTOHHIN nauyuj; no
30 TabneTtok y
6nictepi; no 1, 2 abo
3 6nictepu B
KapTOHHIi navui

TOB
"ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NigCTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neKkun NikapcbKoro 3acoby,
ab0 JocnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS iKkapCbKoro
3acoby B nmicnspeecTpaviliHnii nepiod, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOCNIMKEHb, NPOBEAEHNX
BIANOBIAHO A0 NNaHy negiatpuuHunx gocnimxkers (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM YNOBHOBaXKEHVM
opraHom)
3MiHN BHECEHO B IHCTPYKLtO 4719 MEAWNYHOTO
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3ainis
"Oco6/1BOCTi 3acTocyBaHHs", "INo6iIYHI peakwii”

3a
peyerimom

He
nionsiecae

UA/5030/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BiANOBIAHO A0 iHhopMaL,i Wwoao 6e3neku
3aCTOCYBaHHS AiH040T PeYOBUHY 3rigHO 3
pekomeHgauieto PRAC.

150.

TPUHOMIA®

Kancynu TBepgi no
100 mr/40 mr/5 wr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHI Kopobui

deppep
IHTepHaLioH
anb, C.A.

IcnaHis

®eppep
IHTepHauioHanb,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcCTEMY
hapMakoHarnsay, aMiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapMakoHarnAay 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MilLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BifnoBigabHOI 3a
thapmakoHarnng,.

[itoua pepakuis: Albert Garcia Rierola. NponoHoBaHa
pepakuis: Cristina Rodellas Ramos. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.

3a
peyenmom

UA/20532/01/02

151.

TPNHOMIA®

Kancynu TBepai no
100 mr/40 mr/10 wmr;
no 7 kancyny
6nictepi; no 4
6nictepn y
KapTOHHIA KopoobLi

deppep
IHTepHaujioH
anb, C.A.

IcnaHis

deppep
IHTepHauioHasb,
C.A.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHn o
y3arasisHeHNX faHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NMPO cMCTeMy
dhapmakoHarnsgy, 3mMiHa ynoBHOBaeHoi ocoou,
BiANOBiAANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsay 3asBHuKa 415
3[ificHeHHs1 hapMakoHarnsay B YkpaiHi, AKLWOo BoHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BifgnoBigansHOI
3a 3fjiicHeHHs hapmakoHarnagy (Bkyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.

[Litova pepgakuis: Albert Garcia Rierola. NponoHoBaHa
pegakuisi: Cristina Rodellas Ramos. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
Bi4NoBiAa/IbHOI 32 hapMakoHarnsga.

3a
peyenmom

UA/20532/01/03

152.

TPUHOMIA®

Kancynv TBepgi no
100 mr/40 mr/2,5 wr;
no 7 kancyny
6nictepi; no 4
6nictepu y
KapTOHHiA KOpOGL

deppep
IHTepHauioH
anb, C.A.

IcnaHis

deppep
IHTepHauioHanb,
C.A.

Icnanis

BHECEHHS 3MiH 4,0 peecTpaviiHnx martepianis: 3MiHu |
TMny - 3MiHK LWoao 6e3nekn/edpeKTNBHOCTI Ta
chapmakoHarnsgy. BeefieHHs abo 3miHn o
y3araslbHeHrX faHux npo cuctemy dpapmakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemy
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa ans
3AiicCHeHHs hapMakoHarnisay B YKpaiHi, SiKLio BoHa

3a
peyenmom

UA/20532/01/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag,.
[itoua pepakuis: Albert Garcia Rierola. NponoHoBaHa
pepakuis: Cristina Rodellas Ramos. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BignoBiga/IbHOI 3a dhapMakoHarnsa.
153. | TPUTTIKO XR TabneTku, BKPUTI AsieHge ITanis AsieHge Kimike ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu | 3a He UA/15577/01/02
NiBKOBOO Kimike PiyHiTe AHXeniHi TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom | nionsi2ae
060/10HKOI0, PiyHiTe ®paHyecko Ta/abo agpecu Micus NPOBaKEHHS AiSNbHOCTI
NPOIOHIOBaHOI Aji AHXenNiHi AK.P.A®. C.nA. BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
no 300 wr; PpaHuecko BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
no 10 Tabnetok y AK.P.A®. NPOBeLEHHS KOHTPOJIIO AKOCTI. (ZiANbHICTb, 3a SKy
6nictepi; no 1 abo C.n.A. BignoBigae BUPOGHMK/iMNoOpTEp, BKIKOYAOUM BAMYCK
no 2, abo no 3 cepin). AgMmiHicTpaT/BHa 3MiHa Y 3B’A3KY 3i 3MiHOO
6nictepu y afpecy BUpPOGHMKa, a caMe B afpeci 6yno 3mMiHeHO
KapTOHHIA ynakoBL,i; iHaekc. Micue BMpO6HMLTBA, MicLe po3TallyBaHHSA Ta
no 7 TabneTtok y BMPOGHMUNIA NPOLLEC HE 3MIHIOKTLCSA. 3MiHU BHECEHO B
6nicTepi; no 2 abo IHCTPYKL0 4719 MEAMNYHOrO 3aCTOCYBaHHS MiKapCbKoro
no 4 6nictepu y 3acoby y po3gin "MicLe3HaxomKeHHs BUpOOHUKa Ta
KapTOHHI ynakosLi agpeca Micusi NpoBaKEHHS 10r0 AisnbHOCTI" 3
BiANOBIAHUMY 3MiHAMY B TEKCTi MapKyBaHHS yMakoBOK.
TepMiH BBEEHHA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPKEHHS.
154. | YPCOCAH® Kancynu no 250 mr; MPO.MEL.L], Yecbka BCi cTagii Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/3636/01/01
nol0 kancyny C MNpara a.c. Pecny6nika BMpPOOHULTBA, Pecny6nika/ My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nicTepi; no 1 abo 5, KOHTPO/Ib SKOCTI CnoBsaubka thapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHI Y TeKCT
abo 10 6nicTepiB y Ta BUNycK cepi: Pecny6nika MapKyBaHHs1 BTOPYHHOT YNakoBKU JTikapcbKoro 3acoby

KapTOHHIlA KOopooLi

MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecnyb6nika;
NepBUHHE i
BTOPWHHE
nakyBaHHs:
CBYC ®apma a.c.,
Yecbka
Pecny6nika
NepBUHHE i
BTOPWHHE
nakyBaHHs:
KOO®APMA
C.p.o., Yecbka
Pecny6nika
KOHTPONb AKOCTI:
AJIC Yecbka
Pecny6nika,

n. 17. "IHWE". TepmiH BBeAEHHSA 3MiH NPOTArom 6
MiCALIB MiCNSA 3aTBEPLKEHHS.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

C.p.o., Yecbka
Pecnyb6nika;
nepBuHHE Ta

BTOPWHHE
nakyBaHHs,
BMPOGHMLTBO "in
bulk", kOHTponb
cepit:
CaHeka
PapmacboThKan3
a.c., Cnosaubka
Pecny6nika

155.

YPCOCAH®
DOPTE

TabneTku, BKpUTI
nNiBKOBOIO
060n0HKot0, No 500
mr; no 10 TabneTok
B 6nicTepi; no 1 abo
2, a60 3, abo 5, abo
6, a6o 9, a6o 10
6nictepiB y
KapTOHHI Kopobui

MPO.MEA.L,
C Mpara a.c.

Yecbka
Pecny6nika

BCi cTagii
BMpPOGHULTBA,
KOHTPO/b SKOCTi
Ta BUMyCK cepii:
MPO.MEA.LIC
Mpara a.c.,
Yecbka
Pecnyb6nika;
NepBUHHE i
BTOPWHHE
naxkyBaHHs:
KOO®PAPMA
C.p.0., Yecbka
Pecnyb6nika;
KOHTPO/b AKOCTI:
Mikpob6ionorivHuii
KOHTPO/1b AKOCTI
TecTyBaHHs (He
CTEepUNbHWN);
XiMiuHWiIA/i3nyHK
1 KOHTPOSIb AKOCTI
TecTyBaHHs: AJIC
Yecbka
Pecnyb6nika,
C.p.o., Yecbka
Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) 3MiHW BHECEHI Y TEKCT
MapKyBaHHS BTOPUHHOI YMakoBKW NiKkapCbKOro 3acoby
n. 17. "IHWE". TepmiH BBeAEHHSA 3MiH NPOTArom 6
MiCALIB MIiCNA 3aTBEPLKEHHS.

3a
peyenmom

UA/17770/01/01

156.

®EHCTY],

PO34MH ANA iH e,
50 MKr/mn, no 2 mn B
amnyni; no 10 amnyn
B KOHTYPHIl
ynakosLi; no 1
KOHTYPHIli ynakoBLi
B KapTOHHIi kopo6Lyj;
no 10 mn B amnyni;
no 5 amnyny
KOHTYPHII ynakosLi;
no 1 KOHTYpHIl
ynakoBsLi B

PycaH
®apma /114,

IHgis

PycaH ®apma
nro.

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iMCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkiyarun
KOHTaKTHi flaHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-

3a
peyerimom

UA/17919/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI KopoobLi

thaiina cuctemm chapmakoHarnsgy) 3miHa Homepy
MacTep-haiiny cuctemu hapmakoHarisay 3asiBHUKa

157.

DTYKOHASO/1-
TEBA

Kancynu Teepai no
50 mr: no 7 a6o 10
Kancyn y énictepi;
no 1 6nictepy B
Kopobui

TOB «TeBa
YkpaiHa»

Ykpaina

AT
dapmanleBTUUHNI
3aBof TeBa

YropLmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepiasis: 3MiHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
papmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHoBMeHWIA cepTudiikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKA. MoaaHHsA
OHOB/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei CEP 2007-071-Rev 05 Big Bxe
3aTBepxeHoro BupobHrka APITORIA PHARMA
PRIVATE LIMITED, India gjtouoi pe4yoBuHm
h/TyKOHA30/1 B 3B’A13KY 3i 3MiHOI0 Ha3BU BNacHuKa
CEP/Bunpo6Huka A®| Ta 3MiHM agpecu (3aTBEPKEHO:
R1-CEP 2007-071-Rev 04 Details of holder: Aurobindo
Pharma Limited Plot No. 2, Maitrivihar, Ameerpet
India-500 38 Hyderabad, Telangana; Site(s) of
production: AUROBINDO PHARMA LIMITED Unit —
VIII, Survey No. 10 & 13, I.D.A. Kazipally Jinnaram
Mandal, Sangareddy District India-502 319
Gaddapotharam Village, Telangana; 3anponoHoBaHo:
CEP 2007-071-Rev 05 Details of holder: APITORIA
PHARMA PRIVATE LIMITED Floors 22-24, Plot no. 1,
Survey no. 83/1 Galaxy Tower, Hyderabad Knowledge
City Raidurg Panmaktha India-500 032 Hyderabad,
Telangana SPOR ORG ID: 100049668 SPOR LOC ID:
100086364, Site(s) of production: APITORIA PHARMA
PRIVATE LIMITED Unit — II, Survey No. 10 & 13,
I.D.A. Kazipally Jinnaram Mandal, Sangareddy District
India-502 319 Gaddapotharam Village, Telangana
SPOR ORG ID: 100049668 SPOR LOC ID:
100086709)

3a
peyermom

UA/16524/01/01

158.

DTYKOHASO/-
TEBA

Kancynu Teepai no
100 mr: no 7 a6o 10
Kancyn y 6nictepi;
no 1 6nictepy B
Kopoobui

TOB «TeBa
YkpaiHa»

Ykpaina

AT
dapmaneBTUYHNI
3aBof, Tesa

YropLmHa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: 3MiHu |
TMny - 3MiHK 3 AkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudpikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudpikaTa BignoBiAHOCTI EBponeiichkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/nMpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; ans
[0NOMIKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIeHWIA cepTudiikat
Bifl YK€ 3aTBEPKEHOT0 BUPOGHMKA. MoaaHHs

3a
peyerimom

UA/16524/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpPONENCHKIN
thapmakonei CEP 2007-071-Rev 05 Big Bxe
3aTBepAxeHoro Bupo6Hrka APITORIA PHARMA
PRIVATE LIMITED, India gjto4oi pe4yoBuHM
hNyKOHa301 B 3B’AA3KY 3i 3MiHOK Ha3BM BlaCHUKa
CEP/Bupo6Huka A®I Ta 3miHn agpecu (3aTBepaKeHo:
R1-CEP 2007-071-Rev 04 Details of holder: Aurobindo
Pharma Limited Plot No. 2, Maitrivihar, Ameerpet
India-500 38 Hyderabad, Telangana; Site(s) of
production: AUROBINDO PHARMA LIMITED Unit —
VIII, Survey No. 10 & 13, I.D.A. Kazipally Jinnaram
Mandal, Sangareddy District India-502 319
Gaddapotharam Village, Telangana; 3anponoHoBaHo:
CEP 2007-071-Rev 05 Details of holder: APITORIA
PHARMA PRIVATE LIMITED Floors 22-24, Plot no. 1,
Survey no. 83/1 Galaxy Tower, Hyderabad Knowledge
City Raidurg Panmaktha India-500 032 Hyderabad,
Telangana SPOR ORG ID: 100049668 SPOR LOC ID:
100086364; Site(s) of production: APITORIA PHARMA
PRIVATE LIMITED Unit — II, Survey No. 10 & 13,
I.D.A. Kazipally Jinnaram Mandal, Sangareddy District
India-502 319 Gaddapotharam Village, Telangana
SPOR ORG ID: 100049668 SPOR LOC ID:
100086709)

159.

dTYKOHA3O0/1-
TEBA

Kancynu TBepgi no
150 mr: no 1 kancyni
y 6nictepi; no 1
6nicTepy B kopobuj

TOB «TeBa
YKpaiHa»

YkpaiHa

AT
dapmaLeBTUYHNI
3aBof TeBa

YropuwmHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaT BignosigHocTi/IE-
cepTucikaT BignoBigHOCTI EBpoNeNchKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI ab6o
BW/TyYEHHS cepTuddikaTa BignoBiAHOCTI EBpONeENCHKIi
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, O
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0MNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bif y)e 3aTBepKeHOro BUpobHyvka. MogaHHA
OHOBJ/IEHOrO cepTudikaTy BigNOBIAHOCTI EBpONENCHKIN
thapmakonei CEP 2007-071-Rev 05 Big Bxe
3aTBepaxeHoro Bupo6Hrka APITORIA PHARMA
PRIVATE LIMITED, India gjto40i pe4yoBuHM
doNlyKOHA30.1 B 3B’AA3KY 3i 3MiHOK Ha3BM BlaCHUKa
CEP/Bupo6Huka A®I Ta 3miHn agpecu (3aTBepaKeHo:
R1-CEP 2007-071-Rev 04 Details of holder: Aurobindo
Pharma Limited Plot No. 2, Maitrivihar, Ameerpet
India-500 38 Hyderabad, Telangana; Site(s) of
production: AUROBINDO PHARMA LIMITED Unit —
VIII, Survey No. 10 & 13, I.D.A. Kazipally Jinnaram
Mandal, Sangareddy District India-502 319
Gaddapotharam Village, Telangana; 3anponoHoBaHo:
CEP 2007-071-Rev 05 Details of holder: APITORIA

6e3
peuyenma

UA/16524/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

PHARMA PRIVATE LIMITED Floors 22-24, Plot no. 1,
Survey no. 83/1 Galaxy Tower, Hyderabad Knowledge
City Raidurg Panmaktha India-500 032 Hyderabad,
Telangana SPOR ORG ID: 100049668 SPOR LOC ID:
100086364, Site(s) of production: APITORIA PHARMA
PRIVATE LIMITED Unit — Il, Survey No. 10 & 13,
I.D.A. Kazipally Jinnaram Mandal, Sangareddy District
India-502 319 Gaddapotharam Village, Telangana
SPOR ORG ID: 100049668 SPOR LOC ID:
100086709)

160.

®JTYKOHA3O0/1-
TEBA

Kancynu TBepai no
200 mr: no 1 a6o 4
abo 7 abo 10 kancyn
y 6nictepi; no 1
6nictepy B KOopobu,i

TOB «TeBa
YkpaiHa»

YkpaiHa

AT
dapmauleBTUYHNI
3aBof TeBa

YropumHa

BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNeiichKii
hapmakonei/moHorpadii. NMoaaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikarta BignoBigHOCTI a6o
BW/TyYEHHS cepTudpikaTa BignoBiAHOCTI EBpONeEChKii
thapmakonei: gna A®l; ans BUXiAHOTO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBMeHWA cepTudikat
Bif] y)Xe 3aTBepAKeHOro BUpobHuka. MNMogaHHsA
OHOBJIEHOrO cepTudpikaTy BignoBiAHOCTI EBpoNeickKiii
thapmakonei CEP 2007-071-Rev 05 Big, Bxe
3aTBepmxeHoro BupobHunka APITORIA PHARMA
PRIVATE LIMITED, India gito4oi pe4oBuHU
oNlyKOHA30/ B 3B'513KY 3i 3MiHOK Ha3BM BlaCHUKA
CEP/Bupo6Huka A®I Ta 3miHn agpecu (3aTBepaKeHo:
R1-CEP 2007-071-Rev 04 Details of holder: Aurobindo
Pharma Limited Plot No. 2, Maitrivihar, Ameerpet
India-500 38 Hyderabad, Telangana; Site(s) of
production: AUROBINDO PHARMA LIMITED Unit —
VIII, Survey No. 10 & 13, I.D.A. Kazipally Jinnaram
Mandal, Sangareddy District India-502 319
Gaddapotharam Village, Telangana; 3anponoHoBaHo:
CEP 2007-071-Rev 05 Details of holder: APITORIA
PHARMA PRIVATE LIMITED Floors 22-24, Plot no. 1,
Survey no. 83/1 Galaxy Tower, Hyderabad Knowledge
City Raidurg Panmaktha India-500 032 Hyderabad,
Telangana SPOR ORG ID: 100049668 SPOR LOC ID:
100086364, Site(s) of production: APITORIA PHARMA
PRIVATE LIMITED Unit— I, Survey No. 10 & 13,
I.D.A. Kazipally Jinnaram Mandal, Sangareddy District
India-502 319 Gaddapotharam Village, Telangana
SPOR ORG ID: 100049668 SPOR LOC ID:
100086709)

3a
peyenmom

UA/16524/01/04

161.

XITAKCA

TabneTtku, Lo
AVCnepryoTbes B
POTOBI NOPOXHWHI,
no 2,5 mr; no 10

AT "Apamep,
dapma”

MonbLa

BMPOBHULTBO 3a
NOBHUM LKOM:
xeHadapm C.A.,
"peuisti; BUPOBHUK

Monbua/
pevis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) OHOBNEHHS TEKCTY
MapKyBaHHS ynakoBKW Nikapcbkoro 3acoby, a came y

6e3
peuyenma

UA/15529/02/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
Tabnetok y 6nictepi, BignoBiganbHMi n. 17 "[HWE" Ha BTOPWHHIlA ynakoBLji A0A4aHO
no 1 a6o 3 6nictepu 3a BUNYyCK cepil, iHChopMaLito LWOA0 HAsABHOCTI TEXHIYHMX KOAIB,
Y KapTOHHii Kopobuj He BK/IoYaumn hapmMKoZiB Ta BUIyYeHo Ay6ntotouy iHchopmawio
KOHTpOsb: AT OO LTPUXKOAY Ta NI0roTuny. B TEKCTi MapKyBaHHS y
«Apamep, n. 6. "IHWE" Ha nepBWHHiIli ynakoBLi BuganeHo
dapma», Monblua; ay6niotody iHchopmauito woao norotuny. TepmiH
Brpo6HMLUTBO in BBE/IEHHS 3MiH MPOTAroM 6 Micauis nicns
bulk, nepsuHHe Ta 3aTBEPKEHHS.
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepii:
dPapmanac C.A,,
peuist
162. | LEPAKCOH® PO34UH A5 iH'EKLLA deppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4464/01/01
500 mr/4 mn, no 4 IHTepHaujioH IHTepHauioHasb, TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
M/ B amnynax; no 5 anb, C.A. C.A. thapmakoHarnsgy. BeegeHHs abo 3miHv Ao
abo no 10 amnyn y y3arasisHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
KapTOHHI Kopobui (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOoi ocobw,
BiANOBIAaANbHOI 3a 34ilicCHEHHS thapmakoHarnaay;
KOHTaKTHOI 0C06M 3 hapmakoHarnsgy 3asBHuKa 415
3piicHeHHs1 hapMakoHarnsgy B YKpaiHi, SKLO0 BoHa
BigMiHHa Bif, yNOBHOBaXXEHOT 0CO6M, BifgNoBiganbHOI
3a 3AjiicHeHHs hapmakoHarnagy (Bkiyatoun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.
[Oitova pepakuis: Albert Garcia Rierola. lNponoHoBaHa
pegakuisi: Cristina Rodellas Ramos. 3miHa KOHTaKTHMX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
[Oitova pepakuin: Kyuma Bonogumup OnekcaHaposuy
MponoHoBaHa pepgakuis: HikiTueHkoBa Jllo60B
IBaHiBHa. 3MiHa KOHTAKTHUX JaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
163. | LEPAKCOH® po34uH Ans Peppep IcnaHis deppep IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/4464/02/01
nepopasbHOro IHTepHaLioH IHTepHauioHanb, My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuyenmom
3acrocyBsaHHs, 100 anb, C.A. C.A. thapmakoHarnsgy. BeegeHHs abo 3miHu Ao

mr/mn no 30 mny
donakoHi; no 1
thnakoHy Ta 1
[03yBasIbHOMY
LUMPULY B KAPTOHHIlA
Kopobui; no 10 mny
calue; no 10 cawe
(1x10; 2x5) B

y3araslbHeHVX faHux Npo cucteMy papMakoHarnsay
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsay, aMiHa ynoBHOBaXeHOT 0coou,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsgy 3asiBHuKa ans
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BoHa
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAA/IbHOI
3a 3AjiicHeHHs1 hapMakoHarsay (BkaKYakuu
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakosKa)

3asiBHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsioYyeHHs1

KapTOHHI KopoobLi

KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MiLLeHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKaA, BifgnoBigasibHOI 3a
hapmakoHarnsg,.

[Oitova pepakuis: Albert Garcia Rierola. lNponoHoBaHa
pegakuisi: Cristina Rodellas Ramos. 3miHa KOHTaKTHUX
[aHnX YNoBHOBaXKEHOT 0CO6W 3as1BHNIKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3mMiHa KOHTakTHOT
0ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsg B
YKkpaiHi.

[Oitova pepakuin: Kyuma Bonogumup OnekcaHaposuy
MponoHoBaHa pegakuis: HikiTueHkoBa /o608
IBaHiBHa. 3MiHa KOHTAKTHUX JaHNX KOHTaKTHOT 0co6u
3asBHVKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
YKpaiHi.

164.

LIEPAKCOH®

PO34MH A5 iH'EKLNA
1000 mr/4 mn, no 4
M/1 B amnynax; no 5
abo no 10 amnyny
KapTOHHIlA KOpooLi

deppep
IHTepHaLioH
anb, C.A.

IcnaHis

®eppep
IHTepHauioHanb,
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
My - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
hapmakoHarnsay, 3aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnaay;
KOHTaKTHOI 0c0obu 3 hapMakoHarnAgy 3asBHuka ons
3[iicHeHHs hapmakoHarnsgy B YkpaiHi, AKLWO BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6U, BiANOBIAa/IbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Yy pO3MiLLeHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, BignoBigabHOI 3a
thapmakoHarnag,.

[itoua pepakuis: Albert Garcia Rierola. NponoHoBaHa
pepakuis: Cristina Rodellas Ramos. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIA&/ILHOT 3a (hapmakoHarnsg, B
YKpaiHi.

[itoua pepakuis: Kyuma Bonogumunp OnekcaHgpoBsumy
MponoHoBaHa pepakuisn: HikiTueHkoBa /o608
IBaHiBHA.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3asiBHMKA,
BiANOBIA&/IbHOT 32 papmakoHarnsas, B YkpaiHi

3a
peyenmom

UA/4464/01/02

165.

LEEPAKCOH®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 500
Mmr; no 5 TabneTok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopoobLi

deppep
IHTepHaLioH
anb, C.A.

IcnaHis

deppep
IHTepHauioHab,
C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3araslbHeHVX gaHux Nnpo cuctemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnsgy, aMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnAgy 3asBHuka gns
3[jicHeHHs1 hapMakoHarsay B YKpaiHi, AKLWo BoHa

3a
peyerimom

UA/4464/03/01
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
BiAMiHHA Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/TbHOI
3a 3[jiicHeHHs1 hapMakoHariaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHN Y PO3MiLLeHHi macTep-
thaiina cuctemu hapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BignoBigabHOI 3a
thapmakoHarnag.
[itoua pepakuis: Albert Garcia Rierola. NponoHoBaHa
pepakuis: Cristina Rodellas Ramos. 3MiHa KOHTaKTHUX
LaHNX YNOBHOBaXEHOT 0CO6M 3aABHUKA,
BiANOBIAa/IbHOI 3a hapmMakoHarnfg. 3MiHa KOHTaKTHOI
0cobu 3as1BHMKa, BIANOBIAa/IbHOT 3a (hapmakoHarnsg, B
YKpaiHi.
[itoua pegakuis: Kyuma Bonogummp OnekcaHgpoBuy.
MponoHoBaHa pepakuisn: HikiTueHkosa /10608
IBaHiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0co6u
3asBHMKa, BiANOBIAabHOI 3a hapmakoHarnsag B
YKpaiHi
166. | LE®PA3O/NIH NMopoLLUOK AN MpusatHe Ykpaina BMPOGHMLITBO Ta Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/18375/01/02
1000 pO34MHy ON15 iH'eEKUiA | akuioHepHe nepBuHHE KuTaiicbka TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
nolr;no1la6ob5, TOBapucTBo nakyBaHHs HapogHa KOHTpPO/Ib rOTOBOrO NiKapcbkoro 3acoby (iHLWi 3mMiHM)
a6o 50 chnakoHis y "Nekxim - PO3UYMHHWKIB, Pecny6nika He3HauHi 3MiHu KoHTposto /13, a came BUKOPUCTaHHSA
nauuj; 1 donakoH 3 XapkiB" BTOPWHHE pe3ynbTaTiB BXiZHOro KOHTposto dopmu «in bulk» gns
nopowukom Ta 1 nakyBaHHs, KOHTposto MN13. 3MiHa 06r'pyHTOBaHa HasABHICTIO Y
amnyna pos3ynHHMKa KOHTPO/b Ta BMPOGHMLTBI cepTudpikaTy BignoBigHOCTI BUMOram
(Boga ans iH'ekuiii BMNyCK cepil GMP, BigcyTHICTIO peknamauiin wogo skocTi M3,
no 10 mn B amnyni) roToBOro OLLiHKOI aHani3y pu3nkiB Ta 4aHUMN BUBYEHHS
y 6nictepi, 1 6nictep niKapcbKoro CTabifbHOCTI.
y nadui; no 1 a6o 5 3acoby:
donakoHiB y 6nicTepi, MpusaTHe
no 1 6nictepy y akujioHepHe
naui TOBapUCTBO
"Nlekxim - XapkiB",
YkpaiHa,;
BMPOGHMLITBO Ta
nepBuHHe
nakyBaHHs
NopoLUKy: PetoHr
dapmMacboTuKan
Ko., Nita.,
KnTaiicbka
HapopgHa
Pecnyb6nika;
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNyCK cepil
roToBOro
niKapcbKoro
3acoby: TOB

"Nlekxim-O6yxiB",
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
YKpaiHa
167. | LE®PA3ONIH NopoLUoK AN MpusatHe Ykpaina BMPOBHULTBO Ta YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18375/01/01
500 PO34MHy A8 iH'EKLR akuioHepHe nepBuHHE Kutaiicbka MRy - 3MiHK 3 AKOCTI. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom
no 0,5r, no 1 a6o TOBapUCTBO nakyBaHHs HapogHa KOHTpO/b roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
10, a60 50 chnakoHiB "J1ekxim - PO3UYMHHNKIB, Pecny6nika He3HauHi 3MiHM KOHTponto 13, a caMe BUKOPUCTaHHSA
y nayui; 1 donakoH 3 Xapkis" BTOPVHHE pe3ynbTaTiB BXifHOro KOHTposto dopmu «in bulk» gns
nopoLukom Ta 1 nakyBaHHs, KOHTposito [/13. 3MiHa 06r'pyHTOBaHa HasBHICTIO y
amnyna pos3ynHHMKa KOHTPO/b Ta BUPOGHMLTBI cepTudikaTy BiZNOBIAHOCTI BUMOram
(BOAa ANs iH'eKuUi BMNYCK cepil GMP, BigcyTHICTIO peknamauiin wogo sxkocti M3,
no 5 mn B amnyni) y roTOBOro OL|iHKOI0 @aHasTi3y pU3MKIiB Ta AaHVMU BYBYEHHS
6nictepi, 1 6nictep y niKkapcbKoro CTabinbHOCTI.
naJui; no 1 donakoHy 3acoby:
y bnictep, no 1 MpuBaTHe
6nictep y nayui; no akuioHepHe
5 chnakoHiB y TOBapucTBO
6nictep, no 2 "lekxim - Xapkis",
6nictepn y nauyui YkpaiHa,;
BMPOGHMLITBO Ta
nepBuHHe
nakyBaHHs
NOPOLLIKY: PetoHr
dapmacbloTUKa
Ko., Nita.,
Kutalicbka
HapogHa
Pecnyb6nika;
BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK cepil
roToBOro
nikapcbKoro
3acoby: TOB
"Nekxim-O6yxis",
YKpaiHa
168. | LE®POTAKCUM | nopoLuok ass MpusatHe Ykpaina BMPOGHMLITBO Ta YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/18260/01/01
KOMBI pO34nHy ONs iH'eEKUiA | akuioHepHe nepBuHHE KuTalicbka TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. peyenmom
no0,5r; 1 a6o 10, TOBapucTBo nakyBaHHs HapogHa KOHTPO/Ib FOTOBOrO NiKapcbkoro 3acoby (iHLWWi 3mMiHM)
ab6o 50 dpnakoHis 3 "Nlekxim- PO3UYNHHWKIB; Pecny6nika He3HauHi 3MiHW KoHTposto /13, a came BUKOPUCTaHHSA
MOPOLLUKOM Y naykax; Xapkis" BTOPVHHE pe3ynbTaTiB BXiZ4HOro KOHTposto dhopmu «in bulk» ans
1 chnakoH 3 nakyBaHHs, KOHTpoto MN3. 3MiHa 06r'pyHTOBaHa HasABHICTIO Y
nopotukom Ta 1 KOHTPO/b Ta BMPOGHMLTBI cepTudpikaTy BignoBigHOCTI BUMOram
amnyna 3 BUMYCK cepii GMP, BigcyTHICTIO peknamauiin wogo skocTi M3,
po3unHHMKOM (Boga roToBOro OLLIHKOIO @aHani3y pu3nKiB Ta JaHUMU BUBYEHHS
008 iH'eKUin no 5 mn niKapcbKoro CTabifbHOCTI.
B amnyni) B 6nicTepi; 3acoby:
no 1 6nictepy y MpusaTHe
nauuj; no 1 cpnakoHy akujioHepHe
3 MOPOLLKOM Y TOBapUCTBO

6nictepi, 1 6nictep y

"Jlekxim-Xapkis",
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
nauuj; no 5 YKpaiHa;
hnakoHiB 3 BTOPVHHE
MOPOLLKOM Y nakyBaHHs,
6nicTepi, 2 6nictepu KOHTPO/Ib Ta
y nauuj BUMYyCK cepii
roToBOro
nikapcbkoro
3acoby:
TOB "Nlekxim-
O6yxiB", YkpaiHa;
BMPOBHULTBO Ta
nepBuHHE
nakyBaHHS
nopoLuky: PetoHr
PapmacboTuKasl
Ko., Jita.,
KnTaiicbka
HapopgHa
Pecny6nika
169. | LE®OTAKCUM | nopoLuok Ans MpusatHe Ykpaina BMPOBHULTBO Ta YkpaiHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18260/01/02
KOMBI pO3unHy N8 iH'eKUid | akuioHepHe nepBuHHE Kutaricbka UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknii 3aci6. peyenmom
no 1r; 1 conakoH 3 TOBapUCTBO nakyBaHHs HapogHa KOHTposb roToBOro fikapcbKoro 3acoby (iHLwi 3MiHm)
nopowukom Ta 1 "Jlekxim- PO3UYMHHNKIB; Pecny6nika He3HauHi 3MiHM KOHTponto 13, a caMe BUKOPUCTaHHSA
amnyna 3 Xapkis" BTOPVHHE pe3ynbTaTiB BXifHOro KOHTposto dopmu «in bulk» gns
po3unHHMKOM (Boga nakyBaHHs, KOHTposito [/13. 3MiHa 06r'pyHTOBaHa HasBHICTIO y
Ans iH'ekuii no 10 KOHTPO/b Ta BUPOGHMLTBI cepTudikaTy BiZNOBIAHOCTI BUMOram
M/1 B amnyni) B BUMYCK cepii GMP, BigcyTHICTIO peknamauiii wogo skocti MNN3,
6nicTepi; no 1 roTOBOro OL|iHKOI0 @aHasTi3y pU3MKIiB Ta AaHVMU BYBYEHHS
6nictepy y nauui; 1 niKkapcbKkoro cTabinbHOCTI.
oN1akoH 3 MOPOLLKOM 3acoby:
Ta lamnyna 3 MpuBartHe
PO3YNHHNKOM akLujoHepHe
(NigokaiH, po3yunH TOBapuncTBo
ONns iv'exuii 10 "Nlekxim-Xapkis",
Mr/mn no 5 mn B YkpaiHa,;
amnyni) B 6nictepi; BTOPUHHE
no 1 6nictepy y nakyBaHHs,
nauui KOHTPO/b Ta
BMNYCK cepil
roToBOro
nikapcbKoro
3acoby:
TOB "/lekxim-

O6yxiB", YkpaiHa,;

BMPOGHMLITBO Ta
nepBuHHe
nakyBaHHs

NOpPOLLIKY: PetoHr

dapmacbloTUKa
Ko., ita.,
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
KnTaiicbka
HapopgHa
Pecny6nika
170. | LUE®PTPUAKCO | nopoLuok gns MpuBaTHe YkpaiHa BMPOGHMLITBO Ta YkpaiHa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3mitn | Ba peyernmom UA/20381/01/01
H 0.5 pO3unHy N8 iH'eKUii | akuioHepHe nepBuHHE Kutaii Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
no0,5r;,05r TOBapUCTBO nakyBaHHs cepTudikaT BignoBigHOCTI EBpONENChKIi
MOPOLLKY Y dO/1aKOHi; «Jlekxim- PO3YMHHVIKA; thapmakonei/moHorpadii. 3mMiHu, nos'a3aHi 3
no 1 a6o 10, a6o 50 XapkiB» BTOPVIHHE HEeOoOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
thnakoHiB y nauui; 1 nakyBaHHs, MoHorpadii PY abo €Bponelicbkoi thapmakonei, abo
h/1aKOH 3 MOPOLLKOM KOHTPO/b Ta iHLIOT HauioHas1bHOI thapmakonei aepxasu E€C (3miHa
Ta 1 amnyna 3 BUNYCK cepil y creumdikauisix, nos'asaHa 3i 3miHamu B ®Y, abo
PO34YMHHMKOM (BOAA roToBOro €Bponericbkiin hapmakonei, abo iHLWIA HauioHaNbHIi
Ans iH'ekuii no 5 mn niKkapcbKoro thapmakonei gepxasn €C) - BHECEHHS 3MiH Y 3B’A3KY
B amnyni) y 6nictepi, 3acoby: 3i 3MiHamu y MoHorpadii €Bponelicbkoi hapmMakoner -
no 1 6nictepy B MpusaTHe CynyTHSA 3MiHa
nauuj akujoHepHe - 3MiHu 3 sKocTi. CepTudikar BignosigHocTI/IE-
TOBapucTBo cepTudikaT BignoBigHOCTI EBponeiickkiii
«Jlekxim-Xapkis», hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
YkpaiHa,; HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
BMPOBHULTBO Ta MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
nepBuHHE iHLWOT HaujoHabHOT thapmakonei aepxasn €C (iHLWi
nakyBaHHs 3MiHW) - NpYBEAEHHS cneuundikalii Ta MeToAis
nopoLuky: Keiny KOHTPO/I0 pO34MHHUKA (BoZa ANS iH'EKUINA, PO3UYMHHUK
dapmaueyTikan 0151 NapeHTepaslbHOro 3aCTOCYBaHHS) Y BifNOBIAHICTb
Ko., NITa., Kntaii [0 BUMOT Y/HHOT €Bponelicbkoto ®apmakonei
171. | APUHA® TabneTku, BKpUTI Baiiep Al HimeyunHa MepBuHHa Ta HimeuyunHa BHECEHHS 3MiH 1O peecTpaLjiiiHiX maTepianis: 3MiHu | 3a UA/12155/01/01
nnroc 060/10HKOI0; Ne 28: BTOPUHHA TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHs! peyenmom

no 21 TabneTtui
OpaHXeBoro
Konbopy i no 7
TabneTok CBiT/I0-
OpaHXeBoro
Konbopy B 6nicTepi;
no 1 6nictepy B
KapTOHHI navw;
Ne84: no 21
Tabnetuyi
OpaHXeBoro
Konbopy i no 7
TabneTok CBiT/I0-
OpaHXeBoro
Konbopy B 6nicTepi;
no 3 6nictepu B
KapTOHHI navwi

ynakoBka, A03BiN

Ha BUMyCK cepii:
Baiiep AT,
HimeyunHa

Bupo6HuuTBO
Hepo3dg)acoBaHol
NPOAYKLUIT:
Baiiep Baiimap
v6X i Ko. KT,
HimeuunHa

Ta/abo agpecu micus NPoBamKeHHs AisIbHOCTI
BMPOGHMKa (BK/IO4akouu, 3a HEOOXiAHOCTI, MicLe
NpPOBeLEHHS KOHTPO/IIO AKOCTI), ab0 BacHuka macTep-
haiina Ha A®l, abo noctavyanbHuka AdI/BUXigHOTO
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
3aCTOCOBYIOTbCH Y BUPOOHULTBI AD| (AKLLLIO 3a3HAYEHO
Yy OOCbE Ha JliKkapCbKUii 3acib) 3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTIi EBpONEiChKilt
hapmakonei y 3aTBepAkeHoMy [0CbE, ab0 BUPOGHMKa
HOBOI JAOMOMKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y
[0CbE) 3MiHa HaliMeHyBaHHA BUPOOHUKA — BlacHMKa
macTep-aliny ana A®l nesomechonaty KasbLito 3
Merk & Cie Ha Merk & Cie KmG. BBefeHHs 3MiH
NPOTArom 6-Tv MiCAILiB Micns 3aTBePIKEHHS. 3MiHN |
TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/IE-
cepTuduikar BiANOBIAHOCTI €BpONeNiChKil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnosigHOCTI abo
BWIYYEHHS cepTudiikaTa BifgnoBigHOCTi EBPONEChKii




*y pa3i BHeceHHs1 3MiH 00 iHCMPYyKYii Ipo MeduYyHe 3acmocyBaHHs

B.o. HauanLHUKA

[oAaTkoBOro po3mipy ynaxkosku Ne84 ((21+7)x3) y
6nictepax. 3aTBepaxeHo: Ne28 (21+7) y 6nictepax;
3anponoHoBaHo: Ne28 (21+7) y 6nictepax; Ne84

((21+7)x3) y 6nicTepax. 3MiHN BHECEHO B iHCTPYKLItO
0151 MeANYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po34in «YnakoBka» 3 BigMoBiAHAMYN 3MiHAMW Y TEKCTI

(3aTBEPMXEHHS A,0AATKOBOIO PO3MIpY YNaKkoBKM).

[OMOMDKHOI peyoBuMHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA cepTudikat
Bifl y)Xe 3aTBepKEHOro BUpobHyKa. MogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBpoNenchkil
thapmakonei Ne R1-CEP 2009-070 - Rev 02
(3atBepmxeHo: R1-CEP 2009-070 - Rev 01) ana A®l
[ApocnipeHOoHy MiKPOHI30BaHOTO Bif 3aTBEP)KEHOrO
BMpobHUuKka BAYER AG, HimeuunHa. 3miHu | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN). 3MiHN BHECEHI B TEKCT
MapKyBaHHS BTOPUHHOI YMakoBKW NikapCbKoro 3acoby
y po3gin 17. «IHWE». BBefeHHS 3MiH NpOTArom 6-Tu
MicAUiB MicnsA 3aTBepKeHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3Mipy
yMakoBKM FOTOBOTO NikapCbKoro 3acoby (3miHa
KiNbKOCTI 0auHMLb (Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a AianazoHoM
3aTBEPKEHNX PO3MIPIB yNnakoBkn. BeBeeHH:

MapKyBaHHS! yNakoBKM NiKapCbKoro 3aco6y

BBefeHHs1 3mMiH NnpoTarom 6 micsAuis nicns
3aTBEPKEHHSI.
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Ne Hassa ®dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby ynakoska) nocsioYeHHs1
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans

dapmaleBTUYHOr0 YNpaB/IiHHSA

Onekcanpap I'PIHEHKO
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