DopaTtok 3

Ao Haka3y MiHicTtepcTBa oxopoHU
300poB’A YKpaiHu
30.11.2018 Ne 2237

NEPENIK
NIKAPCbKKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOMNYHUX MPEMAPATIB), LLWOAO AKUX BYJIUN BHECEHI 3MIHU A0
PEECTPALUIMHUX MATEPIANIB, AKI BHOCATLCA OO AEPXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma sunycky 3asieHuk Kpaina BupobHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
1. | L-APTIHIHY MOPOLLIOK MpAT YkpaiHa KioBa Xakko bio AnoHis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: - UA/10698/01/01
MOHOIAPOXINO | (cyberaHuis) y "MynbTicha Ko., ItA. 3MiHM | TUny - 3MiHK, NOB'AI3aHi 3 HEOBXiAHICTIO NPUBEAEHHS Y
Pna NOABINHUX pma" BigNoBigHICTb 40 MoHorpadii APY abo €sponencbkoi dapmakonei,
nonieTuneHoBmx abo iHwoi HauioHanbHoi dhapmakonei gepxasu €C (3miHa y
naketax ans crneumdikaLisx, nos's3aHa 3i 3amiHolo BUMor MoHorpadii JPY abo
BMpOOHULTBA iHLWOT HauioHanbHoI dhapmMakonei gepxasu €C Ha BUMOTU
CTepUIbHUX MoHorpadii €Bponelncbkoi hapmakonei); 3MiHu | Tuny - BBEAEHHS
nikapcbkunx popm popatkosoro posginy MBY ta gonoBHeHHs po3sainy «lokasHuk
MpPO30POCTi PO34MHY» DOPMYITOBAHHSIM — BU3HAYEHHS NMPOBOASATb
3a EP 2.2.1, EP 2.2.2. «<Po3unH mae 6yTn 6e3bapBHum Ta
NPO30PUMY; 3MiHU | TUMY - 3BYXXEHHS KpUTEpiiB NPUNHATHOCTI ANs
nokasHukiB «Baxki metanuy, «bakTepianbHi eHOOTOKCUHN»
2. AOBAHTAH® ma3b 0,1%; no 15ry Bariep Al HimeyuunHa Bariep Xenckep ITanis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3miHu | Tuny: 3a UA/0784/04/01
Ty6i; no 1 Ty6i B ManydakTypiHr AaMiHicTpaTuBHi 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus | peuenmom
KapTOHHi kopobuli C.P.N. NpoBaPKEHHA AiSNbHOCTI BUPOOHUKA (BKOYakoun, 3a
HeoOXiAHOCTI, MicLie NPOBEAEHHSI KOHTPOIIO SKOCTi), abo BrnacHuka
macTep-daiina Ha A®l, abo noctadanbHuka Adl/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, O 3aCTOCOBYIOTLCS Y
BUPOBHMUTBI ADI (SIKLLLO 3a3HAYEHO Y AOChE Ha JikapCbKuii 3acio)
3a BiCYTHOCTI cepTudikaTa BignoBiaHOCTI EBponenchkin
dapmakonei y 3aTBepakeHoMy Aocke, abo BUpobHMKa HOBOI
OOMOMIDKHOT peYOBMHM (SIKLLLO 3a3HAYEHO Y AOChE) - 3MiHa Ha3BM
BMpoGHMKa APl MeTUnNNpeaHi3onoHy auenoHaty; aMiHu | Tuny:
AaMmiHicTpaTuBHi 3MiHWU. 3MiHa HallMeHyBaHHSA Ta/abo agpecu micus
NpoBapKEHHS AiSnbHOCTI BUpoBHUMKa (BKMoYyatouu, 3a
HeobXiAHOCTI, MicLe NPOBEAEHHSI KOHTPOIIO SKOCTi), abo BrnacHuka
macTtep-danna Ha Adl, abo noctavansHuka Adl/BuxigHoro
MaTtepiany/peareHTy/NpoMIDKHOrO MPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BMPOGHMUTBI API (SKLLO 3a3HAYEHO Y AOChE Ha Mikapcbkuii 3acib)
3a BiACyTHOCTI cepTudpikata BignoBiAHOCTI €BPONENChKin
hapmMakonei y 3aTBepakeHoOMy Jocke, abo BUpOOHMKA HOBOIT
[AOMOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y [OChE) - 3MiHa Ha3BU
BMPOGHMKa AP MeTUNNPeaHi30noHy auenoHaTy; 3MiHa 3asiBHUKa
(BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)
3. | AAPEHATNIH- PO34NH ANS iH'eKUin ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTtepianis: 3a UA/4761/01/01
300POB'A 1,82 mr/mn no 1 mn 03 obmexeHo 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKMoYakum giana3oH po3Mipy peuenmom
B amnyni; no 5 abo obmexeHo BiANoBiganbHiCTO cepii) roToBOro nikapcbkoro 3acoby - BBeAEHHs 404aTKOBUX
10 amnyny 10 "®apmaueBTuyHa PO3MipiB cepii roTOBOro nikapCbKoro 3acoby Ans Ailo4nx Lexis:
KapTOHHI kopobLi; Bignosigan KOMMNaHig AmnynbHui Lex Ta uex NP, 3anponoHoBaHo: AMNyNbHUI Liex
no 1 mn B amnyni; bHICTIO "3gopos's"” Po3wmip cepii cknagae: 100,000 tmc. amnyn (100 n); 195,000 Tuc.
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no 5 amnyny "®apmaue amnyn (195 n), JogaTtkosuii po3mip cepii cknagae: 425,000 Tuc.
6nictepi; no 1 abo 2 BTUYHA amnyn (425 n). Liex I'N®. Poswmip cepii cknapae: 195,000 Tuc.
Gnictepu B KOMnaHis amnyn (195 n), JopaTkoBuin po3Mip cepii cknagae: 425,000 tuc.
KapTOHHi kopobuli; "3gopos'a" amnyn (425 n)
no 1 mn B amnyni;
no 10 amnyny
6nicTepi; no 1
6nictepy B
KapTOHHI kopobui
4. | ANNBOBAK nopoLloK Ans AnBoreH JTiokcembyp | JlabopaTtopio Peir Icnanis BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/13141/01/01
PO34nHY ANs iH'eKUin IMNKo r XKodpe, C.A. 3miHn | Tuny - nogaHHsa oHoeneHoro CEP Big BxXe 3aTBepaXeHoro peuernmom
no 1r; 1 pnakoH 3 C.ap.n BMpoGHMKa, 3anponoHoBaHo: R1-CEP 2000-158-Rev 03; 3aMiHu |
MOPOLLKOM Y nayui 3 TUNy - nogaHHs Hosoro CEP Bia Bxe 3aTBepaxeHoro BUpobHuka
KapTOHy A®| R1-CEP 2006-017-Rev 02; 3miHu | Tuny - nogaHHs
oHoBneHoro CEP Big Bxe 3atBepaxeHoro supobHuka R1-CEP
2000-158-Rev 04
5. | AllbBYMIH PO34nH Ans iHdYy3in, KenpioH ITania KegnpioH C.n.A. Icnanis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/15876/01/01
NKOAWHU 200 /1N | 200 r/n no 50 mn C.n.A. 3MiHM | TUNY - BKINOYEHHS OHOBINEHOrO/3MiHEHOTO MacTep-danny peuenmom
a6bo no 100 mn Ha nnasmy, y 3B’si3Ky 3 cepTudikaieto OHOBNEHOro/3MiHEHOrO
PO3YMHY Y MNSALIL, macTtep-danny Ha nna3my EMA; 3minu | Tuny - amina
no 1 nnawui B HaliMeHyBaHHA Ta/abo agpecy yCTaHOBM KPOBI, BKIOYAKUN LIEHTP
KopoOui Biabopy Kkposi/nna3mu - 3MiHa agpecu BigaineHHs Biomat USA,
Inc., BignoBiganbHoro 3a 30ip i nepeBipKy Nnas3mu; 3miHu | Tuny -
3amiHa abo fodaBaHHS HOBOTO LEHTPY BiA6opy KpoBi/nnasmu, ki
3a3HaveHi y NMM® - npogaBaHHsa ueHTpiB 3abopy kposi Myrtle Beach
Ta Sarasota, o Hanexatb yctaHoBi KEDPLASMA LLC, ski
BignoBiganbHi 3a 3ab6ip nnasmu Ta BXxe BKo4YeHi oo PMF
6. | Allb®A TabneTkun, BKpUTI Anbdacirm ITania Anbdacirma ITanisa BHECEHHS 3MiH 40 peecTpaLinHMX MaTepianis: 3MiHa 3asiBHMKa 3a UA/9360/01/01
HOPMIKC NNiBKOBOIO a C.n.A. C.n.A. (BnacHuKka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MOS3 Big peuenmom

obonoHkoto, no 200
mr no 12 TabneTok y
6nicrepi; no 1
6nictepy B
KapTOHHI Kopobui

23.07.2015 Ne460) (BeegeHHs 3MiH npoTsirom 6 MicauiB nicns
3aTBepAKeHHS); 3MiHu | Tuny - 3miHn wopo 6eanekun/edekTMBHOCTI
Ta chapmakoHarnsgy. BeegeHHst abo 3MiHM 40 y3aranbHEeHVX gaHnx

npo cuctemy chapmakoHarnsigy (BBeAeHHs y3ararnbHEeHUX AaHnX
npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,

BiANOBiOanbHOI 3a 3aiNCHEHHA bapmakoHarnagy; KOHTakTHOT

ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 34INCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big,
yNoBHOBaXKeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSs!

apmakoHarnsigy (BkIoYakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3miLLeHHi MacTep-anna cuctemm papmakoHarnsgy) - 3MmiHuM Ao

y3aranbHeHUx AaHux (Mactep-daiin Nnpo cuctemy
hapmakoHarnsgy) npo cucremy dapmakoHarnsigy, no's3aHi i3
3MiHOIO 3asiBHMKA (BNacHVKa peecTpauiiHoro nocBiAYeHHs)
BBeneHHs 3MiH NpoTsrom 6 MicsiLiB nicns 3aTBepAXKEHHS!; 3MiHu |
Tuny - AaMiHicTpaTMBHI 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo
appecu micusa NpoBafKeHHS AiAnbHOCTI BUPOBHMKa/imnopTepa
roTOBOrO fikapcbkoro 3acoby, BKMoYaum AinbHULI BUMYCKY cepii
abo Mmicue npoBeAeHHs! KOHTPOI SIKOCTI. (BiSNbHICTb, 3a SKy
Bignosigae BMPOGHMK/iIMNOpTEpP, BKIOYaoYM BUMYCK CEpiii) - 3MiHa
Ha3Bu BUpobHMKa Anbdacirma C.n.A., ITanis, 6e3 amiHn micusi
BMpOGHMUTBA (BBEAeHHS 3MiH npoTarom 6 micsauis nicns
3aTBEPAXEHHS)
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7. | AMIKCUH®IC TabneTku, BKPUTI TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: be3 UA/2559/01/01
obornoHkoto, no 0,06 03 [0[AaTKOBOO 3MiHM | TUNy - 3miHa y cneuudikauii Ta meTogax BunpobyeaHHA ADI peuenma
rno 3 Tabnetkn y [oAaTKoBO BiAnoBiAanbHICTIO "3anuLUKOBI KiNbKOCTi OpraHiyHUX PO34YMHHUKIB", y 3B SI3KY 3
6nicTepi; no 1, 2 abo 10 "IHTEPXIM", onTuMi3auieo MmeToankn; 3miHu | Tuny - 3MiHa y cneundikadii Ta
3 6nictepu B mayui; Bignosigan YkpaiHa mMeToAax BMNpobyBaHHSA roTOBOrO flikapcbkoro 3acoby T.
no 5 tabneTok y bHICTIO (BMnNpobyBaHHsA Po34nHeHHs, y 3B'A3Ky 3 NpUBEAEHHSIM 40 BUMOT il040ro BUAAHHSA
6nicTepi; no 2 "IHTEPXIM KOHTPOSIO SIKOCTI, O®Y; 3miHm | Tuny - 3miHa y cneuundikauii Ans NnepBUHHOIO
6nictepn B nayui " 36epiraHHa [T13; nakyBaHHs A®I| T. mikpobionoriyHa YncToTa, y 38 3Ky 3
BUPOBHMLTBO, npuBeAEHHSM 40 BMMOT Aitodoro BuaaHHs OPY; amibm | Tuny -
36epiraHHs; 3MiHa y cneumdikauii Ta MmeTogax BUNpobyBaHHS JOMOMIXXHUX
BMNpOOyBaHHA PEYOBUH, Y 3B A3KY 3 NPMBEAEHHAM [0 BUMOT Aito4oro BugaHHs EP/
KOHTPOIH SIKOCTI) ooy
8. | AMIKCUH®IC TabneTku, BKpUTI ToBapucTs Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: be3 UA/2559/01/02
o6onoHKot, Nno 03 [0[aTKOBOKO 3MiHM | TUNy - 3miHa y cneuudikauii Ta meToaax BunpobysaHHA ADI peuenma
0,125rno 3 [oaaTkoBo BiAMNOBiganNbHICTIO "3anuLUKoBI KiNbKOCTi OpraHiYHUX PO34YMHHUKIB", y 3B SI3KY 3
Tabnetku y 6nictepi; 10 "IHTEPXIM", onTuMi3auieo MeToanku; 3miHu | Tuny - 3miHa y cneundikadii Ta
no 1,2 abo 3 Bignosigan YkpaiHa mMeTofax BMNpobyBaHHSA roTOBOrO flikapcbKkoro 3acoby T.
6nictepu B nayui; no bHIiCTIO (BMNpobyBaHHA Po3unHeHHs, y 3B'A3Ky 3 NpUBEAEHHSIM 40 BUMOT Ail040r0 BUAAHHS
5 TabneTtok y "IHTEPXIM KOHTPOIIO SIKOCTI, OdY; 3miHm | Tuny - 3miHa y cneuudikauii AnNst NnepBUHHOIO
6nictepi; no 2 " 36epiranHa [T13; nakyBaHHs A®I| T. mikpobionoriyHa YncToTa, y 38 3Ky 3
Gnictepu B nayui BUPOGHMLTBO, npuBEeAEHHSM 40 BMMOT Aitodoro BuaaHHs OPY; amibm | Tuny -
36epiraHHs; 3MiHa y crneumdikaLii Ta MeTogax BUNPobyBaHHS JOMOMIXXHUX
BMNpo6yBaHHA PEYOBUH, Y 3B A3KYy 3 NPMBEAEHHAM [0 BUMOT Aito4oro BuaaHHs EP/
KOHTPOIH SIKOCTI) Joy
9. | AHAYPAH Kpanni ByLUHi no 25 3amboH ITania 3amboH C.MN.A. ITanis BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/11664/01/01
My cprnakoHi 3 C.N.A. 3MiHu | TUNY - NoAaHHs OHOBMNEHOrO cepTudikaTa BignoBigHOCTI peuenmom
KpWLLKOIO- €Bponelicbkini hapmakonei Ne R1-CEP 2011-029-Rev 00 ans
KpanenbHuueto; no 1 aitovoi pevomHn Neomycin sulfate Big BXe 3aTBepaKeHOro
nakoHy B nayui BUPOGHMKa
10. AHOAHTE® kancynu no 10 mr no BAT YropwmHa BAT "TeneoH YropwmHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3a UA/2538/01/02
7 kancyn y bnictepi, "lepeoH PixTep" 3MiHM | Tuny - 3MiHn Wwopao 6esnekn/edeKTUBHOCTI Ta peuernmom
no 1 abo 2 6nictepu PixTep" dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
B mayui npo cuctemy capmakoHarnsgy (BBeAeHHs y3aranbHeHUX faHnx
npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
BiANOBiOanbHOI 3a 3aiNCHEHHA bapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 34INCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big,
yNoBHOBaXKeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSs!
apmakoHarnsigy (BkIoYakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3mileHHi MacTep-daiina cuctemun papmakoHarnsgy) - 3MiHa
yNoBHOBaXKeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSs!
hapmakoHarnsgy. MNponoHoBaHa pepakuis: Attila Olah. 3miHa
KOHTaKTHUX AaHUX yMOBHOBaXeHOoI ocobu, BignosigansHoi 3a
3AiNCHEHHs dhapMakoHarnsgy
1. AHOPOXENb renb ons BeseH Benbris BeseH Benbris BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/5301/01/01
30BHILLHBOIO Xenckea MeHbtodekdypiHr 3MiHM | Tuny - 3miHn Wwopao 6esnekn/edeKTUBHOCTI Ta peuernmom
3acrocyBaHHs, 0,01 CA Benpgxiym CA dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHeHUX gaHux

r/ffrnob5ry
[030BaHOMY
nakeTuky, no 30
nakeTuKiB y
KapTOHHI Kopobui

npo cuctemMy chapmakoHarnsigy (BBeAeHHs y3ararnbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
BiANOBiAanbHOI 3a 3AiMCHEHHSA hapMakoHarnsay; KOHTaKTHOT
ocobu 3 hapMakoHarnsay 3asBHVUKa AN 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLLIO BOHa BigMiHHA Big
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YMNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 30iCHEHHSsI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-dalnna cuctemu dbapmakoHarnsagy) - 3miHa
yrnoBHOBaXkeHOoi ocobu 3asiBHUKa, BiAMNOBIiAaNbHOI 3a 34iiCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuis: Nicole Baker [Nicole
Baker]. 3miHa KOHTaKTHMUX AaHWUX YNOBHOBaXeHOi ocobu. 3MiHa
agpecu Mactep-darina cuctemu chapmakoHarnsgy 3asiBHuKa
12. | APOYAH® niodpinisat ana BAT YropwwmHa BAT "lepeoH YropwwmHa BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 3a UA/7334/01/01
PO34MHYy ANs iH'eKuin "repeoH Pixtep" 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 4 wr, 5 pnakoHis PixTep" apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
3 niodpinisatom y npo cuctemMy chapmakoHarnsagy (BBeAeHHs y3aranbHEeHUX AaHnX
KOMNnekTi 3 5 npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
amynamm BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTaKTHOI
po3unHHuka (0,9% ocobu 3 hapmakoHarnagy 3asBHVUKa ANS 3AIMCHEHHS
PO34YMH HaTpIto dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
xnopugy) no 2 mn B YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSI
NnacTuKoBil hopmi; dapmakoHarnsgy (BKI4aouy KOHTaKTHI AaHi) Ta/abo 3miHn y
no 5 nnacTukoBux po3MilLeHHi MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
OpM B KapTOHHIN YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSsI
kopobui dapmakoHarnagy. NponoHoBaHa pepakuis: Attila Olah. 3miHa
KOHTaKTHUX AaHUX yNoBHOBaXeHOI ocobu, BignoeiganeHoi 3a
34ivicHeHHs hbapmakoHarnagy
13. | AYPOBIH masb no 20 ry Ty6i 3 BAT YropwuHa BAT "lepeoH YropwuHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/7268/01/01
nonieTuneHoBnm "lepeoH Pixtep" 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
KOBMa4KoM, SIKUIA PixTep" dapmakoHarnagy. BeegeHHs abo 3miHn g0 y3aranbHeHUX gaHux
Mae nepdopauiiHnin npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
HaKOHeYHWK; no 1 npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
Ty6i B KAPTOHHI BiANOBIAanbHOI 3a 34iNCHEeHHA hbapmakoHarnagy; KOHTakTHOI
kopobui ocobu 3 hapmakoHarnagy 3asBHWUKa ANS 3AIMCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
ynoBHOBaXKeHoi 0cobw, BianoBiganbHOI 3a 30iNCHEHHs!
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-galina cuctemu dbapmakoHarnsgy) - 3miHa
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 34iNCHEHHsI
papmakoHarnsgy. NponoHoBaHa peaakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHuX yNoBHOBaXeHOoI ocobu, BignosiganeHoi 3a
34icCHeHHs hbapmakoHarnagy
14. | A®INOOEPM kpem 0,5 mr/r no 20 Benyno, Xopsaris Benyno, nikv Ta XopBartia BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/11379/01/01
rabo 40 r By TY6i; nikn Ta KOCMeTWuKa, A4.4. 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 1 1y6i y KOCMeTHKa, dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEeHUX gaHux
KapTOHHIM nayui A.ao. npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX

npo cuctemMy chapmakoHarnsgy, 3mMiHa ynoBHoBaxeHoi ocobu,
BiANOBiAanbHOI 3a 3AINCHEHHNA hapmakoHarnaay; KOHTaKTHOT
ocobu 3 hapmakoHarnsay 3asBHVKA AN 34INCHEHHS
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHA Big
ynoBHOBaXkeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
chapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLeHHI MacTep-ghaiina cucteMun papmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans 3AiNCHEeHHS
dapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuist: Iwyk
HaTtanka MNeTpiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTAKTHOI 0cobu 3
dapmakoHarnsgy 3asBHUKa ANs 34iCHEHHS bapmMakoHarnsay B




ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
YkpaiHi
15. | A®IIOOEPM masb 0,5 mr/rno 20 r Benyno, XopsarTis Benyno, nikv Ta XopgarTisa BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3a UA/11379/02/01
abo 40 r y Ty6i; no 1 nikn Ta KOCMeTWuKa, A4.4. 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
TYGi Y KAPTOHHIN KOCMeTHKa, apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHuX
navui a.Aa. npo cuctemy dapMakoHarnsagy (BBe4EeHHS y3aranbHEeHUX JaHnX
npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobw,
BiANOBIAanNbHOI 3a 34iNCHEeHHA hbapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 3A4INCHEHHS
dapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXeHOT 0cobu, BignoBigansHoi 3a 30ilCHEHHSsI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa Ans 34iINCHEHHS
dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pepakuis: Iuyk
Hatanka MNeTpiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTAKTHOI 0Ccobu 3
dapMakoHarnagy 3asiBHUKa Ans 34iNCHeHHs hapmakoHarnsgy B
YKpaiHi
16. ALUKNOBIP Kpem ans Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHSA 3MiH 00 peecTpauinHnX maTepianis: 6e3 UA/14085/01/01
BENYNO 30BHILLUHBLOIO nikn Ta KOCMeTuKa, Aa.4a. 3MiHu | Tuny - 3miHn wopo 6esnekn/edPeKTNBHOCTI Ta peuenma
3actocyBaHHs 5 % KOCMeTHKa, dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
no2rabonobr, a.ao. npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
abo no 10 ry Ty6i; npo cuctemy apMakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
no 1 1y6i B BiANOBIAanNbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHOT
KapTOHHIN nayui ocobu 3 hapmakoHarnsgy 3asBHUKa AN 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
YNOBHOBaXEHOT 0cobWu, BignoBiganbHoi 3a 34iNCHEHHS
apmakoHarnsigy (Bkovakoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-darina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVUKa Ans 3A4iINCHEeHHS
capmakoHarnagy B YkpaiHi. [MponoHoBaHa pepakuis: Iwyk
Hatanka MNeTpiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTAKTHOI 0cobu 3
hapMakoHarnsgy 3asBHUKA Ans 34iNCHEHHs hbapmakoHarnsgy B
YkpaiHi
17. BAPBITOH PO34NH ANS iH'eKUiN, MpuBaTHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/3218/02/01
5 mr/Mn no 2 mn B akuioHepH akuioHepHe 3 akocTi. Ceptudpikat BignosigHocTi/lE-cepTudikat BignosigHocTi peuenmom
amnyni: no 5 a6o no e TOBapUCTBO €Bponeickkiii hapmakonei/MoHorpadii. 3miHW, noB'ssaHi 3
10 a6o no 100 TOBapUCTB "Ilekxim - Xapkis" HeobXigHICTIO NpuBeAeHHSs Y BiANOBIAHICTL A0 MoHorpadii APY
amnyn y nayui 3 o "Nekxim - abo E€sponeiicbkoi hapmakonei, abo iHLWOT HaLioHanbHOT
KapTOHY; Xapkis" hapmakonei aepxasu E€C (3miHa y cneundikauisix, nos'sasaHa 3i

no 2 Mn B amnyni:
no 5 amnyny
6nictepi: no 1 abo 2
6nictepu B nayui 3
KapTOHY

3miHamu B [1PY, abo €sponenchkint hapmakonei, abo iHLwin
HauioHanbHi bapmakonei gepxasu €C) - CynyTHS 3miHa - 3MiHK 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat BianoBiaHOCTI
€sponeicbkin dapmakonei/MoHorpadii. 3mMiHn, nos'a3aHi 3
HeoOXiAHICTIO NpuBeaeHHS Y BiANoBIgHICTb A0 MoHorpadii PY
abo €Bponeiicbkoi hapmakonei, abo iHLWOoi HauioHanbHoT
dapmakonei aepxasun €C (iHWi 3MiHK) - NpUBeAEHHS cneumdikaii
Ta MeTOpAIB KOHTPOSIO Ha Aitovy PevOBUHY Y BiANOBIAHICTb A0
MoHorpadii €sp.Papm. 2139 Vinpocetine aitouoro BuaaHHsi; aminu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTi/lE-cepTudikat
BignoBigHoOCTi €Bponelickkin hapmakonei/moHorpadii. MoaaHHA
HoBOro abo OHOBMNEHoro cepTudikaTa BignosigHocTi abo
BUINMyYeHHS cepTudikarta BignoBigHOCTI €Bponencbkin dapmakonei:




ITponoBxkeHHs nogaTka 3

Ne
n/n

Haszea
JNiKapcbKo20
3acoby

®Popma surnycky

3asieHuK

KpaiHa

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo20
noceid4yeHHs1

ansa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOIo
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Ans
[OOMOMIKHOT peyoBUHM (cepTudikaT BigNoBiAHOCTI EBpONENChKil
dapmakonei) - HoBun ceptudikart Bif BXXe 3aTBEPAKEHOIO
BMpOGHMKa - MNopgaHHS HOBOro cepTudikaTy BiANOBIAHOCTI
€ponevicbkoi papmakonei Ne RO-CEP 2016-251-Rev 00 Big Bxe
3aTBepaxeHoro BupobHuka A®I BiHnoueTtuHy Linnea S.A.,
Lseriuapis; 3miHu | Tuny - AgMiHicTpaTuBHI 3MiHW. 3MiHa Ha3BuM
nikapcbKkoro 3acoby - 3MiHa Ha3BU nikapcbKoro 3acoby y 3B'A3Ky 3
npoBeAeHUMN MapKETUHIOBUMUN JOCHIMKEHHAMN. 3aTBEpAXKEHO:
BIHMOLUETWH (VINPOCETINE) 3anponoHosaHo: BAPBITOH
(BARVITON) BBeaeHHs 3MiH npoTsarom 3-x micsuiB nicns
3aTBEPAXEHHS

18.

BENOrEHT

ma3b no 15 r a6o 30
ry Ty6i; no 1 Ty6i B
KapTOHHIW nayui

Benyno,
nikn Ta
KOCMeTHKa,
a.a.

Xopsgaris

Benyno, nikv Ta
kocmeTuka, A.4.

Xopsaris

BHECEHHS 3MiH IO peecTpaLinHuX maTepianis:
3MiHM | TUNy - 3mMiHK Wwopao 6eanekun/edekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHuX
npo cuctemy dapMakoHarnsagy (BBe4EeHHS y3aranbHEeHUX JaHnX
npo cucteMy chapmakoHarnsigy, 3MiHa ynoBHoBaXeHoi ocobu,
BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 3A4IMCHEHHS
dapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSsI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaiina cucteMu dapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa Ans 34iINCHEHHS
dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pepakuis: Iwyk
Hatanka MNeTpiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTAKTHOI 0cobu 3
dapmMakoHarnagy 3asiBHUKa Ans 34iNCHeHHs papmakoHarnsgy B
YKpaiHi

3a
peuermom

UA/10920/02/01

19.

BIHOKPUT®

PO34UH ONs iH'eKUin,
84 wmkr/mn; no 0,8
mn (8000 MO) a6o 1
mn (10000 MO)
pO34MHy NS iH ekuin
B nonepegHsbo
3anoBHEHOMY,
rpagynoBaHoMy
Lwnpwui,
OCHalLeHoMy
MOPLUHEM,
iH’EKLNHOIO rOKOH,
KOBMaykoM Ta
3aXUCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLKOXXEHHIO
ronKoto nicris
3acTocyBaHHsi, abo
6e3 Hboro; no 1
LUNPULLY Y KOHTYPHIN
GnicTepHii ynakoBLuyj;
no 1 KOHTYpHIN

CaHpos
m6X

ABcTpis

BiANOBiganNbHWI 3a
BUPOBHMLTBO,
nakyBaHHs1,
KOHTPOIb cepii:
A [0i Ti Bionorika
'm6X, HimeuunHa;
BiANOBiganNbHW 3a
BUMYCK cepii:
CaHpo3 'm6X -
BN WadTeHay,
ABcTpis

HimeuunH
al
ABcTpis

BHECEHHS 3MiH [0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn
3 skocTi. [0TOBMI nikapcbkuii 3aci6. 3miHM y BUPpOBHMLUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPOMO
SIKOCTi rOTOBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHs
BMpPOOHUKA, LLIO BiANOBiAae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKIT04aK0UM KOHTPOIb/BUNPOOYyBaHHSA cepii - 3amMiHa BUPOOHWKa,
BignosigansHoro 3a Bunyck cepii Cangos Mv6X - BIN KyHane, Ha
CaHnpos 'mM6X - Bl WadpTteHay; 3minum | Tuny - AgmiHicTpaTuBHi
3MiHU. Buny4eHHs BUPOOHNYOI AinbHULI (BKNOYa4YM AinbHULi ons
A®I, npomixkHoro NpoAykTy abo roToBoro nikapcbkoro 3acoby,
OinbHULI ANSA NpoBeAeHHS NaKyBaHHSA, BUPOOHMKa,
BigMnoBiganbHOro 3a BMMNyCK cepiii, MicLie NPOBEAEHHS KOHTPOO
cepii) abo noctayanbHWka BUXigHOTO MaTepiany, peareHTy abo
OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCHE) - BUITYYEHHS
BupobHuka M MpeHuax MpoagakwHa MM6X, BignosigansHoro 3a
BTOPUHHE NaKyBaHHS

3a
peuenmom

UA/12383/01/01
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1

GnicTepHii ynakoBLi
Y KapTOHHIl KopobLi;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), abo no
0,8 mn (8000 MO),
abo 1 mn (10000
MO) posuuHy ans
iH’exUin B
nonepeaHLO
3arnoBHEHOMY,
rpagynosaHoMy
Lwnpwui,
OCHalLLieHOMy
nopLUHEM,
iH’EKLINHOIO rOnKoto,
KOBMa4kom Ta
3aXUCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLUKOAXKEHHIO
rofKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LINpu1La Yy KOHTYPHIN
OnicTepHin ynakoBLyj;
Mo 2 KOHTYPHI
GnicTepHi ynakoBku
B KapTOHHIl kopobui

20. BIHOKPUT® PO34YUH ONS iH'eKUin, CaHpos ABcTpig BiANOBIgAanNbHWI 3a HimeuunH BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 m6X BMPOGHMUTBO, al 3 aKkocTi. FoToBMIA Nnikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa peuenmom
mn (1000 MO) abo nakyBaHHS, ABcTpis iMnopTepa/aMiHn, L0 CTOCYIOTBCSA BUMYCKY Cepii Ta KOHTPOIO
no 1 mn (2000 MO) KOHTpOrb cepii: SIKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa abo foaaBaHHS
pO34MHy ONs iH eKuin An [0i Ti bionorika BMPOOHUKa, Lo BignoBiaae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
B norepegHbLo 'm6X, HimevuunHa; BKJT04aI04M KOHTPOIb/BMNPoOyBaHHSA cepii - 3amiHa BUPOOHWKa,
3arnoBHEHOMY, BiANOBIgAanNbHMI 3a BignosigansHoro 3a Bunyck cepii Cangos Mv6X - BN KyHane, Ha
rpagynoBaHoMy BUMYCK cepii: Canpos 'mbX - Bl WadteHay; amiHu | Tuny - AaMiHicTpaTuBHi
Lwnpwui, Canpgos M'mbX - 3MiHW. BunyyeHHs BUpoBHMYOT AinbHULI (BKNIOYAuM AiNbHULI 4N
OCHaLLeHoMy BN WadpTteHay, A®I, npomixkHOro NpoaykTy abo roToBoro nikapcbKoro 3acoby,
nopLUHEM, ABCTpis OinNbHULI ANs NpoBeAeHHs NaKyBaHHS, BUPOOHUKa,
iH’EKLIIHOIO rOrKoto, BiaMNoBiAanbHOro 3a BMMNyCK cepiii, MicLie NPOBEAEHHS KOHTPOO
KOBMa4vkoM Ta cepii) abo noctayanbHWka BUXiAHOTO MaTepiany, peareHTy abo
3aXUCHUM OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCHE) - BUNYYEHHS
NPUCTPOEM ANA Bupo6Huka M MpeHuax MpoagakwHa MM6X, BignosigansHoro 3a
3anobiraHHs BTOPWHHE NaKyBaHHSA
MOLLUKOAXKEHHIO

ronkoto nicns
3acTocyBaHHsi, abo
6e3 Hboro; no 3
LUNpULA Y KOHTYPHIN
GnicTepHi ynakoBLuyj;
N0 2 KOHTYPHI




ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
GnicTepHi ynakoBku
Y KapTOHHIN kopobui
21. BIHOKPUT® PO34UH ONs iH'eKUin, CaHpos ABcTpig BiANOBIganNbHWI 3a HimeuunH BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/12383/01/03
336 mkr/mn; no 0,5 m6X BMPOGHMUTBO, a/ 3 aKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHa peuenmom
mn (20000 MO) a6o nakyBaHHS, ABcTpis iMnopTepa/aMiHn, L0 CTOCYIOTBCSA BUMYCKY Cepii Ta KOHTPOIO
no 0,75 mn (30000 KOHTpOnb cepil: SIKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa abo foaaBaHHS
MO), abo no 1 mn An i Ti Bionorika BMPOOHUKa, Lo BignoBiaae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
(40000 'm6X, HimevuunHa; BKJT04aI04M KOHTPOIb/BMNpoOyBaHHSA cepii - 3amMiHa BUPOOHWKa,
MO) po3uuHy ans BiANOBiganNbHM 3a BignosigansHoro 3a Bunyck cepii Cangos Mv6X - BIN KyHane, Ha
iH’ekuin B BUMYCK cepii: Canpos 'mbX - Bl WadteHay; amiHum | Tuny - AaMiHicTpaTuBHi
nonepeaHL0 Canpgos M'mbX - 3MiHW. BunyyeHHst BUpoBHMYOT AinbHULI (BKNIOYAuM AiNbHULI 4N
3arnoBHEHOMY, BN WadpTteHay, A®I, npomixkHOro NpoaykTy abo roToBoro nikapcbKoro 3acoby,
rpagynoBaHoMy ABcCTpis OinNbHULI ANs NpoBeAEeHHs NaKyBaHHS, BUPOBHUKa,
Lwnpwui, BiaMNoBiAanbHOro 3a BMMNyCK cepiii, MicLie NPOBEAEHHS KOHTPOO
OCHaLLeHoMy cepii) abo noctayanbHWka BUXiAHOTO MaTepiany, peareHTy abo
nopLUHEM, OOMOMDKHOI PEYOBUHM (SIKLLO 3a3HAYEHO Y JOCLE) - BUNYYEHHS
iH’EKLIIHOIO rOrnKoto, Bupo6Huka M MpeHuax MpoagakwHa MM6X, BignosigansHoro 3a
KOBMaykoMm Ta BTOPWHHE NaKyBaHHA
3aXMUCHUM
NPUCTPOEM ANS
3anobiraHHs
MOLLKOAXKEHHIO
rorKoto nicris
3acTocyBaHHs, abo
6e3 Hboro; no 1 abo
no 3 nonepegHLO
3anoBHeHMX Wwnpuua
Y KOHTYpHI#
OnicTepHin ynakoBLyj;
no 1 (1 wnpuy y
KOXHil) abo no 2 (3
LUNPULLA Y KOXHIW)
KOHTYPHI 6nicTepHi
yNakoBKU B
KapTOHHI Kopobui
22. BIHOKPUT® PO34MH ONs iH'eKUin, CaHpos ABcTpis BiANOBiganNbHW 3a HimeuunH BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3a UA/12383/01/01
84 wmkr/mn; no 0,8 M6X BUPOBHMLTBO, al/ ABcTpis 3MiHuM | TUNY - 3MiHM B IHCTPYKLIii ANS MeAWYHOro 3aCTOCYBaHHS B peuenmom
mn (8000 MO) a6o 1 nakyBaHHS, po3ginu "OcobnmeocTi 3acTocyBaHHsA" Ta "lNobiyHi peakuii” y

mn (10000 MO)
pO34MHy ANs iH'eKuin
B nonepegHsLo
3anoBHEHOMY,
rpagynoBaHoMy
Lwnpwui,
OCHalLeHoMy
MOPLUHEM,
iH'€KLIHOLO ronKoto,
KOBMaykoM Ta
3aXMCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLIKOAXXEHHIO

KOHTpONb cepii: A
Li Ti bionorika
'm6X, HimeuunHa;
BiANOBiganNbHW 3a
BUMYCK cepii:
CaHpo3 'm6X -
BN WadTeHay,
ABcTpis

BiQNOBIAHOCTI 4O MaTepianiB peecTpauiiHoro 4ocke




ITponoBxkeHHs nogaTka 3

Ne
n/n

Haszea
JNiKapcbKo20
3acoby

®Popma surnycky

3asieHuK

KpaiHa

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo20
noceid4yeHHs1

rofKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 1
LINPULY Y KOHTYPHIN
OnicTepHin ynakoBLyj;
no 1 KOHTYpHIn
GnicTepHin ynakoBLji
Y KapTOHHIl KopobLi;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), abo no
0,8 mn (8000 MO),
abo 1 mn (10000
MO) posuuHy ans
iH'exkuin, B
nonepeaHLO
3arnoBHEHOMY,
rpagynosaHoMy
Lwnpwui,
OCHalLLieHOMy
nopLUHEM,
iH’EKLIHOIO rOnKoto,
KOBMa4kom Ta
3aXMCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLUKOAXKEHHIO
rofKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LINpu1La Yy KOHTYPHIN
OnicTepHin ynakoBLyj;
Mo 2 KOHTYPHI
GnicTepHi ynakoBku
B KapTOHHIl kopobui

23.

BIHOKPUT®

PO34YUH ONS iH'eKUin,
16,8 mkr/mn; no 0,5
mn (1000 MO) abo
no 1 mn (2000 MO)
PO34MHy ANs iH'eKuin
B nonepegHbo
3arnoBHEHOMY,
rpagynoBaHoMy
Lwnpwui,
OCHalLeHoMy
MOPLUHEM,

iH €KLIHOO ronKoto,
KOBMa4ykoM Ta
3aXMCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLIKOXKEHHIO

CaHpos
'mBeX

ABcTpig

BiANOBIgAanNbHMI 3a

BMPOGHMUTBO,
nakyBaHHS1,

KOHTpOnb cepii: A

Li Ti bionorika

'm6X, HimeuunHa;
BiANOBiAanNbHW 3a

BUMYCK cepii:
CaHpo3s 'M6X -
BN WadpTeHay,

ABcCTpis

HimeyuuH
al ABcTpis

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis:
3MiHKM | TUNY - 3MiHM B IHCTPYKLIiT ANS MeAWNYHOro 3aCTOCYBaHHS B
po3ginu "OcobnmeocTi 3acTocyBaHHsA" Ta "lNobiyHi peakuii” y
BiQNOBIAHOCTI 4O MaTepianiB peecTpauiiHoro 4ocke

3a
peuenmom

UA/12383/01/02




10 ITponoBxkeHHs nogaTka 3

Ne Haszea 3asieHuK
n/n JNiKapcbKo20

3acoby

BupobHuk Peecmpauitina npoyedypa Ymoeu Homep
eionycky peecmpauyitiHo2o

noceid4yeHHs1

®Popma surnycky KpaiHa Kpaina

rofKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LINpu1La Yy KOHTYPHIN
OnicTepHin ynakoBLyj;
Mo 2 KOHTYPHI
GnicTepHi ynakoBku
Y KapTOHHI kopobui

24. | BIHOKPUT® HimeuunH UA/12383/01/03

al ABcTpis

ABcTpig BiANOBiganNbHM 3a
BMPOGHMUTBO,
nakyBaHHs1,
KOHTpOnb cepii: A
Li Ti bionorika
'm6X, HimeuunHa;
BiANOBiganNbHWI 3a

BHECEHHS 3MiH 0O peecTpauinHnx maTepianis: 3a
3MiHKM | TUNY - 3MiHW B IHCTPYKLIii ANS MEAWYHOro 3aCTOCYBaHHS B peuenmom
po3ginu "OcobnmeocTi 3acTocyBaHHsA" Ta "lNobiyHi peakuii” y
BiQNOBIAHOCTI 4O MaTepianiB peecTpauiiHoro 4ocke

CaHpos
'meX

PO34YUH ONS iH'eKUin,
336 mkr/mn; no 0,5
M (20000 MO) abo
no 0,75 mn (30000
MO), abo no 1 mn
(40000 MO)
PO34MHYy ANs iH'eKuin

B nonepeaHLo
3anoBHEHOMY,
rpagynosaHoMy
wnpwui,
OCHalLLleHOMY
nopLUHEM,
iH’EKLINHOIO rOnKoto,
KOBMa4ykoM Ta
3aXCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLUKOAXKEHHIO
ronkoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 1 abo
no 3 nonepeaHLO
3anoBHEHWX Wnpuua
Y KOHTYpHI#
GnicTepHii ynakoBLuyj;
no 1 (1 wnpuy y
KOXHi) abo ro 2 (3
Linpurua y KoxHin)
KOHTYPHi 6nicTepHi
yNaKoBKM B
KapTOHHI Kopobui

BUMYCK cepii:
CaHpo3s 'mbX -
BN WadpTteHay,

ABcCTpis

25.

BIHOKPUT®

pO34MH Ang iH'ekuin,
84 mkr/mn; no 0,8
mn (8000 MO) a6o 1
mn (10000 MO)
PO34MHy ANs iH'ekuin
B nornepeaHLo
3arnoBHEHOMY,
rpagynosaHoMy
Lwinpwui,
OCHaLLeHoMy
MopLUHEM,

iH EKLIINHOIO rONKoto,

CaHpos3
'm6X

ABcTpis

BignoBsiganbHUn 3a

BUPOBHMLTBO,
nakyBaHHs,

KOHTpOnb cepii: Al

Li Ti bionorika

'M6X, HimeuunHa;
BignoBsiganbHUn 3a

BUMYCK cepii:
CaHpo3 'mbX -
Bl Wadtenay,

ABcTpis

HimeuunH
al ABcTpisi

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TNy - 3mMiHa y meToAax BUNpobyBaHHA roToBOro
nikapcbkoro 3acoby - 3miHa B MeToauui igeHTudikauii 13ogopmy
(kaninspHuii enekTpodopes), 30KpemMa Ans po3aineHHs
3acTocoByBaBcs kaninsap 50 MKM, a NPONOHYETLCS Kaninsap 75 MK,
OCKiNbKW BiH NOKa3ye MeHLLY BapiabenbHiCTb Big cepii 4o cepii, a
TaKOX OCKiNbKM BiH B)XE 3aCTOCOBYETbLCS Y BiAMOBIAHI MeToauMLui
ans A®l; aminm | Tuny - 3MiHKM B npoueci BUpobHuuTBa AdI - 3miHa
06 emy KynbTypu Mig Yac npurotyBaHHs iHOKynATy B SC4; 3miHu |
TUMy - 3MiHn B npoueci BupobHuutea A®| (HesHayHa 3miHa y
npoueci BupobHuutea Adl) - dinbTpauis Bpoxato; 3amiHu | Tuny -
3MiHu B npoueci BupobHuuTea APl - TponoHyeTbCA BUKOPUCTaHHS

3a
peuernmom

UA/12383/01/01
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ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
KOBMaykoMm Ta anbTepHaTUBHUX OJHOPA30BKX NaKETIB AN NPOMDKHUX NPOAYKTIB,
3aXUCHUM NOXWBHOIO cepeaoBuLLa i po3unHis/ Bydepis, aki
NPUCTPOEM Ans BMKOPWCTOBYIOTECS B MPOLIECi BUPOOHULTBA, B TOMY YWCHi ANA TWX,
3anobiraHHs AKi goci 36epiranuck nuLe B EMHOCTSX 3 HepxaBito4oi cTani. [JaHa
NOLLUKOXXEHHIO 3MiHa He BNNMBaeE Ha NapameTpy NPoLEeCy | KOHTPOMb B NPOLECI
ronkoto nicns BMPOOHMLITBA. TEXHONOTiS BUKOPUCTAHHA OQHOPA30BMX NaKeTiB
3acTocyBaHHsi, abo BXe BignpauboBaHa Ans BUpoOGHULUTBA Ajtoyoi pevoBuHn HX 575
6e3 Hboro; no 1 DS ans npoMixkHUX NpoAyKTiB, MOXMBHOIO cepefoBuLLa i OAHOMO 3
LUNPULY Y KOHTYPHIN pO34nHiB; 3MiHK | TMNy - 3MiHa y meTopax BunpobysaHHst AP| abo
GnicTepHii ynakoBLuj; BUXiOHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
no 1 KOHTYpHIN BMKOPMCTOBYETLCS y npoLieci BupobHuuTea AdI - 3amiHa B meToaui
6nicTepHin ynakoBLj BunpobyBaHHsa A®I size exclusion chromatography (SEC) (3miHa
Y KapTOHHIN kopobLi; napameTpiB KOMOHKM, ONTUMI3aLlisi npoboniaroToBku, agantauis
no 0,4 mn (4000 pyxomoi a3u i yacy xpomaTorpadpyBaHHs, AOMOBHEHHSA KpUTEPIiB
MO), a6o 0,6 mn npuaaTHocTi cuctemu); 3aminm Il Tuny - 3miHa y meTogax
(6000 MO), abo no BunpobyBaHHsA A®l abo BuxigHOro matepiany/npomixkHoro
0,8 mn (8000 MO), NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi BUPOOHMLUTBA
abo 1 mn (10000 A®I - 3miHa B MeToai BUNpobyBaHHs Aitoyoi peyoBuHu Host Cell
MO) po3uunHy ans Protein Enzyme Linked Immunosorbent Assay (HCP-ELISA)
iH'exuin, B (3okpema BukopmcToByeTbCA HoBUM HCP ctaHgapT i Hosi anti-HCP
nonepegHL0 aHTiTina (3MiHa KNiTUH-Xa3siiHa 3 KO3u Ha Kporuka)
3anoBHEHOMY,
rpagynioBaHoMy
Lwnpuui,
OCHalLLleHOMY
MopLUHEM,
iH'€KLIIHO0 rOfKoI0,
KOBMaykoMm Ta
3aXUCHUM
NPUCTPOEM Ans
3anobiraHHs
MOLLKOKEHHIO
ronkoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LLINPULA Y KOHTYPHIN
GnicTepHii ynakoBLuyj;
MO 2 KOHTYPHiI
GnicTepHi ynakoBku
B KAPTOHHI kopobLi
26. BIHOKPUT® pO34uMH Ang iH'ekuin, CaHpgos ABCTpis BignosiganbHui 3a | HimewyunH BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 'm6X BUPOGHMLTBO, al ABcTpisi 3MiHM | TNy - 3mMiHa y MeTodax BUNpobyBaHHS roToBOro peuenmom
mn (1000 MO) abo nakyBaHHs, nikapcbkoro 3acoby - 3MiHa B MeToauLi igeHTudikauii 13ocopmy

no 1 mn (2000 MO)
PO34MHYy ANs iH'eKuin
B nornepeaHLo
3arnoBHEHOMY,
rpagynosaHoMy
wnpwui,
OCHaLLeHoMy
MopLUHEM,
iH’EKLLIIHOIO rONKOH0,

KOHTpOnb cepii: A
Li Ti bionorika
M6X, HimeuunHa;
BignoBiganbHU 3a
BUMYCK cepii:
Canpgos M'mbX -
Bl Wadptenay,
ABcTpig

(kaninsipHWn enekTpodopes), 30kpema A1 PO3AINEHHsI
3acTocoByBaBcs kaninsap 50 MKM, a NPONOHYETLCS Kaninsap 75 MK,
OCKinbKu BiH Nnokasye MeHLUy BapiabenbHicTb Bia cepii 4o cepii, a
TaKOX OCKiNbKM BiH BXXE 3aCTOCOBYETbLCS Y BiAMOBIAHIM MeToaMLj
ans A®l; aminm | Tuny - 3MiHKM B npoueci BUpobHuuTea AP - 3miHa
06" eMy KynbTypu Mif Yac NpUroTyBaHHs iHOKynsiTy B SC4; 3miHu |
TUMy - 3MiHn B npoueci BupobHuutea A®| (HesHayHa 3miHa y
npoueci BupobHuutea Adl) - dinbTpauis Bpoxato; 3amiHu | Tuny -
3MiHM B npoueci BupobHuuTea APl - NponoHyeTbCA BUKOPUCTAHHS
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ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
KOBMaykoMm Ta anbTepHaTUBHUX OJHOPA30BKX NaKETIB AN NPOMDKHUX NPOAYKTIB,
3aXUCHUM NOXWBHOIO cepeaoBuLLa i po3unHis/ Bydepis, aki
NPUCTPOEM Ans BMKOPWCTOBYIOTECS B MPOLIECi BUPOOHULTBA, B TOMY YWCHi ANA TWX,
3anobiraHHs AKi goci 36epiranuck nuLe B EMHOCTSX 3 HepxaBito4oi cTani. [JaHa
NOLLUKOXXEHHIO 3MiHa He BNNMBaeE Ha NapameTpy NPoLEeCy | KOHTPOMb B NPOLECI
ronkoto nicns BMPOOHMLITBA. TEXHONOTiS BUKOPUCTAHHA OQHOPA30BMX NaKeTiB
3acTocyBaHHsi, abo BXe BignpauboBaHa Ans BUpoOGHULUTBA Ajtoyoi pevoBuHn HX 575
6e3 Hboro; no 3 DS ans npoMixkHUX NpoAyKTiB, MOXMBHOIO cepefoBuLLa i OAHOMO 3
LLINPULA Y KOHTYPHIN pO34nHiB; 3MiHK | TMNy - 3MiHa y meTopax BunpobysaHHst AP| abo
GnicTepHii ynakoBLuj; BUXiOHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
MO 2 KOHTYPHiI BMKOPMCTOBYETLCS y npoLieci BupobHuuTea AdI - 3amiHa B meToaui
GnicTepHi ynakoBku BunpobyBaHHsa A®I size exclusion chromatography (SEC) (3miHa
Y KapTOHHI kopobLi napameTpiB KOMOHKM, ONTUMI3aLlisi npoboniaroToBku, agantauis
pyxomoi a3u i yacy xpomaTorpadpyBaHHs, AOMOBHEHHSA KpUTEPIiB
npuaaTHocTi cuctemu); 3aminm Il Tuny - 3miHa y meTogax
BunpobyBaHHsA A®l abo BuxigHOro matepiany/npomixkHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi BUPOOHMLUTBA
A®I - 3miHa B MeToai BUNpobyBaHHs Aitoyoi peyoBuHu Host Cell
Protein Enzyme Linked Immunosorbent Assay (HCP-ELISA)
(3okpema BukopucToByeTbest HoBuii HCP ctangapT i Hosi anti-HCP
aHTiTiNa (3MiHa KniTMH-xassiHa 3 KO3 Ha Kponuka)
27. BIHOKPUT® pO34MH Ang iH'ekuin, Canpos ABcCTpis BignosiganbHun 3a | HimevyunH BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/12383/01/03
336 mkr/mm; mo 0,5 m6X BMPOGHMLTBO, al Asctpis 3MiHM | TUNy - 3mMiHa y MeToAax BUNpobyBaHHSA roToBOro peuernmom
mn (20000 MO) a6o nakyBaHHs1, nikapcbKkoro 3acoby - 3MiHa B MeToauui igeHTudikauii 13ochopmy

no 0,75 mn (30000
MO), abo no 1 mn
(40000 MO)
PO34MHy ANns iH'eKuin
B nonepeaHbL0
3anoBHEHOMY,
rpagynoBaHoMy
Lwnpwui,
OCHalLeHoMy
MOPLUHEM,
iH’EKLNHOIO rOrKOoH,
KOBMaykoM Ta
3aXMCHUM
NMPUCTPOEM ANs
3anobiraHHs
MOLLKOAXXEHHIO
ronkoto nicns
3acTocyBaHHsi, abo
6e3 Hboro; no 1 abo
no 3 nonepegHLO
3arnoBHEHWX LWnpuua
Y KOHTYPHI#
OnicTepHin ynakoBLyj;
no 1 (1 wnpuy y
KOXHil) abo no 2 (3
LUNpULA Y KOXHIWA)
KOHTYPHI 6nicTepHi
yNaKoBKU B

KOHTpoOnb cepii: An
[i Ti bBionorika
'mM6X, HimewumHa;
BiANOBiAanbHUA 3a
BMNYCK cepil:
Canpgos M'mbX -
Bl WadTeHay,
ABcTpis

(kaninspHun enekTpodopes), 30kpema AN PO3AiNeHHs
3acTocoByBaBcs Kaninap 50 MKM, @ NponoHyeTbCS Kaninap 75 Mk,
OCKiNbKM BiH NMoka3ye MeHLLy BapiabenbHiCcTb Bif cepii Jo cepii, a
TaKOX OCKifMbKM BiH BXX€ 3aCTOCOBYETbLCS Y BIiAMOBIAHIV MeToaMLj
ansa A®l; amivm | Tuny - 3miHn B npoueci BupobHuutea A®I - amiHa
06" eMy KynbTypu Mig 4Yac NpUroTyBaHHs iHOKynsTy B SC4; 3miHu |
TUMy - 3MiHU B npoueci BUpobHuuTea A®| (He3HayHa 3miHa y
npoueci BupobHuutea Adl) - dinbTpauis Bpoxato; 3amiHu | Tuny -
3MiHM B npoueci BupobHuutea APl - NponoHyeTLCA BUKOPUCTaHHS
anbTepHaTUBHMX OOHOPA30BMX NaKeTiB AN NPOMDKHUX NPOAYKTIB,
NOXWBHOIO cepeaoBuLLa i po3unHis/ Bydepis, aki
BUKOPWCTOBYIOTECS B MPOLIECi BUPOOHULTBA, B TOMY YMCHi ANSA TWX,
sIKi goci 36epiranuck NuLle B EMHOCTSIX 3 HepxaBitoyoi cTani. [laHa
3MiHa He BNMBAaeE Ha NapaMeTpu NPoLecy i KOHTPOIb B NMPOLECI
BMPOOHMLTBA. TEXHONOTiS BUKOPUCTAHHA OQHOPA30BMX NaKeTiB
BXe BignpaLboBaHa Ans BUpoOGHULTBA Ajtoyoi pevoBuHn HX 575
DS ans npomikHUX NPOAYKTIB, MOXWBHOIO CEpeAoBMLLa i OAHOrO 3
pO34nHiB; 3MiHK | TMNy - 3MiHa y meTopax BunpobysaHHst AdP| abo
BUXiOHOrO MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCS y npoeci BUpobHuuTea AP| - 3miHa B meToaui
BunpobyBaHHsa A®I size exclusion chromatography (SEC) (3miHa
napameTpiB KOMOHKM, ONTUMI3aLlisi npoboniaroToBku, agantauis
pyxomoi ¢a3u i yacy xpomaTorpadpyBaHHs, AOMOBHEHHSA KpUTEPIiB
npuaaTHocTi cuctemun); 3aminm Il Tuny - 3miHa y meTogax
BunpobyBaHHs A®l abo BuxigHoOro matepiany/npomixkHoro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi BUPOOHMLUTBA
A®I - 3miHa B MeToai BUNpobyBaHHs Aitoyoi peyoBuHu Host Cell
Protein Enzyme Linked Immunosorbent Assay (HCP-ELISA)
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ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
KapTOHHI kopobui (3okpema BukopucToByeTbcs HoBun HCP ctaHgapT i Hosi anti-HCP
aHTiTiNna (3MiHa KMiTUH-Xxa3siiHa 3 KO3W Ha Kporuka)
28. BICAKOOQUN MOPOLLOK MpuBaTHe YkpaiHa Kambpekc ITanis BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3mMiHu | Tuny - - UA/12972/01/01
(cybeTaHuis) y akuioHepH Mpodapmako AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
NoABINHMX NakeTax 3 e Minaro C.p.Jl. 3asBHMKA (BracHMKa peecTpalinHOro NocBigvYeHHs) - 3MiHa
nonieTuneHy ans TOBapUCTB HalMeHyBaHHs Ta agpecu 3asiBHUKa
hapmMaLeBTUYHOTO o “Ilekxim —
3aCTOCyBaHHs Xapkis”
29. BiconrPonon - Tabnetku no 10 wmr, AT YkpaiHa AT "KUIBCbKN YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/8672/01/02
KB no 10 Tabnetok y "KUIBCbK BITAMIHHAIA 3MiHu | TUNY - 3MiHa po3mipy cepii (BknoYaoun gianasoH po3mipy peuenmom
6nictepi; no 3 1% 3ABOO" cepil) rotToBoro nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
6nictepu y navui BITAMIHH NMOPIBHSIHO i3 3aTBEPAXXEHUM PO3MipOM) - BBEAEHHS [0AaTKOBOro
i po3mipy cepii 30 000 ynakoBOK 40 BXe 3aTBEPAXEHOro po3mipy
3ABOO" cepii 15 000 ynakoBOK
30. BI®PEH® kancynu no 250 mr TOB YkpaiHa TOB "®apma YkpaiHa BHECEeHHS1 3MiH 40 peecTpaLiiHux maTtepianis: 6e3 UA/12087/01/01
no 10 kancyn y "®apma Crapt” 3MiHM | TUNy - 3MiHa y napameTpax crneundikadin Ta/abo peuernma
6nicrepi; no 1 abo Crapt" OONyCTUMMX MEX, BU3HAYEHUX Yy crneumndikalisx Ha AP, abo
no 2 6nictepu B BVXiAHWA/NPOMIDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
KapTOHHIM nayui npoueci BupobHuutea APl - BunyyeHHs 3i cneumdikadii ADI
nokasHuka «Po34YMHHICTbY OCKiNbKW BianoBigHo Bumoram oY
OaHW NOKa3HMK Mae peKOMeHA0BaHWUN XxapakTep; 3MiHu | Tuny -
3MiHa y napameTpax cneumdikauin Ta/abo 4oNyCTMMUX MeX,
BU3HaYeHUx y cneundikauisx Ha APl - foNoBHEHHS crneumdikaLii
BXiHOro koHTponto Ad| deHibyTy BupobHMUTBa TOB «®apmxim»,
YkpaiHa: «TemnepaTtypa nnasneHHs», «[1po3opicTb po3ynHy»,
«KonbopoBicTb po3unHy», «3anizo» Ta «CynbdgaTHa 3ona» 3 —
KOHTPOSb (Pi3MKO-XiMIYHMX NOKA3HUKIB SKOCTi NPOBOAUTLCS B
pPeXuMi MOHITOPUHrY, ane He pigwe 1 pasy Ha pik. B iHwunX
BMNagKax pesynbTaTh KOHTPOI0 NEPEHOCATLCS i3 cepTudikaTy
sKkocTi BUpobHuka A®| B AHanitnyHui 3BiT TOB «Papma Ctapt»
31. | BNOripP-3 Tabnetku, Wo Benyno, Xopsaris Benyno, nikv Ta Xopsarisi/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: bes UA/15359/01/01
OUCNepryTbes B nikn Ta KocMeTuka, 4.4., peuia 3MiHn | TUNy - 3miHK wopao 6eanekun/edekTMBHOCTI Ta peuenma
POTOBI NOPOXHUHI, KOCMeTHKa, XopsarTis papmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHuX
no 5 mrno 10 a.a. (BTOPUHHE npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHnX
Tabnetok y 6nictepi; nakyBaHHs, npo cuctemMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobw,
no1a6ono3 BiANOBiAanbHWUA 3a BiANOBiAanbHOI 3a 34iNCHEeHHA hbapMmakoHarnagy; KOHTakTHOI
Gnictepn y BUNYCK cepii); ocobu 3 papmakoHarnagy 3asBHVUKa ANS 3AIMCHEHHS
KapTOHHIN nayui xeHedbapm CA, hapmakoHarnsgy B YKpaiHi, SKLWo BOHa BigMiHHa Bif,
peLis (BMpOBHUK YMNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 30iCHEHHSsI
roToBOro dapmakoHarnsagy (BkIo4aouy KOHTaKTHI AaHi) Ta/abo 3miHn y
nikapcbKoro po3MilLeHHi MacTep-gaina cucteMu dapmakoHarnsay) - 3miHa
3acoby, nepBUHHE KOHTaKTHOI 0cobu 3 hapmakoHarnsiay 3asiBHVKa Anst 34iINCHEHHS
nakyBaHHs1) dapmakoHarnsgy B Ykpaini. NponoHoBaHa peaakuisi: Iwyk
Hatanka MNeTpiBHa. 3MiHa KOHTAKTHUX A@HNX KOHTAKTHOI 0CObu 3
dapMakoHarnagy 3asiBHUKa Ans 34iNCHeHHs bapmakoHarnsgy B
YKpaiHi
32. BPOMOKPUNTHU TabneTtkn no 2,5 mr BAT YropwuHa BAT "l'eneoH YropwumHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/3209/01/01
H-PIXTEP no 30 TabneTok y "legeoH PixTep" 3MiHu | Tuny - 3MmiHK Wwopo 6esnekn/edeKTUBHOCTI Ta peuenmom
dnakoHi, no 1 PixTep" dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX aHux

dnakoHy B
KapTOHHIN ynakosLi

npo cuctemMy chapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHnX
npo cuctemMy chapmakoHarnsigy, 3MiHa ynoBHoBaXeHoi ocobu,
BiANOBiOanbHOI 32 34iNCHEHHs hbapmakoHarnagy; KOHTakTHOl
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ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
ocobu 3 papMakoHarnsay 3asBHVUKa AN 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
YNOBHOBaXeHOi 0cobu, BiaNoBiganbHoi 3a 34iNCHEHHS!
apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-daiina cuctemmn papmakoHarnsgy) - 3MiHa
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
apmakoHarnsgy. NponoHoBaHa peaakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHUX yMOBHOBaXeHOoI ocobu, BignosigansHoi 3a
30iNCHEHHA dhapMakoHarnagy
33. BPOHXOCTOMN® nactunkum no 59,5 Ksisga AscTpist Bongep HimewunH BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 6e3 UA/9915/01/01
NMACTUINKA mr; no 10 nacTunok dapma Ap3sHeimiTTen al ABcTpis 3MiHu | Tuny - 3MiHK Wwopao 6e3nekn/edpekTUBHOCTI Ta peuenma
y bnicTepi; no 2 me6X 'm6X & Ko.KT, dapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
Gnictepu y HimeyunHa npo cuctemy dapMakoHarnsagy (BBe4eHHs y3aranbHeHUX 4aHnx
KapTOHHI Kopobui (BMpOBHMLTBO, npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
KOHTPOIb SIKOCTI, BiANOBiAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTakTHOT
nepBuHHE Ta ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 3AINCHEHHS
BTOPUHHE dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
nakyBaHHs); YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iCHEHHS!
Keizga ®apma apmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
"mM6X, ABCTpis po3MilLleHHi MacTep-gaina cuctemu dapmakoHarnsay) - 3miHa
(Bunyck cepin) KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEHHS
dapmakoHarnsgy B YkpaiHi. [MponoHoBaHa peaakuis: PornHcbka
OneHa lMaBniBHa. 3MiHa KOHTAKTHMUX AaHMUX KOHTAKTHOI 0cobu 3
dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHA bapmakoHarnsgy B
YKpaiHi
34. BYTAOIOH mas3b, 0,05 r/1 r no BAT YropwmHa BAT "lepeoH YropwwmHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 6e3 UA/6864/01/01
20 rB TY6i 3 "lepeoH Pixtep" 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peyenma
nonieTuneHoBMm PixTep" dapmakoHarnagy. BeegeHHs abo 3miHn g0 y3aranbHeHUX gaHuX
KOBMaYyKoM, SKvI npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
Mae nepdpopauiiiun npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
HaKOHEYHMK; no 1 BiANOBIAanbHOI 3a 34iNCHeHHA hbapmakoHarnagy; KOHTakTHOT
Ty6i B KAPTOHHIW ocobu 3 hapmakoHarnagy 3asBHWUKa ANS 3AIMCHEHHS
Kopobui dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHA Bif
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 34iNCHEHHsI
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-dalina cuctemu dbapmakoHarnsgy) - 3miHa
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSs!
papmakoHarnsgy. NponoHoBaHa peaakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHuX yNoBHOBaXeHOoI ocobu, BignosiganeHoi 3a
34icHeHHs hbapmakoHarnagy
35. | BAJIEPIAHA TabneTkn, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: bes UA/0265/02/01
®OPTE NniBKOBOIO "Tannuydap "KniBmegnpenapa 3MiHu | TUNYy - 3MiHK BUNpobyBaHb abo AONYyCTUMMUX MEX Y MPOLECI peyenma
obonoHkoto, no 40 m" T BMpobHMUTBa ADI, WO BCTAHOBNEHI Y cneumdikaLisx - 3MiHK
mr no 10 TabneTok y napameTpiB cneuyndikadii A®| y npoueci BUpobHuLTBa
Gnictepi, no 5
bnicTtepis y nayui
36. BAJICAPTAH- TabneTtkn, BKpUTI BAT YropwuHa KOHTPOIb SIKOCTI, Monbwa/ BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/10836/01/01
PIXTEP NniBKOBOKO "r'epeoH [003BiN Ha BMMNYyCcK YropwuHa 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
obornoHkot, no 40 PixTep" cepii; dapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3aranbHEHUX aHux
mr no 10 TabneTok y BMPOGHMLTBO npo cvuctemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
6nicTepi, no 3 Hepo3dacoBaHOro npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoBaxeHoi ocobu,

6nictepu B

NpPoAyKTy,

BiANOBiAanbHOI 3a 3AiNCHEHHA bapmakoHarnagy; KOHTakTHoOl
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KapTOHHIN ynakosLi nepBuHHa ocobu 3 papMakoHarnsay 3asBHVUKa AN 3AINCHEHHS
yrnakoBkKa, dapmakoHarnsgy B YKpaiHi, SKLWO BOHa BigMiHHA Bif,
BTOPWHHA YNOBHOBaXeHOi 0cobu, BiaNoBiganbHoi 3a 34iNCHEHHS!
ynakoBka: TOB apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
"lepeoH Pixtep po3MmilLeHHi MacTep-daiina cuctemmn papmakoHarnsgy) - 3MiHa
Monbwa", YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
MonbLwa; Bunyck apmakoHarnsgy. NponoHoBaHa peaakuis: Attila Olah. 3miHa
cepii: BAT KOHTaKTHUX JaHUX YNOBHOBaXXEHOI 0COOM, BiAMOBiAanNbHOI 3a
"lepeoH Pixtep", 3AiCHeHHs hapmakoHarnagy
YropwmHa
37. BAJICAPTAH- TabneTtku, BKPUTI BAT YropwumHa KOHTPOSb SIKOCTI, MNonbwa/ BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 3a UA/10836/01/02
PIXTEP NniBKOBOKO "repeoH [03BiN Ha BMMNyCcK YropwmHa 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkot, no 80 PixTep" cepit; apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHuX
mr no 10 TabneTok y BMPOGHMLITBO npo cuctemMy chapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHnX
Gnictepi, no 3 Hepo3dacoBaHoOro npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoBaXeHoi ocobw,
Gnictepu B npoaykTy, BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTakTHOI
KapTOHHI ynakosLi nepBuHHa ocobu 3 papmakoHarnagy 3asBHVUKa ANS 3AIMCHEHHS
yrnakoBka, dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
BTOPVHHA YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSsI
ynakoska: TOB dapmakoHarnsgy (BKI4aouy KOHTaKTHI AaHi) Ta/abo 3miHn y
"l'epeoH Pixtep po3MilLeHHi MacTep-ghaiina cucteMmn dpapmakoHarnsgy) - 3MiHa
MonbLa", YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSsI
MonbLya; Bunyck dapmakoHarnagy. NponoHoBaHa peaakuis: Attila Olah. 3miHa
cepii: BAT KOHTaKTHUX AaHUX yMoBHOBaXeHOI ocobw, BignosiganeHoi 3a
"l'epgeoH PixTep", 34icHeHHs bapmakoHarnagy
YropwmHa
38. BAJICAPTAH- TabneTku, BKpUTI BAT YropwuHa KOHTPOIb SIKOCTI, Monbla/ BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/10836/01/03
PIXTEP NniBKOBOKO "r'epeoH [003BiN Ha BMMNYyCcK YropwuHa 3MiHu | Tuny - 3miHn wWopo 6esnekn/edPeKTNBHOCTI Ta peuenmom
obornoHkot, no 160 PixTep" cepii; dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
mr no 10 TabneTtok y BMPOBHMLITBO npo cuctemy capmakoHarnsgy (BBeAeHHs y3aranbHeHUX gaHnx
6nictepi, no 3 Hepo3dacoBaHOro npo cuctemy apMakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
6nictepy B npoaykTy, BiANOBiAanbHOI 3a 3AiMCHEHHA hapMakoHarnsay; KOHTaKTHOT
KapTOHHIN ynakosLi nepBuHHA ocobu 3 hapmakoHarnsgy 3asBHUKa AN 3AINCHEHHS
yrnakoBkKa, dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
BTOPUHHA YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iNCHEHHSA
ynakoBka: TOB apmakoHarnsigy (Bkovakoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
"l'egeoH PixTep po3MileHHi MacTep-darina cuctemu papmakoHarnsgy) - 3miHa
Monbwa", YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iNCHEHHS
MonbLwa; Bunyck hapmakoHarnsgy. MNponoHoBaHa pepakuis: Attila Olah. 3miHa
cepii: BAT KOHTaKTHUX JaHUX YNOBHOBaXXEHOI 0cobu, BiANoBiganbHoiI 3a
"lepeoH PixTep", 3AiNCHeHHs dhapmakoHarnagy
YropwwmHa
39. BAJIbCAKOP® H | tabnetku, BkpuTi KPKA, a.a., CnoseHis BidnosidansHuli CnoBeHis BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/9451/01/02
320 NMiBKOBOIO Hoso 3a 8upobHUYmMeo 3 AkocTi. FoToBUI nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y peuenmom
obGornoHkoto, no 320 MecTo "in bulk”, TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi rOTOBOro
mr/12,5 mr, no 10 rnepguHHe ma nikapcbkoro 3acoby (36inbLUeHHs1 TepMiHY NpMAATHOCTi FOTOBOrO
Tabnetok y 6nictepi, 8MOpPUHHE nikapcbkoro 3acoby) - [1nst ToproBoi ynakoBku (NigTBEpaXYETbCA
no 3 abo 6 6nictepis rnaKyeaHHs, OaHVMU peanbHoro Yacy) - 36inbLIeHHs TepMiHy NpUAATHOCTI

Y KapTOHHIN kopobL;
no 14 TabneTtok y
6nictepi, no 1, 2 abo
4 6nictepu B

KOHmMposnb ma
8unyckK cepii:
KPKA, o.a., Hoeo
mecTo, CnoBeHis;

roToBOroO fikapcbkoro 3acoby. 3atBepaxeHo: TepMiH NpuaaTHOCTI -

3 poku; 3anponoHoBaHo: TepMiH npuaaTHocTi - 5 pokiB. BBeaeHHst
3MiH NPOTArom 6-Tu MicsLiB Nicns 3aTBEPAXKEHHS; 3MiHM | Tvny -
3MiHu 3 sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHW y BUPOBHMUTBI.
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KapTOHHi kopobuli; BidrosidanbHuti 3MiHN y npoLieci BUpobHULITBA FOTOBOrO NikapCbkoro 3acoby,
no 15 tabnetok y 3a KOHMpPOIib BKITO4aI04M MPOMIXKHWI MPOAYKT, LLO 3aCTOCOBYETHLCHA NpU
6nictepi, no 2 abo 4 cepii: BMPOBHMLTBI FOTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa
6nictepu B KPKA, 4.4., Hoso Yacy 36epiraHHsi HaniBNPOAYKTIB rpaHynsTy, CyMilli Ans NOKPUTTS,
KapTOHHI Kopoobui mecTo, CrioBeHis aapa TabneTok, TabneTok, BKPUTUX MITiIBKOBOK OBOMOHKO; 3MiHM |
Tuny - 3MiHM 3 sKocTi. F0TOBMI Nikapcbkuin 3aci6. 3MiHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIIO AKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa abo
Ao[aBaHHA OinbHUL, Ha SAKIN 3AINCHIOETLCA
KOHTpOrnb/BUNpobyBaHHS cepii) - BBeAEHHS 404aTKOBOI AinbHULL
[ONS KOHTPOIIO cepii Ta 3a3HaYeHHs PYHKLIN BXXe 3aTBEpAXEHOro
BMpOGHMKA, L0 BiANOBIgae 3a BUMYCK cepin
40. BAJIbCAKOP® TabneTku, BKpUTI KPKA, a.4., CnoseHis BidnosidanbHuli CnoseHis BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/9450/01/03
HD 320 NNiBKOBOIO HoBo 3a 8upobHUUMEo 3 AKoCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHM Y peuenmom
ob6onoHkoto, no 320 MecTo "in bulk”, npoteci BUpoGHMLITBA rOTOBOTO NikapCbKoro 3acofy, BKMoYakym
mr/25 mr no 10 nepsuHHe ma NPOMIDKHUIA NMPOAYKT, LLIO 3aCTOCOBYETLCSI PV BUPOOHULTBI
Tabnetok y 6nictepi, 8MOPUHHE roTOBOrO MikapcbKkoro 3acoby (iHLi 3MiHM) - 3MiHa Yacy 36epiraHHs
no 3 abo 6 6nictepis rnaKyeaHHs, HaniBNPoOAYKTIB rpaHynsTy, CyMilli Ans NOKpUTTS, Sapa TabneTok,
Y KapTOHHIN kopobLi; KOHmMponb ma TabneTok, BKPUTMX MIiBKOBOK OGOMOHKOW; 3MiHM | TUny - 3MiHK 3
no 14 tabnetok y 8uryck cepii: sKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHa
6nictepi, no 1, 2 abo KPKA, o.4., Hoeso iMnopTepa/aMiHn, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOIo
4 6nictepu B mecTo, CroBeHisi; SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo fAoaaBaHHs
KapTOHHI Kopobuli; BidnosidansHuli AiNbHULI, Ha SKiIN 3AINCHIOETLCS KOHTPONb/BUNPOGYBaHHS cepii) -
no 15 tabnetok y 3a KOHMPOoIib BBEAEHHA A0AATKOBOI AiNbHULI ANst KOHTPOSO cepii Ta
6nicTepi, no 2 abo 4 cepii: 3a3HaYeHHs (hYHKLIN BXXe 3aTBEPOKEHOIO BUPOOHMKA, Lo
6nictepu B KPKA, o.4., Hoeo BignoBiaae 3a BMNyck cepin; 3amMiHu | Tuny - 3miHn 3 AkocTi. FoToBMI
KapTOHHI kopoobLli mecTo, CrnoBeHist nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO fikapcbkoro 3acoby (36inblUeHHst
TepMiHy NpMAAaTHOCTI rOTOBOro fikapcbkoro 3acoby) - [ns Toprosoi
ynakoBKku (MiATBEPOXYETbCS AaHUMU peanbHOro vacy) -
36iNbLUEHHs1 TepMiHY NPUAATHOCTI FOTOBOIO fikapcbKkoro 3acoby.
3aTtBepaxeHo: TepMiH npuaaTtHoCTi - 3 poku, 3anponoHOBaHO:
TepMmiH npuaaTtHoCTi - 5 pokiB. BBegeHHs1 3MiH NpoTsrom 6-tu
MiCALB Nicnsa 3aTBEPAXEHHS.
41. | BEPOLUMIPOH kancyrnv no 50 mr no BAT YropwuHa BAT "lepeoH YropwuHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/2775/01/01
10 kancyn y "lepeoH Pixtep" 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 3 PixTep" dapmakoHarnagy. BeegeHHs abo 3amiHM g0 y3aranbHeHUX gaHux
6nictepu B npo cuctemMy chapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHnX
KapTOHHIN ynakosLi npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiANOBIAanbHOI 3a 34iNCHeHHA hbapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 34INCHEHHS
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHA Bif
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-dalina cuctemu dbapmakoHarnsgy) - 3miHa
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSs!
papmakoHarnsgy. NponoHoBaHa peaakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHuX yNoBHOBaXeHOoI ocobu, BignosiganeHoi 3a
34icCHeHHs hbapmakoHarnagy
42. | BEPOLUMIPOH kancynu no 100 mr BAT YropwuHa BAT "lepeoH YropwuHa BHECEHHS 3MiH IO peecTpaLjinHMX maTepianis: 3a UA/2775/01/02
no 10 kancyny "r'epeoH Pixtep" 3MiHu | Tuny - 3miHn Wwopno 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 3 PixTep" dapmakoHarnsgy. BeegeHHs abo 3miHM 0 y3aranbHEHUX gaHux




17

ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
6nictepu B npo cuctemMy chapmakoHarnsigy (BBeAeHHs y3ararnbHEHUX AaHNX
KapTOHHIN ynakoBLi npo cuctemy dapMakoHarnsagy, 3MiHa yrnoBHOBaXXeHOI ocobu,
BiANOBiAanbHOI 3a 3AiNCHEHHS hapMakoHarnsay; KOHTaKTHOT
ocobu 3 papMakoHarnsay 3asBHWUKa AN 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
apmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-gaiina cuctemmn papmakoHarnsgy) - 3MiHa
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
apmakoHarnsgy. NponoHoBaHa pefakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHUX yMOBHOBaXeHOoI ocobu, BignosigansHoi 3a
30iNCHEHHA dhapMakoHarnagy
43. BEPOLUMIPOH Tabnetkun no 25 wr, BAT YropwuHa BAT "TeneoH YropwuHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/2775/02/01
no 20 TabneTok y "MepeoH PixTep", / Monbwa 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/ePeKTUBHOCTI Ta peuenmom
6nictepi, no 1 Pixtep" YropwwHa; TOB dapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
Gnictepy B "l'eneoH PixTep npo cuctemy dapMakoHarnsagy (BBe4eHHs y3aranbHeHUX 4aHnx
KapTOHHI ynakosLi Monbwa", npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
MonbLa BiANOBiAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asiBHUKa ANs 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
hapmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-dhaiina cuctemmn papmakoHarnsgy) - 3MiHa
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
apmakoHarnsgy. NponoHoBaHa pefakuis: Attila Olah. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXXEHOI 0COOM, BiANOBiAanNbHOI 3a
30iNCHEHHA dhapMakoHarnagy
44, BIBAUPA TabneTku XyBarnbHi Benyno, Xopsaris Benyno, nikn Ta Xopsarisi/ BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/15370/01/01
no 50 mr no 1 abo nikn Ta KOCMeTWuKa, 4.4., peuis 3MiHu | Tuny - 3MiHK Wwopno 6e3nekn/edpeKkTUBHOCTI Ta peuenmom
no 4 Tabnetkm y KOCMeTuKa, Xopearis dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
6nictepi, no 1 a.Aa. (BTOpPUHHE npo cuctemy apMakoHarnsagy (BBe4eHHS y3aranbHeHUX 4aHnx
6nictepy y nakyBaHHS, npo cuctemMy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
KapTOHHIN nayui BiANOBiganNbHW 3a BiANOBiAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTakTHol
BUMNYyCK cepii); ocobu 3 hapmakoHarnsay 3asBHVKa Ans 34IMCHEHHS
xeHedapm CA, dapmMakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
Ipeuia YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34ilCHEHHSI
(BUPOGHMLTBO dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
roToBOro po3MmilLleHHi MacTep-gaina cuctemu dapmakoHarnsay) - 3miHa
nikapcbKoro KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHVKa Ans 34iINCHEHHS
3acoby, nepBuHHe dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pegakuis: Iwyk
nakyBaHHS, Hatanka MNeTpiBHa. 3MiHa KOHTaKTHMX AAHUX KOHTaKTHOI 0cobu 3
KOHTPOIb SKOCTI) dapMakoHarnagy 3asBHUKa Ans 34iNCHEHHS bapmakoHarnsgy B
YKpaiHi
45. | BIBAUPA TabneTku xyBanbHi Benyno, Xopsaris Benyno, nikv Ta Xopsarisi/ BHECEHHS 3MiH IO peecTpaLjinHMX maTepianis: 3a UA/15370/01/02
no 100 mr, no 1 a6o nikn Ta KOoCcMeTuKa, a.4a., Ipeuia 3MiHu | TUNy - 3mMiHK Wwoao 6eanekun/edekTMBHOCTI Ta peuenmom
no 4 Tabnetku y KOCMeTHKa, Xopsaris dapmakoHarnsgy. BeegeHHs abo 3amiHW 0 y3aranbHEeHUX gaHux
6nictepi, no 1 a.a. (BTOPUHHE npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
6nictepy y nakyBaHHs, npo cuctemMy chapmakoHarnsgy, 3mMiHa ynoBHoBaxeHoi ocobw,

KapTOHHIW nayui

BignoBiganbHUn 3a
BUMYCK cepii);
xeHedapm CA,
peuis

BiANOBiAanbHOI 3a 3AINCHEHHNA hapmakoHarnaay; KOHTaKTHoOT
ocobu 3 hapmakoHarnsaay 3asBHVKA AN 34INCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
yNoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
(B1pOGHMLTBO apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
roToBOro po3MmilLeHHi MacTep-gdaina cuctemu dapmakoHarnsgy) - 3miHa
nikapcbKoro KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHVKa Ans 34iINCHEHHS
3acoby, nepBUHHE dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pegakuis: Iwyk
nakyBaHHs, Hatanka MNeTpiBHa. 3MiHa KOHTaKTHUX AAHNX KOHTaKTHOI 0cobu 3
KOHTPOIb SKOCTI) dapmMakoHarnagy 3asaBHUKa Ans 34iNCHEHHA bapmakoHarnsgy B
YkpaiHi
46. BICMYTY MOPOLLOK MpuBaTHe YkpaiHa 5H Mnoc Niobek HimewunH BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu | Tuny - - UA/15729/01/01
CYBrANAT (cybeTaHuis) y aKujioHepH M6X a AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
nonieTuneHoBux e 3asiBHMKa (BMacHWKa peecTpauifiHoro noceigvyeHHs). 3miHa
nakeTax, siki BMilLeHi | ToBapucTB HaiMeHyBaHHS Ta agpecu 3asiBHUKA
Y KapTOHHWUIA o “Ilekxim —
6apabaH abo y Xapkis”
nonieTueHoBmx
nakeTtax, siki BMiLLleHi
y nanepoBuii MiLLOK
ans
hapmaueBTUYHOro
3acTOCyBaHHS
47. | BITAKCOH® PO34MH ONs iH'eKUin MAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/10507/01/01
no 2 mMn B amnyrni; "dapmak” 3MiHu | TUNY - 3MiHa po3Mipy cepil (BKMoYakum giana3oH po3Mipy peuenmom
no 5 amnyny cepil) rotToBoro nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
6nictepi; no 1 abo 2 NOPIBHSHO i3 3aTBEPAXXEHMM PO3MipOM) - BBEAEHHS A40AaTKOBO
Gnictepu B nayuj; no po3mipy cepii rotoBoro nikapcekoro 3acoby 1060 n (493 Tuc. amn.).
2 Mn B amnyni, no 5 MponoHoBaHa pegakuis: 250 n (116 Tmc. amn.), 700 n (326 Tuc.
abo 10 amnyny amn.), 1060 n (493 tnc. amn.)
nayui 3 KapToHy 3
rodpoBaHoko
BKIaAKo0
48. BITAMIH D2 MOpPOLLOK NAT YkpaiHa CixyaH HenpgxaHr Kutan BHECEHHS 3MiH 10 peecTpaLinHux maTepianis: 3miHu | Tuny - 3miHn - UA/12564/01/01
(EPFOKAINbUU® | (cybcTaHuis) ans "BitamiHn" XIOKCiH 3 akocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHMX
EPON) BMpPOBOHULTBA dapmaceyTican BUNpobyBaHb/nepiony 36epiraHHs abo ymoB 36epiraHHsa APl (3a
HECTEPUIbHUX Ko., Jlta. BiCYTHOCTI Y 3aTBepKEHOMY O0CkbE cepTudikaTa BignoBigHOCTI
nikapcbkunx ¢opm B €Bponenicbkii hapmakonei, Lo BKoYae nepiog NoBTOPHOro
nakeTi 3 noniecTpy, BUNPOOYBaHHS) (Nepiog NOBTOPHOrO BUNPOOYBaHHS/nepios,
antomiHieBoi gonbru 36epiraHHs) - 36inblueHHst abo BBeAEHHS Nepioy NOBTOPHOIO
Ta nonieTuneny BunpobyBaHHsA/nepiody 36epiraHHA Ha OCHOBI pe3ynbTaTiB
OOCTiKeHb Y peanbHOMY Yaci - 30inbLUeHHA TepMiHY NpMAATHOCTI
A®I eprokanbumdepony Ha nigcrtasi gocnigxeHb cTabinbHOCTI,
npoBeAeHuX B peanbHOMY Yaci: 3atBepaxeHo: Cpok rogHocTu. 1
rog 3anponoHoBaHo: Cpok rogHocTW. 2 roga
49. BPATU3O0IJIH kpem, 30 mr/rno 3 r TOB YkpaiHa dapm3sasog Monbwa BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: be3 UA/11478/01/01
y Ty6i, no 1 Ty6i B "BANIEAHT Enbda A.T. 3minHu Il Tuny - noaaHHA oHoBrEeHOro macTtep-danna Ha APl Big peuenma
KapTOHHIN kopobLi DPAPMACH 3aTBepAxeHoro BupobHuka A®l. 3anponoHosaHo: ASMF AP
IOTIKAN3" version 04 December 2016
50. FAVHEKC® cynosuTopii KYCYM IHpis KYCYM IHais BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 3a UA/16291/01/01
BariHanbHi no 7 XENTXKE XENTXKEP MNBT 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKMoYakum giana3oH po3Mipy peuenmom
CynosuTopiiB y P MBT nTa cepii) rotToBOro nikapcbkoro 3acoby - BBe4EHHS 104aTKOBOrO
CTpwni; No 2 cTpunu nTo po3Mipy cepii roToBOro nikapcbkoro 3acoby. 3anponoHosaHo: 30 Kr;

Y KapTOHHIN
ynakoBLUi

300 kr
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51. FAVHEKC® cynosuTopii KYCYM IHais KYCYM IHais BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/16292/01/01
®OPTE BariHanbHi no 7 XEJTTXKE XENTXKEP MNMBT 3MiHM | TUNY - 3mMiHa po3Mipy cepii (BKMoYaym AianasoH po3Mipy peuernmom
CynosunTopiiB y P NBT nTa cepii) roToBOro nikapcbkoro 3acoby - BBeAeHHs1 404aTKOBOro
cTpwni; no 1 cTpuny nTao po3mipy cepii rotoBoro nikapcekoro 3acoby. 3anponoHosaHo: 30 Kr;
Y KapTOHHIl 300 kr
ynakoBsLi
52. FEMAKCAM pO34MH Ang iH'ekuin, TOB YkpaiHa TOB Ykpaina/ BHECEHHS 3MiH JO peecTpaLiiH1X MaTepianis: 3MiHa 3asBHUKa 3a UA/13418/01/01
50 mr/mn, no 5 mn B «®APMAC "®APMACE", HimewunH (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuernmom
amnyni; no 10 abo El» YkpaiHa a 23.07.2015 Ne 460). BBegeHHs 3MiH npoTsirom 3-x MicsuisB nicns
50 amnyn y nayui 3 (KOHTpOIb, BUNYCK 3aTBEPAXEHHST; 3MiHU | TUNY - 3MiHK Woao Ge3nekn/edeKTUBHOCTI
kapToHy; no 10 mn B cepii); XOJTIOMAK Ta hapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3aranbHEeHUX gaHux
amnyni; no 5 a6o 10 depnakyHrcTexHik npo cuctemMy chapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHnX
amnyn y nayui 3 'm6X, HimeuunHa npo cuctemMy chapmakoHarnsigy, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHy (BpOBHMLTBO BiANOBIAanNbHOI 3a 3AIMCHEHHNA hapMakoHarnsay; KOHTaKTHOT
Hepo3dacoBaHol ocobu 3 hapmakoHarnsgy 3asBHuUKa AN 3AINCHEHHS
npoaykuii, dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big,
nepBUHHA Ta YNOBHOBaXEHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
BTOpPWHHA dapmakoHarnsigy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo 3miHn y
yrnakoBka, po3MileHHi MacTep-darina cucteMun papmakoHarnsgy) - 3miHa
KOHTPOb; KOHTaKTHUX AaHux YOB®. 3miHa micus 34iiCHEHHSA OCHOBHOI
BTOPUHHA [isnbHocTi 3 hapmakoHarnagy. 3MiHa HoMepy Ta agpecu
yrnakoBka, 3HaXOMXKeHHS macTep-danna
KOHTPOIb)
53. FEMAKCAM PO34MH ans iH'ekuin, TOB YkpaiHa KoHTponb, Bunyck YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLinHux maTepianis: 3miHum | Tuny - 3miHn 3a UA/13418/01/01
50 mr/mn, no 5 mn B "®APMAC cepil: HimevunH 3 AkocTi. [0TOBMI nikapcbkuii 3aci6. 3miHM y BUPpOBHMLUTBI. 3MiHa peuenmom
amnyni; no 10 abo EN" TOB a iMnopTepa/aMiHn, L0 CTOCYIOTBCSA BUMYCKY Cepii Ta KOHTPOIO
50 amnyn y nayui 3 «DAPMACEN», SIKOCTi rOTOBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHs
KapToHy; no 10 mn B YkpaiHa; BMpobHMKa, Lo BiANOBIAAE 3a BBe3eHHs Ta/abo BMnyck cepii) -
amnyni; no 5 a6o 10 BTopuHHa Bkrntoyatoun KoHTpornb/BUNpobyBaHHA cepii - 3amiHa BUPOOHKKa,
amnyn y nadui 3 yrnakoBka, SIKUIA Bignosigae 3a KoHTpornb Ta Bunyck cepii [T13 3 TOB «HIKO»,
KapTOHy KOHTPOnb: YkpaiHa Ha TOB "®APMACEIJT", YkpaiHa. BBegeHHs 3MiH NpoTArom
XONOMAK 3-x micsiLiB nicnsa 3aTBEPAKEHHS.
depnakyHrcTexHik
'M6X, HimeuunHa;
BupobHuuTBO
Hepo3dacoBaHoI
npoaykuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTpOnb:
XONOMAK
depnakyHrcTexHik
'M6X, HimeyynHa
54. FEMOIMPOKT cynosuTopii TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEeHHS1 3MiH o peecTpaLiiHux maTtepianis: 6e3 UA/12641/01/01
pekTanbHi no 5 "®APMEK reymn" 3MiHu | TUNY - NogaHHSA OHOBNEHOTO cepTudikaTa Bif yxxe peuernma
CynosunTopiiB y creyn" 3aTBEpAXXEHOro BUpobHUKa; CynyTHsI 3MiHa: 3MiHM, NOB'A3aHi 3

CTpuni; No 2 cTpunu
B NavLi 3 KapTOHY

HeobXxigHiCTI0 NpuBeAeHHs y BiANOBIAHICTL 40 MoHorpadii PY
abo €sponevicbkoi hapmakonei, abo iHLWOoi HauioHanbHOT
dapmakonei aepxasu €C (3miHa y cneundikauisx, nos'asaHa 3i
3miHamu B [1®Y, abo €Bponelicbkiii papmakonei, abo iHLWin
HauioHanbHi dpapmakonei gepxxasu €C) - NogaHHA OHOBNEHOro
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cepTudikaTa BignosigHocTi €sponencokin dapmakonei Ne R1-CEP
2004-008-Rev 05, R1-CEP 2004-008-Rev 04, R1-CEP 2004-008-
Rev 03, R1-CEP 2004-008-Rev 02 ons f4itoyoi peyoBuHM Bif BXe
3aTBEPAKEHOro BUPOOHMKA, SIK HAacnifok 3aMiHa B agpeci
BMPOOHUYOI AinbHUUI ADP| Ta NnpuBeaeHHs y BiANOBIQHICTb
crneundikauii Ta meToaiB KOHTpoo AP BUpoBHUKa rOTOBOrO
nikapcbkoro 3acoby go sumor EP
55. | FTENAPUH-IHOAP | posuuH ans iH'ekuin, MpAT "o YkpaiHa MpAT "o YkpaiHa BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3a UA/8275/01/01
5000 MO/mn, no 5 BUPOBHMUT BMPOBHMLTBY 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
M (25000 MO) y BY iHcyniHiB"IHOAP" apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
dnakoHi; no 1 abo iHcyniHiB"| npo cuctemMy chapmakoHarnsagy (BBeAeHHs y3aranbHEeHUX AaHnX
no 5, abo no 100 HOAP" npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
dnakoHiB y navui BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTaKTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 3A4INCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
yrnoBHOBaXkeHoT ocobu, BignoBigansHoi 3a dhapmakoHarnsg.
lMponoHoBaHa pepakuis — NoHomapyyk HiHenb AmuTpiBHa
56. FENATOKC KOHLeHTpaT ans TOB YkpaiHa BTopuHHa HimeyunH BHECEHHS 3MiH [0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/12890/01/01
pO34uHy Ans «®APMAC yrnakoBkKa, a/ 3 skocTi. [0TOBMI nikapcbkuii 3aci6. 3miHM y BUPpOBHMLUTBI. 3MiHa peuernmom
iHdy3in, 500 mr/mn EJl» KOHTpOnb: YkpaiHa iMnopTepa/aMiHn, L0 CTOCYIOTBCSA BUMYCKY Cepii Ta KOHTPOIO
no 10 mn B amnyni; XONOMAK SIKOCTi rOTOBOrO fikapcbKkoro 3acoby (3amiHa abo foaaBaHHs
no 10 amnyn y nayui depnakyHrcTexHik BMpobHMKa, Lo BiANOBIAAE 3a BBe3eHHS Ta/abo BMnyck cepii) -
3 KapTOHY 'mM6X, HimevuunHa; Bkntoyatoun KOHTpornb/BUNpobyBaHHSA cepii - 3MiHa BUpOBHUYOI
Bupo6HuuTBO AinbHUU, Wo Bignosigae 3a KOHTponb Ta Bunyck cepii (BBegeHHs
Hepo3dacoBaHoi 3MiH NpOTAroM 3-x MicsLiB NicNsA 3aTBEAXXEHHS)
npoaykuii,
nepBuHHa Ta
BTOPWHHA
ynakoBka,
KOHTpOnb:
XONOMAK
PepnaKyHrcTexHik
'mM6X, HimeuuunHa;
KoHTponb, Bunyck
cepii:
TOB
«PAPMACEN»,
YKpaiHa
57. FENTPAN® TabneTtku AB6OTT HimeuunHa AGGBI C.p.n. ITanis BHECEeHHS1 3MiH 40 peecTpaliiHux maTtepianis: 3a UA/6993/01/01
KMLLKOBOPO34MHHi no | JlabopaTtop 3MiHM | Tuny - 3MiHn Wwopao 6esnekn/edeKTUBHOCTI Ta peuernmom
400 wmr, no 10 i3 'M6X dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHeHUX faHux

Tabnetok y 6nictepi;
no 1 abo 2 6nictepu
Y KapTOHHIN
ynakoBLi

npo cuctemy chapmakoHarnsigy (BBeAeHHs y3ararnbHeHUX AaHnX
npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBiOanbHOI 3a 3aiNCHEHHA bapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asiBHVUKa ANs 3AINCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big,
yNoBHOBaXKeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSs!
apmakoHarnsigy (BkIoYakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-gaiina cuctemun dpapmakoHarnsgy) - 3MiHa
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yrnoBHOBaXKeHOi ocobu 3asiBHUKa, BiAMNOBIiAaNbHOI 3a 34iiCHEHHS
dapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
Buchberger, Pharm. PhD/[p. Monika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOI 0cobu 3aABHUKa ANS 30iNCHEHHS
apmakoHarnsgy B YkpaiHi. NponoHosaHa peaakuis: Kisim Onbra
€BreHisHa.
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOi 0cobu 3asiBHIKA,
BiANOBiAanbHOI 3a 3AiNCHeHHNA hapmakoHarnagy. 3MiHa
KOHTaKTHUX JAHMUX KOHTaKTHOI 0CoOM 3asiBHMKA AN 34INCHEHHS
dapmakoHarnsay B YkpaiHi

58.

FENTPAN®

TabneTku
KMLLKOBOPO3YMHHI MO
500 mr no 10
TabneTtok y 6ricrepi;
no 2 6nicrepu y
KapTOHHI kopobui

ABGOTT
JTaGopaTop
i3 FTM6X

HimeuunHa

ABGBI C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHuX
npo cuctemy apMakoHarnsagy (BBe4EeHHS y3aranbHEeHUX JaHnX
npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoBaXeHoi ocobw,
BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 3A4INCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSsI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmn dpapmakoHarnsgy) - 3MiHa
yrNoBHOBaXKeHOi 0cobu 3asiBHUKa, BiAMNOBIiAaNbHOI 3a 34iiCHEHHS
dapmakoHarnsgy. MNponoHosaHa pefakuis: Dr. Monica
Buchberger, Pharm. PhD / Op. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0cobu 3aABHUKa ANS 3AiNCHEHHS
dapmakoHarnsgy B Ykpaini. NponoHosaHa peaakuisi: Kisim Onbra
€BreHisHa.
3MiHa KOHTaKTHUX [aHWX YNOBHOBaXEHOI 0cobU 3asiBHIKA,
BiANOBIAANbHOI 3a 34iNCHeHHA hbapmakoHarnsgy. 3MiHa
KOHTaKTHUX AlaHUX KOHTaKTHOI 0cOOU 3asiBHWUKa ANs 30iINCHEHHS
dhapmakoHarnsgy B YKpaiHi

3a
peuermom

UA/6993/01/02

59.

FENTPAN®

MOpPOLLOK
nioginisosaHun gns
pO34MHy ANs iH'eKuin
no 500 mr, 5
CKNSAHUX (hNaKoHiB 3
MOPOLLKOM
niodinizoBaHum Ta 5
amnyn 3
pO34MHHMKOM (L-
ni3vH, HaTpito
rigpokcua, Boga ans
iH'exuin) no 5 mn B
KOHTYPHIN
YapyHKOBIN
ynakosLi,
3ane4vaTaHin
antomiHieBolo

A66OTT
JTaGopaTop
i3 FTM6X

HimeuunHa

BUPOOHMLTBO,
nepBuHHE
nakyBaHHS,
KOHTpOIb AKOCTi
Ta BUNYCK cepin
PO34MHHMKa in
bulk: ®amap
A.B.E. Animoc

MnaHT 63, Byn. Ar.

HimiTpiy, Mpeuis;
BUPOBHMLTBO,
nepBUHHE
naKkyBaHHs Ta
KOHTPOIb SIKOCTi
nopoLuka
niogpinisoBaHoro:
Bionopxici ITanis

peuis/
ITania/
PpaHuis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo 3miHn g0 y3aranbHeHUX gaHux
npo cucteMy dapMakoHarnagy (BBe4eHHs y3aranbHeHUX JaHnx
npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiANOBIAanbHOI 3a 34iNCHeHH hbapmakoHarnagy; KOHTaKTHOT
ocobu 3 hapmakoHarnsaay 3asBHVKA AN 34INCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-galina cuctemu dbapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOI 0cobM 3asiBHMKa, BignoBiganbHOI 3a 30iNCHEHHSs!
dapmakoHarnsgy. NponoHosaHa pefakuis: Dr. Monica
Buchberger, Pharm. PhD / Op. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0cobu 3asiBHMKA ANS 34INCHEHHS
dapmakoHarnagy B YkpaiHi. [MponoHoBaHa pegakuis: Kisim Onbra
€BreHiBHa.

donbroto; no 1 JTabopaTopis 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOT 0COOU 3asiBHUKA,
KOHTYPHIl C.P.N., Itanis; BiANOBIAanNbHOI 3a 34iNCHEeHHA hbapmakoHarnsgy. 3MiHa
YapyHKOBIN ynakoBLi BUPOBHMLTBO, KOHTaKTHUX AlaHUX KOHTaKTHOI 0COOU 3asiBHWKa ANs 30INCHEHHS
Y KApTOHHI Kopobui nepBuHHE dapmakoHarnsgy B YkpaiHi

3a
peuernmom

UA/6993/02/02
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nakyBaHHs Ta
KOHTPOIb AKOCTi
nopoLuka
niodinizoBaHoro;
BTOPUHHE
nakyBaHHS,
KOHTPOIb SIKOCTi
Ta BUNYCK cepin
roToBOro
nikapcbKoro
3acoby: Pamap
Jlernb, PpaHuis
60. | TEMNTPAN® MOPOLLIOK ABGOTT Himeuuunna BMPOOHMLITBO, peuis/ BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 3a UA/6993/02/01
niodinizoBaHu gna | Jlabopartop nepBuHHE ITanis/ 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI Ta peuernmom
NPUroTyBaHHSA i3 F'mM6X nakyBaHHs, dpaHuin dapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
PO34MHy ONs iH'eKuin KOHTPOIb SKOCTi npo cuctemy dapMakoHarnsagy (BBe4eHHs y3aranbHeHUX 4aHnx
no 400 mr, 5 Ta BUMYCK cepin npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
CKMNSAHUX (PNaKoHiB 3 PO3UYMHHMKA in BiANOBiAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTakTHOT
niodinizoBaHnM bulk: ®amap ocobu 3 hapMakoHarnsay 3asiBHUKa ANs 3AINCHEHHS
nopoLukoM Ta 5 A.B.E. Animoc dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
amnyn 3 MnaHT 63, BYN. Ar. YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
pO34MHHMKOM (L- HimiTpiy, MNpeuis; hapmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
ni3vH, HaTpito BUPOBHMLTBO, po3MiLLeHHI MacTep-darina cucteMmu papmakoHarnsgy) - 3miHa
rigpokcuna, Boga ans nepBuHHE yrnoBHOBaXeHoi ocobu 3asiBHMKa, BiMoBiAanbHOI 3a 34iiCHEHHS
iH'exkuin) no 5 mny nakyBaHHs Ta dapmakoHarnagy. lNponoHoBaHa peaakuis: Dr. Monica
KOHTYPHIN KOHTPOIb AKOCTi Buchberger, Pharm. PhD/[p. Monika Byx6eprep, Pharm. PhD.
YapyHKOBIN nopoLuka 3MiHa KOHTaKTHOI 0cobu 3asBHUKA ANS 30iINCHEHHS
ynakosLi, nioginizoBaHoro: dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pegakuis: Kidim Onbra
3anevaTaHin Bionogxici ITanis €BreHieHa.
arnoMiHieBOO JTabopaTopis 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu 3asiBHIKA,
donbroto; no 1 C.P.J1., Itanis; BiANOBIAanbHOI 3a 34iNcHeHHa bapmakoHarnsgy. 3MiHa
KOHTYPHil BUPOBHMLTBO, KOHTaKTHUX AaHUX KOHTaKTHOI 0cobU 3asiBHUKA ANs 30INCHEHHS
YapyHKOBIN ynakoBLi nepBuHHE apmMakoHarnagy B YkpaiHi
B KapTOHHIl kopobui nakyBaHHs Ta
KOHTPOIb AKOCTi
nopoLuka
nioginizoBaHoro;
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTi
Ta BUMYCK cepin
roToBOro
nikapcbKoro
3acoby: Pamap
Jlernb, PpaHuis
61. rMINPECUH NopoLUoK AN deppiHr HimevuunHa BMPOBHMK HimeyunH BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/9315/01/01
PO34nHY ONs iH'eKUin m6X roToBOro a/ 3MiHM | TUNY - 3mMiHa napameTpiB crneuundikauin Ta/abo gonycTumMmnx peuernmom
no 1 mr; 1 conakoH 3 npoaykTy, Lsenuapi MeX NepBUMHHOI YNaKOBKN FOTOBOrO NiKapCbKoro 3acoby - BHECEHHS!
MOPOLLKOM Y BignoBiganbHWM 3a A 3MiH 4O MaTepianiB peecTpauinHOro 4oChe: OHOBMNEHHSA p. 3.2.P.7.
KOMMekTi 3 1 nepBuHHE CucTemMa KoHTelHep/ 3aKynopoBanbHWI 3acib — NnpuBeaeHHs
amnyrnoto nakyBaHHs, BUMOr creuundikadii ansa n. «bakrepianbHi eHAOTOKCUHW» AN

PO34MHHMKA (HaTpito

KOHTPOIb SKOCTi

rymMoBoi Npobku y BignoBigHiCTb 40 cneundikaLii BUpobHuka
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xnopug, kucnota Ta BMNYCK cepil:
xnopucTtosoaHesa 1 PeppiHr MMO6X,
M, Boga ans HimevuuHa;
iH'ekuin) no 5 mny BiANOBiAanbHUA 3a
KapTOHHI ynakosLi BTOPUHHE
nakyBaHHS:
deppiHr
IHTepHewHn
CeHTtep CA,
LLisenuapis
62. | TMYTAPTIH KOHLeHTpaT Ans ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/4022/03/01
pO34uHy Ans 03 obmexeHo 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKMoYakum giana3oH po3Mipy peuenmom
iHdpysin, 400 mr/mn obmexeHo BiAnoBiganbHiCcTO cepii) roToBOro nikapcbkoro 3acoby - BBE4EHHS 104aTKOBOrO
no 5 mn B amnyni; 10 "®apmaueBTUYHa po3Mipy cepii nikapcbkoro 3acoby (i3 3a3Ha4eHHsIM B NiTpax Ta TuUC.
no 10 amnyny Bignosigan KOMnNaHis yMakoBOK Yy TEOPETUYHOMY PO3paxyHKy) ANs Giko4oro AMMynbHOro
KapTOHHi kopobuli; bHICTIO "3gopos'a" uexy. 3anponoHoBaHo: AMnynbHuUiA Lex Po3amip cepii cknagae:
no 5 mn B amnyni; "®apmaue 20,000 turc. amnyn (100 n); 98,000 Tnc. amnyn (490 n); 194,000
no 5 amnyny BTUYHA Tuc. amnyn (970 n). JopaTkoBuiA po3Mip cepii cknagae: 240,000
GnicTepi; no 2 KOMNaHis Tuc. amnyn (1200 n)
6nictepy B "3popos's"
KapTOHHI kopobLuli
63. FMIOKOD®AX XR TabneTtkn Mepk DdpaHuis Mepk CaHte PpaHuis BHECEHHS! 3MiH 40 peecTpauiiiux matepianis: 3MiHun | Tuny - 3miHn 3a UA/3994/02/01
NPOJSIOHIOBAHOI Aji CaHTte 3 AkocCTi. [0TOBMI Nikapcbkuii 3aci6. 3miHM y BUpoOHMLTBI. 3MiHa peuenmom
no 500 mr no 15 c.a.c. po3mipy cepii (BKnoYaroum gianasoH po3mipy cepii) roToBoro

Tabnetok y 6nicrepi;

no 2 abo no 4
Gnictepu B
KapTOHHi kopobuli

nikapcbkoro 3acoby (iHLwi 3MiHn) - 36inbLUeHHs po3mipy cepii Ans
ainbHuui Merck Sante Semoy (“GEA” process) France,
3aTBepaxeHo 695,98 kr (680 000 TabneTok); 3anNponoHOBaHO:
735,45 kr ( 1014 500 tabnetok); Ana Merck Sante Semoy
(“Sirocco” process) France «kinbkicTb TabneTok B cepii
3anuwaeTtbes 6e3 3miH. 3aTBepaxeHo: 695,98 kr (680 000
Tabnetok); 3anponoHoBaHo: 492,9 kr ( 680 000 TabneTok). 3MiHu |
Tmny - 3MiHM 3 siKocTi. [oTOBMI Nikapcbkui 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roTOBOrO fikapcbkoro 3acoby (BUIyYeHHs1 MeToay BUNPOOYBaHHS,
SIKLLO BXe 3aTBEPKEHUI anbTepHaTUBHUIA MeToa) - (3a po3ainom
«Po3umHeHHa» 3aTBepaxeHo: 2.9.3. npunag Il; 3anponoHoBaHo:
2.9.3. Mpunag |. PernameHTauis 3anvwaetbes 6e3 3MiH); 3MiHu |
Tmny - 3MiHK 3 siKocTi. [oTOBMI Nikapcbkui 3acib. KoHTponb
roTOBOro fikapcbkoro 3acoby. 3miHa napameTpis cneumdikauin Ta/
abo JonyCTUMMX MEX roTOBOrO MiKapCbKoro 3acoby (4ONOBHEHHSI
crneundikaLii HOBUM MOKA3HMKOM 3 BiAMOBIAHUM METOOOM
BUNpobyBaHHS) - (BBeaeHHS BUNpobyBaHHS 3a NOKa3HWKOM
«BTtpaTta B maci npu BucyLuyBaHHi» He binble 3% B cneyudikadito
Ha MOMEHT BUMYCKY); 3MiHuM | Tuny - 3miHun 3 AkocTi. FoToBMiA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB crneuundikauin Ta/abo 4ONYCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (BHECEHHS 3MiH Y AOCbE AN NPUBEAEHHS Y
BignoBiaHICTb A0 3aranbHoi cTtaTTi 2.9.40 «OaHopigHicTb
[030BaHNX oanHuuby OPY/EBponericbkoi hapmakonei 3amicTb
3aTBEepAXKEHNX 3aranbHux ctaten 2.9.5 «OgHopigHicTe macu»
Ta/abo 2.9.6 «OpHopigHicTb o3n») - (3miHa TecTy «OgHOpIAHICTb
Macu» Ha TecT «OQHOPIAHICTb 4030BaHMX OAMHULLY (NMPOBOAUTLCH
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nywe Ha MOMEHT BUNYCKyY)); 3MiHW | Tuny - 3MiHK 3 aKocTi. [oToBMI
nikapcbkui 3aci6. 3miHn y BUpobHMUTBi. 3MiHn BUNpobyBaHb abo
[0NyCTUMUX MEX, BCTaHOBMEHUX Y crneuundikauisx, nig vac
BMPOGHMLITBA FOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHW) - 3MiHa
AonycTMMMUX MEX B npoueci BupobHuutea. Bumorn oo nokasHuka
«BTpaTta B maci npu BucywyBaHHi» B 113 cknagatotb 3%, nokasHuk
«TBepaicTb» 3MiHIETLCS B 3B A13KY 3i 3MiHOO Macu TabneTku;
3miHM | TNy - 3miHK 3 akocTi. FoToBuMI Nikapcekui 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y NepBUHHIA ynakoBLi
roToBOro fnikapcbKkoro 3acoby (Tvn KoHTelHepa abo AoAaBaHHs
HOBOrO KOHTelHepa) - BunyyeHHs nepBMHHOI ynakoBKw, LLO HE
Npu3BOANTL A0 NOBHOMO BUMYYEHHS MiKapCbKoro 3acoby 3 neBHoO
cunoto aii abo y neBHil nikapcbkint dopmi - ( BunyyeHHs
anbTepHaTMBHOI NEPBUHHOI ynakoBku - bniictepa PVC/PVDC 60
r/m2. 3annwaeTbes 6nictep PVC/PVDC 90 r/m2); 3amivm | Tuny -
3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI.
3MiHM y npoLieci BUpobHULITBA FOTOBOTO NikapCbKoro 3acoby,
BKIMIOYAI04M NPOMKHWI NPOAYKT, LLO 3aCTOCOBYETHLCA NpU
BMPOBHMLTBI FOTOBOrO Nikapcbkoro 3acoby (iHwi 3MiHK) - (HeaHayHi
3MiHW B nNpoLieci BUPOOHMLITBa B 3B A3KY 3i 3MiHO cknaay, opmu i
po3mipy TabneTok); 3amiHu | Tuny - 3miHu 3 gKkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauivi Ta/abo AONyCTUMMX MEX FOTOBOTO
nikapcbKoro 3acoby (3ByXeHHS JOMYCTUMUX MeX) - (3BYXXEHHSI MeX
3a MoKa3HMKOM cyma gomilok. 3atBepaxeHo: 0,5%;
3anponoHoBaHo: 0,50%); 3miHu | Tuny - 3MiHK 3 aAKkocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB creundikauii Ta/abo AoNyCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby (BUNyYeHHS HE3Ha4YHOro NoKasHuKa
(Hanpwvknag 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cmak, abo
ineHTUdikauis 6apBHUKIB Y cMakoBUX [06aBOK)) - (BunydeHHs
nokasHukiB «CTilkiCTb 4O po3aaBnioBaHHsA», «BTpata B maci npu
BUCYLLYBaHHi», «CTUpaHicTb» 3i cneumndikaLii Ha TepMiH
NpUaaTHOCTI. 2 NepLUInX NokasHvka He Manu pernameHTauii i
KOHTPOMIoBanuch nuiie iHopmaTuBHO. TakoxX AaHi NOKa3HUKK
6ynu npucyTHi B Moayni 3, ane He 3a3Havanucb B 3aTBEPKEHNX
MK£); aminm | Tuny - 3miHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib.
Onuc Ta cknag. 3miHa dpopmu abo poamipis nikapcbkoi hopmu
(nikapcbki doopmu, CTiiki 40 Aii LWNYHKOBOro COKY, Nikapcbki hopmMu
3 MoAUdIKOBaHVMM BUBINbHEHHSIM abo NpoOnoHroBaHoi Aji Ta Ainvmi
TabneTkun, NpusHaveHi Ans po3gineHHs Ha piBHI Ao3K) - 3MiHa
dopmu i poamipy TabneTku. 3MeHLLIEHHS MacK | po3Mipy TabneTku
3anponoHOBaHO 3 METOL MornerileHHst 3aCTOCYBaHHs Ans
nauieHTis; 3miHu |l Tuny - 3miHn 3 AkocTi. FoToBUIA NiKapCbKuii
3aci6. Onuc Ta cknag. 3miHa y cknagi (4oNoMiXKHUX peyoBMHAX)
roToBOro fnikapcbkoro 3acoby (iHLi 4ONOMiXKHI peqoBUHU) - 3MiHa,
siKa NiaTBEPAKYETLCS OOCNIMKEHHAMM 3 BioeKBiBaneHTHOCTI -
(3miHa cknapy 3 MeTo 3MeHLLeHHs Macy TabneTku. [ns
MeTdOPMIiHY rigpoxnopuay 3asHa4aeTbCs 3aCTOCYBaHHSA NPeMikcy
3 marHisi cteapatom. 3rigHo iHdopmauii BupobHuka, npemikc
3aCTOCOBYBABCH | B 3aTBEPAXEHOMY BMPOBHMYOMY npotieci. Ans
rinpomenosu 100 000 cP Big6yBaeTbcsl YTOYHEHHSI HA3BK 6€3 3MiHU
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OONOMIKHOT pedoBuHK); 3MiHK I Tuny - 3miHn Wwoao
6esnekn/edekTUBHOCTI Ta hbapmakoHarnsay. 3miHa y KOpoTKii
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIii ANs Megu4HOro 3aCToCyBaHHSA Ha NigcTaBi perynspHo
OHOBIHOBAHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS fikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sik pe3ynbTaT OLiHKM 3BTy 3
AocrnigKeHb, NPOBEAEHNX BiAMNOBIAHO A0 NraHy nediaTpuyHnx
pocnigxeHs (PIP) (3MiHa noTpebye noganbLuoro o6rpyHTyBaHHs
HOBUMMW A04ATKOBUMW AaHWMK) - BHeceHi 3MiHM o iHCTpyKUii Ans
MEeAMYHOro 3acToCyBaHHs y po3ainu "MpoTunokasaHHs",
"B3aemopis 3 iHWKMKM nikapcbkumm 3acobamm Ta iHWi Buam
B3aemopin", "OcobnueocTi 3acTtocyBaHHs", "Crocib 3acTocyBaHHs
Ta gosun", "MNobivHi peakuii”

64. FPAHOLIUT® 34 niodpiniszat gna TOB YkpaiHa BTOPVHHE DdpaHuis/ BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/5627/01/01
PO34MHy ONs iH'eKuin "CaHodi- nakyBaHHs, AnoHis 3MiHu | Tuny - 3miHn 3 akocti. A®l. Cuctema peuenmom
no 33,6 mnH. MO ABeHTiC KOHTPOIb AKOCTi KOHTelHep/3akynoptoBansHui 3acib. 3miHa y 6e3nocepepHin
(263 mkr) Ne 5: o 5 Ykpaina" Ta BUNYCK cepint ynakosLi Ad|
dnakoHiB 3i ckna niodinizaty Ta
Tmnalc PO3YMHHMKA:
niodgpinizatom, CaHodpi BiHtpon
YKYNOpeHux lHgacTpia,
npobkamu ryMoB1MM ®paHuis;
6yTvnoBummu Ta BMPOGHMLTBO
obxaTux niocpinizaty,

KoBMavykamm nepBUHHE
antoMmiHiesnMmu B nakyBaHHs,
KomMnnekTi 3 5 KOHTPOIb SKOCTi:
amnynamu no 1 mn Lyrai ®apma
sicknaTtuny | 3 MaHnydekTypuHr
PO34MHHMKOM (BOAA Ko. Ita, AnoHis;
ans iH'exuin) B BUPOOHULTBO
KapTOHHIi kopobLli PO3UYMHHUMKA,
nepBUHHE
nakyBaHHS,
KOHTPOIb SKOCTI:
[aynT ®apma
JliBpoH, ®paHuis

65. | OAKOrEH niodpinisat gna TOB YkpaiHa Bupo6bHuuTBO HinepnaH BHECEHHS 3MiH 10 peecTpaLinHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/9212/01/01
pO34uHy Ans "[>KOHCOH i Hepo3dacoBaHOro an/ wopao 6esnekn/edpexkTuBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo peuenmom
iHgpysini no 50 wmr, 1 [XOHCOH npoaykTy, Benbris 3MiHM [0 y3aranbHeHUX AaHnX Npo cucTemy cdbapmakoHarnagy
nakoH 3 YkpaiHa" nepBuHHA (BBEOEHHS y3aranbHeHUX AaHnX Npo cucTemy dapmakoHarnsay,
niodinizatom B yrnakoBKa: 3MiHa yNOBHOBaXEHOi 0cobu, BigNoBiganbHoi 3a 34iNCHEHHS
KapTOHHIW nayui dapmakemie b.B., dapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsiay 3asiBHUKa

Higepnanaw; AN 30iNCHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BigMiHHA
BTopuHHa Bi yNOBHOBaXKeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
yrnakoBKa, BUMYCK dapmakoHarnsgy (BkIovalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
cepii: po3MilLeHHi MacTep-gdalina cuctemun dapmakoHarnsagy) 3MiHa
AHcceH yNOBHOBaXeHOI 0cobu 3asiBHMKA, BigNoOBiAanbHOI 3a
dapmavneBTUka dapmMakoHarnag: gitoya pegakuis - Dr. Logesvaran Yogendran,

H.B., benbria

nponoHoBaHa pegakuis - Dr. Laurence Oster-Gozet. 3miHa
KOHTaKTHMX JAHWX YNOBHOBAXXEHOI 0COOM 3asiBHUKA,
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BignosiganbHoOI 3a hapmakoHarnsa. 3MiHa 3asBHUKa (BnacHUka
peecTpauinHoro nocsig4eHHs) (3rigHo Hakazy MO3 Big 23.07.2015
Ne 460)
66. | OXICI @O/ GC | cycneHsia ans M.BIOTEK Benvka I'piH Kpocc Kopes BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/16223/01/01
FLU iH'ekuin no 0,5 mn Ta NIMITER BputaHis KopnopewiwH 3MiHu | Tuny - 3MiHM 3 sKkocTi. FoToBMI Nikapcbkuin 3acib. KoHTponb peuernmom
BAKUWMHA OnA 0,25 mny roTOBOrO fikapcbKoro 3acoby - nepe3aTBepKeHHs1 AHaMITUYHOT
MPO®ITAKTUKAU nonepegHbL0 HOpMaTMBHOI gokyMeHTauii (AH) Ha MeToam KOHTPOno SKOCTI
reuny HaMoBHEHMNX (MKA) 3 meTor0 npuBeneHHs Ao BumMor Hakady MO3 Ykpainn Ne460
(PO3LLUEMIEHUA | wnpuuax Ne 1, Ne Big 23.07.2015 p.; 3miHu | TMny - BUNyYeHHs noka3Huka
BIPIOH, 10 "AHOManbHa TOKCUMYHICTL" 3i cneuudikadii roTOBOro nikapcbkoro
IHAKTUBOBAHU 3acoby
)]
67. | OWUKNOKAIH PO34MH Ans iH'exuUin ToBapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/8315/01/01
no 2 mn B amnyri; 03 obmexeHoro 3MiHM | TUNY - 3MiHa po3Mipy cepil (BKMoYakym giana3oH po3Mipy peuernmom
no 10 amnyny obmexeHo BiANOBiganbHiICTIO cepii) rotToBOro nikapcbkoro 3acoby - BBeAeHHs 404aTKOBUX
KapTOHHIin kopobui 3 10 "®apmaueBTNYHa po3MipiB cepii nikapcbkoro 3acoby Ans Aityoro uexy AMnynbHUN
neperopogkamu; no Bignosigan KOMMaHisi uex: 200 n (100 000 Tnc. amnyn) ta 380 n (190 000 Tnc. amnyn) Ao
2 Mn B amnyni; no 5 bHICTIO "3popos's" BXe 3aTBepaxeHux po3Mipis 40 n (20 000 tuc. amnyn), 100 n (50
amnyn y 6nictepi; no | "®apmaue 000 Tuc. amnyn)
2 6nictepu B BTUYHA
KapTOHHI kopobLi; KOMMaHis
no 2 mMn B amnyrni; "3gopos'a"
no 10 amnyny
6nictepi; no 1
6nictepy B
KapTOHHI Kopobui
68. OUMELOPON PO34UH ANs iH'eKUin, MNAT YkpaiHa MAT "Tanu4capm” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3a UA/4950/01/01
10 mr/mnno 1 mn B "lanuydap 3MiHM | TUNY - 3MiHK y NpoLieci BUPOGHMLITBA rOTOBOTO NikapCbKOro peuernmom
amnyni; o 10 m" 3acoby, BKMOYaKUM NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS Mpu
amnyn y kopo6ui; no BMPOOHMLITBI rOTOBOrO fnikapcbkoro 3acoby (HeaHavHa 3aMiHa y
1 mMn B amnyni; no npoueci BUpobHULUTBA)
10 amnyny
KOHTYPHI
YapyHKOBIW
ynakosi, no 1
KOHTYPHI
YapYHKOBIN ynakoBLi
B nayui
69. | OIABETOH® MR Tabnetku 3 e ®dpaHuis JlabopaTopii DdpaHuis/ BHECEeHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/2158/02/02
60 MI mMoaundikoBaHUM JNTABOPAT Ceps'e IHgacTpi, Ipnangis 3MiHuM Il TRy - 3MiHW 4O IHCTPYKUIT ANA MEANYHOro 3aCTOCYBaHHS peuernmom
BMBINIbHEHHSM Mo 60 YAP PpaHuis; Ceps'e 0o posginis "®apmakonoriyni BnactusocTti”, "MpoTunokasaHHsa"
mr no 15 TabneTok y CEPB'E€ (IpnaHgis) (BUOaneHo NpoTUNoKa3aHHA "NikyBaHHS KBIHONIOHOM", BHECEHI
6nictepi; no 2 IHpacTpic ITta, YTOYHEHHS1),"B3aemogis 3 iHWmMK nikapcbkuMm 3acobamu Ta iHLi
6nictepu y kopobui 3 IpnaHaia BMAam B3aemopin”, "OcobnmeocTi 3acTocyBaHHs". BBeaeHHA 3MiH
KapTOHY npoTArom 6-Tu MicsUiB nicna 3aTBepAXXeHHA
70. OIAKOPONH® TabneTtku TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH O peecTpaLiiiux matepianis: 3MiHu | Tuny - 3miHn 3a UA/5731/01/03
120 PETAPL NPONOHIroBaHoI Aji "CaHodi- Pecny6nik wono 6e3nekn/edpeKkTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
no 120 mr Ne30 ABeHTiC a 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
(10x3): no 10 YkpaiHa" (BBEAEHHS y3aranbHEHUX AaHnX Npo cucTemy dapmakoHarnsay,

Tabnetok y 6nictepi;
no 3 Gnictepu y
KapTOHHI Kopobui

3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
hapmakoHarnsigy; KOHTakTHoOI ocobu 3 chapmakoHarnsgy 3asiBHUKa
ONs 30iNCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHA BigMiHHA
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Bil yNnoBHOBaXeHOi ocobu, BiANoBiganbHoI 3a 3aiiCHEHHS
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaiina cuctemu dpapmakoHarnsgy)fiova
pepakuisi: YnoBHoBaxkeHa ocoba 3asiBHMKa, BignoBigansHa 3a

dapmakoHarnsg - Eric Teo/Epik Teo.

MponoHoBaHa pepakuisi: YNoBHOBaxxeHa ocoba rpynu KoOMNaHiv
Sanofi, BignosiganbHa 3a hapmakoHarnsg Ha rnobanbHOMY piBHi -
Eric Teo/Epik Teo; YnoBHoBaxeHa ocoba 3asiBHWKa, BignosiganoHa

3a chapmakoHarnsg B YkpaiHi - KnilwumH AHTOH MukonanoBumu.
3MiHu | TUny - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHn) 3mMiHWM BHECEHi B IHCTPYKLUilo Ans
MEeAMYHOro 3aCTOCYBaHHS LWOAO0 A0AaHHS 3asiBHUKA Ta MOro
MiCLle3HaxooKEeHHS, SIK HacnigoK — BignoBigHI 3MiHW Y TEKCT

MapKyBaHHS! yMakoBKU fikapcbKoro 3acoby. 3MiHu y TeKCTi

MapKyBaHHS! yMakoBKU: 3a3Ha4YeHHS 3asiBHVKA Ha yrnakoBLi

nikapcbkoro 3acoby.

BBegeHHs 3MiH NpoTsirom 6-Tu MicAUiIB Nicns 3aTBepAXeHHs1. 3MiHa
3asiBHMKA (BNacHuKa peecTpauiiHoro NocBigveHHst) (3rigHo Hakasy
MOS Big 23.07.2015 Ne 460) BBeaeHHs 3MiH NpOTArom 6-Tu
MiCsAILiB Nicns 3aTBEPAXKEHHS.

7.

OIAKOPOUH® 90

PETAP

TabneTtkn, BKpUTI
000MoHKoI0,
MPOMOHIroBaHoI Aji
no 90 mr Ne 30
(10x3): no 10
TabneTtok y 6ricrepi;
no 3 6nictepu y
KapTOHHI kopobui

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nik
a

BHECEHHS 3MiH IO peecTpaLinHmx maTepianis: 3miHum | Tuny - 3miHn
wopno 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHeHUX AaHnX Npo cucTeMy bapmakoHarnagy
(BBEOEHHS y3aranbHeHUX AaHuX Npo cucTemy dapmakoHarnsay,
3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
dapmakoHarnsgy; KOHTakTHOI ocobu 3 chapmakoHarnsgy 3asBHUKa
AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BigMiHHA
Bil yNnoBHOBaXeHOi ocobu, BiANoBiganbHoi 3a 3aiiCHEHHS
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMu dpapmakoHarnsgy)fiova
pepakuisi: YnoBHoBaxkeHa ocoba 3asiBHMKa, BignoBigansHa 3a
dapmakoHarnsg - Eric Teo/Epik Teo.

MponoHoBaHa pegakuisi: YNoBHOBaXxeHa ocoba rpynu KOMNaHir
Sanofi, BignosiganbHa 3a dhapmakoHarnsg Ha rnobanbHOMYy piBHi -
Eric Teo/Epik Teo; YnoBHOBaxeHa ocoba 3asiBHWKA, BignosigansHa
3a papmakoHarnsg B YkpaiHi - KnilwmH AHTOH Mukonanosumy.
3MiHu | TUny - 3MiHn Wwopao Gesnekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3mMiHn) 3mMiHWM BHeCeHi B IHCTPYKLUilo Ans
MEAMYHOro 3aCTOCYBaHHS LWOAO0 A04aHHS 3asiBHUKA Ta MOro
MiCLLe3HaxooKEeHHS, SIK HacnigoK — BigNoBigHI 3MiHW Y TEKCT
MapKyBaHHS! yMakoBKU fikapcbKoro 3acoby. 3MiHM y TeKCTi
MapKyBaHHS! yMakoBKU: 3a3Ha4YeHHS 3asiBHVKA Ha yMaKkoBLi
nikapcbKkoro 3acoby.

BBegeHHs 3MiH NpoTsirom 6-Tu MicAUiB Nicns 3aTBepAXeHHs. 3MiHa
3asiBHMKA (BNacHWKa peecTpauiiHoro NocBig4eHHst) (3rigHo Hakasy
MOS Big 23.07.2015 Ne 460) BBeaeHHs 3MiH NpoTArom 6-Tu
MiCsILiB Nicnsa 3aTBEPAXKEHHS.

3a
peuenmom

UA/5731/01/02

72.

OIADY

kancynu no 50 mr,
no 10 kancyn y
6nicrepi; no 1
6nictepy B nayui

M. Biotek
Nto

Benuka
BpuTaHis

Crpangc LWacyH
NimiTen

IHAia

BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHs AiSnbHOCTI BUpobHUKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BkntoYarum AinbHWLi BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI. (4isNbHICTb, 3a AKy Bignosigae

3a
peuenmom

UA/12182/01/01
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BMPOGHMK/iMNOpTEp, BKIOYaUM BUMYCK Ccepili) 3MiHa Ha3Bu Ta
appecw BupobHuka M3 fiadny, 6e3 3miHu mMicus BUpobHMLTBa
73. OIADITY kancynu no 100 mr, M. BioTtek Benwuka Crpangc LWacyH IHAia BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3miHu | Tuny - 3a UA/12183/01/01
no 10 kancyn y Jitg BpuTaHis Timiten AnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu Micus | peuenmom
6nicrepi; no 1 NpoBaPKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
6nicTepy B nayui nikapcbKkoro 3acoby, BkntoYaroum AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHWK/IMNOpTEp, BKIOYa4M BUMYCK Cepili) 3MiHa Ha3Bu Ta
agpecy BupobHuka 13 Oiadny, 6e3 3MiHM micus BUpobHULTBa
74. | OIA®NY kancynu no 150 wmr, M. BioTek Benvka Crpawnac LWWacyH IHais BHECEHHS 3MiH [0 peecTpauiiiux matepianis: 3MiHu | Tuny - 6e3 UA/12183/01/02
no 1 kancyniy INta BputaHis Nimiten AamiHicTpaTuBHi 3MiHKN. 3MiHa HaliMeHyBaHHs Ta/abo agpecy micus peuenma
6nictepi; no 1 npoBaKeHHs AisSnbHOCTI BUPOOHMKa/imnopTepa roToBoro
bnictepy B nayui nikapcbKoro 3acoby, BKMoYa4m AinbHULI BUNYCKy cepii abo micue
NpOBeAEHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIMOYa4M BUMYCK cepilii) 3MiHa Ha3Bu Ta
agpecu BupobHuka 13 Oiacdny, 6e3 3miHM micusa BUpobHUUTBa
75. DIALEEPETH NOPOLLOK AT YkpaiHa Awi JlandcaneHcis IHais BHECEHHS 3MiH [0 peecTpaLiiHux matepianis: 3MiHu | Tuny - - UA/12504/01/01
(cybeTaHuis) y "KMNIBCbK MeT. JITa. AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
nakeTax noAaBiNHUX un 3asBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBmx BITAMIHH HallMeHyBaHHs 3asiBHUKa. BBedeHHS 3MiH npoTarom 6-Tu micauis
ansi BupobHuutea 717 nicnsi 3aTBepaKeHHs
HeCcTepurbHMX 3ABOAO"
nikapcbkunx gopm
76. | OICTPEH kancynu no 300 mr X. Ypiak i IcnaHis X. Ypiak i IcnaHis BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/9509/01/01
no 10 kancyn y KomnanHis, Komnanis, C.A. 3miHuM | TNy - nogaHHa oHoBneHoro CepTudikaTty BiANOBIAHOCTI peuernmom
6nictepi; no 3 C.A. €Bponevickkin thapmakonei R1-CEP 2000-032-Rev 03 Big Bxe
6nictepu y kopobui 3 3aTBepxeHoro BupobHuka ans A®I Tpudnysany; amiHu | Tuny -
KapToHy BBE[EHHS TEPMiHY MOBTOPHOrO BMNpobyBaHHA 2 pokun ans Ad|
Tpudbnysany 3aTBepAXXeHoro BUpobHuka
77. | OOKCUNAMIHY MOpPOLLOK AT YkpaiHa P. 1. DAVH KEM IHais BHECEeHHS 3MiH 40 peecTpauiiiux matepianis: 3MiHu | Tuny - - UA/4786/01/01
CYKUUHAT (cybeTaHuin) y "KNIBCbK MBT NTA ApmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
(AOKCUNAMIHY nakeTax noAasiiHUX nn 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
raPOCYKUUHA nonieTuneHoBmnx BITAMIHH HalMeHyBaHHS 3asiBHVKa. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
T) ans N nicns 3aTBepaXeHHS
hapMaLeBTUYHOTO 3ABO"
3acTOCyBaHHS
78. | OY®ACTOH® TabneTtkn, BKpUTI A66OTT HinepnaHg A66OTT HioepnaH BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 3a UA/3074/01/01
NniBKOBOKO Xenckea 7 Bionogxikans b.B. an 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
obonoHkoto, no 10 Mpogaktc dapmakoHarnagy. BeegeHHs abo 3miHn g0 y3aranbHeHUX gaHux
mr, no 14 a6o 20, B.B. npo cuctemMy chapmakoHarnsagy (BBeAeHHs y3ararnbHeHUX AaHnX

abo 28 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI kopobLyi

npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoBaXeHoi ocobu,
BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTakTHOT
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 34INCHEHHS
dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHA Bif
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLeHHi MacTep-galina cuctemu dbapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOI 0cobM 3asiBHMKA, BignoBiganbHOI 3a 30iNCHEHHSs!
dapmakoHarnsgy. MNponoHosaHa pefakuis: Dr. Monica
Buchberger, Pharm. PhD/[Op. Monika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0cOOU 3asiBHMKA ANS 34INCHEHHS
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dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pegakuis: Kidim Onbra
€BreHieHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu 3asiBHIKa,
BiANoBiAanbHOI 3a 34iNcCHeHHa bapmakoHarnsagy. 3MiHa
KOHTaKTHMUX AaHUX KOHTaKTHOI 0CObW 3asiBHWKA NS 30INCHEHHS
hapmMakoHarnsgy B YkpaiHi

79.

EOIOPAHT®

TabneTku, BKpUTI
NNiBKOBOIO
o6onoHkoto, no 25
mr no 30 TabneTok y
dnakoHi; no 1
dnakoHy B
KapTOHHIW nayui

TOB
"[PKOHCOH i
[>XKOHCOH
YkpaiHa"

YkpaiHa

AHcceH-Cinar
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpauiiiux matepianis: 3MiHun | Tuny - 3miHn
wono 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHeHUX AaHWX Npo cuctemy dapmakoHarnsgy
(BBEOEHHS y3ararnbHEeHUX AaHuX Npo cucTemMy dapmakoHarnsay,
3MiHa yNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iMCHEHHS
dapmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
ONs 30incHeHHs1 hapmakoHarnsay B YKpaiHi, SKLWOo BOHa BigMiHHA
Bij yNMOBHOBaXeHOI 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsigy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MileHHi MacTep-darina cuctemun papmakoHarnsgy) 3miHa
YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiAanbHOI 3a
dapmMakoHarnag: gitoya pegakuis - Dr. Logesvaran Yogendran,
nponoHoBaHa pegakuis - Dr. Laurence Oster-Gozet. 3miHa
KOHTaKTHUX JAHWX YNOBHOBAaXXEHOI 0COOM 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsg. 3miHa 3asiBHUKa (BracHUKa
peecTpauinHoro nocsigyeHHs) (3rigHo Hakasdy MOS Big 23.07.2015
Ne 460)
3arteepaxeHo: TOB "[koHcoH & [>xoHCOH", Pociicbka Penepaldis
3anponoHoBaHo: TOB "[oHCOH i [)xoHCOH YkpaiHa", YkpaiHa

3a
peyenmom

UA/14060/01/01

80.

EKBATOP

Tabnetkn, 10 mr/5
mr Ne 10 (10x1), Ne
30 (10x3), Ne 60
(10x6) B briicTepax

BAT
"lepeoH
PixTep"

YropwmHa

BAT "lepeoH
Pixtep"

YropwwmHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHK | TURY - 3MiHW O IHCTPYKUIT ANS MEeAWYHOro 3aCTOCYBaHHSA Y
po3ainu: "®apmakonoriyHi BnactmeocTi", "lpoTnnokasaHHs",
"B3aemopis 3 iHWMMKM nikapcbkumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaat”, "3gatHiCTb BNAMBaTu
Ha LIBMAKICTb peakuii Npu KepyBaHHi aBTOTpaHCNopToM abo
iHWK1MK mexaHismamm”, "Cnocib 3acTtocyBaHHs Ta 4o3n"
(yTouHeHHs1), "MNepenosyBaHHs", "IobiyHi peakuii" BianoBigHO Ao
OHOBIEHOT iHbopMmaLlii 3 6e3nekn Aito4oi peyoBnHU. BBeaeHHs
3MiH npoTsArom 6-Tu MicsLiB nicns 3aTBepAXXeHHSA

3a
peuerimom

UA/3211/01/01

81.

ENNOKCATUH®

KOHLeHTpaT Ans
pO34nHy ans
iHdy3iiA, 5 Mr/mn
Ne1: no 10 mn
KOHLIeHTpaTy, LU0
MicTaTb 50 mr
okcaninnatury, y
hnakoHi abo no 20
MI KOHLIEHTpaTY, WO
Mictatb 100 mr
okcaninnaTuHy, y
dnakoHi; B nigaoHi,
3anasiHomy
KpULLKOLO, B
KapTOHHI kopobLli

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

CaHodi-ABeHTic
DonunaHg MmoX

HimeuunH
a

BHECEHHS 3MiH [0 peecTpaLinHmx maTepianis: 3MiHu | Tuny -
AZMiHiCTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu Micus
NpOoBaKEHHN AisnbHOCTI BUpobHUKa/iMnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYa4m 4inbHULi BUNYcKy cepii abo micue
NpoBeAEHHS KOHTPOJIO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYakouX BUMYCK Cepiii) - 3MiHa Ha3Bu Ta
agpecy BUpobHuKa, 6e3 3mMiHn Micus BUpobHULTBA; 3MiHK |l Tuny -
3MmiHu Wwopao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay. 3miHu y
KOPOTKil XapaKTepuCTULi NikapCcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUIT ANS MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMU 3 SIKOCTi, AOKMIHIYHUMMU, KMNiHIYHUMW AaHUMKU Ta JaHUMK 3
dhapmMakoHarnsgy - 3MiHM BHeceHo A0 [HCTpykuii Ans meguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby Ao posAinis "®apmakonoriyHi
BnactumsocTi", "Ocobnuei 3axogm 6e3nekn”,"Baaemogis 3 iHLWIMMK
nikapcbkuMmn 3acobamu Ta iHWi BuAM B3aemogin", "3actocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs

3a
peuenmom

UA/9385/02/01




30 ITponoBxkeHHs nogaTka 3
Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
Ta gosun", "MobivHi peakuii"
82. EMAHEPA® Kancynm KPKA, o.4., CnoBeHis BMPOBHMUTBO "in CnoBeHis BHECEHHS! 3MiH IO peecTpaLiiHux maTtepianis: 3a UA/12801/01/01
KULLKOBOPO3YUHHI NO HoBo bulk", nepsuHHe 3MiHu |l TNy - BBegEeHHS HOBOro BUpoOHMKa AD| 3 HagaHHAM peuenmom
20 mr; no 7 kancyn y MecTo Ta BTOPUHHE macTep-cavina Ha A®I Big BnacHuka DMF KPKA, g.4., Hoso
6nictepi; no 1, 2 abo nakyBaHHS, MecTo, CnoBeHis A0 paHille 3aTBepAXKeHOoro Mactep-danny 3i
4 Gnictepu B KOHTPOSNb Ta cxemamu cuHTe3dy RoS1, RoS4, nogaetbca gogaTkoBa cxema
KapTOHHI kopobui BUMYCK cepii: cuHTesy RoS5
KPKA, o.4., Hoso
mecTo, CrnoBeHisi;
KOHTpOnb Ccepil:
KPKA, o.4., Hoso
mecTo, CrioBeHis
83. EMAHEPA® Kancynm KPKA, o.4., CnoBeHis BMPOOHMUTBO "in CnoBeHis BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/12801/01/02
KVLLKOBOPO3YMHHI MO Hoso bulk", nepBuHHe 3MiHu |l Tuny - BBeAeHHS HOBOro BUpobHuKka AD| 3 HagaHHAM peuernmom
40 mr; no 7 kancyn y MecTo Ta BTOPUHHE mactep-canna Ha ADI Big BnacHuka DMF KPKA, o.4., Hoso
6nictepi; no 1, 2 abo nakyBaHHs1, MecTo, CnoBeHis 4o paHille 3aTBEpAKEHOro MancTep-danny 3i
4 6nictepu B KOHTpOIb Ta cxemamm cuHTedy RoS1, RoS4, nonaetbcsa gogatkoBa cxema
KapTOHHI kopobLli BUMYCK cepii: cuHTesy RoS5
KPKA, o.a., Hoso
mecTo, CrnoBeHis;
KOHTPOIb cepii:
KPKA, o.a., Hoso
mecTo, CrioBeHis
84. EMCE®® MopOLUOK ANst Abpun IHais HekTap IHais BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3MiHu Il Tuny - 3miHn 3a UA/5195/01/03
pO34uHy Ans ®opmynen TNandcanncis Lofo 6esnekn/edeKkTnBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuernmom
iH ekuin no 1000 wr; WH3 MBT. TliviTen 3MiHa(K) 4o 3000B'A3aHb Ta YMOB BuAadi peectpauiiHoro
1 cbnakoH 3 Ira. nocBiAYeHHs, BKMNoYatoum MnaH ynpasniHHS pysmkammn
MOPOLLIKOM Y (3actocyBaHHs 3MiH(1), SKi(a) BUMaraloTb(€) NOAANbLIOro
KapTOHHIN ynakoBLi 06r'pyHTYBaHHSA HOBMMU 404ATKOBMM OAHUMMU, LLO MaOTh
HagaBaTUCs KOMMETEHTHUM OpPraHOM, OCKiflbK/ BUMaraeTbCsi
CyTTeBa OLiHKa KOMNETEHTHUM opraHoMm) - BukoHaHHsi 3060B's3aHb
BigNOBIAHO A0 MianyHKTY 2.3 NyHKTY 2 gogatky 15 no Mopsaky
NpoBEeAEeHHs1 eKCNepPTU3N peecTpauinHnxX maTepianis Ha Nikapcbki
3acobu, Lo NoJalTLCA Ha AepXXaBHY peecTpaLiio
(nepepeecTpaLito), a Takox ekcnepTnan martepianis NPo BHECEHHS
3MiH 0 peecTpauiiHuX MaTepianis NPoTArom Aii peectpauiiHoro
noceigyeHHs, 3atBepaxeHoro Hakasom MOS Big 26.08.2005 Ne 426
(v pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
85. EHTUBIO® NopoLIoK AN Takena LaHia Bikxem Benuka BHECEeHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/15405/01/01
KOHLieHTpaTy ans ®apma A/C Jlabopatopis BpuTanis/ 3MiHM | TUMY - 3MiHW y TEKCT MapKyBaHHS YMaKoBKMN: BUMYYEHHS peuernmom
pO34uHy Ans IimiTen, Benuka ITania/ 3a3HayeHHs Ha BTOPUHHIN ynakoBLi iHdpopMaLii CTOCOBHO
iHdpysint no 300 mry BpuTaHis AscTpisi/ BMPOGHMYOI AinbHULI, BiANOBiAanbHOT 32 BUPOBHULITBO MikapcbKoro
dnakoHi, no 1 (kOHTpOMb AKOCTI CLUA/ 3acoby Ta nepBUHHE NaKyBaHHS. TakoX HE3HAYHi MpaBku y pp.
hbnakoHy y cepil: HimeyuunH "Kateropis Bignycky", "OcobnuBi 3actepexeHHst oo 3bepiraHHs

KapTOHHI kopobui

"CTepunbHicTb" Ta
"BakTepianbHi
€HIOTOKCUHK");
Hendapm Hosapa
C.p.n., Itanisa
(BTOPUHHE
nakyBaHHS Ta
A03BiN Ha BUMYCK

a

nikapcbkoro 3acoby y HegocTynHoMy Ans giten micui”. BBegeHHA
3MiH npoTArom 6-Tu micsUiB nicnsa 3aTBepaXXeHHSA
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
cepii); KoBaHc
JTabopaTopis
IimiTen, Benvka
BpuTaHis
(kOHTpOMb AKOCTI
cepii); Takena
AscTpisi [MBX,
AscTpid
(BTOPUHHE
nakyBaHHs Ta
A03BIN Ha BUMYCK
cepii); Xocnipa,
IHk., CLLUA
(BpOBHMLTBO
M3 Ta nepBuHHe
nakyBaHHs);
Yapne3s Pisep
BiodapmacetoTika
n Cepgicia M'M6X,
HimevunHa
(KOHTpOMb AIKOCTI
cepil:
"BusHayeHHs
3B'sI3yBaHHA")

86. ENPEKC pO34MH Ang iH'ekuin, TOB YkpaiHa Cinar AI' LLiseviuapi BHECEHHS 3MiH 0O peecTpauiiHux matepianis: 3miHu | Tuny - 3MiHn 3a UA/2386/01/01
2000 O4/0,5 mn no "[1’)KOHCOH i ] wopno 6esnekn/ecpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
0,5 mn (2000 OA/0,5 [>XKOHCOH 3MiHM [0 y3aranbHeHVUX AaHunX Npo cucTemy apmakoHarnagy
MI1) Y nonepeaHbo YkpaiHa" (BBEAEHHSA y3aranbHEHUX AaHUX Npo cuctemy dapmakoHarnsagy,
3anoBHEHUX 3MiHa yNOBHOBaXeHOi 0cobu, BiAnoBiganbHoi 3a 34iMCHEHHS
wnpuuax i3 dapmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
npo3oporo ONs 30incHeHHs1 hapmakoHarnsay B YKpaiHi, SKLWOo BOHa BigMiHHA
6opocunikaTHoro Bij yNMOBHOBaXeHOI 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
CKIna, OCHaLLeHnX dapmakoHarnsigy (Bkovakoum KOHTaKTHI AaHi) Ta/abo 3miHn y
rornkamu i3 po3MileHHi MacTep-darina cucteMun papmakoHarnsgy) - 3miHa
HepXaBito4oi cTani YNOBHOBaXeHOI 0cobu 3asiBHMKA, BignoBiAanbHOI 3a
Ta 3aXUCHUM dapmakoHarnsg; 3MmiHa KOHTaKTHUX AaHWX YNMOBHOBaXeHOI ocobu
NPUCTPOEM 3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarns; 3miHa 3asiBHMKa
Protecs™ ans (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
3anobiraHHs 23.07.2015 Ne 460)

TpaBMyBaHHS
ronKoto nicris
BMKOPUCTaHHS; no 6
wnpuvuis y
NONiBiHINXMOPUAHIN
KaceTi y KapTOHHiW
naywi

87. EMPEKC pO34MH Ong iH'ekuin, TOB YkpaiHa Cinar Al LLiseviLapi BHECEHHS 3MiH [0 peecTpaLiiHux matepianis: 3miHu | Tuny - 3MiHn 3a UA/2386/01/04
40000 Of/mn no 1 "[1>KOHCOH i a wopno 6e3nekn/edpekTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenmom
mn (40000 O/mn) y [XOHCOH 3MiHM 00 y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnagy
nonepeaHLo YkpaiHa" (BBEOEHHS y3aranbHeHUX AaHuX Npo cucTemy dapmakoHarnsay,
3anoBHEHUX 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS

Lwnpuvuax i3

dapmakoHarnagy; KOHTakTHoi ocobu 3 papmakoHarnsgy 3asiBHUKa
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
npo3oporo ONs 30incHeHHs chapmakoHarnsay B YKpaiHi, SKLWOo BOHa BigMiHHa
6opocunikaTHoro Bifl yNOBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiiCHEHHS
CKIna, OCHaLLeHnX dapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
rornkamu i3 po3MileHHi MacTep-daiina cucteMu papmakoHarnsgy) - 3miHa
HepxaBitoyoi cTani yMOBHOBaXeHOi 0cobu 3asiBHMKa, BiANOBiAANbHOI 3a
Ta 3aXNCHUM apmakoHarnsg; 3MmiHa KOHTaKTHUX AaHWX YNoBHOBaXeHOI ocobu
NPUCTPOEM 3asBHMKa, BiONOBIAANbHOI 3a hapmakoHarns; 3miHa 3asiBHUKa
Protecs™ ans (BnacHvka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
3anobiraHHs 23.07.2015 Ne 460)
TpaBMyBaHHS
ronkoto nicns
BMKOPUCTaHHS; no 6
wnpuvuis y
NONIBIHINXMOPUAHIN
KaceTi y KapTOHHiW
nayui
88. ECBEPITOKC Tabnetku no 3,2 wr, Lanep & HimeyuunHa Lanep & HimeuuuH BHECEHHS! 3MiH IO peecTpaLiiHux maTtepianis: 6e3 UA/11978/01/01
no 20 TabneTok y Bptommep Bptommep M6X & a 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenma
6nicTepi; no 2, abo 6X & Ko. KI apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
3, abo 5, abo no 10 Ko. KI npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHnX
GnicTepiB y npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoOBaXeHoi ocobw,
KapTOHHI kopobui BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsaay 3asBHVKA Ans 3A4INCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
YNOBHOBaXXeHOT 0cobu, BignoBigansHoi 3a 30ilCHEHHSsI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
ynoBHOBaxeHOi ocobu, BianoBigansHoi 3a hapmakoHarnsz:
nponoHoBaHa pegakuis - Dr.Jennifer Christin Kuchering/
Op.OxeHidep KpicTiH KydepiHr. 3MiHa KOHTaKTHUX AaHWX
ynoBHOBaeHOoi ocobu, BignoBifansHoi 3a hapmakoHarnsg. 3MiHa
KOHTaKTHOI ocobu, BiANoBiAanbHOI 3a dhapmakoHarnag B YKpaiHi:
NpornoHoBaHa pefakLuis - BonteHko AHTOH ["eopriioBny. 3miHa
KOHaKTHUX AaHUX KOHTaKTHOI ocobu, BianoBiaansHoi 3a
dapmakoHarnsg B YkpaiHi
89. ECLUUTAM® TabneTku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/15764/01/01
ACIHO NNiBKOBOIO "®apma Crapt" 3MiHu |l TUny - 3MiHK y Npoueci BUPOBHMLITBA rOTOBOMO MiKapCbKOro peuenmom
obornoHkoto, no 10 Crapt" 3acoby, BKIOYAK4M NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCS Mpu
mr, no 10 TabneTtok BMPOGHMLTBI rOTOBOro Nikapcbkoro 3acoby (BBegeHHs abo
y 6nictepi, no 1, 3 36inbLIeHHs npunycTumoro Hagnuwky A®l)
abo 6 6nicTepiB y
KapTOHHIN nayui
90. | ECULUTAM® TabneTkun, BKpUTI TOB Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/15764/01/02
ACIHO NNiBKOBOIO "®dapma Crapt" 3MiHu |l TNy - 3MiHK y Npoueci BUPOBHMLITBA rOTOBOMO MiKapCbKOro peuenmom
ob6onoHkoto, no 20 Crapt" 3acoby, BKMOYaKUM NPOMIKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NP
mr, no 10 TabneTtok BMPOOHMLTBI rOTOBOrO fMikapCbkoro 3acoby (BBeAeHHs1 abo
y bnictepi, mo 1, 3 36iNbLUEHHS MPUNYCTUMOro HaanmuLKy Adl)
abo 6 GnicTepiB y
KapTOHHIW nayui
91. ETUNOBI E®IPU piavHa (cybcTaHuis) AT YkpaiHa XioaTtan biocapm Kutan BHECEHHS 3MiH 1O peecTpaLiinHux maTepianis: 3miHu | Tuny - - UA/11784/01/01
OMETrA-3 y cTaneBux "KUIBCBK IHK. AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
KUCNOT 6apabaHax ans NI 3asBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
BMPOGHMLTBA BITAMIHH HalMeHyBaHHS 3asiBHVKa. BBeAeHHs 3MiH NpoTsrom 6-Tu Micsuis
HeCcTepuIbHUX nn nicns 3aTBEpAXKEHHS
nikapcbknx doopm 3ABOO"
92. EY®INIH- po34uH Ang iH'ekuin, | TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/0869/01/01
3[00POB'A 20 mr/mn, no 5 mn B 03 obmexeHoro 3MiHM | TUNY - 3MiHa po3Mipy cepil (BKMoYakym dianasoH po3Mipy peuernmom
amnyni, no 10 obmexeHo BiANOBiganNbHICTIO cepii) rotToBOro nikapcbkoro 3acoby - BBe4eHHs1 404aTKOBOro
amnyn y KapTOHHIN 10 "®apmaueBTUYHa po3mipy cepii nikapcbkoro 3acoby Ans gito4oro AMMynbHOro LiEXy.
kopoOui; no 5 mn B Bignosigan KOMMNaHis 3anponoHoBaHo: AMnynbHUIA Lex. Po3mip cepii cknagae: 40,000
amnyni; no 5 amnyn BHICTIO "3popos's" Tnc. amnyn (200,0 n); 98,000 Tuc. amnyn (490,0 n); 188,000 TucC.
y 6nicTepi, no 1 abo "®apmaue amnyn (940,0 n). JogaTkoBun po3mip cepii cknagae: 240,000 Tuc.
no 2 6nictepu B BTUYHA amnyn (1200,0 n)
KapTOHHI kopoobLli KOMMaHis
"3gopos'a"
93. E®JIOPAH Tabnetku no 400 mr KPKA, o.4., CnoBeHis KPKA, o.4., Hoeo CnoBeHis BHECEHHS! 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/0928/01/01
no 10 TabneTok y Hoeo MecTo 3MiHM | TUNY - NOAAHHA OHOBIEHOrO cepTudikaTa BiANOBIAHOCTI peuenmom
dnakoHi; no 1 MecTO €ponevicbkoi papmakonei Ne R1-CEP 2001-450-Rev 05 Big Bxe
nakoHy B 3aTBEpAXeHOro BUpobHmnka APl meTpoHigasony, sik Hacnigok,
KapTOHHI kopobLli BUIyYeHHS1 BUPOOHMKa HaniBNpoayKTy, BignoBigHO 4O OHOBEHOrO
CEP; 3miHn | Tvny - 3miHa y meTogax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby - 3MiHa y KONbOpoBOMY MeTofi ideHTudikawii
MeTpoHiAa3ony, a came: 3MiHa 3abapBrneHHs PO34MHY, LLO BUHWUKAE
nig Yyac aHanisy i3 nomapaH4€eBO-4epPBOHOro Ha YepPBOHYBaTO-
hioneToBuiA. Y 3B'A3Ky 3 NpUBEAEHHAM Y BiANOBIOHICTb A0
peanbHUX AaHuX, WO OTPUMYIOTLCS Nig Yac aHanisy. Kopekuis
dopMynum y meToai Ans BU3Ha4YeHHs CynpoBiAHUX JOMILLOK, a caMe
BHECEHHS cepeHbOl Macu, Ans BiaobpaxeHHs AiNcHOT dopmynuv
obumncneHHs Ta BigobpakeHHs KOPEKTHUX pe3ynbTaTiB
94. EXIHALEI MOPOLLIOK AT Ykpaina ®pyTapom LLisenuapi BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu | Tuny - - UA/4791/01/01
nyPnyPOBOI (cybeTaHuis) y "KMUIBCbK CsituepneHa Jltg A AamiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
BIMXATUN CIK nakeTax noaBinHMxX nn 3asiBHMKA (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
CYXun nonieTuneHoBnx BITAMIHH HaliMeHyBaHHS 3asiBHVKa. BBegeHHs 3MiH NpoTsirom 6-Tu Micsiuis
ans nn nicns 3aTBepAKEHHS
hapMaLeBTUYHOIO 3ABOO"
3aCcTOCYyBaHHSA
95. | 3ANI3A MOPOLLOK AT YkpaiHa "Op. Naynb HimeyuunH BHECEHHS 3MiH IO peecTpaliinHux maTepianis: 3miHu | Tuny - - UA/6184/01/01
DYMAPAT (cybeTaHuis) y "KUIBCBK JNloxmanH M'm6X a AamiHicTpaTuBHi 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu
nakeTtax N Kr" 3asBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBux BITAMIHH HallMeHyBaHHs 3asiBHMKa. BBedeHHs 3MiH npoTsrom 6-Tu micsuis
ansi BUpobHuuTea 717 nicnsi 3aTBepaKeHHs
HeCcTepurbHMX 3ABOAO"
nikapcbknx popm
96. | 3BIPOBOIO MOpOLLOK AT YkpaiHa LaHbecun O3axe Kutan BHECEeHHS 3MiH 40 peecTpauiiiux matepianis: 3MiHun | Tuny - - UA/15395/01/01
EKCTPAKT 0,5% (cybeTaHuin) y "KUIBCbK ditokem Ko., Jlta ApmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
nakeTax noaBifHMX nn 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBmnx BITAMIHH HalMeHyBaHHS 3asiBHVKa. BBegeHHs 3MiH NpoTsirom 6-Tu mMicsiuis
ans nn nicns 3aTBepAKEHHS
hapMaLeBTUYHOTO 3ABO"
3acTOCyBaHHS
97. | 30BIPAKC® YO | kpem no 2 r kpemy y "nakcoCwmi Benuka nakco Benuka BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: bes UA/14784/01/01
Ty6i; no 1 Ty6i y TKnamnH BpuTtaHis OnepeiiwHe FOK BputaHis 3MiHM | TUNY - NOAAHHA OHOBIEHOro cepTudikaTa BigNOBIAHOCTI peyenma
KapTOHHIiN kopobuli KoHcblome TNimiTen €Bponevicbkivi apmakonei R1-CEP 1998-029-Rev 08 ana AdI, Big
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
p Xenckep BXE 3aTBEPXXEHOro BUpobHUKa
(tOK)
TpewngiHr
JlimiTeq
98. IBAHOPOHOBA PO34MH Onst iH eKuin, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 3a UA/15955/02/01
KUCNOTA - 1 mr/mnno 3 mMn B "dAPMEK reyn" 3MiHU | TURY - 3MiHW O IHCTPYKUIT ANS MEeAWYHOrO 3aCTOCYBaHHS Y peuenmom
®APMEKC nonepegHbL0 creyn" po3ainu: "®apmakonoriyHi BnactusocTi", "MNpoTunokasaHHs"
HanoBHEHOMY (peparyBaHHs TekcTy), "B3aemogiq 3 iHLWIMMKY nikapCbkummn
wnpuui; no 1 3acobamu Ta iHWi BUay B3aemoginn" (pegaryBaHHst TEKCTY),
nonepegHbL0 "OcobnuBocTi 3acTocyBaHHS" (pegaryBaHHs! TEKCTY),
HanoBHEHOMY "3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHA rpyaar”,
LUNPULY B KOMMMEKTI "Cnoci6 3acTocyBaHHs Ta go3un", "MNepeno3syBaHHsA", "MMoGiYHI
3 FONnKo B peakuii" 3rigHo 3 iHbopMaLi€lo LWOAO MEANYHOTO 3aCTOCYBaHHS
KOHTYPHil pedepeHTHOro nikapcbkoro 3acody (boHeiBa®, po3unH ans
YapyHKOBIN iH’exuin). TepMiH BeAeHHs1 3MiH NpoTArom 6-T1 micsuiB nicnsa
ynakosui; no 1 3aTBepOKEeHHSs
KOHTYPHIN
YapyHKOBIN ynakoBLi
B Nayui 3 KAPTOHY
99. IHO3UH NOpPOLLOK AT YkpaiHa ABC ITanis BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/12194/01/01
NMPAHOBEKC (cybeTaHuis) y "KMNIBCbK SAPMAYEYTIMI AamiHicTpaTuBHi 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo agpecu
(METI3ONPUHO nakeTtax i C.n.a. - YHibioc 3asBHMKaA (BnacHVKa peecTpauinHoro noceigvyeHHst) 3miHa
n nonieTuneHoBmx BITAMIHH HiBisioH HallMeHyBaHHs 3asiBHMKa. BBedeHHS 3MiH npoTarom 6-Tn micauis
ons nn nicns 3aTBEPOKEHHS
hapmMaLeBTUYHOTO 3ABOLO"
3acTOCyBaHHA
100. IHOAHPUKC cycnensis (DTPa- nakcoCmi Benuka makcoCmiTKnsiH Benbris BHECEeHHS1 3MiH o peecTpaLiiHux maTtepianis: 3a UA/16235/01/01
FEKCA™/INFANR | HBV-IPV) ans TKnsanH BputaHis Bionoaxikans C.A. 3MiHW | TUNY - OHOBNEHHSA cepTudikaTy BiANOBIAHOCTI LLOAO peuernmom
IX HEXA™ iH’ekuin no 0,5 mn (1 EkcnopT rybyatoi eHuedanonartii ans deTtanbHoi 6Guyayoi cuposaTtku 3 R1-
KOMBIHOBAHA nosa) Ta niodpinisat Nimiten CEP 2000-171-Rev 00 Ha R1-CEP 2000-171-Rev 01. BHeceHHs
BAKLUUHA OndA (Hib); 1 nonepeaHLO peAakuinHMx NnpaBok B po3ainu 3.2.A.2; 3miHu | TUny - OHOBMNEHHSI
MPO®INAKTUKU HanoBHEHUN cepTudikaTy BianoBIAHOCTI Woao ryéyaroi eHuedanonarii gns
OUDTEPII, OAHOpa3oBMN deTanbHoi 6uyavoi cuposaTkn 3 R1-CEP 2000-171-Rev 01 Ha R1-
NMPABLA, wnpwuy (no 0,5 mn (1 CEP 2000-171-Rev 02; 3miHu | Tuny - BuaaneHHs ceptudikaty
KALUJTIOKY [03a)) y KOMMAEeKTi 3 oo rybyatoi eHuedanonarii Ana detanbHOi Guyayoi cupoBaTku
(ALUENONAPHU [BOMa rofnikamu Ta R1-CEP 2001-036-REV 00; 3minHu | Tvny - BuganeHHs ceptudikaty
W KOMMOHEHT), | dnakoH 3 wofo rybyaToi eHuedanonatii Ana detanbHOi Gruyayoi cuposaTku
FENATUTY B, nioginizatom (Hib) R1-CEP 2000-191-REV 00; 3miHu | Tvny - oHOBNeHHs cepTudikaty
noniomienity ana 1 gosu, Wwo wopo rybyaToi eHuedanonatii ans deTtanbHoOi Gu4ayoi cupoBaTku
TA 3Mily0TbCA nepeq 3 R1-CEP 2000-171-Rew 02 Ha R1-CEP 2000-171-Rew 03
3AXBOPKOBAHb, | BMKOpUCTaHHAM; OBI
36YOHUKOM rofku, WnpuL Ta
AKUX € nakoH repMeTUyHO
HAEMOPHILUS 3anakoBaHi y
INFLUENZAE nnacTUKoBUMN
TANY B KOHTenHep; no 1 abo
no 10 nnacTMkoBmUx
KOHTENHepiB y
KapTOHHI Kopobui
101. IPECCA TabneTtkn, BKpUTI AcTtpa3eHe LLseuis BUPOGHMK "in AnoHis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/12118/01/01
NNiBKOBOIO ka Ab bulk", koHTpOnb Benukobp 3MiHum I Tuny - 3miHn wopo 6e3neku/edekTUBHOCTI Ta peuenmom
obornoHkot, no 250 skocTi: Hinpo nTaHis hapmakoHarnsgy. BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
mr, no 10 TabneTtok dapma BMAadi peecTpauinHoro noceigveHHs, Bkntovatoum MNnaH
y bnictepi; no 3 KopnopewiwH ynpaBniHHS pu3nKkamu (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
6nictepu B nakeTi; Karamiiwi MnaHT, noganbLIoro obrpyHTyBaHHS HOBMMW A0AATKOBUM AAHUMMU, O
no 1 nakety B AnoHis; BUpobHUK MaloTb HafaBaTUCsH KOMNETEHTHUM OpPraHoOM, OCKiNbKu
KapTOHHI Kopoobui "in bulk", KoHTpOnb BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoM) - BukoHaHHS
SIKOCTi, NepBUHHA 3060B'aA3aHb BiANOBIAHO A0 NianyHKTY 1.13 nyHKTy 1, nignyHkTy 2.3
Ta BTOpPVHHA nyHKTY 2 goaatky 15 go Mopsiaky NpoBeAeHHs ekcnepTuan
yrnakoBKa, BUMYCK peecTpauinHux maTepianis Ha nikapcbki 3acobu, Lo NoAaTbCs Ha
cepii: AepXXaBHY peecTpaLito (nepepeecTpallilo), a TakoxX ekcnepTuan
AcTtpa3eHeka tOK mMaTepianis NpPo BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis
Nimiten, NpOTAroMm il peecTpaLiiHoro nocBig4YeHHs1, 3aTBepAKEHOro
BenukobpuTaHis Haka3om MOS3 Big 26.08.2005 Ne 426 (y pegakuii Hakady MOS Big
23.07.2015 Ne 460)
102. KANbUIO Tabnetku no 500 wr, MAT YkpaiHa MAT YkpaiHa BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 6e3 UA/6048/01/01
FMIOKOHAT no 10 Tabnetok y "Jly6Hndpa "Iy6Hnchbapm" 3MiHM | TNy - 3MiHa y MeTogax BUNpobyBaHHS roToBOro peuenma
Gnictepax pm" nikapcbkoro 3acoby (Ans npuBeaeHHs y BiANoBigHicTb 3 DY abo
€Bponencbko apMakoneeto Ta BUNyYeHHs! MOCUMaHHs Ha
3acTapinuin BHYTpPILWHIA MeToA BUNpobyBaHHS i Moro Homep) -
BUMYYEHHs NokasHuka « Tanbky» y cneyndikauii Ta metTogax
KOHTPOIIO 3rifHO Aitoyoro BuaaHHa AdY
103. KANbUIYM®OII pO34MH Ang iH'ekuin, EBEBE ABcTpis BMPOOHULTBO HimeuunH BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/1638/01/01
HAT "EBEBE" 10 mr/mn, no 3 mn dapma Hepo3dacoBaHoI al ABcTpis 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/ePeKTNBHOCTI Ta peuenmom
(30 mr), abo 5 mn [ec.m.6.X. npoaykuii, dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
(50 mr), abo 10 mn Hopr. KI nepBuHHa i npo cuctemy apMakoHarnsagy (BBe4eHHS y3aranbHeHUX 4aHnx
(100 wmr), abo no 20 BTOPUHHA npo cuctemMy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobw,
mn (200 mr) y yrnakoBka, BiANOBiAanbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHoT
dnakoHi; no 1 KOHTpOnb Cepii: ocobu 3 hapmakoHarnsay 3asBHVKA Ans 34IMCHEHHS
nakoHy B [aynT ®apma dapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
KapTOHHI kopobLyi BonbdparcxayseH YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34ilCHEHHS!
'm6X, HimeuyumnHa; dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
[A03BiN Ha BUMYCK po3milLieHHi macTep-banna cuctemun papmakoHarnsagy) - 3miHa y
cepii: EBEBE po3MileHHi MacTep-danny cuctemy dapmakoHarnsagy, amiHa
dapma 'ec.m.6.X. MicLUs 3AiCHEHH OCHOBHOI AiSiNbHOCTI 3 papMakoHarnsgy, aMiHa
Hdpr. KI', ABcTpisi KOHTaKTHUX JaHuX yrMoBHOBaXeHOI 0cobu 3asiBHWKa Ans
30iNCHEHHA dhapMakoHarnagy
104. KAnNbLIO po3unH Ans iH'ekui, | ToBapucTs Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/4726/01/01
FMIOKOHAT- 100 mr/mnino 5 mn B 03 obmexeHoro 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKMoYakym giana3oH po3Mipy peuernmom
300POB'A amnyni; no 10 obmexeHo BignoBiganbHIcTIO cepii) rotoBoro nikapcbkoro 3acoby - BBe4eHHs1 404aTKOBOro
(CTABINI3OBAH amnyn y KapTOHHIN 10 "®apmaueBTuyHa po3mipy cepii nikapcbkoro 3acoby Ans Aito4oro AMMynbHOro Lexy
nn) kopoOui; no 5 mn B Bignosigan KOMMaHisi (i3 3a3HaYeHHAM B fiTpax Ta TUC. YNaKoBOK Y TEOPETUYHOMY
amnyni, no 5 amnyn bHICTIO "3popos's” po3paxyHky). NponoHoBaHa pegakuisi. AMnynbHuWiA Lex. Poamip
y 6nictepi; no 1 abo "®apmaue cepii cknagae: no 5 mn B amnyni: 40,000 Tuc. amnyn (200 ),
2 6nictepu B BTMYHA 98,000 Tuc. amnyn (490 n); no 10 mn B amnyni: 20,000 Tuc. amnyn
KapTOHHi kopobuli; KOMMaHis (200 n), 49,000 Trc. amnyn (490 n); JopaTtkoBuMin po3mip cepii
no 10 mn B amnyni, "3gopos'a" cknagae: no 5 mn B amnyni: 194,000 Tuc. amnyn (970 n1), 240,000
no 5 aéo 10 amnyny Tnc. amnyn (1200 n); no 10 mn B amnyni: 120,000 Tnc. amnyn
KapTOHHI Kopobui (1200 n)
105. KANbUIO MOPOLLOK AT YkpaiHa ans O-p Maynb ITanis BHECEHHS 3MiH 1O peecTpaLiinHux maTepianis: 3miHu | Tuny - - UA/11067/01/01
KAPBOHAT (cybeTaHuis) y "KUIBCBK JloxmaH MMBX KT, AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
MiLLKaX NI HimewyunHa 3asBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
nonieTuneHoBmx BITAMIHH BMpOGNeHo HalMeHyBaHHS 3asiBHVKa. BBeAeHHs 3MiH NpoTsrom 6-Tu Micsuis
ans N Minepapis nicns 3aTBepaKeHHs
hapMaLeBTUYHOTO 3ABOMO" Caunnese
3acTocyBaHHS
106. KANTOMNPUN MOpPOLLOK AT YkpaiHa YaHwkoy Kutan BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3miHu | Tuny - - UA/3466/01/01
KpucTaniyHum "KMNIBCbK dapmacbtoTikan AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
(cybeTaHuin) y nw dekTopi 3asBHMKA (BNacHMKa peecTpauinHoro noceigvyeHHs) 3miHa
nakeTax noaBifHMX BITAMIHH HalMeHyBaHHS 3asiBHVKa. BBefeHHs 3MiH NpoTsArom 6-Tu Micsuis
nonieTuneHoBmnx nn nicns 3aTBepAXXEHHS
ansi BUpobHuuTBa 3ABOO"
HeCTepUIbHNX
nikapcbknx gopm
107. KACEHIJIAKC MopoLUIOK ANs KaceH IcnaHis KaceH Pekopgaari, Icnanis BHECEHHS! 3MiH [0 peecTpaLiiHux maTtepianis: 6e3 UA/14473/01/01
oparnbHOro po3vnHy Pekopgari, C.JL. 3MiHuM | TNy - nogaHHsa oHoBneHoro cepTudikaty CEP (R1-CEP peyenma
no 10 r, 10 abo 20 C.JL 2002-180-Rev 03) Big yxe 3aTBepaKeHOro BUpobHMKa
calle y KapTOHHiW
Kopobui
108. KBATTPEKC kancynu no 250 mr TOB Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: bes UA/12875/01/01
no 10 kancyn y "dapma Crapt" 3MiHK | TUNy - 3MiHa y NnapameTpax crneundikauii Ta/abo peuenma
6nictepi; no 2 Crapt" [OMNYCTUMKX MEX, BU3Ha4YeHuX y crneumdikauisx Ha AdDl, abo
6nictepn y BVXiAHWN/NPOMIDKHUIA NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
KapTOHHIM nayui npoueci BupobHuutea A®I (iHwi 3miHW); 3miHu | Tuny - 3miHa y
napameTpax cneuudikaui Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADl, abo BUXigHUN/NPOMKHUIA NpoAyKT/peareHxT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BUpobHMLTBa AD| (BUNyYEHHs
He3HayYHOro nokasHuka sIKOCTi (Hanpuknag BUyYeHHsl 3acTapinoro
nokasHuka))
109. KBETUPOH 100 TabneTtkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/8372/01/02
NNiBKOBOIO "®apma Crapt" 3MiHu | TNy — nogaHHs oHosneHoro CEP Ne RO-CEP 2014-108- peuenmom
obornoHkoto, no 100 Crapt" Rev 01 ansa A®I Big Bxe 3aTBepAXeHOro BUpobHUKa
mr, no 10 TabneTok
y bnicTepi, no 1 abo
3, abo 6 brnicTtepiB y
KapTOHHIN nayui
110. KBETWUPOH 200 TabneTku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/8372/01/03
NMiBKOBOIO "®apma Crapt" 3MmiHu | TuNy — nogaHHs oHoeneHoro CEP Ne RO-CEP 2014-108- peuernmom
obonoHkoto, no 200 Crapt" Rev 01 gna Al Big BXe 3aTBEpO)KEHOro BUPOOHMKA
mr, no 10 TabneTok
y bnictepi, no 1 abo
3, abo 6 GnicTepiB y
KapTOHHIW nayui
111. KBETUPOH 25 TabneTkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/8372/01/01
NniBKOBOKO "®apma Crapt" 3MiHu | TuNy — nogaHHst oHoeneHoro CEP Ne RO-CEP 2014-108- peuenmom
o6onoHkoto, no 25 Crapt" Rev 01 ana A®I Big BXe 3aTBEpOKEHOTO BUPOBHMKA
mr, no 30 TabneTok
y bnicTepi, no 1
bnictepy B
KapTOHHIW nayui
112. KBETUPOH XR Tabnetku, TOB YkpaiHa TOB "®apma YkpaiHa BHECEeHHS1 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/14089/01/01
200 MPOMOHIoBaHoI Aji, "®apma Crapt" 3MiHuM | Tuny — nogaxHs oHoeneHoro CEP Ne RO-CEP 2014-108- peuyenmom
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
no 200 mr, no 10 Crapt" Rev 01 ans A®I Big Bxe 3aTBEpAXeHOro BUPOOHUKa
TabneTtok y 6nicrtepi,
no 1 abo 3, abo 6
GnicTepis B
KapTOHHIW nayui
113. KBETUPOH XR Tabnetku, TOB YkpaiHa TOB "®apma YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/14089/01/02
400 NPONOHIoBaHoI A, "®apma Crapt" 3MiHu | TNy — nogaHHs oHosneHoro CEP Ne RO-CEP 2014-108- peuernmom
no 400 mr, no 10 Crapt" Rev 01 gna A®I Big BXe 3aTBEpOKEHOrO BUPOOHMKA
Tabnetok y 6nictepi,
no 1 a6o 3, abo 6
6nicTepis B
KapTOHHIN nayui
114. KBETUPOH XR Tabnetku, TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/14089/01/03
50 NPOJIOHIOBaHOI Aji, "®apma Crapt" 3MiHu | TNy — nogaHHs oHoeneHoro CEP Ne RO-CEP 2014-108- peuenmom
no 50 mr no 10 Crapt" Rev 01 gnsa Al Big BXe 3aTBepa)KEHOro BUPOBHMKA
Tabnetok y bnicrtepi;
no 1 abo no 3, abo
no 6 GnictepiB y
nayui 3 KapToHy
115. KETOPOIJIAKY NOPOLLOK AT YkpaiHa Cumep Jle6e IHais BHECEHHS 3MiH O peecTpaLiiHux matepianis: 3MiHu | Tuny - - UA/15273/01/01
TPOMETAMIH KpucTanivyHuim "KNIBCbK Nimiten AamiHicTpaTmBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
(cybeTaHuis) y un 3asBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
nakeTax noABiNHUX BITAMIHH HallMeHyBaHHs 3asBHUKa. BBedeHHS 3MiH npoTarom 6-Tn micauis
nonieTuneHoBmnx nn nicnsi 3aTBEPOKEHHS
ans 3ABOO"
hapmaLeBTU4HOro
3aCTOCYBaHHS
116. KUCIOTA rpaHynbOBaHWUiA AT YkpaiHa CiEcliCi, Kvtan BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu | Tuny - - UA/0718/01/01
ACKOPBIHOBA nopotuok abo "KNIBCbK BeviueHr AamiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
95 % rpaHynu nn dapmac'totiken 3asBHMKa (BnacHWKa peecTpauinHoro nocsigvyeHHs) 3miHa
FPAHYNNIbOBAHA | (cybcrtaHuis) y BITAMIHH (LigxiaxyaHr) HallMeHyBaHHS 3asBHUKa. BBeAeHHs 3MiH npoTarom 6-Tn micauis
nakeTax noABifHMX 1% Ko., Ilta nicns 3aTBEpPOXKEHHS
nonieTuneHoBmnx 3ABOO"
ansi BUpobHuuTea
HecTepunbHUX
nikapcbknx popm
117. KIHCbKOIo MOPOLLOK AT YkpaiHa EBEAP PpaHuis BHECEHHS 3MiH IO peecTpauinHux maTepianis: 3miHu | Tuny - - UA/11350/01/01
KALUTAHY (cybeTaHuis) y "KMUIBCbK EKCTPAKCBWOH AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
Cyxum nakeTtax 717 BEXXETAJIb ET 3asBHMKa (BnacHWKa peecTpauinHoro noceigvyeHHs) 3miHa
EKCTPAKT 10% nonieTueHoBmx BITAMIHH APOM HallMeHyBaHHS 3asiBHUKa. BBeAeHHS 3MiH npoTarom 6-Tn micauis
AECUWUH ansi BUpobHuuTBa nn nicns 3aTBEPOKEHHS
HeCTepuUIbHUX 3ABOLO"
nikapcbkunx gopm
118. KINO3ANIH MOpPOLLOK AT YkpaiHa Tanwkoy CiHMiH Kutan BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - - UA/3903/01/01
(cybeTaHuis) y "KUIBCbK dapmacbtoTikan ApmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
nakeTax noABiNHUX N Ko., Ilta 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTnneHoBmnx BITAMIHH HalMeHyBaHHS 3asiBHVKa. BBefeHHs 3MiH NpoTsarom 6-Tu Micsuis
ansi BupobHuuTea nn nicns 3aTBEpAXXEHHS
HeCTepurbHUX 3ABOAO"
nikapcbknx popm
119. KNOHA3ENAM NMOpPOLLOK ToBsapucTs YKpaina ToBapucTBo 3 YKpaiHa BHECEHHS 3MiH A0 peecTpauinHMx maTepianis: 3MiHu | Tuny - 3miHn - UA/3320/01/01




38

ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
(cybeTaHuis) y 03 [04aTKOBOK 3 sikocTi. A®l. BupobHuuTBO. 3MiHa BUPOGHMKa
nakeTax noaBinHMX [00aTKoBO BigNOBiAaNbHICTIO BUXiQHOrO/NPOMIXKHOIO NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCA
i3 nniBKn 10 "IHTEPXIM" y BUpo6HM4omy npoueci A®l, abo 3miHa BUpobHUKa (BKMovaroun,
nonieTuneHoBoi Ans Bianosigan [e HeobXxiHO, MicLle NpoBeAeHHst KOHTpornto sikocTi) APl (3a
hapmaLeBTU4HOro BHICTIO BiACYTHOCTI cepTudpikaTa BianoBigHOCTIi €Bponechbkin dapmakonei
3acToCcyBaHHs "IHTEPXIM y 3aTBepAKEHOMY A0ChE)(3MiHM 40 3ax0piB, NOB'A3aHUX 3
" koHTpornem A®l, abo fogaBaHHs AinbHULI, Ae NPoBOAUTLCS
KOHTpOnb/BUNPOBYBaHHS cepii) - 3amiHa AinbHuLI, e NPpoBOANTLCA
BMNPOOYBaHHSA KOHTPOMIO cepii; 3MiHW | Tuny - AaMiHicTpaTUBHI
3MiHW. BunyyeHHsi BUpOGHUYOI AinbHULI (BKNOYa4M AinbHULI ANs
A®I, npomixkHOro NpoAyKTy abo roToBoro nikapcbKoro 3acoby,
AiNbHWLI ANA NpOBeAeHHs NakyBaHHS, BUPOOHUKa,
BignoBiganbHOro 3a BUMyCK cepii, MicLie NpoBeAeHHS KOHTPO0
cepii) abo nocTayanbHWKa BUXIOHOTO MaTepiany, peareHTy abo
[OOMOMIKHOT PeYOBMHM (SIKLLLO 3a3HaY€HO Y IOChE) - BUNYHEHHSI
ninbHUUi 3a agpecoto YkpaiHa, 65080, Opgecbka o6n., M. Ofeca,
JToctoopdebka gopora, 6ya. 86, Ae 3aiNcHI0ETECA 30epiraHHs
roToBOiI NPOAYKLii Ta BUNYYEHHS1 «BUPOBHUK, BiANOBiAaNbHWIA 3a
BUMYCK cepii»
120. KOOAPEKC cmpon no 60 mny POTEK AHrnis Bisimen Nabc It IHAisa BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/10749/01/01
nakoHi 3 MipHUM nTa oo 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy - OHOBNEHHS peuenmom
KOBMaykoMm ; no 1 BXXE 3aTBEPAXKEHOro TEKCTY MapKyBaHHsi BTOPUHHOI YNakoBKu 3
nakoHy y HE3HaYHNMM 3MiHaMU. YTOYHEHHST [0 po3ainy “3asBHUK’ B TEKCTI
KapTOHHI kopobLui MapKyBaHHsi Ta BHECEHHS 3MiH 40 po3giny “MapkyBaHHs”
121. KOOETEPIN Tabnetkun no 10 TOB YkpaiHa TOB "Xapkicbke YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/3563/01/01
Tabnetok y 6nictepi; | "XapkiBcbk dapmaLleBTUYHe 3MiHm |l Tuny - go 3aTBepakeHoro BupobHuka A®| TepniHrigpaty peuernmom
no 1 6nicrepy y e nignpueMcTBo BBOAUTLCS 4OAATKOBUIA BUPOBHWK TepniHrigpaTty (akBaTtepniHy), y
KopoOLi 3 KapTOHy dapmaues "3n0opoB's 3B'5I3KY 3 BUPOOHNYOK HEOOXIAHICTIO
TUYHE Hapoay"
nignpuemc
TBO
"3popoB's
Hapogy"
122. KOKAPHIT nioginizat ans yorPng Ipysis E.l.MN.1.Ko. E€runet BHECEHHS 3MiH 40 peecTpauinHmx matepianis: 3miHun | Tuny - 3miHn 3a UA/8392/01/01
po3unHy ans iH'ekuii | MEOWLINH oo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3MiHN) peuernmom
3 amnynu 3 nTh 3amiHa rpadiyHOro ohopMIeHHs1 NePBUHHOT Ta BTOPUHHOT
nioginizatom y YMaKoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBIAHUMM 3MiHAMKn
KoMnnekTi 3 3 o po3ainis MKA N3 (po3gin «MpadivyHe opopmneHHs» 3amiHeHO
amnynamu po3ginom «MapkyBaHHs»). 3MiHu | Tuny - 3miHn Wwopao
po3ynHHuka (0,5% 6esnekn/edekTUBHOCTI Ta bapmakoHarnsay. BeegeHHs abo 3amiHn
pO34nH nigokaiHy [0 y3aranbHeHUX faHux Npo cuctemy capmakoHarnsgy (BBegeHHs
rigpoxnopuay) no 2 y3aranbHeHWNX AaHuX Npo cuctemy cbapmakoHarnsgy, amiHa
MIT Y KOHTYpPHIn ynoBHOBaXKeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
YapyHKOBIW dapmakoHarnsgy; KOHTakTHoOI ocobu 3 chapmakoHarnsgy 3asBHUKa
ynakosui; no 1 0N 30iNCHeHHs chapmakoHarnsay B YKpaiHi, SKLWO BOHa BigMiHHa
KOHTYPHil Bi yNOBHOBaXeHOi 0cobM, BignoBiganbHoi 3a 34iNCHEHHS
YapyHKOBI ynakoBLi dapmakoHarnsgy (BkIoYalouy KOHTaKTHI AaHi) Ta/abo 3miHn y
B KOpoOLi po3MilLeHHi MacTep-gdaiina cuctemun dapmakoHarnsgy) 3MiHa
3asBHMKa (BNacHVKa peecTpauiiHoro NocBia4YeHHs) (3rigHoO Hakasy
MO3 Big 23.07.2015 Ne 460)
123. KONOPEKC NopoLIoK AN 'makcoCwmi Benwuka CwmiTKnainH biuem Icnanis BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: 6es3 UA/2560/01/01
XOTPEM 3lI oparnbHOro po3yvnHy TKnsanH BputaHis C.A. 3MiHM | TMNY - BUNYYEHHS BUPOOHUYOI AiNbHMLI (BKNOYaK4n peuenma
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
CMAKOM no 5 r NopoLuky y KoHcblome ainbHuui ans A®l, npomixkHoro npoaykTy abo roToBoro nikapcbkoro
JIMMOHY nakeTuky; no 5 abo p Xenckep 3aco0y, AinbHULI Ans NPOBEAEHHS NaKyBaHHS, BUPOOHWMKa,
10 nakeTukiB y (FOK) BignoBiAanbLHOro 3a BUMYCK cepii, MicLie NPOBEAEHHS KOHTPOI0
KapTOHHI kopobui TpengiHr cepii) abo nocTayanbHWka BUXigHOTO MaTepiany, peareHTy abo
Niviten AOMOMDKHOT PEYOBUHY - BUNyYeHHs BUpobHuka A®I (dbeninedpuHy
rigpoxnopwua) Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany
124. KONAPEKC® nopoLUIoK ANns nakcoCwmi Benvka CwmiTKnsinH bivem Icnanis BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 6e3 UA/9408/01/01
IOHIOP XOTPEM | opanbHOro pos4yuHy, TKnsH BpuTaHis C.A. 3MiHN | TUNY - BUNYYeHHS] BUPOOHUYOI AiNbHULI (BKINOYaum peuenma
no 10 cawe 3 KoHcblome ainbHUUi ana A®l, npomixkHoro npoaykTy abo roToBoro fikapcbkoro
NOPOLLKOM Y p Xernckep 3acoby, AinbHULI Ana NPOBEAEHHSI NaKyBaHHS, BUPOOHWMKA,
KapTOHHI kopoobLli (KOK) BignoBiAanbLHOro 3a BUMYCK cepiil, MicLie NPOBEAEHHS KOHTPO0
TpengiHr cepii) abo noctayanbHuka BUXigHOTO MaTepiany, peareHTy abo
Niviten [OMOMDKHO| PEYOBWHM - BUITy4YeHHS BUpobHuKa API cheHinedpuHy
rinpoxnopug Boehringer Ingelheim Pharma GmbH & Co. KG,
Germany
125. KOHEIPA TabneTkn, BKpUTI €Bpo Benvka oAC Nimiten, IHais BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/6701/01/01
NniBKOBOKO TNandokep BpuTtaHis 3MiHun Il Tuny - 3miHKn Wopao 6e3nekn/edekTUBHOCTI Ta peuenmom
obonoHkoto, no 50 Jitg dapmakoHarnsgy. BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB
mr, no 1 abo no 2, BMAaYi peecTpauiiHOro NoceigveHHs, Bkntovaroum MNnaH
abo no 4 Tabnetkn y ynpaBniHHA pU3ukamm (3aCToCyBaHHS 3MiH(1), siki(a) BUMaratoTb(€)
6nictepi; no 1 noAanbLIoro o6rpyHTyBaHHS HOBMMUW A0AATKOBMM JaHUMMU, LWLO
6nictepy B kopoOLi MatoTb HaJaBaTUCS KOMMETEHTHUM OPraHOM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLiHKa KOMNETEHTHUM OpPraHOM) - BUKOHaHHS
3060B'A3aHb BigNoBiaHO Ao nignyHKTy 1.13 nyHKTY 1, nignyHkTy 2.3
nyHKTY 2 gopatky 15 go MNopsaky npoBeAeHHs ekcnepTusmn
peecTpauinHMX MaTepiarniB Ha nikapcbki 3acobu, Lo noaalTbest Ha
AepXxaBHy peecTpalilo (nepepeecTpauito), a Takox ekcnepTnsm
marepianiB Npo BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis
NPOTAroM Aii peecTpauiiHoro NOCBIAYEHHS, 3aTBEPAXKEHOIO
Hakaszom MOS Big 26.08.2005 Ne 426 (y pegakuii Haka3y MOS Big
23.07.2015 Ne 460)
126. KOHEIPA TabneTkn, BKPUTI €Bpo Benuka OMIC Nimiten IHaia BHECEeHHS1 3MiH 40 peecTpaliiHux maTtepianis: - UA/6702/01/02
NniBKOBOIO TNandkep BputaHis 3MiHuM Il Tuny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta
obornoHkoto, no 100 Nt hapmakoHarnsgy. BHeceHHs abo 3miHa(u) Ao 3060B'A3aHb Ta yMOB
mr in bulk: no 1000 BMAAYi peecTpauiiHoro NoCBigYeHHs, Bkntoyarum MNMnax
Tabnetok y 6aHkax ynpaBniHHA pu3nkamu (3acTocyBaHHs 3MiH(M), Ski(a) BUMaratoTb(€)
noJanbLIoro obrpyHTyBaHHS HOBMMW A0AATKOBUM AAHUMM, O
MaloTb HalaBaTUCs KOMNETEHTHUM OpPraHOM, OCKIfNbKM
BMMaraeTbCs CyTTEBA OLiHKa KOMNETEHTHUM OPraHOM) - BUKOHAHHS
30608'a3aHb BiANOBIAHO A0 NianyHKTY 1.13 nyHKTy 1, nignyHkTy 2.3
nyHkTy 2 gogatky 15 go Nopsaky npoBeAeHHS ekcrepTuan
peecTpauinHMx MaTepiarnis Ha nikapcbki 3acobu, Lo NoaalTbCs Ha
[AepXaBHy peecTpaliio (nepepeecTpallilo), a TakoX eKCrnepTusmn
mMaTepianis Npo BHECEHHS 3MiH 4O peecTpauinHnX maTepianis
NPOTArom il peecTpauiiHoro nocBig4YeHHs1, 3aTBepaXeHoro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy MOS Big
23.07.2015 Ne 460).
127. KOHEIPA TabneTkun, BKpUTI €Bpo Benuka ®[C Jimiten IHAisa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: - UA/6702/01/01
NniBKOBOKO TNandkep BpuTtaHis 3MiHun Il Tuny - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
obonoHkot, no 50 Jitg hapmakoHarnsgy. BHeceHHst abo 3miHa(u) o 3060B's3aHb Ta yMOB

mr, in bulk: no 1000

BMAaui peecTpauiinHOro noceigyeHHs, Bknoyatoym Mnax
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Tabnetok y 6aHkax

ynpaBniHHA pU3nKkamm (3aCToCyBaHHS 3MiH(1), ski(a) BUMaratoTb(€)
noAanbLIoro obrpyHTYBaHHSA HOBMMW A0AATKOBUM AAHUMMU, LLO
MaloTb HafaBaTUCH KOMNETEHTHUM OPraHoOM, OCKiMbK/
BMMaraeTbCsl CyTTEBA OL{iHKa KOMMNETEHTHUM OPraHoOM) - BUKOHaHHS
3060B'a3aHb BiANOBIAHO A0 NiANyHKTY 1.13 nyHKTy 1, nignyHkTy 2.3
nyHKTY 2 goaatky 15 go Mopsaky npoBeaeHHs ekcnepTuan
peecTpauinHux maTepianiB Ha nikapcbki 3acobu, Lo NoAaTbCs Ha
AepXaBHy peecTpauito (NnepepeecTpalliio), a TaKoX eKCnepTnsmn
MaTepianis Npo BHECEHHS 3MiH 4O peecTpauinHnx maTepianis
NPOTSArom il peecTpauiiHoro nocBig4eHHs!, 3aTBepaXeHoro
Haka3om MOS3 Big 26.08.2005 Ne 426 (y pepakuii Hakady MOS Big
23.07.2015 Ne 460)

128.

KOHEIPA

TabneTku, BKpUTI
NNiBKOBOIO
ob6onoHkoto, no 100
mr, no 1 abo no 4
Tabnetkn y 6nictepi;
no 1 6nictepy B
kopobui

€Bpo
Jandkep
Jtg

Benuka
BputaHis

OLC Nimiten

IHAina

BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis:
3MiHu |l Tuny - 3miHM Wwopo 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
BMAadi peecTpauinHoro noceigveHHs, Bkntovaroum MNnaH
ynpaBniHHS pu3nKkamu (3acTocyBaHHs 3MiH(M), Aki(a) BUMaratoTb(€)
nogarnbLLIoro obrpyHTyBaHHS HOBUMW AOAATKOBUM AaHUMM, LLIO
MaloTb HafaBaTUCs KOMNETEHTHUM OpPraHoOM, OCKiMbKu
BMMaraeTbCs CyTTEBA OLiHKa KOMNETEHTHUM OPraHOM) - BUKOHAHHS
3060B'a3aHb BiANoBigHO Ao NianyHKTy 1.13 nyHkTy 1, nignyHkTy 2.3
nyHkTy 2 gogatky 15 go Nopsiaky npoBeAeHHS ekcrnepTuan
peecTpauinHMxX MaTepiarniB Ha Nikapcbki 3acobu, Lo NoaaTbCst Ha
AepXxaBHY peecTpaLito (nepepeecTpallilo), a TakoxX ekcnepTuan
mMaTepianis NPo BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis
NPOTAroMm Aii peecTpaLiiHoro nocBig4YeHHs1, 3aTBepAKEHOro
Hakazom MOS3 Big 26.08.2005 Ne 426 (y pegakuii Hakady MOS Big
23.07.2015 Ne 460)

3a
peyenmom

UA/6701/01/02

129.

KOPOHAI® 10

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 10
mr no 10 TabneTok y
6nictepi; no 3 abo
no 6 6nictepis y
KapTOHHI# kopobui;
no 15 tabnetok y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHI kopobLyi

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacbtoTikana",
CnoBaubka
Pecny6nika;
C.C. "3eHrTiBa
C.A.", PymyHis

CnoBaubk
a
Pecny6nik
a/
PymyHis

BHECEHHS 3MiH 40 peecTpaLinHMX MaTepiarnis: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MOS3 Big
23.07.2015 Ne460) TepmiH BBe4EHHS 3MiH - NPOTSArom 6 Micsiuis
nicns 3aTBeppKeHHS; 3MiHu | Tuny - 3miHn woao
6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay. BeegeHHst abo 3amiHn
[0 y3aranbHeHUX JaHUX Npo cuctemy hapmakoHarnagy (BBeOeHHs
y3aranbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34ilCHEHHSI
dapmakoHarnagy; KOHTakTHoi 0cobu 3 hbapmakoHarnsay 3asiBHUKa
ONs 30iNcHeHHs1 chapmakoHarnsaay B YKpaiHi, SKLWO BOHa BigMiHHA
Bifl yNnoBHOBaXeHOi ocobu, BiANoBiganbHoI 3a 3aiiCHEHHS
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MiLLeHHI MacTep-garina cuctemu papmakoHarnsgy) - Lirova
pefakuisi: ynoBHOBaXkeHa ocoba 3asiBHUKa, BiAnosiganeHa 3a
dapmakoHarnsg - Eric Teo/Epik Teo.

[MponoHoBaHa pefakLis: ynoBHOBaXkeHa ocoba rpynu KOMMaHiw
Sanofi, BignosiganbHa 3a dhapmakoHarnsg Ha rnobanbHOMYy piBHi -
Eric Teo/Epik Teo; ynoBHoBaxkeHa ocoba 3asiBHUKA, BignosiganoHa
3a chapmakoHarnsg B YkpaiHi - KnilumH AHTOH MukonanoBmy; 3MiHu
| Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW Y TEKCTi MapKyBaHHs. 3MiHM BHECEHI B
iHCTPYKUiIO AN MeanyHOro 3acToCyBaHHS LWOA0 A0LAHHSA po3ainis
"3aaBHuK" Ta "Micue3HaxoaKeHHs 3asBHUKa" 3 BiANOBiAHUMMN
3MiHamMW y TeKCTi MapKyBaHHs1. [puBegeHHs TEKCTY MapKyBaHHs 40

3a
peuerimom

UA/3117/01/01




41

ITponoBxkeHHs nogaTka 3

Ne
n/n

Haszea
JNiKapcbKo20
3acoby

®Popma surnycky

3asieHuK

KpaiHa

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo20
noceid4yeHHs1

BuMor Hakady MO3 Big 23.07.2015 Ne460. (TepmiH BBeAEHHS 3MiH
- MPOTAroM 6 MicauiB Nicnsa 3aTBEPAXEHHS)

130.

KOPOHAN® 10

TabneTtkn, BKpUTI
NNiBKOBOIO
obornoHkot, no 10
mr no 10 TabneTok y
6nicTepi; no 3 abo
no 6 GnictepiB y
KapTOHHI kopobLi;
no 15 tabnetok y
6nicrepi; no 2 abo
no 4 6nictepu B
KapTOHHI kopobui

AT
"3eHTiBa"

CnoBaubka
Pecny6nika

AT "CaHeka
dapmachbtoTikans",
CnoBaubka
Pecny6bnika;
C.C. "3eHriBa
C.A", PymyHis

CnoBaubk
a
Pecny6nik
a/
PymyHis

BHECEHHS 3MiH 0 peecTpaLinHmx maTepianis: 3miHum | Tuny - 3miHn
3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeVHep/3aKynoptoBanbHui 3aci6. 3MiHa hopmu abo posmipy
KOHTEeWHepa Yx 3aKynoptoBarnbHOro 3acoby (NepBUHHOT ynakoBKK)
(HecTepunbHi nikapcbki 3acobu) — BBEAEHHSI anbTEPHATUBHOTO
PO3Mipy NepBUHHOI ynakoBku. BBeaeHHs 3MiH MpoTaroM 6-Tu
MicauiB nicns 3aTBepAkeHHs. 3MiHu | Tuny - 3MiHKM 3 AKocTi.
[oToBMI Nikapcbknin 3aci6. 3MiHKM Yy BUPOOHULTBI. 3MiHK
BMNpOo6yBaHb abo AONYCTUMMX MEX, BCTAHOBIIEHMX Y
cneuudikauisix, nig Yyac BUpobHULITBA FOTOBOrO NikapcbKoro 3acoby
(iHwWi 3miHM) — 3MiHa nepioguyHoOcCTi Biabopy Npob Ta NpoBeaeHHs
KOHTPOIO NPOMIDKHOT NpoaykKLii Ha cTagii TabneTyBaHHS. BBegeHHs
3MiH NpoTArom 6-Tu MicsuiB nicnst 3aTBepaXeHHs. 3MiHu | Tuny -
3miHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHa iMnopTepa/aMiHu, L0 CTOCYIOTLCSA BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo
JopaBaHHs BUPOOHYKa, Lo BiAMNOBIgae 3a BBE3EHHsI Ta/abo Bunyck
cepii) - Bkntovatoum KOHTponb/BUNPOOYBaHHS cepii - BBEAEHHS
[o4aTKoBOI AinbHUL BUpoGHuuTBa 113 BupobHuka C.C. «3eHTiBa
C.A.», PymyHis, BignoBiganbHOro 3a BUMycK cepin, BKNOYauu
KOHTpOnb. BBeaeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 skocTi. F0TOBMI NikapcbkWin
3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo BBEAEHHSI [OAATKOBOI
[inbHULI BUPOBGHMLTBA AN YaCTMHM abo BCbOro BUPOBHMYOro
npotiecy roToBOro nikapcbkoro 3acoby (AinbHULSA, Ha SKi
npoBoaaTbcst byab-ski BUPOOHWYI cTafii, 3a BUHSITKOM BUMYCKY
cepill, KOHTPOO SAKOCTi, NTEPBUHHOIO Ta BTOPUHHOIO NaKyBaHHS,
Onsi HeCTEePUIbHYKX NiKapCcbkux 3acobiB) - BBeAEHHS [0AaTKOBOI
AinbHUUi BupobHuuTBa 13 BrpobHuka C.C. «3eHTiBa C.A.»,
PymyHisi, BignosigansHoro 3a Bupo6HuuTBo J13. BBeAeHHs 3MiH
npoTArom 6-Tn MicaUiB Nicnsa 3aTBepaAXeHHs. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBWI nikapcbkuil 3aci6. 3MiHM y BUpoOHULTBI. 3amiHa
abo BBeEHHSA AO4ATKOBOI AiNbHULL BUPOOHMLITBA AN YaCTUHU
abo BCbOro BUPOGHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
(4iNnbHUUS ANsA NepBUHHOIO NakyBaHHS) - BBEAEHHS 404aTKOBOI
BUpobHuYoi ainbHuui M3 BrupobHuka C.C. «3eHTiBa C.A.»,
PymyHis, BignosigansHoOro 3a nepsuHHe nakyBaHHs. BBeaeHHs
3MiH NPOTAroMm 6-Tu MicAUiB Nicna 3aTBepAXeHHsi. 3MiHn | Tuny -
3miHu 3 gKocTi. FoToBMI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3amiHa abo BBeAeHHs [0AaTKOBOI AiNbHULI BUpOOHULTBA AN
YacTuHM abo BCbOro BUPOBHUYOro NpoLiecy roTOBOrO fikapCbKoro
3acoby (OinbHMUA 4ns BTOPUHHOMO NaKyBaHHS) — BBEAEHHS
popatkoBoro BupobHuka 13 C.C. «3eHTiBa C.A.», PymyHis,
BigMNoBiganbHOro 3a BTOPMHHE NakyBaHHs. BBeaeHHs 3miH
NPOTSroMm 6-TW MiCAUIB Nicnsa 3aTBEPAXKEHHS.

3a
peuenmom

UA/3117/01/01

131.

KOPOHAN® 5

TabneTku, BKPUTI
NNiBKOBOIO
obonoHKoto, no 5 mr
no 10 TabneTtok y
bnictepi; no 3 abo

TOB
"CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

AT "CaHeka
dapmacbtoTikans",
CnoBaubka
Pecny6bnika;
C.C. "3eHriBa

CnoBaubk
a
Pecny6nik
a/
PymyHis

BHECEHHSA 3MiH [0 peecTpauinHMxX maTepianis: 3MiHa 3asBHUKa
(BnacHuka peecTpauinHoro noceigyeHHs) (3rigHo Hakasy MOS3 Big
23.07.2015 Ne460) TepmiH BBeAEHHS 3MiH - NpoTArom 6 micauis
nicns 3aTBepmXeHHst; 3aMiHu | Tuny - 3miHu Wwopo
besnekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHu

3a
peuenmom

UA/3117/01/02
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
no 6 GnictepiB y C.A.", PymyHis 00 y3aranbHeHVX AaHunx Npo cuctemy dapmakoHarnagy (BBegeHHs
KapTOHHI# kopobLi; y3aranbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy, 3amiHa
no 15 rabnetok y YNOBHOBaXeHOi 0cobu, BiaNoBiganbHoi 3a 34iNCHEHHS!
6nicTepi; no 2 abo apmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
no 4 6nictepu B Ons 3AiNCHeHHs dhapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
KapTOHHIN kopobLi Bifl yNOBHOBaXeHOi ocobu, BiANoBiganbHoi 3a 3aiiCHEHHS
apmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmileHHi MacTep-daiina cuctemu dapmakoHarnsgy) - dirova
pefakuis: ynoBHoBaxeHa ocoba 3asiBHWKa, BiAnosiganebHa 3a
dapmakoHarnsg - Eric Teo/Epik Teo.
[MponoHoBaHa pefakLis: ynoBHOBaXeHa 0coba rpynu KOMMaHii
Sanofi, BignosiganbHa 3a dhapmakoHarnsg Ha rnobanbHOMy piBHi -
Eric Teo/Epik Teo; ynoBHoBaxeHa ocoba 3asiBHMKa, BignoBigansHa
3a hapmakoHarnsg B YkpaiHi - KnilwumH AHTOH Mukonanosumy; 3MiHu
| Tuny - 3miHn wopo 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHW Y TEKCTi MapKyBaHHS. 3MiHW BHECEHI B
IHCTPYKLiIO AN MeanyHOro 3acToCyBaHHS LWOA0 A04AaHHS po3ainis
"3anBHuK" Ta "Micue3HaxomKeHHst 3asBHUKa" 3 BiQMNOBIAHUMU
3MiHaMK y TeKCTi MapKyBaHHs. [pUBeAeHHs TEKCTY MapKyBaHHS 40
Bumor Hakasy MO3 Big 23.07.2015 Ne460. (TepmiH BBEAEHHS 3MiH
- MPOTAroM 6 MicauiB nicnsa 3aTBepaXKEHHS)
132. KOPOHAI® 5 TabneTku, BKPUTI AT Cnosaubka AT "CaHeka CnoBaubk | BHeECeHHsl 3MiH 40 peecTpauinHux maTepianis: 3MiHu | TUny - 3MiHK 3a UA/3117/01/02
NMiBKOBOIO "3eHTiBa" Pecny6bnika | ®apmacbtoTikans”, a 3 gkocTi. [oToBMI nikapcbkuin 3acib. Cuctema peuenmom
060s0oHKO0, M0 5 Mr CnoBaubka Pecny6nik KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa chopmu abo posmipy
no 10 TabneTok y Pecny6nika; a/ KOHTEWHepa Yx 3aKynoptoBarbHOro 3acoby (MepBUHHOT ynakoBKu)
6nictepi; no 3 abo C.C. "3eHrTiBa PymyHis (HecTepunbHi nikapcbki 3acobun) — BBEAEHHS anbTePHAaTUBHOTO
no 6 GnictepiB y C.A", PymyHis pPO3Mipy NepBMHHOI ynakoBku. BBeaeHHS 3MiH NpoTSArom 6-tu

KapTOHHi kopobuli;
no 15 tabnetok y
6nictepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopobui

MicsiliB nicns 3atBepaKeHHsi. 3MiHu | Tuny - 3miHn 3 AKoCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHN
BMNpobyBaHb abo AOMYCTUMUX MeX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yyac BUPoBHULITBA FOTOBOrO NikapcbKoro 3acoby
(iHwWi 3miHW) — 3MiHa NepiognYHOCTI BiaOopy Npob Ta NpoBeAeHHs
KOHTPOI0 NPOMIXKHOT Npoaykuii Ha cTagii TabneTyBaHHs. BBegeHHst
3MiH NPOTAroM 6-Tu MicAUiB Nicna 3aTBepAXeHHsi. 3MiHn | Tuny -
3miHu 3 gKkocTi. FoToBMI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHa iMnopTepa/aMiHu, L0 CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIHO SIKOCTi rOTOBOrO fikapcbkoro 3acoby (3amiHa abo
AofaBaHHsA BUPOOHWMKA, LLO BiAMOBIAA€E 3a BBE3EHHs Ta/abo Bunyck
cepii) - Bkntoyatoum KOHTponb/BUNPOByBaHHS cepii - BBEAEHHS
nopatkoBoi AinbHuui Bupo6HuuTBa 13 BupobHuka C.C. «3eHTiBa
C.A.», PymyHisi, BignoBiganbHOro 3a BUMyck cepin, BKIOYaum
KOHTpOSNb. BBEOEHHS 3MiH NpoTsarom 6-Tu Micauis nicns
3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3 sKOCTi. [OTOBMI NiKapCbKUn
3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo BBeAEHHs1 [,OAaTKOBOI
AinbHUUI BUpobHULTBa Ans YacTvHK abo BCbOro BUpoBHUYOro
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHULS, Ha SKii
npoBoAaTbCs Byab-AKki BUPOOHWYI cTagii, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOIIO SKOCTi, NEPBUHHOTO Ta BTOPUHHOTO NaKyBaHHS,
[Onsi HECTEePUIbHMX NiKapCcbkux 3acobiB) - BBEAEHHS [0AaTKOBOI
AinbHui Bupo6HuuTea M3 BupobHuka C.C. «3eHTiBa C.A.»,
PymyHis, BignosiganbHoro 3a Bupo6HuuTBo 113. BBeaeHHst amiH
npoTsirom 6-Tv MicsuiB nicnsa 3aTBepaXeHHs. 3MiHu | Tuny - 3miHn 3
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3acoby noceid4yeHHs1
sikocTi. [oToBWI Nikapcbkuin 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa
abo BBeEHHSA AO4ATKOBOI AiNbHUL BUPOOHMLITBA AN YaCTUHU
ab0 BCbOro BMPOGHMYOro NpoLIeCy roTOBOrO MikapCbKoro 3acoby
(AiNbHUUS AN NepBUHHOIO NakyBaHHS) - BBeAEHHS 404aTKOBOI
BUpobHuYoi ainbHuui M3 BupobHuka C.C. «3eHTiBa C.A.»,
PymyHis, BignosigansHoOro 3a nepsuHHe nakyBaHHsA. BBeaeHHs
3MiH NPOTAroM 6-Tu MicAUiB Nicna 3aTBepAXeHHs. 3MiHn | Tuny -
3MmiHu 3 gKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHW y BUPOBGHMLTBI.
3amiHa abo BBeAEeHHA [0AAaTKOBOI OinbHULI BUPOOHULTBA ANs
YacTuHM abo BCbOro BUPOGHUYOro NPoLIecy roTOBOro MikapCbKoro
3acoby ([inbHMLA ANS BTOPUHHOIO NaKkyBaHHS) — BBEAEHHS
popatkosoro BupobHuka 13 C.C. «3eHTiBa C.A.», PymyHis,
BignoBiganbHOro 3a BTOPMHHE NakyBaHHs. BBeaeHHs 3MiH
NPOTSroMm 6-TW MiCALIB NiCrsa 3aTBEPAXKEHHS.
133. KCABPOH PO34MH Anst iH eKuin, TOB YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/16780/01/01
1,5 mr/mn no 20 mn "lOpis- TEeXHiYHa MOMUIIKa B TEKCTi MapKyBaHHS (MOMUIKOBE 403YBaHHS, peuenmom
B amnynax CKIsiHux; ®apm" NMOMWIKOBA KiNbKIiCTb Aito40i pevoBunHN Ta opdorpadpiyHa noMuska
no 2 amnynu y Y KiNbKOCTi 0AUHULb B YNakoBLii)
KOHTYPHIl
YapyHKOBIN
ynakosui, no 1
YapyHKOBIN ynakoBLi
y nayui 3 KapTOHy;
no 5 amnyny
KOHTYPHIl
YapyHKOBIN
ynakosui, no 1
YapyHKOBIN ynakoBLi
y nayui 3 KapTOHy;
no 5 amnyny
KOHTYPHIl
YapyHKOBIN
ynakosui, no 2
YapyHKOBI YNaKoBKM
y nayui 3 KApTOHY
134. KYNNATOH kpanni opanbHi (300 OpioH DiHnaHgis OpioH dinnaHgis/ BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 6e3 UA/7479/01/01
mr/mn) no 30 mny Kopnopew Kopriope#niuH, Yecbka 3MiHu | TUny - 3MiHa y meTogax BUNpobyBaHHS rOTOBOro peuenma
dnakoHi; no 1 LH DiHNaHais; Pecnybnik | nikapcbkoro 3acoby - 3amMiHa iCHyt04Oro anbTepHaTUBHOTO METOAY
nakoHy y anbTepHaTUBHUIN a KiNbKICHOrO BU3Ha4YeHHA Ta iaeHTudikauii gito4oi pevyoBuHN —
KapTOHHi kopobLli BUPOOHUK, LLIO metog IR (abcopbuiniHa cnektpodoTomeTpisi B |4 obnacTi) Ha
3[iNCHI0E meton UHPLC/RI. BBeaeHHsi 3MiH npoTsirom 6-Tu micsAuiB nicns
KOHTPOMb SKOCTi 3aTBepPAKEHHSA
(Tinbkn KinbkicHun
BMICT Ta
loeHTudikauis):
KeiHTa - AHaniTika
C.p.o., Yecbka
Pecny6nika
135. JNTA®EPOBIOH® cynosuTopii no 150 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH 4O peecTpaLiiH1X MmaTepianis: 3miHu | Tuny - Be3 peuenma UA/13779/01/01
000 MO no 3 "BIO®APM "BIO®APMA" AaMiHicTpaTuBHI 3MiHW. BunyyeHHS BUPOGHWYOT AinbHAL
cynosuTopiino 1ry A" (Bkntovatoum ainbHuui Ans A®I, npomixxHoro npoaykty abo

KOHTYPHIN

roTOBOrO fikapcbkoro 3acoby, AiNbHULI ANs NpoBeAeHHs
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3acoby noceid4yeHHs1
YapyHKOBIN nakyBaHHs1, BUpoOHYKa, BignoBiaanbHOro 3a BUMyckK cepiii, micue
ynakosi; no 1 NpoBeAEeHHS KOHTPOO cepii) abo nocTtavanbHUKa BUXiAHOMO
KOHTYPHIN maTepiany, peareHTy abo JONOMIKHOI Pe4OBUHY (SIKLLO 3a3Ha4YeHO
YapyHKOBIN ynakoBLi y AOCbE) - BUNYy4YEHHs1 BUpoBHUYoi ainbHuui M3 MNpAT
B NayLi 3 KAPTOHY; "BIO®APMA", Ykpaina; CynyTHS 3miHa
no 5 cynosuTopiis - 3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema
no 1y KOHTYPHIn KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3MiHa po3mipy ynakoBku
YapyHKOBIW roTOBOrO Mikapcbkoro 3acoby (BUy4YeHHS ynakoBK/ NMEeBHOIO
ynakoBLi; no 1 abo po3mipy) - Y 3B’A3Ky 3 NPUNMHEHHAM BUPOBHMLTBA NiKapCbKoro
MO 2 KOHTYPHI 3acoby Ha BUpoGHWYi ginbHuLi MpAT " BIO®APMA ", YkpaiHa,
YapyHKOBI YMaKOBKM BMINyYaloTbCA YNaKkoBKM Nikapcbkoro 3acoby cynoauTopii no 1 000
B NayLi 3 KapToHY 000 MO a6o 3 000 000 MO no 1 r y KOHTYPHIln YapyHKOBIl ynakoBsLi
Ne 3 a6o Ne 5 abo Ne10 (5x2), siki BUpobnsnmch Ha Uit BUPOGHMYI
OinbHULL
136. JTA®EPOBIOH® cynoawuTopii no 500 TOB "3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3mMiHu | Tuny - be3 peuenma UA/13779/01/02
000 MO o 3 "BIO®APM "BIODPAPMA" AnMiHicTpaTuBHI 3MiHU. BunyyeHHs BUPOGHWYOT AinbHUL
cynosutopiino 1ry A" (Bkmtovatoum AinbHuui Ana A®I, npomixxHoro npoaykty abo
KOHTYPHiN roToBOrO fikapcbkoro 3acoby, AinbHUL Anst NpoBeAEeHHS
YapyHKOBIN nakyBaHHs1, BUpOGHYKa, BiAnoBiaansHOro 3a BUMyck cepiid, micue
ynakosi; no 1 NpoBeLEeHHSA KOHTPOSO cepii) abo nocTtavanbHUKa BUXiAHOMO
KOHTYPHiN matepiany, peareHTy abo JONOMiXXHOI PeYOBMHU (SIKLLO 3a3HayeHo
YapyHKOBIN ynakoBLi y AOCbE) - BUNYyYEHHs1 BUpoBHUYoi ainbHuui M3 MNpAT
B NayLi 3 KapTOHY; "BIO®APMA", Ykpaina; CynyTHS 3miHa
no 5 cynoautopiis - 3MiHu 3 sikocTi. FoTOBMI Nikapcbkuii 3acio. Cuctema
no 1y KOHTYPHIi KOHTEeWHep/3aKynoptoBanbHuiA 3aci6. 3mMiHa po3mipy ynakoBku
YapyHKOBIN roTOBOrO fikapcbkoro 3acoby (BUy4YeHHS ynakoBK/ NMeBHOro
ynakosLi; no 1 abo po3mipy) - Y 3B’A3Ky 3 NPUNMHEHHAM BUPOBHMLTBA NiKapCbKOro
Mo 2 KOHTYPHI 3acoby Ha BUpoGHWuii ainbHuLi MpAT " BIO®APMA ", YkpaiHa,
YapyHKOBI YMaKoBKM BMIy4aloTbCHA YNaKoBKM Nikapcbkoro 3acoby cynoautopii no 1 000
B Nayui 3 KApTOHY 000 MO a6o 3 000 000 MO no 1 r y KOHTYPHIln YapyHKOBI ynakoBsLi
Ne 3 a6o Ne 5 abo Ne10 (5x2), siki BUpobnsinmch Ha Uit BUPOGHMYI
OinbHULL
137. JTA®EPOMAKC cynoauTopii no 1 TOB "3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 3mMiHu | Tuny - 3a UA/13779/01/03
000 000 MO o 3 "BIO®APM "BIODPAPMA" ApmiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOOHMYOI AinbHUL peuenmom
cynosutopiino 1ry A" (Bkrtovatoum AinbHuui Ana A®I, npomixxHoro npoaykty abo
KOHTYPHIN roToBOrO fnikapcbkoro 3acoby, AinbHUL Anst NpoBeAEeHHS
YapyHKOBIN nakyBaHHsi, BUpOOHWMKa, BignoBigansHOro 3a BUNyck cepin, micue
ynakosui; no 1 NpoBeAEeHHS KOHTPOTO cepii) abo nocTtavanbHUKa BUXiAHOMO
KOHTYPHIN matepiany, peareHTy abo JONOMiXXHOT peYOBMHU (SIKLLO 3a3HaYeHo
YapYHKOBIN ynakoBLi y AOCbE) - BunyyeHHs BupobHuyoi ainbHuui M3 MpAT
B NayLi 3 KApTOHY; "BIO®APMA", Ykpaina; CynyTHS 3miHa
no 5 cynoautopiis - 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acio. Cuctema
no 1 ry KOHTYPHI KOHTelrHep/3akynopioBanbHuii 3aci6. 3miHa po3mipy ynakoBku
YapyHKOBIW roTOBOrO fikapcbkoro 3acoby (BUry4YeHHS ynaKkoBK/ NeBHOro
ynakosLi; no 1 abo po3mipy) - Y 3B’A3Ky 3 NPUNMHEHHSAM BUPOGHMLTBA NiKapCbKOro
Mo 2 KOHTYPHI 3acoby Ha BMpobHuyin ginbHuui MpAT " BIO®PAPMA ", YkpaiHa,
YapyHKOBI YMaKoBKM BMINyYalTbCH YNaKoBKW Nikapcbkoro 3acoby cynoautopii no 1 000
B Nayui 3 KApTOHY 000 MO a6o 3 000 000 MO no 1 r y KOHTYPHIll YapyHKOBI ynakoBsL,i
Ne 3 abo Ne 5 abo Ne10 (5x2), siki BUpobnsnMCh Ha i BUPOOHWNIN
OinbHAUL
138. JTA®EPOMAKC cynosuTopii no 3 TOB "3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHMx maTepianis: 3mMiHu | Tuny - 3a UA/13779/01/04
000 000 MO no 3 "BIO®APM "BIO®APMA" AaMiHicTpaTuBHI 3MiHW. BunyyYeHHs BUPOBHMYOI AinbHuL peuernmom
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cynosuTopiino 1ry A" (Bkntovatoum ainbHuui ans A®I, npomMixxHoro npoaykty abo
KOHTYPHIN roTOBOrO fikapcbkoro 3acoby, AiNbHUL ANs NPOBeAEeHHS
YapyHKOBIN nakyBaHHsl, BUpOOHYKa, BignoBiganbHOro 3a BUMNycK cepii, micue
ynakosui; no 1 NpoBEeAEHHS KOHTPOIIO cepii) abo nocTayanbHKKa BUXIQHOTO
KOHTYPHIN marepiany, peareHTy abo JONOMDKHOI pEYOBUHM (SKLLO 3a3HayveHo
YapyHKOBI ynakoBLi y Aocbke) - BunyyeHHs BupobHuyoi ginbHuui M3 MpAT
B Nauui 3 KapTOHY; "BIO®APMA", YkpaiHa; CynyTHsi 3miHa
no 5 cynoauTopiis - 3miHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acio. Cuctema
no 1 ry KOHTYpHil KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa po3mipy ynakoBku
YapyHKOBIl roTOBOrO fikapcbkoro 3acoby (BUny4YeHHs ynakoBKW NeBHOIo
ynakosLi; no 1 abo po3Mipy) - Y 3B’3Ky 3 NPUNMHEHHSAM BUPOOHMLTBA NiKapCbKOro
Mo 2 KOHTYPHI 3acoby Ha BUpoOHWin ainbHuLi MpAT " BIO®APMA ", YkpaiHa,
YapyHKOBI YNaKoBKX BMINyYaloTbCs YNaKkoBKM Nikapcbkoro 3acoby cynoauTopii no 1 000
B Nnauui 3 KApTOHY 000 MO a6o 3 000 000 MO no 1 1 y KOHTYpPHIlA YapyHKOBIl yNaKkoBLli
Ne 3 a6o Ne 5 abo Ne10 (5x2), Aki BUpobnsanuch Ha Lt BUPOGHMYIN
OinbHULI
139. | NEBIUUTAM 250 | tabneTku, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3a UA/11396/01/01
NniBKOBOIO "dapma Crapt" 3MiHu | TuNy — nogaHHst oHoeneHoro CEP Ne RO-CEP 2012-325- peuenmom
obonoHkoto, no 250 Crapt" Rev 01 ansa gitoyoi pevoBuHu JleBeTupaueTamy Big BxXe
mr no 10 TabneTok y 3aTBEPKEHOrO BUPOBHMKA; 3MiHM | TMMy — NnogaHHS: OHOBINEHOrO
6nictepi; no 3 abo 6 CEP Ne RO-CEP 2012-325-Rev 02 ans gjto4oi pe4yoBuHM
GnicTepiB y JleBeTupaueTamy Bif Bxe 3aTBEPAXXEHOro BUpOBHUKa
KapTOHHIW nayui
140. NEBIUUATAM 250 TabneTku, BKPUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTepianis: - UA/11397/01/01
NNiBKOBOIO "®apma Crapt" 3MiHu | TNy — nogaHHs oHosneHoro CEP Ne RO-CEP 2012-325-
obornoHkoto, no 250 Crapt" Rev 01 ans gitoyoi pevoBuHM JleBeTupaleTamy Bif BXe
Mmr in bulk: no 6 kr 3aTBEPAXXEHOro BUPOOHUKa; 3MiHM | TNy — nogaHHs OHOBMEHOro
Tabnetok y CEP Ne RO-CEP 2012-325-Rev 02 ans gjto4oi pe4oBuHm
nonieTuneHoBmx JleBeTupaueTamy Bif BXe 3aTBEpXXEHOro BUpOOHMKa
naketax
141. | NEBIUUTAM 500 | tabneTku, BKpUTI TOB Ykpaina TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/11396/01/02
NMiBKOBOIO "®apma Crapt" 3MiHu | TuNy — nogaHHs oHoeneHoro CEP Ne RO-CEP 2012-325- peuernmom
obonoHkoto, no 500 Crapt" Rev 01 ansa gitovoi pevoBuHu JleBeTupaueTamy Bif BXe
mr no 10 TabneTok y 3aTBEPAXEHOro BUPOOHMKA; 3MiHU | TUNY — NO4aHHS OHOBIEHOMO
6nictepi; no 3 abo 6 CEP Ne RO-CEP 2012-325-Rev 02 ans gjto4oi pe4oBuHm
GnicTepiB y JleBeTupaueTamy Bia Bxe 3aTBEpAXXEHOro BUpobHUKa
KapTOHHIW nayui
142. NEBILUUATAM 500 TabneTtkn, BKpUTI TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: - UA/11397/01/02
NNiBKOBOIO "®apma Crapt" 3MiHu | TNy — nogaHHs oHosneHoro CEP Ne RO-CEP 2012-325-
obornoHkoto, no 500 Crapt" Rev 01 ans gitovoi peyosuHM JleBeTnpaueTamy Big Bxe
mr in bulk: no 6 kr 3aTBEPAXXEHOro BUPOOHUKA; 3MiHM | TNy — nogaHHs OHOBMEHOro
TabneTok y CEP Ne RO-CEP 2012-325-Rev 02 gns gito4oi pe4oBuHM
nonieTuneHoBmx JleBeTupaueTtamy Bif Bxe 3aTBEPAXEHOro BUPOOHMKa
nakeTax
143. NIOOKAIH- po34uH Ang iH'ekuin, | TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/7525/01/02
3[00POB'A 20 mr/mn, no 2 mn B 03 obmexeHoro 3MiHM | TUNY - 3MiHa po3Mipy cepii (BKMoYaym giana3oH po3Mipy peuernmom
amnyni; no 10 obmexeHo BiANOBiganNbHICTIO cepii) roToBOro nikapcbkoro 3acoby - BBe4eHHs1 404aTKOBOro
amnyn y KapTOHHIN 10 "PapmaueBTUYHa po3mipy cepii nikapcbkoro 3acoby (i3 3a3Ha4YeHHsIM B fiTpax Ta TUC.
KopoOui 3 Bignosigan KOMMaHisi YNaKoOBOK y TEOPETUYHOMY PO3paxyHKy) Anst Aito4oro AMMynbHOro
neperopoakamu; no bHICTIO "3popos'a" uexy. 3anponoHoBaHo: AMnynbHUiA Lex Po3mip cepii cknapae:
2 Mn B amnyni, no 5 "®apmaue 50,000 Tunc. amnyn (100 n); 190,000 Tnc. amnyn (380 n); 20,000
amnyn y énictepi, no BTUYHA Tnc. amnyn (40 n); 400,000 Trc. amnyn (800 n). JogaTkoBui




46

ITponoBxkeHHs nogaTka 3
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
2 6nictepu B KOMNaHis po3mip cepii cknagae: 600,000 tuc. amnyn (1200 n)
KapTOHHI# kopobLi; "3popos'a"
no 2 mn B amnyni,
no 10 amnyny
6nicrepi, no 1
6nictepy B
KapTOHHI kopobui
144. n3unHonpuny MOPOLLOK AT YkpaiHa lOHimapk Pemegis IHAisa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu | Tuny - - UA/11132/01/01
OUrigPAT KpucTanivyHuim "KNIBCbK Ira. AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
®.€BP. (cybeTaHuis) y 717 3asiBHMKa (BMacHWKa peecTpauifiHoro noceigvyeHHs). 3miHa
nakeTax noaBifHMUX BITAMIHH HaiMeHyBaHHS 3asiBHMKA.
nonieTuneHoBmnx nn BBeaeHHsA 3MiH NPOTAroMm 6-Th MicsILIB NiCNS 3aTBEPOXKEHHS.
ons 3ABOLO"
hapmaLeBTU4HOro
3acTocyBaHHS
145. JIOKCO® TabneTtkn, BKpUTI CaH IHAisA CaH IHAina BHECEHHS 3MiH 0O peecTpaLiiHUX MaTepianiB: TeXHIYHa NoMUIKa 3a UA/7580/02/01
NNiBKOBOIO dapmacbto dapmacbloTukan (3rigHo Haka3dy MO3 Big 23.07.2015 Ne 460) - BunpaBneHo peuenmom
obonoHkoto, no 500 TUKan InaacTpis Jlimiteq TEXHIYHY NOMUIIKY B iIHCTPYKLii y po3aini "MNMoka3aHHs"; BUNpaBneHo
Mr no 5 TabneTok y IHpacTpi3 TeXHi4YHYy NOMUIKY Y po3aini iHCTpykuii "Cnocib 3acTocyBaHHS Ta
6nictepi, no 1 Niviten nosn” (Wwoao Hymepauii Tabnuub). 3asHaveHe BUNPaBreHHs
6nictepy B BiANOBigae maTtepianam peecTpauinHoro 4ocke
KapTOHHIiN kopobuli
146. | NOMNPAKC MOPOLLIOK ANs Ekcip IpaH Ekcip IpaH BHECEHHS 3MiH IO peecTpaLjinHMX maTepianis: 3a UA/8191/01/01
oparbHOI CycrneHasii, dapmacbto dapmacbkroTukan TEeXHiYHa NOMWIIKa B TEKCTI MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI peuenmom
100 mr/5 mn; 1 TUKan Komnami ynakoBOK
(hnakoH 3 MOPOLLKOM KomnaHi
ansa 50 mn abo 100
MIT opanbHoi
cycneHsii pasom 3
NnacTMKOBUM
MipHUM
CTaKaH4MKoM Y
KapTOHHIN kopobui
147. | NOPAHO CycneHsis oparnbHa, CaHpos CnoBeHis BMPOGHMLTBO in CnoseHis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: bes UA/6985/01/01
5 mr/5 mnno 120 mn | ®apmacbto bulk, TecTyBaHHs, TypeuumnH 3MiHW | TUNY - 3MiHW [0 IHCTPYKLiT ANS MeaWYHOro 3acToCyBaHHS y peuenma
y chnakoHi, no 1 Tikans a.a. nakyBaHHs, BUnyck | a/ PymyHis po3ain "Mo6iyHi peakuii” BigNoBigHO 4O OHOBMEHOI iHhbopMmaLii 3
nakoHy y cepii: Ilek 6esneku fjtoyoi pevonHn. BBeaeHHsA 3MiH npoTsArom 6-tu
KOMMAEKTi 3 MipHOO dapmaLeBTUYHa MicAuiB nicnsa 3aTBepAXKEeHHA
TOXKOI0 B KapTOHHI# KoMnaHis a.4a.,
KopoOui CrnoBeHisi;
BUPOBHMLTBO in
bulk, nakyBaHHs:
CaHpos Inak
CaHaw Be TikapeT
A.C., TypeyuuHa;
KOHTpOrb/BMNpPOOY
BaHHs cepii: C.K.
CaHpo3 C.P.J1.,
PymyHis
148. MATHIO NOpPOLLOK MpuBaTtHe YkpaiHa Makko OpraHikec, Yecbka BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - - UA/13246/01/01
CYNb®AT (cybeTaHuis) y aKLioHepH c.p.o. Pecny6nik AamiHicTpaTuBHi 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo agpecu
FENTATIAPAT nakeTax e a 3asBHMKa (BNacHMKa peecTpauinHoro noceigvyeHHs) 3miHa
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3acoby noceid4yeHHs1
nonieTMneHoBux TOBapucTB HaliMeHyBaHHS Ta agpecu 3asiBHUKa
ons 0 "Nekxim-
hapmaLeBTUYHOIO Xapkis"
3aCTOCYyBaHHS
149. MEOPON Tabnetku no 4 wmr, Mdpansep CLUA Mdpanzep Itanisa ITanisa BHECEHHSA 3MiH A0 PeecTpaLinHMX MaTepianiB: YTOYHEHHSA 3a UA/2047/02/01
no 30 TabneTok y IHK. C.p.n. peecTpauiiHoi npoueaypu B Haka3i MO3 Ykpaibnu Ne 1635 Big peuenmom

dnakoHi; no 1
dnakoHy B
KapTOHHI kopoobLli

07.09.2018 - 3miHn | TNy - 3MiHK 3 aKocTi. [oTOBUI NikapCbKkui
3acib. Cuctema KoHTelHep/3aKynoptoBanbHui 3aci6. 3miHa y
NEePBUHHIN yNakoBLi roTOBOro fikapcbkoro 3acoby (Tun KoHTelHepa
abo gopaBaHHst HOBOrO KOHTENHepa) - TBepai, M'siki Ta
HecTepwrbHi piaki nikapcbki opmu - NpPonoHyeTbCSA 3amiHa
CKISIHOrO prakoHy Ha hNakoH NNacTUKOBUN i3 KPULLEYKOO 3
dyHKLUiE0 3axuCTy Big AiTen. BBegeHHs 3MiH npoTaroM 6-mum
MicaUiB micnsa 3aTBepkeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTi.
["oToBUI Nikapcbkuit 3aci6. KOHTPOMb FOTOBOro NikapcbKoro
3acoby. 3miHa y MeToaax BUNpobyBaHHS roOTOBOro MikapCbKoro
3aco0by (iHWi 3MiHM y MeTofax BUNpobyBaHb (BKITIOYAOYN 3aMiHy
abo JonoBHEHHs1)) - 3MiHa MeToAy KOHTPOIO Noka3HuKa
«lpeHTndikauisy (3 dapMmakonenHoi MeTOANKN Ha BHYTPILLHIO
METOAMKY KoMMaHii). BBeaeHHs1 3mMiH npoTarom 6-tu micsuiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 sakocTi. F0TOBMI NikapcbkWin
3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby. 3MiHa y meTofax
BMMNPOOYBaHHA roTOBOro MikapcbKoro 3acoby (iHwWi 3mMiHM y MeToaax
BMNpoGyBaHb (BKMoYao4m 3amiHy abo JONOBHEHHS)) - 3miHa
MeToAy KOHTPOro noka3Huka «lgeHtudikauis. KinbkicHe
BM3Ha4eHHs. OgHopigHicTb BMiCTY» ans » (3 metogy MAG500PE
Ha meTog 6600DC). BeeaeHHst 3amiH npoTarom 6-T MicauUiB nicns
3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbkUn
3aci6. CtabinbHicTb. 3MiHa y TepmiHax npupgaTHocTi abo ymoBax
3b6epiraHHs roToBOro nikapcbkoro 3acoby (3MeHLLEHHS TepMiHy
npuaaTHOCTI roTOBOro fikapcbkoro 3acoby) - [ins Toprosoi
YMaKoBKM - 3MEHbLUEHHS TePMiHY NpUAATHOCTI 3 5-x A0 3-Ti pokiB.
3MiHU BHeceHO A0 IHCTPYKLiT ANs MeQnYHOro 3acTocyBaHHs!
nikapcbkoro 3acoby ao po3ainy "TepmiH NnpuaaTHOCTI" 3MEHLLIEHO
TEPMiH NpuAaTHOCTI Ana TabneTok no 4 mr. 3asBneHnin TepMiH
BBEJEHHS 3MiH 6 MicALiB He peKOMeHA0BaHO Yy 3B"A3KY i3
BHECEHHSIM Baromoi iHcpopmalii cTocoBHo 6e3neku (iHdopmalis
CTOCOBHO MOXITMBOCTi MaCKyBaHHS 3arpo3fMBuX CTaHiB 3 6oky
LLUSTYHKOBO-KWLLKOBOrO TPaKTY NpW MiKyBaHHA NikapCbkuM 3acobom).
3MiHn | TUny - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (GOMOMKHUX pe4YOBMHAX) FOTOBOMO
nikapcbkoro 3acoby (iHLwi AonomixHi pe4oBuHK) - Byap-sika
He3HayHa 3MiHa KinbKiCHOro cknagy AOMOMDKHUX PEYOBUH Y
roTOBOMY NikapCbkoMy 3acobi - NpPOnoHyeTbCA BUNYYEHHS
[OMOMiXXHOI PEHOBUHM — KPOXMaIo KyKypYyA3SHOro CyXoro.
BBegeHHs 3MiH NpoTSArom 6-Tu MicAUiB Nicna 3aTBepAXeHHs. 3MiHn
| Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkui 3acib. 3miHn y
BMPOGHMUTBI. 3MiHU y NpoLieci BUPOOHMLTBA rOTOBOrO NiKapCbKoro
3acoby, BKMHOYAKUM NPOMDKHUIA NMPOAYKT, LLIO 3aCTOCOBYETLCS Mpu
BUPOBHMLTBI rOTOBOrO fikapcbkoro 3acoby (He3HayHa 3miHa y
npoueci BupobHuuTea) - Mpy NnpurotyBaHHi TabneTcymiLuLi
NPOMNOHYETLCS OKPEME NPUIrOTYBaHHA PO3YNHY S, KU
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BMKOPUCTOBYETLCA AN 3BONOXeHHSA 1/3 nopuii cymiwi. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB nicns saTeepaXeHHs. 3MiHu | Tuny -
3miHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOBGHMLTBI.
3MiHn BUNpobyBaHb abo AOMYyCTUMMX MEX, BCTAHOBMEHUX Y
cneuudikauisx, nig Yyac BUpOOHULITBA FOTOBOrO NiKapCbKoro 3acoby
(3BY>KEHHS JOMYCTUMMX MEX) - 3BY>KEHHS AOMYCTUMMX MEX Ans
MoKasHWKiB, siki 3a3HayeHi y cneumdikadii nig Yyac BupobHuUTBa.
3anponoHoBaHa peaakLis BKIIYae JOMYCTUMI MEXHn
KOHTPOMIOEMUX NOKA3HWKIB (HacunHa ryctuHa, BTparta npu
BUCYLLYBaHHi (TabneTcymill), onuc, Yac po3nagaHHsi, TOBLUMHA
(Tabnetka). BBegeHHst 3mMiH npoTarom 6-tu micAuiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. FO0TOBMI NikapcbkWin
3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTMMUX MEX rOTOBOTO JiKapCbKOro
3acoby (BHECEHHS 3MiH A0 [OCHE MiCNS OHOBIEHHS 3ararnbHoi
CTaTTi Ha roToBy nikapcbky dopmy y OPY/EBponencokin
dapmakonei) - 3MiHa JoNyCTUMUX MEX ANs NoKasHMKa
«MikpobionoriyHa unctoTa». BBeaeHHs 3MiH NpoTaroM 6-Tu micauis
nicns saTBepaxeHHs. 3MiHu | Tuny - 3MiHun 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo JoNyCTUMMX MEX FrOTOBOrO
nikapcbkoro 3acoby (BUNy4YeHHs1 He3Ha4YHOro nokasHuKa
(Hanpuknag 3acTapinoro NokasHvka, Takoro Sk 3anax Ta cMak, abo
ineHTudikauis 6apBHUKIB Y cMakoBUX [06aBOK)) - BunyueHHs i3
cneundikauii nokasHnka «OgHopigHICTb Macuy». BBeaeHHs 3MiH
npoTArom 6-Tn MicauiB nicnsa 3aTBepmxeHHs. 3miHun | Tuny - 3miHn 3
sikocTi. [oToBUMIA Nikapcbkuit 3aci6. KOHTPONb rOTOBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauinn Ta/abo onycTUMUX MEX
roTOBOrO Nikapcbkoro 3acoby (BUIyYeHHs1 HE3HAYHOrO MOKa3HMKa
(Hanpwvknag 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cmak, abo
ineHTUdikauis 6apBHUKIB Y cMakoBUX f06aBOK)) - BunyuyeHHs i3
cneumdikauii nokasHunka «CepegHs maca». BBegeHHs 3MiH
npoTArom 6-Tn MicAuiB Nicnsa 3aTBepaXeHHs. 3miHu | Tuny - 3miHn 3
sikocTi. [oToBWI Nikapcbkuin 3aci6. KoHTporb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB crneundikaLii Ta/abo AoNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (3BYXEHHS AONYCTUMUX MEX) -
[MponoHYETLCA 3BYXKEHHSI 4OMYCTUMUX MeX cneumdikauii gns
nokasHuka «[lomiwku. CymapHuin BMICT»: paHille cxsaneHa
pepakuis « He Binbw 3,0 % NpoTsrom TepMiHy NPUAATHOCTI»,
NpONoHYeTbCS «He Binblu 2,0% NpoTAroMm TepMiHy NpUAATHOCTI».
BBegeHHs 3MiH NpoTSIrom 6-Tu MicALIB Nicna 3aTBEpAXEHHs. 3MiHK
| Tuny - 3miHn 3 sikocTi. FoToBMI Nikapcbkuin 3acib. Onuc Ta cknag.
3miHa abo gofaBaHHs WTamniB, NOTOBLLEHb abo iHLIMX MapKyBaHb,
yKIoyaroum 3amiHy abo goaasaHHA dapb AN MapKyBaHHSA
nikapcbKkoro 3acoby (3MiHa WwTamMnis, MOTOBLLEHb abo iHLINX
MapKyBaHb) - 3MiHa 30BHILLHbOro BUrNsAy TabneTtok: 3MiHn
BHECEHO A0 IHCTPyKUii A4Nnd MEeANYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby Ao posainy "llikapcbka popma. OCHOBHI (i3nKo-XiMiYdHi
BMacTMBOCTI" YTOYHEHO OMUC 30BHILLHLOrO BMAY TabneTok. 3miHu |
Tmny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkuin 3acib. KoHTponb
roToBOro nikapcebkoro 3acoby. 3MiHa y MeToaax BunpobyBaHHs
roTOBOrO NiKapcbKoro 3acoby (He3Ha4yHa 3MiHa y 3aTBepKEHNX
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MeTofax BUNpobyBaHHS) - NPONOHYETLCSA 3MiHA METOAMKM
KOHTPOIIO ANsi NokasHuka «Jomillku» (3 paHiwe cxBaneHoi
BHYTPILLUHBOI METOAMKM HAa OHOBMEHY peAakLilo BHYTPILLHBOT
MeToAMKM BUPOBHUKa). BBeaeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicnsa 3aTBepmxeHHs. 3MiHn | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsaay. 3miHa y KopoTkii
XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIi ANs MeANYHOro 3acToCyBaHHSA Ha NiACTaBi perynspHo
OHOBMIOBAHOIO 3BiTYy 3 Be3neku nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby B
nicnspeecTpauiiinin nepiof, abo sk pe3ynbTaT OLiHKM 3BTy 3
pocnigXeHb, NpoBeAeHnX BiANOBIAHO A0 MnaHy neaiaTpuydHmnx
pocnigxeHb (PIP) (iHwi 3miHW) - 3MiHM BHeceHO A0 IHCTpyKuii Ans
MEeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3Ainis
"MokaszaHHs" (yTo4YHEHO TepMiHu), "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHS Ta 403U", @ TaKoX pearoBaHo po3ginu
"®apmakonoriyHi BnactmeocTi”, "B3aemMogis 3 iHLWMMMN NikapCbKnMm
3acobamu Ta iHWi BUan B3aemogin", "3actocyBaHHs y nepioa
BariTHocTi abo rogyBaHHsi rpyaato”. 3miHu |l Tuny - 3MiHm Wwono
6esnekn/edekTUBHOCTI Ta hbapmakoHarnsay. 3MiHW y KOpOTKii
XapaKkTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT NS Megu4HOro 3aCToCyBaHHS Y 3B’A3KY i3 HOBUMU
OaHUMU 3 SIKOCTi, AOKMIHIYHUMMU, KMNiIHIYHUMW JaHUMKU Ta JaHUMK 3
dapmakoHarnsgy - 3miHu BHeceHo Ao IHCTpyKuUii Ans meguyHoro
3acTocyBaHHs fikapcbkoro 3acoby Ao po3ainy "MobiyHi peakuii”

150.

MEQPON

Tabnetkun 16 mr, no
10 TabneTok y
6nicTepi; no 5
GnictepiB y
KapTOHHI kopoobLli

Mdparzep
IHK.

CLIA

Mdpanzep Itanisa
C.p.n.

ITanis

BHECEHHSA 3MiH A0 peecTpaLinHMX MaTepianiB: yTOYHEHHSA
peecTpauiiHoi npoueaypu B Haka3i MO3 Ykpaitu Ne 1635 Big
07.09.2018 - 3miHn | TNy - 3MiHK 3 aKocTi. [O0TOBUI NiKapCbKkni
3aci6b. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metofax
BMNPOOYBaHHSA roTOBOro fikapcbKoro 3acoby (iHLWi 3mMiHM y MeToaax
BMNpoOyBaHb (BKMOYaouM 3amiHy abo JONOBHEHHS)) - 3miHa
MEeTOAY KOHTPOIO0 NoKa3HuKa «laeHTudikauisi» ans Tabnetok 16 mr
(3 paHiwe cxBaneHoi BHYTPILLUHbOI METOAMKN Ha OHOBMEHY
BHYTPILLHIO MeTOAWKY). BBegeHHs 3MiH NpoTarom 6-Tu micsauis
nicns 3aTBepaxeHHs. 3miHu | Tuny - 3miHu 3 skocTi. FoToBuMiA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcebkoro 3acoby. 3miHa y
MeTofax BUNPOOYBaHHsSI FOTOBOIO fikapcbkoro 3acoby (iHLWi 3MiHW y
MeToAax BMNpobyBaHb (BKMOYa4M 3amiHy abo AOMOBHEHHS)) -
3MiHa MeTofy KOHTPOMIO NokasHuka «laeHTudikauis. KinbkicHe
BM3HaYeHHsi. OgHopigHicTb BMICTY» Ansa » (3 metogy MA6500PE
Ha meTog 6600DC). BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB nicns
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 skocTi. F0TOBMI NikapcbkWin
3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
crneundikaui Ta/abo JONyCTUMMX MEX FOTOBOrO NiKapCbKoro
3acoby (BHECEHHS 3MiH A0 AOCKE MiCNS OHOBIEHHS 3ararnbHoi
CTaTTi Ha roToBy nikapcbky dopmy y OdY/EBponencokin
dapmakonei) - 3MiHa JonyCTUMUX MEX OIS NoKasHMKa
«MikpobionoriyHa unctoTa». BBeaeHHs 3MiH NpoTaroM 6-Tu micauis
nicns saTBepmxeHHs. 3MiHu | Tuny - 3MiHmn 3 aKkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB crneundikauii Ta/abo JoNyCTUMMX MEX FOTOBOrO
nikapcbKkoro 3acoby (BUNyYeHHs1 HE3HAa4YHOro NoKasHUKa

3a
peuermom

UA/2047/02/02
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(Hanpwvknag 3acTapinoro nokasHuka, Takoro sk 3anax Ta cmak, abo

ineHTudikauis 6apBHUKIB Y1 cMakoBux o06aBok)) - BunyyeHns i3
crneundgikauii nokasHnka «OgHopiaHiCTb Macuy. BBeaeHHs 3MiH
NpOTSArom 6-Tu MicsLiB nicna 3aTBepaXeHHs. 3MiHu | Tuny - 3MiHn 3
sKOCTi. [oTOBUMI NikapcbkMi 3acib. KOHTPONb rOTOBOro NikapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo [onycTMMNX MexX
roToBOro fnikapcbkoro 3acoby (BMyYeHHs1 HE3HaYHOrO NoKasHuKa
(Hanpuknag 3acTapinoro nokasHvKa, Takoro Sk 3anax Ta cMak, abo
ineHTudikauis 6apBHUKIB Y cMakoBUX f06aBoK)) - BunyueHHs i3
cneumdikauii nokasHuka «CepegHa maca». BBegeHHs 3MiH
npoTArom 6-Tn MicauiB nicnsa 3aTBepmxeHHs. 3miHun | Tuny - 3miHn 3
sikocTi. [oToBUMI Nikapcbkuit 3aci6. KOHTPOMb rOTOBOrO Nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauinn Ta/abo onycTUMUX MEX
rOTOBOrO MiKapCbKOro 3acoby (3BY>XEHHS AOMYCTUMUX MEX) -
[MponoHyeTbCst 3BYXKEHHS AOMYCTUMUX MeX cneundikauii Ans
nokasHuka «Jomiwkn. CymapHui BMICT»: paHille cxsBaneHa
pepakuisa « He Binbw 3,0 % npoTarom TepMiHy NpUAaTHOCTI»,
nponoHyeTbes «He B6inb 2,0% nNpoTArom TepMiHy NpMaaTHOCTI».
BBegeHHs 3MiH NpoTsArom 6-Tu MicAuiB nNicna 3aTBepaXeHHs. 3MiHn
| Tuny - 3miHn 3 akocTi. FoToBMI Nikapcbkui 3acib. Onuc Ta cknag.
3MmiHa abo JoAaBaHHA WTamnis, MOTOBLLEHb abo iHLIMX MapKyBaHb,
yKntoyaoum 3amiHy abo fgogasaHHs hapb Ans MapKyBaHHS
nikapcbKkoro 3acoby (3MiHa WwTamMnis, MOTOBLLEHb abo iHLWNX
MapKyBaHb) - 3MiHa 30BHILLHBOro BUrMAAyY TabneTtok. 3MiHn
BHECEHO [0 [HCTPYKUii ANnA MeguyHoro 3aCTocyBaHHS NikapcbKoro
3acoby no posainy "Nikapcbka dpopma. OCHOBHI (i3NKO-XiMiYHi
BMacTMBOCTI" YTOYHEHO OMUC 30BHILLHLOrO BMAY TabneTok. 3minHu |
TMny - 3MiHM 3 sikocTi. [oToBMIA Nikapcbkuii 3acit. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roTOBOrO NiKapCbKOro 3acoby (He3Ha4Ha 3MiHa y 3aTBepKEHNX
mMeToAax BunpobyBaHHs) - NPONOHYETLCS 3MiHa METOANKN
KOHTPOIIO ANs nokasHuka «Jomilku» (3 paHiwe cxBaneHoi
BHYTPILLUHBOI METOAMKM HAa OHOBMEHY peAakLilo BHYTPILLHbOT
MeToAMKM BUPOBHUKa). BBeaeHHs 3MiH NpoTsirom 6-Tu MicsuiB
nicnsa 3aTBepmxeHHs. 3MiHn | Tuny - 3MiHn Wwoao
6e3neku/edeKTUBHOCTI Ta hapmakoHarnsaay. 3miHa y KopoTkii
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLUIi AN MeANYHOro 3acToCyBaHHA Ha NiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3nekn nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekun 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiiiiin nepiof, abo sk pe3ynbTaT OLiHKM 3BTy 3
pocnigXeHb, NpoBeAeHnX BiANOBIAHO A0 MnaHy neaiaTpuydHmnx
pocnigxeHb (PIP) (iHwi 3MiHW) - 3MiHM BHeceHO A0 IHCTpyKuii Ans
MEeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Ao po3Ainis
"MokaszaHHs" (yTo4YHEHO TepMmiHu), "OcobnmBocTi 3acTocyBaHHs",
"Cnoci6 3acTocyBaHHS Ta 403U", @ TaKoX pearoBaHo po3ainu
"®apmakonoriyHi BnactmeocTi", "B3aemMogis 3 iHLWMMMN NiKapCbKMm
3acobamu Ta iHWi BUAan B3aemogin", "3actocyBaHHs y nepioa
BariTHocTi abo rogyBaHHsi rpyaato”. 3minu |l Tuny - 3MiHm Wwopno
6esnekn/edekTUBHOCTI Ta hbapmakoHarnsay. 3MiHM y KOpOTKii
XapakTepucTuLi nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta

iHCTPYKUIi ANsi MEAMYHOro 3acTOCyBaHHSA Y 3B’A3KY i3 HOBUMU
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OaHUMM 3 SKOCTi, AOKMIHIYHUMMK, KNIHIYHUMW JaHUMW Ta AHUMK 3
dapmakoHarnsgy -
3MiHM BHeceHo A0 IHCTPYKLiT ANs MeQnYHOro 3acToCcyBaHHs!
nikapcbkoro 3acoby o poaginy "Mo6ivHi peakuii”
151. MEOPON Tabnetku no 32 wr, Mdpansep CLUA Mdpanzep Itanisa ITanisa BHECEHHSA 3MiH A0 PeecTpaLinHMX MaTepianiB: YTOYHEHHSA 3a UA/2047/02/03
no 10 Tabnetok y IHK. C.p.n. peecTpauiiHoi npoueaypu B Haka3i MO3 Ykpaibnu Ne 1635 Big peuenmom
GnicTepi; no 2 07.09.2018 - 3miHn | TUNY - 3MiHK LWoao Ge3nekn/edpekTUBHOCTI Ta
Gnictepn y dapmakoHarnsagy. 3miHa y KOpOTKili XxapakTepucTuL fikapcbKoro
KapTOHHI kopoobLli 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii ANs MeguyHoro
3acToCcyBaHHS Ha MiAgcTaBi perynspHO OHOBMIOBAHOO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcToCyBaHHs NnikapcbKoro 3acoby B MmicnsipeecTpauinHui nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNiAKEHb, NPOBEAEHMX
BiANOBIAHO A0 nMnaHy negiatpuyHnx gocnigxeHs (PIP) (iHwi 3miHn)
- 3MiHM BHeceHo A0 IHCTpYKLii ANs MeguyHOro 3acTocyBaHHS
nikapcbkoro 3acoby Ao po3aainis "lMoka3aHHsA" (YTOYHEHO TEPMIHM),
"OcobnuBocTi 3actocyBaHHA", "Cnocid 3acTocyBaHHA Ta fosun”, a
TakoX pefaroBaHo po3ginu "dapmakonoriyHi BnactmBocTi",
"B3aemopis 3 iHWKMK nikapcbkuMu 3acobamu Ta iHLi Buau
B3aemMogin", "3acrtocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaa”. 3mim Il Tuny - 3miHu Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. 3MiH1 y KOPOTKi XapakTepucTuLi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUiT ANs MeAUYHOro
3acTOCyBaHHS! y 3B’I3KY i3 HOBUMMW AaHUMU 3 SKOCTi, AOKMiHIYHUMMU,
KNiHIYHUMY JaHVMK Ta JaHuMK 3 dhapMakoHarnsgy - 3MiHn
BHECEHO [0 |HCTPyKUii NS MeguyHoro 3acToCyBaHHS NiKapcbKoro
3acoby go posainy "MobiyHi peakuii”
152. MEINOKCUKAM MOpPOLLOK MpuBaTHe YkpaiHa OepiBagoc Icnanis BHECEHHS 3MiH [0 peecTpaLiiH1X maTepianis: 3MiHu | Tuny - - UA/14852/01/01
(cybeTaHuis) y aKLjioHepH Kyimikoc c.a.y. AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
noaBiviHNX nakeTax 3 e 3asiBHMKA (BNacHWKa peecTpauiiHoro noceigveHHst). 3miHa
nonieTunexy ans TOBapUCTB HalMeHyBaHHs Ta afipecu 3asiBHUKA.
hapmaLeBTU4HOro o “Nekxim —
3aCTOCyBaHHA Xapkis”
153. METOTPEKCAT Tabnetku no 2,5 mr EBEBE AscTpis BMNYCK cepil: AscTpis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/0513/01/01
"EBEBE" no 50 TabneTok y Papma EBEBE ®apma HimewunH 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI Ta peuernmom
KOHTEeNHepi; no 1 [ec.m.6.X. [ec.m.6.X. Hdpr. a apmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
KOHTENHepy y Hdpr. KI KI', AscTpisi; npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
KapTOHHi kopoobLli BUMYCK cepii: npo cuctemy apMakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
Cantotac dapma BiANOBIAanbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHOI
'mM6X, HimevuunHa; ocobu 3 hapmakoHarnagy 3asBHVKa ANS 3AIMCHEHHS
BUPOBHMLTBO in dapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
bulk, nakyBaHHs, YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34ilCHEHHSsI
TecTyBaHHs: [aynT dapmakoHarnsagy (BKoYaoyy KOHTaKTHI AaHi) Ta/abo 3miHn y
dapma Amaper po3MilLeHHI MacTep-cbanna cuctemu papmakoHarnsgy) - 3miHa y
'M6X, HimeyunHa po3MileHHi MacTep-danny cuctemy papmakoHarnsay, amiHa
Micus 3AiCHEHHA OCHOBHOI AisiNbHOCTI 3 papMakoHarnsgy, aMiHa
KOHTaKTHUX JaHUX YNIOBHOBaXEHOT 0COOU 3asiBHUKA Ansi
30iNCHEHHA dhapMakoHarnagy
154. METOTPEKCAT Tabnetkun no 5 mr no EBEBE AscTpid BMNYCK cepil: AscTpis/ BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/0513/01/02
"EBEBE" 50 Tabnetok y dapma EBEBE ®apma HimeyuunH 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
KOHTenHepi; no 1 lec.m.6.X. lec.m.6.X. Hopr. a apmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
KOHTENHepy y Hdpr. KI KI', ABcTpisi; npo cuctemy papmakoHarnsgy (BBeAeHHS y3ararnbHEeHUX AaHnX
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KapTOHHI kopobui BUMYCK cepii: npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
Cantotac ®apma BiANOBiAanbHOI 3a 3AiNCHEHHNA hapMakoHarnsay; KOHTaKTHOT
'M6X, HimeuyumnHa; ocobu 3 hapmakoHarnsay 3asBHUKa ANS 3AINCHEHHS
BMPOGHMUTBO in dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big
bulk, nakyBaHHs1, yNoBHOBaXKeHOi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
TecTyBaHHs: MaynT dapmakoHarnsgy (Bkovaloum KOHTaKTHI AaHi) Ta/abo 3miHn y
dapma Amaper po3MilLeHHi MacTep-caina cuctemu apmakoHarnsagy) - 3miHa y
'mM6X, HimevunHa po3MmilLeHHi MacTep-dainny cuctemu papmakoHarnagy, 3amiHa
MicLiA 34iCHEHHS OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsagy, aMiHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0cobu 3asBHMKa ANs
3AiNCHEHHS dhapMakoHarnagy
155. METOTPEKCAT Tabnetku no 10 mr EBEBE ABCTpis BUNYCK cepil: ABcTpisi/ BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/0513/01/03
"EBEBE" no 50 TabneTtok y dapma EBEBE ®apma HimeyunH 3MiHu | Tuny - 3MiHK Wopo 6esnekn/edeKTUBHOCTI Ta peuenmom
KOHTelHepi; no 1 lec.m.6.X. lec.m.6.X. Hor. a dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEeHUX aHux
KOHTENHepy Y Hapr. KI KI", ABCTpisi; npo cucteMy chapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHnX
KapTOHHI kopobui BUMYCK cepii: npo cuctemMy chapmakoHarnsigy, 3MiHa ynoBHoBaXeHoi ocobu,
Cantotac ®apma BiANOBIOanbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHOT
'M6X, HimeuunHa; ocobu 3 hapmakoHarnsgy 3asBHWUKa AN 3AINCHEHHS
BMPOGHMLTBO in dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
bulk, nakyBaHHs1, YNOBHOBaXEHOT 0cobWu, BignoBiganbHoi 3a 34iNCHEHHSA
TecTyBaHHs: MaynT dapmakoHarnsigy (Bkovakoum KOHTaKTHI AaHi) Ta/abo 3miHn y
dapma Amaper po3MilLeHHi MacTep-canna cuctemu apmakoHarnsagy) - 3miHa y
'mM6X, HimeuunHa pO3MilLleHHi MacTep-dainny cuctemu papmakoHarnagy, 3amiHa
Micus 3AiICHEHHA OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy, aMiHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0cobu 3asiBHUKa Ans
3AiNCHEHHS dhapMakoHarnsgy
156. MET®OPMIH- Tabnetku no 850 wmr, TeBa I3painb TOB TeBa Monblwa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/7795/01/02
TEBA no 10 Tabnetok y dapmaves OnepenwHs 3MiHu | TUNY - 3MiHK y Npoueci BUPOGHMLITBA FOTOBOTO fiKapCbKOro peuenmom
6nictepi, no 3 Tikan Monana 3acoby, BKIOYAKYM NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCS Mpu
6nictepu y kopobui IHgacTpi3 BMPOGHMLTBI FOTOBOrO Nikapcbkoro 3acoby - AofaHo iHdopmalLlio
Jta. LLOAO0 TEPMiHY NpuaaTHOCTI Hepo3ddhacoBaHoro npoaykty (12
MicsauiB); 3amiHu | TUny - 3MiHK 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6.
(iHwWi 3MiHW) - yHichikoBaHO Ta HagaHo HOBI KOAM ANs PO3AiniB
3.2.P.3.3. Onuc BnpobHMYOro npouecy Ta KOHTPOIIoK npouecy,
3.2.P.3.4. KoHTpormb KpUTHMYHMX CTagin i NpomixkHOI npoaykuii Ta
BHECEHO pefakUiviHi NpaBku y 3a3HadveHi po3ginu. A Takox
yHicpikoBaHo po3gin 3.2.P.7. Cucrtema ynakoBka/ykynopka
157. MET®OPMIH- Tabnetku no 500 mr TeBa I3painb TOB TeBa Monblwa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/7769/01/01
TEBA no 15 rabnetok y dapmaves OnepenwH3 3MiHu | TNy - 3mMiHK BUNpobyBaHb abo AONyCTUMUX MEX, peuenmom
6nictepi; no 2 Tikan Monana BCTaHOBIEHWX Y cneundikauisx, nig yac BMpobHMLTBa roToBOro
6nictepu y kopobui IHpacTpi3 nikapcbKoro 3acoby - 3MiHa Mex giameTpy TabneTku; 3miHu | Tuny -
NnTo. 3MiHM Yy npoueci BUpoBGHMLTBaA roTOBOrO fikapcbkoro 3acoby,
BKIO4a04M MPOMIKHUI MPOAYKT, LLO 3aCTOCOBYETLCH NpU
BUPOBHMLTBI rOTOBOTO fikapcbkoro 3acoby - goaaHo iHgopmaLliio
LoAo TepMiHy NpuaaTHOCTI Hepo3dhacoBaHoro npoaykTy (12
MicauiB); 3miHu | Tuny - 3MiHK 3 AKOCTI. [O0TOBUIA NikapCbKMI 3acio.
(iHwWi 3miHW) - yHichikoBaHO Ta HagaHO HOBI KOAM ANS PO3AniB
3.2.P.3.3. Onuc B1poGHMYOro npoLecy Ta KOHTPOMIOK NpoLiecy,
3.2.P.3.4. KoHTponb KpUTUYHMX CTagil i NpoMipKHOT npoayKLii Ta
BHECEHO pefaKLiiHi NpaBku y 3a3HayveHi po3ginu. A Takox
yHicbikoBaHo po3ain 3.2.P.7. Cuctema ynakoBka/ykynopka
158. MINAPANEKC- po3ynH Ans iH'ekuin, | ToBapucTs YKpaina ToBapucTBo 3 YKpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3a UA/11215/01/01
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300POB'A 100 mr/Mn no 5 mn B 03 obmexeHor 3MiHuM | TUNY - 3MiHa po3Mipy cepii (BKnoYaoun gianasoH po3mipy peuenmom
amnyni; no 10 obmexeHo BigNOBiAaNbHICTIO cepii) roToBOro nikapcbkoro 3acoby - BBEAEHHs1 JOAATKOBOrO
amnyn y kopo6uj 3 10 "®apmaueBTnyHa po3mipy cepii nikapcbkoro 3acoby Ans 4it04oro amnynbHOro Liexy.
KapTOHy; no 5 mn B Bignosigan KOMnaHis lMponoHoBaHa pepakuis: AMnynbHUI Lex. Po3Mmip cepii cknagae:
amnyni; no 5 amnyn BHICTIO "3popos's" 23,000 Turc. amn. (115 n), 40,000 Trc. amn. (200 n), 50,000 TumC.
y bnicTepi; no 2 "dpapmaue amn. (250 n); JonaTkoBuii po3mip cepii cknagae: 98,000 Tuc. amn.
6nictepu B KOpoobLi BTUYHA (490 n)
3 KapTOHY KOMNaHis
"3gopos'a"
159. MINOPOKAPO-H pO34MH Ang iH'ekuin, TOB YkpaiHa KoHTponb, Bunyck Ykpaina/ BHECEHHS 3MiH 0O peecTpauiiHux matepianis: 3miHu | Tuny - 3MiHn 3a UA/10376/01/01
100 mr/mm, o 5 mn «PAPMAC cepii: HimewunH oo 6esnekn/edpeKkTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuernmom
B amnyni; no 10 Ell» TOB a 3MiHM [0 y3aranbHeHVUX AaHnX Npo cucTemy apmakoHarnagy
amnyn y nayui 3 «OAPMACEI/», (BBEAEHHSA y3aranbHEHUX AaHUX Npo cuctemy dapmakoHarnsgy,
KapTOHY YkpaiHa; 3MiHa yNOBHOBaXeHOi 0cobu, BignNoBiganbHoi 3a 34iMCHEHHS
BTopuHHa dapmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
yrnakoBka, ONs 30incHeHHst chapmakoHarnsay B YKpaiHi, SKLWOo BOHa BigMiHHA
KOHTPONb: Bij yNMOBHOBaXeHOI 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
XONOMAK dapmakoHarnsigy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo 3miHn y
depnakyHrcTexHik po3MileHHi MacTep-darina cucteMun papmakoHarnsgy) - 3miHa
'm6X, HimeuunHa; KOHTaKTHUX AaHux YOB®. 3miHa micus 34iiCHEHHSA OCHOBHOI
Bupo6bHMLTBO [isnbHocTi 3 hapmakoHarnagy. 3MiHa HoMepy Ta agpecu
Hepo3dacoBaHol 3HaXOMXKeHHs macTep-danna; 3aMmiHu | Tuny - 3miHn 3 AKocTi.
npoaykuii, [oToBMI Nikapcbkuin 3aci6. 3miHn y BUpobHuUTBi. 3MiHa iMnopTepa/
nepBuHHa Ta 3MiHK, WO CTOCYIOTBLCA BUMYCKY Cepii Ta KOHTPOMO SAKOCTi FOTOBOro
BTOPWHHA nikapcbkoro 3acoby (3amiHa abo foAaBaHHs BUPOOHMKa, Lo
ynakoBka, BiANoBiAae 3a BBe3eHHs Ta/abo BMNyck cepii) - Bknoyatroum
KOHTPONb: KOHTpOnb/BMNpobyBaHHS cepii - 3aMiHa BUPOBHMKa,
XOJIOMAK BignoBiganbHOro 3a KOHTPOIb Ta BUNYCK cepii (BBeaeHHs 3MiH
PepnaKkyHrcTexHik npoTArom 3-x MiCALIB MiCNs 3aTBEPAXXEHHS); 3MiHa 3asiBHUKA
'M6X, HimeuunHa (BnacHwuka peecTauiiiHoro nocsigyeHHs1) BeegeHHs 3MiH npoTsarom
3-x micsUiB nicns 3aTBEpAKEHHS
160. MINNIAPOHAT® Kancynu Teepai no AT JlaTBis AT "Ipingekc" JaTBisi BHECEHHS! 3MiH [0 peecTpaLiiHux maTtepianis: 6e3 UA/16049/01/01
250 mr no 10 kancyn "I'piHaekc" 3MiHKM | TUNY - BHECEHHS1 40AAaTKOBOro anbTepHaTUBHOIO peyenma
y 6nictepi; no 2 abo BUpobHMKa xxenatuHosmx kancyn ACG Worldwide group, wo mae
4 6nicTepu B nayui 3 OBi BUpo6Huui ginbHuui (ACG Lukaps d.o.o., Xopsartia Ta ACG
KapTOHYy Associated Capsules Pvt., Ltd, India, 3 HagaHHam CEPIB Ha
XenaTtuH) go 3atsepaxeHoro BupobHuka CAPSUGEL, benbris
161. MIPAMIOE3® PO3YMH HaLLKipHUA, KHBMTI YkpaiHa TOB "BupobHuye YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn bes UA/0237/01/01
cnuptoBuit, 0,1% no "ICHA" 06’ egHaHHsA 3 gKkocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHW y BUpOGHMLTBI. 3amiHa peuenma
100 mn y donakoHax "TeTepiB", abo BBeEeHHSA AOAATKOBOI AiNbHULI BUPOOHMLITBA AN YaCTUHU
YkpaiHa; ab0 BCbOro BUpOGHMYOro npoLiecy roToBOro nikapcbkoro 3acoby
TOB (BinbHUUSA, Ha AKin NpoBoAsTbCS Byab-ski BUpOOHUYI cTagaii, 3a
"TepHocapm”, BVHSATKOM BUMYCKY CEPill, KOHTPOIIO AKOCTi, MEPBUHHOIO Ta
YkpaiHa BTOPWHHOIO NaKyBaHHS!, ANS HECTEPUIbHMX NiKapCbKnx 3acobiB) -

3aMiHa BUPOGHMYOT AiNbHUL; CYyNyTHS 3MiHa - 3MiHW 3 SIKOCTI.
['oToBMI Nikapcbkui 3aci6. 3MiHKM y BUpobHUUTBI. 3amiHa abo
BBEJEHHSI [0AAaTKOBOI AiNbHULI BUpOBHMUTBA Anst YacTuHW abo
BCbOro BUPOGHMYOro NpoLecy roToBoro fikapcbkoro 3acoby
(AiNbHUUSA ANA BTOPMHHOIO MakKyBaHHS) - 3MiHW 3 AKocTi. [oToBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AiNbHMLI BUPOBHULTBA ANS YacTUHU abo BCbOro
BMPOBHMYOro NpoLecy roToBoro fikapcbkoro 3acoby (AinbHuus ans
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NepBMHHOIO NakyBaHHS); 3MiHU | Tuny - 3MiHn 3 sikocTi. FoToBKI
nikapcbkui 3aci6. 3MiHn y BUpo6HMLTBI. 3MiHa iMnopTepa/aMiHu,
LLIO CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo foAaBaHHs BUPOOHMKa, Lo
BiANoBiAae 3a BBe3eHHs Ta/abo BMNyck cepii) - Bknoyatoum
KOHTPOnb/BUNPOGYBaHHS cepii - 3aMiHa BUPOBHUYOI AinbHUUI
162. MIPAMIOE3® Kpanni ByLLHi, KHBMT Ykpaina TOB "Bupo6Huue YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 6e3 UA/0237/02/01
PO34YMH CIMPTOBUI "ICHA" 06’ egHaHHA 3 gKocTi. [oToBMI Nnikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peuenma
0,1% no5mny "TeTepiB", iMnopTepa/aMiHn, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOIo
noniMepHomy YkpaiHa; SIKOCTi rOTOBOIO Nikapcbkoro 3acoby (3amiHa abo fAoaaBaHHs
nakoHi 3 TOB BMPOGHMKa, WO BiANoBigae 3a BBe3eHHs Ta/abo BMnyck cepii) -
KpanenbHuueto; no 1 "TepHodapm", Bkntoyatoun KoHTponb/BUNpobyBaHHS cepii - 3amMiHa BUPOBHWUYOT
dnakoHy B nauyui 3 YkpaiHa AinbHUU; 3MiHK | TUNYy - 3MiHK 3 sikocTi. FoToBMI Nikapcbkuit 3acib.
KapTOHY 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS A04ATKOBOI AiNbHULI
BMPOBHMLTBA ANs YacTUHU abo BCbOro BUPOGHMYOro npouecy
roTOBOrO fikapcbkoro 3acoby (AinbHULS, Ha skl NpoBOASTHCS
6yab-aKi BUPOOHMWYI CTaAii, 32 BUHATKOM BUMYCKY CEpill, KOHTPOITO
SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NaKyBaHHs, ANl HECTEPUITBHUX
nikapcbkux 3acobiB) - 3aMiHa BUPOGHMYOT AiNbHUL; CynyTHS 3MiHa -
3MiHM 3 SKOCTi. [0TOBMI Nikapcbknin 3aci6. 3MiHN y BUPOOHMLITBI.
3amiHa abo BBeAeHHs [0AaTKOBOI AiNbHULI BUpOOHULTBA ANs
YacTuHM abo BCbOro BUPOBHUYOro NpoLiecy roTOBOTO fikapCbKoro
3acoby (AiNbHULA ANSA NEePBUHHOMO NaKyBaHHS); 3MiHW 3 SIKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHM y BUpobHUUTBI. 3amiHa abo
BBEAEHHSI OAATKOBOI AinbHULI BUPOGHULTBA ANs YacTuHM abo
BCbOrO BMPOBHMYOro MpoLecy roToBoro fikapcbkoro 3acoby
(BiNbHUUS ONs BTOPMHHOIO NakyBaHHSA)
163. MOBAIJIC® Tabnetku no 7,5 mr BepiHrep Himeuuunna BepiHrep HimewunH BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 3a UA/2683/02/01
no 10 TabneTok; no IHrenbxan IHrenbxanm al Mpeuis 3MiHu | Tuny - 3miHK 3 aKocTi. [oTOBMI Nikapcbkuii 3acib. 3miHM y peuenmom
2 Gnictepu B M dapma 'm6X i Ko. BMPOGHMLTBI. 3MiHa iMnopTepa/amiHu, L0 CTOCYHOTbCS BUMYCKY
KapTOHHi kopobLli IHTEpHELUH KI', HimeuuunHa; cepii Ta KOHTPOIIO AKOCTi FOTOBOrO NikKapcbKoro 3acoby (3amiHa abo
nrmeX BepiHrep [odaBaHHS AiNbHULI, Ha K 34iINCHIOETLCS
IHrenbxanm Ennac KOHTpOnb/BMNpoByBaHHS cepii) - AoaaBaHHsA BUPOGHNYOT AinbHULI
A.E., I'peuis K'toEnCiEc ElE, MNpeuis/QACS ETE, Greece ana npoBeAeHHs
KOHTPOJTHO SIKOCTi 3@ MOKA3HMKOM MikpobGionoriyHa yncroTa
164. MOBAIJIC® Tabnetku no 15 wr, BepiHrep HimeuunHa BepiHrep HimeyunH BHECEeHHS1 3MiH o peecTpaLiiHux maTtepianis: 3a UA/2683/02/02
no 10 Tabnetok; no IHrenbxan IHrenbxanm al Mpeuis 3MiHN | TUNY - 3MiHK 3 sKoCTi. [oTOBMI Nikapcbkui 3aci6. 3MiHN y peuernmom
1 abo 2 6nictepu B M ®apma 'mbX i Ko. BMPOGHMLTBI. 3MiHa iMnopTepa/3amiHu, L0 CTOCYIOTbCS BUMYCKY
KapTOHHI kopobLli IHTEpHeLH KI', HimeuunHa; cepii Ta KOHTPOI SIKOCTi FOTOBOrO NikapcbKkoro 3acoby (3amiHa abo
n reX BepiHrep [0o4aBaHHS AiNbHULI, Ha Kl 34iINCHIOETLCS
IHrenbxavim Ennac KOHTpOnb/BMNpobyBaHHSA cepii) - AoAaBaHHA BUPOOHNYOT AinbHULI
A.E., l'peuia K'toENCiEc ENME, MNpeuis/QACS ElNME, Greece ans npoBeAeHHs
KOHTPOIIO SKOCTi 3@ MOKa3HUKOM MikpobionoriyHa uncrora
165. MOBAIJIC® PO34MH ans iH'ekuin, BepiHrep HimeyuunHa BUPOBHMUTBO Ta Icnanis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/2683/03/01
15 mr/1,5 mn, no 1,5 IHrenbxan nepBuHHe 3MiHum I Tuny - 3miHn wopo 6e3nekun/edekTUBHOCTI Ta peuenmom
MITy amnyni; no 5 M nakyBaHHS: dapmakoHarnsgy. BHeceHHs abo 3miHa(1) o 3060B'A3aHb Ta yMOB
amnyn B KapTOHHIN IHTEpHeLwH BepiHrep BMAaYi peecTpauiiHoro NoCBigYeHHs, Bkntoyaroun MNnax
kopobui n X IHrenbxanwm ynpaBniHHA pU3nKkamn (3aCTOCyBaHHS 3MiH(1), ski(a) BUMaratoTb(€)
EcnaHna, CA, noAanbLIoro o6rpyHTyBaHHA HOBMMU A0AATKOBMM OaHUMU, LLO
IcnaHis; BTOpuHHE MaloTb HaaBaTUCS KOMMNETEHTHUM OpraHoM, OCKIfNbKM
nakyBaHHs1, BMMaraeTbCsl CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoM) - BukoHaHHs

KOHTPOIb SKOCTi

30060B'A3aHb BignosigHo go nignyHkTy 1.13 nyHkTy 1 gogatky 15 go
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Ta BMNYCK cepil: Mopsiaky NnpoBedeHHs eKcrnepTu3n peecTpauinHux MaTepianis Ha
BepiHrep nikapcbki 3acobwm, Lo NoAaroTbCs Ha AepXaBHY peecTpaLito
IHrenbxanm (nepepeecTpalilo), a TaKoX eKcrepTn3n Matepianis NpPo BHECEHHSI
Ecnana, CA, 3MiH 0O peecTpaLiiH1X MaTepianiB NpoTAaroM Aii peecTpauifiHoro
Icnanis noceigYeHHs, 3atBepaxeHoro Hakasom MOS Big 26.08.2005 Ne 426
(y pegakuii Hakasy MOS Big 23.07.2015 Ne 460)
166. MOBAIJIC® TabneTku no 7,5 mr BepiHrep Himeuwuunna BepiHrep HimewunH BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 3a UA/2683/02/01
no 10 TabneTtok; no IHrenbxan IHrenbxanm al Mpeuis 3MiHum I Tuny - 3miHn Wwopo 6e3neku/edekTnBHOCTI Ta peuernmom
2 6nictepu B M ®apma 'mbX i Ko. hapmakoHarnsgy. BHeceHHs abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
KapTOHHI kopobui IHTEepHeLH KI', HimeuyuunHa; BMAadi peecTpauiinHoro noceigveHHs, Bkntovatoum MNnax
n meX Bepinrep yNpaBniHHS pu3nKkamu (3acTocyBaHHs 3MiH(M), AKi(a) BUMaratoTb(€)
IHrenbxanim Ennac nogarnbLLIoro o6rpyHTyBaHHS HOBUMW AOAATKOBUM AaHUMM, LLIO
A.E., I'peuis MatoTb HagaBaTUCS KOMMETEHTHUM OpraHoM, OCKiMbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoM) - BukoHaHHS
3060B'A3aHb BignosigHo Ao nignyHkTy 1.13 nyHkTy 1 gogatky 15 no
Mopsiaky NnpoBedeHHs eKcrnepTu3n peecTpauinHux MaTepianis Ha
nikapcbki 3acobwm, Lo NoAarTbCs Ha AepXaBHy peecTpawiio
(nepepeecTpalLlito), @ Takox ekcnepTan maTepianis NPo BHECEHHS
3MiH 0O peecTpaLiiH1X MaTepianiB NpoTAroM Aii peectpauiiHoro
NocCBiAYeHHs1, 3aTBepaxeHoro Hakazom MOS Big 26.08.2005 Ne 426
(y pegakuii Hakasy MOS3 Big 23.07.2015 Ne 460)
167. MOBAIJIC® Tabnetkun no 15 mr BepiHrep Himeuuunna BepiHrep HimewunH BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/2683/02/02
no 10 TabneTtok; no IHrenbxan IHrenbxanm al Mpeuis 3MiHum I Tuny - 3miHn Wwopo 6e3neku/edekTMBHOCTI Ta peuernmom
1 abo 2 6nictepu B M dapma 'mbX i Ko. hapmakoHarnsgy. BHeceHHst abo 3miHa(v) Ao 3060B'A3aHb Ta yMOB
KapTOHHi kopobuli IHTEpHELUH KI', HimeuuunHa; BMAadi peecTpauiinHoro noceigveHHs, Bkntovatoum MNnax
n meX BepiHrep yNpaBniHHS pu3nKkamu (3acTocyBaHHs 3MiH(M), AKi(a) BUMaratoTb(€)
IHrenbxavim Ennac nofarnbLIoro obrpyHTyBaHHS HOBUMW AOAATKOBUM AaHUMM, LLIO
A.E., I'peuis MatoTb HaJaBaTUCS KOMMETEHTHUM OpraHOM, OCKiMbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoM) - BukoHaHHS
3060B'A3aHb BignosigHo Ao nignyHkTy 1.13 nyHkTy 1 gomatky 15 no
Mopsiaky NnpoBedeHHs eKcrnepTu3n peecTpauinHux MaTepianis Ha
nikapcbki 3acobwu, Lo NoAarTbCs Ha AepXaBHy peecTpawiio
(nepepeecTpallito), @ Takox ekcnepTnan maTepianis NPo BHECEHHS
3MiH 0O peecTpaLiiHnX MaTepianiB NpoTArom Aii peectpauiiHoro
NoCBiAYeHHs1, 3aTBepaKeHoro Hakazom MOS Big 26.08.2005 Ne 426
(y pegakuii Hakasy MOS3 Big 23.07.2015 Ne 460)
168. MOBAIJIC® Tabnetku no 7,5 mr BepiHrep Himeuunna BepiHrep HimewunH BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/2683/02/01
no 10 TabneTtok; no IHrenbxan IHrenbxanm al Mpeuis 3MiHM | TUNY - 3mMiHa napameTpiB crneuundikauin Ta/abo gonycTumMmnx peuernmom
2 Gnictepu B M dapma 'M6X i Ko. MEX NepPBUHHOI YNaKOBKN FOTOBOrO NikapCbKoro 3acoby -
KapTOHHI Kopobui IHTepHeLuH K, HimewuuHa; BUNYyYeHHs 3i cneundikaLii Ha nakyBanbHUA MaTepian nepBUHHOI
n rmeX Bepinrep YMaKoBKM (30BHiLLHBOI CTOPOHM MBX opcTkoi TepModopMoBaHOi
IHrenbxaim Ennac NniBKK, sika He KOHTaKTYeE 3 fikapcbkMMm 3acobom) Tecty «ATR
A.E., I'peuis infrared spectroscopy (PVC side)». Y cneundikauii ans
BHYTPILLHBOI cTopoHM MBOX xopcTkoi TepModopMoBaHOi NNiBKY,
sIka KOHTaKTye 3 NMikapCbknM 3acoboM Liel TeCT 3anuLLaeTbCs;
3MiHu | TUNY - 3mMiHa napameTpis cneuundikauin Ta/abo gonycTumMmnx
MeX NepBUNHHOI YMaKkoBKM FOTOBOTO NikapCbKoro 3acoby -
BUMYyYeHHs 3i cneuudikauii Ha nakyBanbHUA MaTepian NepBUHHOT
yNakoBKK ()KOPCTKOi TepMOod)OpMOBaHOI NfiBkK) TecTy «4mucTotar
169. MOBAIJIC® Tabnetku no 15 wr, BepiHrep HimeyuunHa BepiHrep HimeyuunH BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/2683/02/02
no 10 Tabnetok; no IHrenbxan IHrenbxanwm al Mpeuis 3MiHu | TUNY - 3MiHa napameTpiB cneuudikauin Ta/abo gonycTuMmnx peuenmom
1 abo 2 6nictepu B M Papma 'm6X i Ko. MEX MEePBUHHOI YNAKOBKN FOTOBOIO NiKapCbKoro 3acoby -
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JNiKapcbKo20
3acoby

®Popma surnycky

3asieHuK

KpaiHa

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo20

noceid4yeHHs1

KapTOHHI kopobui

IHTEepHeLH
n meX

KI', HimeuunHa;
BepiHrep
IHrenbxanm Ennac
A.E., I'peuis

BUMYyYeHHs 3i cneuudikauii Ha nakyBanbHWA MaTepian NepBUHHOT
YNaKoOBKU (30BHILLHBbOI cTOpoHU MNMBX »opcTkoi TepModopMOBaHOi
NniBKK, sika He KOHTaKTye 3 fikapcbkuMm 3acobom) Tecty «ATR
infrared spectroscopy (PVC side)». Y cneumndikauii gns
BHYTPILLUHBOI cTopoHu MBAX xopcTkoi TepModopMOBaHOi NiBKY,
AIka KOHTaKTye 3 MikapCbKnM 3acoboM Liel TeCT 3anuLLaeTbCs;
3MiHu | TUNYy - 3MiHa napameTpiB cneuudikauin Ta/abo gonycTumMmnx
MeX NMepPBUHHOI YMaKoBKM FOTOBOTO NiKapCbKoro 3acoby -
BUINYyYeHHs 3i cneuudikauii Ha nakyBanbHUA MaTepian nepBUHHOI
YNaKoBKWN ()KOPCTKOI TepMOOpMOBaHOI NiBkn) TecTy «Yunctota»

170.

MYCKOMEL

Kpem, no 2,5 mr/r no
30 ry Ty6i, no 1 TyGi
B KapTOHHIl kopobui

YOPNA
MEQULIVH
INAY CAH.
BE TIDX.

AL

TypeuunHa

3enTiBa Carnuk
YpyHnepi CaH. Be
Tigpk. A.LL.,
TypeuuuHa;
yopng
MEOVLWH INAY
CAH. BE TIDX.
A.lL., TypeyunHa

TypeuumnH
a

BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn
3 gKocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHn y BUpOBHMLTBI. 3amiHa
abo BBeAEHHs1 04aTKOBOI AiNbHULI BUPOGHULTBA ANS YaCTUHU
ab0 BCbOro BUpOGHMYOro npoLiecy rotToBOro nikapcbkoro 3acoby
(BinbHUUSA, Ha AKin NpoBoAsTbCA Byab-Aki BUPOOHUYI cTagaiji, 3a
BUHSATKOM BUMYCKY CEpPii, KOHTPOIIO SIKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, ANS HECTEPUIIbHMX NiKapCbKnx 3acobiB) -
CynyTHS 3MmiHa
- 3miHK 3 sikocTi. FoTOBUIA Nikapcbkuid 3aci6. 3MiHW y BUPOGHULTBI.
3amiHa abo BBeeHHA [OAATKOBOI AiNbHULI BUPOOHULITBA ANis
4YacTuHM abo BCbOro BUPOGHNYOro NPOLIECy roTOBOrO MikapCbKoro
3acoby (AinbHULSA AN BTOPUHHOTO NaKyBaHHS) -
3MiHM 3 SKOCTi. [0TOBMI Nikapcbkuin 3aci6. 3MiHN y BUPOOHMLITBI.
3amiHa abo BBeAeHHs [0AaTKOBOI AiNbHULI BUpOOHULTBA AN
YacTuHU abo BCbOro BUPOGHUYOro NPoLIeCy roTOBOroO fikapCbKoro
3acoby (AiNbHVUS ANs NEPBMHHOIO MaKyBaHHS) -
BBEEHHs1 0AAaTKOBOI AinbHuULi BUpobHuuTea YOPIO MEONLINH
INAY CAH. BE TIAXK. A.LL., TypeyuunHa;
3MiHM | Tuny - 3MiHK 3 akocTi. [oToBMI NMikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo CTOCYIOTbCS BUMYCKY
cepii Ta KOHTPOI SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
AofaBaHHSA BUPOOHWMKA, LLO BiAMOBIAA€E 3a BBE3EHHS Ta/abo Bunyck
cepii) - Bkntoyatoum koHTponb/BUNpobyBaHHs cepii - 4oAaBaHHs
BUpo6Huka - YOPNA MEAVLINH INAY CAH. BE TIIXK. A.LL.,
Typey4mnHa, SK HacnigoK nosisa AOAATKOBOI BTOPMHHOI YNaKoBKM

3a
peuermom

UA/16594/01/01

171.

HAALIH

TabneTku, BKpUTI
060510HKO0, Mo 2 Mr/
0,03 wr, no 21
Tabnetui y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopobui

Haapi Al

LLisenuapia

LUnHpea dapma,
c.n.

Icnania

BHECEHHS 3MiH [0 peecTpaLiH1X MmaTepianis: 3MiHu | Tuny -
ApmiHicTpaTuBHi 3MiHW. 3MiHa HanMeHyBaHHs Ta/abo agpecu
3asBHUKa (BNacHMKa peecTpaLiHoro NocBiAYeHHS ) - 3MiHa agpecu
3asiBHMKa (BBegeHHs 3MiH npoTsromM 3-x micsuis nicnsi
3aTBEPAXKEHHS)

3a
peuenmom

UA/12965/01/01

172,

HAALIH

TabneTkn, BKPUTI
obonoHkoto, no 2 mr/
0,03 wr, no 21
Tabnetui y 6nictepi;
no 1 6nictepy B
KapTOHHi Kopobui

Haapi Al

LLisenuapis

LUnHpea dapma,
c.n.

Icnanis

BHECEHHS 3MiH 0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn
oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
KOPOTKIilN XapaKTepuCTu1Li NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUii AN MEAMYHOro 3aCTOCYBaHHS reHepUYHUX/ribpuaHux/
bionoaibHMx nikapcbkux 3acobiB Micnsi BHECEHHS Tiei camoi 3MiHU
Ha pedbepeHTHWI NpenapaT (3MiHa He NnoTpebye HafaHHSA XXOAHNX
HOBUWX JOAATKOBMX AaHKX) - 3MiHWM BHECEHO [0 iHCTPYKUIii y po3ain
"MokasaHHs", a Takox y posainu: "®apmakonoriyHi BnactmeocTi",
"MpoTunoka3aHHs", "B3aeMogis 3 iHWMMK nikapcbkummn 3acobamm
Ta iHwWi B1An B3aemogin”, "OcobnumeocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHs rpyaat”,

3a
peuyenmom

UA/12965/01/01
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
"3paTHICTb BNAMBATU Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBToTpaHcrnopToM abo iHWMMKN MexaHiamamu', "Cnocio
3acTocyBaHHs Ta go3n", "Mepeno3ysanHs”, "[iTn"(pegaryBaHHs
TekcTy), "MobivHi peakuii" 3rigHo 3 iHopMalUieto LWoao MeaNYHOro
3acTocyBaHHsl pechepeHTHOro nikapcbkoro 3acoby (PKAHIH®,
TabneTkn, BKpUTI 06OOHKO)
173. HEBIBONOI- Tabnetkm no 5mrno | TOB "Tesa YkpaiHa BMPOGHULITBO 32 ManbTa/ BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/14877/01/01
TEBA 10 TabneTtok y YkpaiHa" MOBHUM LIKITOM: Bonrapis 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 2 abo AxTasic JIT[, dapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
no 3 Gnictepu B ManbTa; npo cuctemy dapMakoHarnsagy (BBe4eHHs y3aranbHeHUX 4aHnx
KapTOHHI kopobLi; BUPOBHMLTBO 3a npo cuctemy dapMakoHarnsagy, 3MmiHa yrnoBHOBaXXeHOI ocodu,
no 14 tabnetok y NOBHUM LIMKIOM: BiANOBiAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTakTHoT
6nicTepi; no 2 BankaHdapma- ocobu 3 papMakoHarnsay 3asiBHUKa AN 3AINCHEHHS
6nictepu B OynHuua AT, dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
KapTOHHI kopoobLli Bonrapia YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHSI
apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLleHHi MacTep-dhaiina cuctemmn papmakoHarnsgy) - 3MiHa
yrMoBHOBaXeHOoT 0cobu 3asiBHMKa, BignoBigansHoi 3a
hapMakoHarnsa Ha LueHTpanbHOMy piBHi: [ponoHoBaHa pedakuis:
Dr. Hedva Voliovitch MD, PhD, MBA. 3miHa KOHTaKkTHOT ocobu ans
3iMCHeHHs hapMakoHarnagy B YkpaiHi. MponoHoBaHa pegakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX SaHWX
YNOBHOBAXEHOT 0CO6U. 3MiHa KOHTAKTHUX JAHMX KOHTaKTHOI ocobu.
3MiHa Micusi npoBa)KEHHSI OCHOBHOT OisiNIbHOCTI 3
hapmakoHarnsigy Ta Micus 36epiraHHs macTep-gaina
174. HEWPOHTIH TabneTtkn, BKpUTI MPO®APM ManbTta AkTasic NTA ManbTta BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/13402/01/01
NniBKOBOKO A 3MiHK | TURY - 3MiHW O IHCTPYKUIT ANS MEeAWYHOro 3aCTOCYBaHHSA Y peuenmom
obonoHkoto, no 10 IHTEpHELUH po3ain "3acTtocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs rpyaa”
Mr no 14 TabneTok y n BiANOBIAHO A0 iHGOpPMAaUi LLOA0 MEANYHOIO 3aCTOCYBaHHS
Gnictepi; no 2 TpenguHr pedbepeHTHOro nikapcebkoro 3acoby (ABIKCA, TabneTku, BKpuUTi
6nictepu y Tlimiten nniBkoBoto 060mnoHkoto, 10 mr). BBeAEHHA 3MiH NpoTArom 6-tm
KapTOHHIW nayui MicsUiB nicnsA 3aTBepAXKeHHs1
175. HEO- cynosuTopii Ekcenrtic Icnanis Ekcenric Inay TypeyunH BHECEHHS 3MiH 0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/5477/01/01
NEHOTPAH® BariHanbHi; no 7 Xercke CaHai Be a 3 AkocTi. FoToBMIA Nikapcbkuin 3aci6. CtabinbHicTb. 3MiHa y peuenmom
®OPTE CynosunTopiiB y c.n. TigkapeT AHOHIM TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs roToBOro
GnicTepi B KAPTOHHIN LWipkeTi nikapcbkoro 3acoby (36inbLeHHs TepMiHY NpMAAaTHOCTI FOTOBOrO
kopobui nikapcbkoro 3acoby) - [1ns Topro.oi ynakoBku (NigTBEpaAXYETLCA
OaHyMK peanbHoro Yacy) 36inbLueHHs TepMiHy npuaatHocTi 13 3
2-x pokiB 0o 3-x pokiB. BBegeHHst 3MiH npoTsirom 6-Tu Micauis nicns
3aTBEPKEHHS
176. HOBOKAIH- po34MH ang iH'ekuin, | ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/4539/01/01
300POB'A 5 mr/mn no 2 mn abo 03 obmexeHor 3MiHuM | TUNY - 3MiHa po3Mipy cepii (BKnoYaoun gianazoH po3mipy peuenmom
5 mn B amnyni; no obmexeHo BiANoBiAanbHICTIO cepii) roToBOro nikapcbkoro 3acoby - BB€AEHHS 40AATKOBUX
10 amnyn y 10 "®apmaueBTuyHa po3mipiB cepilt nikapcbkoro 3acoby Ans Aitoyoro Lexy AMNynbHUiA
KapTOHHi kopobuli; Bianosigan KoMMaHis uex. 3anponoHoBaHo: [ns Ao3yBaHHA No 5 Mn B amnynax
no 2 mn abo 5 mn B BHICTIO "3popos's" AmnynbHui uex, Poamip cepii cknagae: 40,000 Tuc. amnyn (200 n);
amnyni; no 5 amnyn "®apmaue 98,000 Tuc. amnyn (490 n), JoaaTkoBuin po3mip cepii cknagae:
y 6nicTepi; no 1 abo BTUYHA 240,000 tuc. amnyn (1200 n); 194,000 Tc. amnyn (970 n)
2 6nictepu B KOMNaHis
KapTOHHI kopobLi; "3popos'a"

no 2 mMn B amnyrni;
no 10 amnyny
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3acoby noceid4yeHHs1
6nicTepi; no 1
onictepy y
KapTOHHI kopobuli
177. HOPTAJTIAKC renb peKkTanbHum, HopxwuH DdpaHuis HopxwuH ®apma PpaHuis BHECEHHS 3MiH 0O peecTpaLiiH1X maTtepianis: 3MiHu | Tuny - be3 UA/2723/01/01
0,12r/10rno10ry CAC AaminicTpaTuBHi 3MiHN. 3MiHa HanMeHyBaHHs Ta/abo agpecu peuenma
0[HOJ030BOMY 3asiBHUKA (BNacHWKa peecTpauiiHoro noceigyeHHs). 3miHa agpecu
KOHTENHepi (Ty6i- Ta Ha3Bu 3asBHuka HopxuH ®apma, PpaHuis
KaHtoni); no 6 Ty6-
KaHIomb Yy KapTOHHI
kopobui
178. HOPMAKON PO3YMH peKTarnbHWUN, HopxuH PpaHuis HopxwuH ®apma PpaHuis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: pMiHu | Tuny - bes UA/3635/01/01
KNISMA no 60 mn abo no CAC AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu peuenma
130 mn y donakoHi; 3asiBHMKa (BracHVKa peecTpauiinHoro noceigveHHs). 3miHa agpecu
no 1 dpnakoHy y Ta Ha3Bu 3asBHMKa HopxuH Papma, PpaHuis
KapTOHHI kopobLuli
179. HYPO®EH® Kancynu m'ski no PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 6e3 UA/13599/01/01
EKCNPEC 200 wmr, no 4 abo 10 BeHkizep BputaHis Xenckep BputaHis 3MiHM | TUNY - 3mMiHa napameTpiB crneuundikauin Ta/abo gonycTMMmnx peuenma
YINbTPAKAN kancyn y 6nictepi; Xenckep IHTEpHELUHN MeX ANns AOMOMDKHOI PEYOBUHM - BUIyYeHHS i3 cneumadikaLii
no 1 6nictepy B IHTEpHELUH TlimiTen OOMOMDKHOI pe4oBUHM NOHCO 4R nokasHuka "Baxxki metanu" 3rigHo
KapTOHHi Kopobui n Nimiten Bumor €spon. [iupektusn 2008/128/EC; 3minu | Tuny - 3miHa
napameTpiB crneuudikauini Ta/abo 4onycTUMUX MeX Ans
OOMOMDKHOI PEYOBUHM - BBEAEHHS NokasHuka «loeHTudikauis B»
0o cneundikaLii 4LONOMiIKHOI pe4oBUHYM 3rifHO €BPONENChKOT
Oupextusu: 2009/35EC; 3minn Il Tuny - a3miHa napameTpis
cneuudikauin Ta/abo onycTMMNX MexX AN JONOMIKHOI pevoBUHM
- PO3LUUPEHHSA KPUTEPIIB NPUAHATHOCTI 3a Noka3HMKoM «KinbkicHuMi
BMICT» Y JOMOMiXHiln pe4oBuMHi NoHco 4R (E 124) (3aTBEpaXeHo:
80-83%; 3anponoHoBaHo: 80-85%)
180. HYPO®EH® TabneTtkn, BKpUTI PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3mMiHu | Tuny - be3 UA/10906/01/01
EKCNPEC obonoHkoto, no 200 BeHkizep BpuTaHis Xernckep BputaHis | AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo agpecu micus peuenma
mr; no 12 tabnetok Xenckep IHTepHewHn NPOBapKEHHs AiSnNbHOCTI BUpobHUKa/imnopTepa rotoBoro
y bnicTepi; no 1 abo IHTepHeLUH Nimiten nikapcbKoro 3acoby, BkntoYarum AinbHULI BUNYCKy cepii abo micue
2 6nictepu B n Nimiteq npoBeAeHHS KOHTPOO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
KapTOHHI Kopoobui BMPOGHMK/IMNOpTEp, BKIOYaYM BUMYCK CEpIlt).
3miHa agpecu BUpoGHMKa PekkiTT BeHkizep Xenckep IHTepHeLWwHN
Nimiten, Benuka BpuTaHisi, 6e3 3MiH1 MicLs BUpOGHMLUTBA. TepMiH
BBEAEHHS 3MiH MPOTAroM 4-x MicsLiB NiCNs 3aTBEPAXKEHHS.
181. HYPO®EH® MOPOLLOK OpanbHNUi PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3mMiHu | Tuny - 6e3 UA/10906/02/01
EKCNPEC no 400 mr; no 5 abo BeHkizep BpuTaHis Xernckep BputaHis | AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peuenma
PO34YMHHUNA 10, abo 12, abo 15 Xenckep IHTepHeLwwHn NPOBapKEHHS AiSnbHOCTI BUpobHUKa/imnopTepa rotoBoro
calle B KapTOHHIN IHTEpHeLH TimiTeq nikapcbKkoro 3acoby, BkntoYaroun AinbHULI BUNYCKy cepii abo micue
kopobui n Nimiteq nNpoBeAeHHS KOHTPOSO SKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHWK/IMNOpPTEp, BKIOYa4M BUMYCK CEPill) YTOYHEHHS agpecu
Bupo6Huka M3 PekkiTT BeHkizep Xenckep IHTepHewHn JlimiTeq,
Benuka BpuTaHisi, 6e3 3MiHW MicLs BUpoGHMLTBA. BBEAEHHS 3MiH
NpoTArom 4-x MicsauiB nicrsa 3aTBepAXEHHS.
182. HYPO®EH® Kancynu m'siki no PekkiTT Benuka BignosigansHui Benuka BHECEHHS 3MiH O peecTpaLinHMx maTepianis: 3mMiHu | Tuny - 6e3 UA/14179/01/01
EKCNPEC 400 wr, no 10 BeHkizep BpuTaHis 3a NaKkyBaHHA Ta BputaHis/ | AagmiHicTpaTvBHi 3MiHW. 3MiHa HaviMeHyBaHHSA Ta/abo agpecu Micus peuenma
®OPTE kancyn y 6nicrepi, Xenckep BMNYCK cepil: Hinepnax NpoBapKEHHs AiSnbHOCTI BUpobHUKa/imnopTepa rotoBoro
no 1 6nictepy B IHTEpHELUH PekkiTT BeHkizep an nikapcbKkoro 3acoby, BkntoYarum AinbHWLi BUNYCKy cepii abo micue
KapTOHHIiN kopobuli n Nlimiten Xenckep npoBeAeHHS KOHTPOO AKOCTI. (4isNbHICTb, 3a AKy Bignosigae
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IHTepHeLWwHnN BMPOGHUK/IMNOPTEp, BKIOYaOUM BUMYCK Cepilt) -
Tlimiten, Benuka YyTOYHeHHS agpecu BupobHuka M3 PekkiTT BeHkiszep Xenckep
BpuTtaHis; IHTepHewwHn JliviTeq, Benvka BpuTaHisi, 6e3 3amiHn Micusi
BignosiganbHun BMPOGHMLUTBA. BBEAEHHS 3MiH MpOTSiroM 4-x micsuiB nicnsi
3a BUPOOHMLTBO in 3aTBEepKEHHS.
bulk:
MaTeoH
Codmxenc b.B.,
HigepnaHaun
183. HYPO®EH® TabneTku, BKpUTI PexkkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLinHux maTepianis: MiHu | Tuny - 6e3 UA/14588/01/01
IHTEHCUB NMiBKOBOIO BeHkisep BputaHis Xenckep BputaHis | AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuenma
060s0HKO10, N0 6 Xenckep IHTEpHeLHN npoBaKeHHs AisnbHOCTI BUpOOHMKa/imnopTepa roToBoro
abo 12 TabneTok y IHTepHeLUH Nimiten nikapcbKkoro 3acoby, BkntoYaruy AinbHULI BUNYCKy cepii abo micue
6nicrepi; no 1 n Nimiteq NpOBeAEHHS KOHTPOJO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
6nictepy B BMPOGHMK/IMNOPTEp, BKIOYaUM BUMYCK CEpilt) - yTOYHEHHS
KapTOHHI kopobui appecy BupoGHuka M3 PekkiTt BeHkizep Xenckep IHTepHeLWwHn
TimiTen, Benuka Bputanis, 6€3 3MiHu micusa BUpobHMLTBa
(BBepeHHst 3MiH MPOTAroM 4-x micsUiB nicns 3aTBepaXKeHHs); 3iHu |
Tuny - AaMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BM NikapcbKkoro 3acoby -
Hitoya pepakuisi: HypodeH® JloHr; MNponoHoBaHa peaakuis:
HypodeH® IHTeHcuB (BeaeHHs 3MiH NpoTarom 4-x Micauis nicns
3aTBEePAXKEHHS)
184. HYPO®EH® TabneTkn, BKpUTI PekkiTT Benuka PexkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLinHmMX maTepianis: 3mMiHu | Tuny - bes UA/6313/02/01
POPTE obGonoHkoto, no 400 BeHkizep BpuTtaHis Xenckep BputaHis AaMiHicTpaTuBHI 3MiHKU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenma
mr no 12 Tabnetok y Xernckep IHTEepHeLWwHN NpoBaPKEHHS AiSNbHOCTI BUPOOHMKa/imnopTepa roToBoro
6nictepi; no 1 IHTepHeLUH Nimiten nikapcbKkoro 3acoby, BKIoYaroum AinbHULI BUNYCKy cepii abo micue
6nictepy B n Nimiteq NPOBEAEHHS KOHTPOIIO SIKOCTI. (AisSNbHICTb, 3a SIKy BignoBigae
KapTOHHi kopobuli BUPOBHMK/IMNOPTEP, BKMOYAKOYM BUMYCK CEPIl) - YTOUHEHHSI
appecy BupobHuka M3 PekkiTT BeHkizep Xenckep IHTepHeLwHn
NimiTen, Benuka BputaHisi, 63 3MiHn Micus BUpobHMLTBa
(BBeaeHHst 3MiH NpOTArom 4-x MicsiLiB Micnsi 3aTBEPOXEHHS); 3MiHU
| TMny - 3MiHK WwWopao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy
(iHWi 3miHKW) - 3aMiHa rpadhiyHOro 0hoOpPMMEeHHs NEPBUHHOT Ta
BTOPUHHOI YNaKOBOK Ha TEKCT MapKyBaHHS YNaKoBOK 3
BignoBiaHMMM 3miHamu Ao po3ainis MKA J13 (posain «MpadiyHe
ochopMeHHs» 3aMiHeHo po3ainom «MapkyBaHHs») BBeaeHHst 3aMiH
npoTsirom 4-x MicsiUiB nicns 3aTBEpAXeHHs
185. OBECTUH® cynosuTopii AcneH IpnaHgis Brpo6Humk PpaHuis BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3MiHu Il Tuny - 3miHn bes UA/2281/02/01
BariHanbHi no 0,5 dapma [,030BaHoi hopmu, wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo peyenma
mr, no 5 cynoautopii TpenaiHr BMPOBHUK, 3miHa(1) Ao 3060B'A3aHb Ta YMOB BuAadi peecTpauiiHoro
y 6nictepi, no 3 NimiTen BiANoOBiAanbHWU 3a NnocCBigYeHHS, BKNoyatoum MnaH ynpaeniHHS pusmkammn

Gnictepu y
KapTOHHI Kopobui

KOHTpOnb Ta
BMNYCK cepil:
HOHiTep IHaacTpic

(3acTocyBaHHsi 3MiH(1), ski(a) BUMaraTb(€) NoganbLIOro
06r'pyHTYBaHHA HOBUMM AOAATKOBUM AaHUMMU, LLIO MaloTb
HafaBaTUCS KOMMETEHTHUM OpraHoM, OCKiflbKU BUMaraeTbCsi
CyTTeBa OLiHKa KOMNETEHTHUM opraHoM) - BukoHaHHsi 3060B'si3aHb
BiANOBIAHO A0 MianyHKTY 2.3 nyHKTY 2 gogatky 15 go MNopsaaky
NpOBeAEHHS eKCrepTn3un peecTpaLiiiux maTtepianiB Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY peecTpaLiio
(nepepeecTpaLito), a Takox ekcnepTn3n martepianis Npo BHECEHHS
3MiH [0 peecTpaLiiHMX MaTepianis NpoTAroMm Ajii peecTpauiiHoro
nocBiaYeHHs1, 3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne 426
(v pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
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186. OKCOIIH- ma3sb, 2,5 mr/r; no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: be3 UA/6926/01/01
OAPHUUA ry Ty6i; no 1 Ty6i B "®apmaue "®apmaueBTuyHa 3MiHM | TUNy - 3miHK wopao 6e3nekn/edekTMBHOCTI Ta peuenma
nauyui BTUYHA cipma "OapHuus" dapmakoHarnsgy (iHwi 3amMiHn) - 3amiHa po3giny MeTogiB KOHTPOIto
dipma AIKOCTi nikapcbkoro 3acoby «padivyHe odopMneHHsI» Ha po3ain
"NapHunusg” «MapKyBaHHSA»
187. OMAKOP Kancynu m'siki no AGGOTT Himeuunna | signosiganbHui 3a | HimeuyunH BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/10147/01/01
1000 mr no 20, 28 Jlabopatop BUMYCK cepii: a/ Oanis/ 3MiHu |l TUnNy - 3MiHK O IHCTPYKLUIT ANs MeAWYHOro 3aCTOCYBaHHS peuenmom
a6o 100 kancyn y i3 F'mM6X ABGOTT HigepnaHn | po po3aginis "lMpoTunokasaHHs", "B3aemopis 3 iHWMMK NikapCbKUMM
hnakoHi; no 1 JTabopaTopis on/ 3acobamu Ta iHWi Buan Bzaemogint”, "OcobnmeocTi 3acTocyBaHHs",
hrnakoHy B KOpooOLi 'vm6X, HimeuuunHa; Hopseris "3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs rpyaar”,
BignoBiganbHU 3a "Mo6ivHi peakuii”. BBegeHHs 3MiH npoTsArom 3-x micsauiB 3 gatn
nepBuHHe Ta 3aTBepAXKEHHS
BTOPUHHE
nakyBaHHSI:
'M Mex AnC,
[anis;
BignoBiganbHU 3a
BUPOBHULTBO
Hepo3dacoBaHoi
npoaykuii Ta
KOHTpPOIb cepii:
MaTeoH
Codtaxesn b.B.,
Higepnanaw;
BiANOBiAanbHUA 3a
KOHTpOrb cepii:
[MpoHoBa
Bio®apma Hopr
AC, Hopseris
188. OMENPA30N MopoLUOK ANs pin BisHec | LUsenyapis PetoHr Kutaiicbka BHECEeHHS1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/16423/01/01
NPUroTyBaHHS ContowH3 dapmacbioTukan HapogHa 3MiHm |l Tuny - 3miHn woao 6e3neku/edekTUBHOCTI Ta peuenmom
pO34nHy Ans CA Ko., ITA. Pecnybnik | dapmakonarnsgy. BHeceHHs abo 3miHa(n) oo 3060B'A3aHb Ta ymoB
iH ekuin no 40 wmr, 1 a BMAAYi peecTpauiiHoro NocBigYeHHs, Bkntoyaroum MNMnax
hnakoH 3 MOPOLLKOM ynpaBniHHS pU3nkamm (3aCTOCyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
Y KapTOHHI Kopobui noAanbLIoro o6rpyHTyBaHHA HOBMMU A04ATKOBMM OAaHUMU, WO
MaloTb HaaBaTUCs KOMMNETEHTHUM OpPraHOM, OCKIfNbKM
BMMaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM OpraHoM) - BukoHaHHs
3060B'A3aHb BignosigHo Ao nianyHkTy 1.8.2 nyHkTy 1.8 nopatky 5
no MNopsaky NpoBegeHHs ekcnepTuan peecTpaLinHnux maTtepianis
Ha nikapcbki 3acobu, Lo NogalTbCs Ha AepXaBHY peecTpaLiio
(nepepeecTpaLito), a Takox ekcnepTn3n martepianis NPo BHECEHHS
3MiH 0 peecTpaLiiHuX MaTtepianis NPOTArom Aii peectpauiitHoro
nocBiayeHHs1, 3atBepaxeHoro Hakazom MOS Big 26.08.2005 Ne 426
(v pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
189. OCIMAMOKC MopOLUOK ANst CaHpos CnoBseHis Canpgos M'mbX - ABCTpist BHECEeHHS1 3MiH o peecTpaLiiHux maTtepianis: 3a UA/3975/05/01
oparnbHoi cycrneHsii dapmacbio TexOnc 3MiHM | TUNYy - 3mMiHK Wwoao 6eanekn/edekTMBHOCTI Ta peuernmom
(125 mr/5 mn) no 5,1 Tikan3 a.a. apmakoHarnsgy - 3MiHu 4o iHCTPYKUiT Ans Mean4Horo

r nopoLuky ans 60
mnabono8,5r
nopoLuky ans 100
MIT CyCneHsii y
dnakoHi, no 1

3acTocyBaHHs y po3ainu: "OcobnueocTi 3acTocyBaHHS", "MobiuHi
peakuii" BiANoBIAHO A0 OHOBMEHOI iHdbopmaLii 3 6esnekn Aitoyoi
peyoBuHU. BBeAeHHSA 3MiH npoTArom 6-tu micsuiB nicns
3aTBepPAXKEHHSA
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dnakoHy pasom 3
LINpULIOM Ans
[03yBaHHS 3
afanTepoMm y
KapTOHHI Kopobui

190. OCIMAMOKC MopOLUOK ANns CaHpos CnoseHis Canpgos M'mbX - ABCTpis BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/3975/05/02
oparnbHOi cycneHsii dapmacsbio TexOnc 3MiHu | TUNYy - 3mMiHK Wwoao 6e3nekun/edekTMBHOCTI Ta peuenmom
(250 mr/5 mn) no 6,6 Tikana a.a. bapmakoHarnagy - 3MiHM 40 iHCTPYKUii 4ns MeguyHoro
r nopoLuky ans 60 3acTocyBaHHs y po3ainu: "OcobnusocTi 3acTocyBaHHS", "MobiuHi
Mnabono11r peakuii" BiaNoBigHO 40 OHOBMEHOI iHopMaLii 3 6Gesneku aitoyoi
nopoLuky ans 100 peyoBuHW. BBeaeHHs 3MiH npoTarom 6-tu micAuiB nicns
MIT CyCneHsii y 3aTBepAKEeHHSs
dnakoHi, no 1
dnakoHy pasom 3
LINpULIOM Ans
[03yBaHHS 3
apantepoMm y
KapTOHHI kopobLuli

191. OCINAMOKC NopoLUoK AN CaHpos CnoBeHis CaHpo3 'mbX - ABCTpis BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/3975/05/03
oparnbHOi cycrneHsii dapmacbto TexOnc 3MiHuM | Tuny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
(500 mr/5 mn) no 12 Tikana a.a. bapmakoHarnagy - 3MiH1 4o iHCTPYKLiT Ans MeguyHoro
r nopoLuky ans 60 3acTocyBaHHs y posginu: "OcobnueocTi 3actocyBaHHS", "Mo6iYHI
Mnabono20r peakuii" BignoBigHO [0 OHOBMEHOI iHpopMmaLii 3 6e3neku Aitoyoi
nopotuky ans 100 pevoBuHN. BBeaeHHs 3MiH npoTarom 6-tn MicauiB nicnsa
MIT CycneHsii y 3aTBepOKEeHHSA
dnakoHi, no 1
dnakoHy pasom 3
MipHOIO NTOXXEYKOI0 Y
KapTOHHI Kopobui

192. OCIMNAMOKC® TabneTku, BKPUTI CaHpo3 CnoBeHis CaHpos 'M6X — ABCTpist BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/3975/01/01
NNiBKOBOIO dapmacbio TexOnc 3MiHu | TUNYy - 3miHK Wwopao 6e3nekun/edpekTMBHOCTI Ta peuenmom
obonoHkoto, no 500 Tikans a.a. hapmakoHarnagy - 3MiH1 4o iHCTPYKUii 4ns MeguyHoro
Mr no 12 TabneTok y 3acTocyBaHHs y po3ainu: "OcobnueocTi 3acTocyBaHHS", "MobiuHi
6nictepi; no 1 peakuii" BiANoOBIAHO A0 OHOBMEHOI iHdbopmaLii 3 6esnekun Aitoyoi
6nictepy B peyoBuHW. BBeaeHHs 3MiH npoTarom 6-Tu micsAuiB nicnsa
KapTOHHIiN kopobuli 3aTBepAXeHHA

193. OCIMNAMOKC® TabneTkn, BKpUTI CaHpos3 CnoBeHis Canpos 'moX — ABCTpif BHECEHHS1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/3975/01/02
NniBKOBOKO dapmacbto TexOnc 3MiHM | TUNy - 3miHK Wwopao 6eanekn/edekTMBHOCTI Ta peuenmom
obonoHkoto, no 1000 | Tikans a.a. chapmakoHarnagy - 3MiH1 4o iHCTPYKLii NS MeguyHoro
Mr no 6 TabneTtok y 3acTocyBaHHs y po3ainu: "OcobnueocTi 3actocyBaHHS", "To6iYHI
6nicrepi; no 2 peakuii" BignoBiaHO 4O OHOBMEHOT iHbopMmaLii 3 6e3neku Aitoyoi
Gnictepu B peyoBuHU. BBeAeHHA 3MiH npoTsArom 6-tu micsauiB nicna
KapTOHHIi kopobuli 3aTBepAKEHHS

194. NANNAOA Kpanini O4Hi, po3ynH yYorna TypeyuunHa laon Inay Jonym TypeyuunH BHECEHHS 3MiH A0 peecTpaLinHux MmaTepianis: 3MiHu | Tuny - 3miHn 3a UA/14645/01/01
1 Mr/mn; po3yuH no MEOVNUNH CaH. Be Tigx. a 3 aKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa peuenmom
5 mn y cprnakoHi- OPTAIIbM A.lL., TypeuunHa; abo BBeeHHSA 4OAATKOBOI AiNbHULL BUPOOHMLITBA AN YACTUHU
KpanenbHuui; no IKC yorPng abo BCbOro BUPOGHMYOro Npouecy roToBoro fikapcbkoro 3acoby
OfHOMY (briaKoHy- INAYNAPI MEOVUWH ITAY (BinbHUUSA, Ha sKin NpoBoAsTLCS ByAb-ski BUPOGHUYI cTagaiji, 3a
KpanenbHuLi B nTA. WTl. CAH. BE TIIX. BMHSATKOM BUMYCKY Cepii, KOHTPOIIO SKOCTi Ta BTOPUHHOIO

KapTOHHIi kopobLli

A.l., TypevunHa

nakyBaHHS ANsi CTEPUNbHUX NiKapCbkyx 3acobis (BKMoyao4m
BMPOGNEHi acenTUYHMM MeToaoM), KpiM fikapCcbkux 3acobiB
6ionoriYHoro/iMyHoOnoriYHOro NoXomkeHHs). CynyTHsi 3aMiHa. - 3MiHn
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3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3amiHa
abo BBeEHHSA AO4ATKOBOI AiNbHUL BUPOOHMLITBA AN YaCTUHU
ab0 BCbOro BMPOGHMYOro NpoLIeCy roTOBOrO MikapCbKoro 3acoby
(BiNbHUUA AN BTOPUHHOIO NakyBaHHS) BBEAEHHS A0AAaTKOBOI
BMpoOHUYoi ainbHuui YOPITO MEOVLUNH IJTAY CAH. BE TIOXK.
A.LL., TypeydumHa; 3miHm | TuNy - 3MiHM 3 sikocTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/aMiHu,
LLIO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOro
nikapcbKkoro 3acoby (3amiHa abo foaaBaHHSA BUPOGHMKa, Lo
BiAgnosigae 3a BBe3eHHs Ta/abo Bunyck cepii) - Bkntoyaroun
KOHTpOnb/BMNpobyBaHHA cepii AoAaBaHHS BMpobHuka - YOPI[
MEOVLUWH INAY CAH. BE TIOXK. A.LL., TypeuunHa, sk Hacnigok
nosiea 404aTKOBOI BTOPMHHOI YNaKoBKM
195. MAPAMJNEKCIH® | po3uuH Ans iH ekuin TOB YkpaiHa MpAT "Iekxim - YkpaiHa BHECEHHS 3MiH [0 peecTpauiinHuX maTepianis: 3MiHn |l Tuny - 3miHn 3a UA/15763/01/01
5 mr/mn no 1 mn "dapmaue Xapkis" oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHs abo peuenmom
pO34MHYy B amnyni; BTUYHA 3MmiHa(1) 0o 3060B'A3aHb Ta YMOB BUAayi peecTpauiiHoro
no 5 amnyn B KOMMaHis NocBiAYeHHs!, BKNtovatoum MnaH ynpasniHHS puamkamu
6nicTepi; no 2 "CAJITIOTA (3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€) NoAanbLIOro
6nictepu B nayui 3 PIC" 06r'pyHTYBaHHS HOBUMM 4OAATKOBUM AaHUMWU, LLO MakoTb
KapTOHY HafaBaTUCH KOMMETEHTHUM OpraHOM, OCKIflbKU BUMaraeTbCst
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHoMm) - BukoHaHHs1 3060B'A3aHb
BignosigHo o nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 go MNopsagky
NpoOBEAEHHSA eKCNepTn3n peecTpauiiHix MaTtepianis Ha nikapcbKi
3acobu, L0 NoAalTbCS Ha AepXaBHY peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTnan martepianis NPO BHECEHHS
3MiH [0 peecTpauiiHMX MaTepianis NpoTAroM Aii peecTpauiiHoro
NnocBiaYeHHs1, 3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne 426
(y pegakuii Hakasy MOS Big 23.07.2015 Ne 460)
196. MAPAMNJNEKCIH® | po3uuH Ans iH ekuin TOB YkpaiHa MpAT "Iekxim - YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3MiHn |l Tuny - 3miHn 3a UA/15763/01/02
15 mr/mn no 1 mn "®apmaue Xapkis" oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. BHeceHHst abo peuenmom
pO34MHYy B amnyni; BTMYHA 3MiHa(1) 4o 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
no 5 amnyn B KOMMaHis noceigyeHHs, Bkovatoum MNnaH ynpaeniHHS puankamu
6nicTepi; no 2 "CAJIIIOTA (3acTocyBaHHs1 3MiH(1), Ski(a) BUMaraloTb(€) NoAanbLLIOro
6nictepu B nayui 3 PIC" 06r'pyHTYBaHHSA HOBMMU A04ATKOBMM AaHMMMU, O MaloTb
KapTOHY HafaBaTUCS KOMMETEHTHUM OpraHoM, OCKiflbKU BUMaraeTbCst
CyTTEBA OLLiHKA KOMMETEHTHUM OpraHom) - BukoHaHHs1 3060B'A3aHb
BignosigHo o nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 go MNopsagky
NpoBefeHHSA eKCNepTn3n peecTpauiiHix MaTtepianis Ha nikapcbKi
3acobu, L0 NoAaloTbCs Ha AepXaBHY peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTnan martepianis NpoO BHECEHHS
3MiH [0 peecTpaLiiHMX MaTepianiB NpoTAroM Aii peecTpauiiHoro
NnocBiaYeHHs1, 3aTBepakeHoro Hakazom MOS Big 26.08.2005 Ne 426
(y pegakuii Hakasy MOS3 Big 23.07.2015 Ne 460)
197. NMEHTOKCU®INIH | posunH ans iH'ekuin, | Toapucts YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaLjinHMX maTepianis: 3a UA/5524/02/01
-300POB'A 20 mr/Mmnno 5 mn B 03 obMexeHow 3MiHM | TUNY - BBEAEHHSI OAATKOBMX po3MipiB cepiii 113 ans peuenmom
amnyni; no 5 amnyn obmexeHo BigNoBiAanbHICTIO nito4oro amnynbHOro uexy (i3 3a3HavyeHHAM y niTpax Ta 'y Tuc.
B KOpPOOLii 3 KapTOHYy; 10 "®apmaueBTnyHa amnyn y TeopeTMYHOMY po3paxyHky). [TponoHoBaHa pepakuis.
no 5 mn B amnyni; Bignosigan KOMMaHis AmnynbHuii Lex: Poamip cepii cknagae: 40,000 Tuc. amnyn (200,0
no 5 amnyny bHICTIO "3popos's" n), 50,000 Tuc. amnyn (250,0 n), 98,000 Tnc. amnyn (490,0 n);
6nictepi; no 1 abo 2 "dapmaue [opaTkoBuin po3mip cepii cknagae: 240,000 Tuc. amnyn (1200,0 n),
6nictepu B BTUYHA 194,000 Tuc. amnyn (970,0 n)
KapTOHHIi kopobuli KOMNaHis
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"3gopos's"
198. NIPUOOKCUHY MOPOLLOK AT YkpaiHa [bxaHren TAHKCKH Kvtan BHECEHHS 3MiH IO peecTpauinHux maTepianis: 3miHu | Tuny - - UA/13894/01/01
rigpoxnorug KpucTanivyHuim "KNIBCbK dapmac'toTiken AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
(BITAMIH B6) (cybeTaHuis) B 717 Ko., Nta 3asBHMKa (BnacHWKa peecTpauinHoro noceigyeHHs) 3miHa
nakeTtax BITAMIHH HallMeHyBaHHS 3asiBHMKa. BBeAeHHS 3MiH npoTarom 6-Tu micauis
nonieTnneHoBmnx nn nicns 3aTBEPOKEHHS
Onsi BUpobHuuTea 3ABOLO"
HeCTepUIbHNX
nikapcbknx popm
199. NK-MEPL] TabneTtkn, BKPUTI Mepy Himeuyunna npoaykuis in-bulk: HimeuunH BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/9031/01/01
NMiBKOBOIO dapmacbto Knoke ®apma- a 3MiHu | Tuny - 3miHa y MeTtoax BunpobysaHHA APl abo BuxigHoro peuernmom
obGonoHkoto, no 100 Tikanc Cepsic 'M6X, marepiany/npomi>kHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETHCS
mr, no 10 Tabnetok M6X Himeuunha; y npoueci BupobHuuTtea AdI - 3miHn 4o meToais koHTponto APl 3a
y bnictepi, no 3 abo nepBuHHE Ta NoKasHMKOM «Bu3HaueHHs JOMILLOKY, a came yHidikauis meToay
no 9 GnictepiB y BTOPUHHE BM3HAYEHHS BCiX AOMILLOK OAHIET NpoLieAypoto 3a AOMNOMOro
KapTOHHi kopobuli nakyBaHHs: Mepuy, [a3oBoi xpomaTtorpadii (MeTogmka Big BUpobHuKa in - house).
®apma 'mbX i Ko. KpwuTepii NpunHATHOCTI He 3MIHUMUCS; 3MiHK | TUNY - 3miHa y
KlraA, HimeuunHa; mMeTofax BUNpobyBaHHS rOTOBOIO fikapCbKoro 3acoby - OHOBMEHHS
Knoke ®apma- MEeTOAY TECTYBaHHS Ta YTOYHEHHS KPpUTEPIiB NPUNHATHOCTI
Cepsic 'mM6X, roTOBOro fnikapcbkoro 3acoby 3a NokasHMKOM «PacTBOPUMMOCTbY 3
HimeuunHa; MeTOI0 NpuBeAeHHs Y BiANOBIAHICTb A0 Aitoyoi ctaTTi EP 2.9.3.
BUPOOHUK, Kputepii npuiHATHOCTI He 3MiHMnucs
BignoBsiganbHUn 3a
BUNYCK Cepin:
Mepy ®apma
'vm6X i Ko. KlaA,
HimeyynHa
200. NMOAOPOXHUKA | nopotuok AT Ykpaina . AMOPAN IHAisA BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu | Tuny - - UA/4677/01/01
BNOLWKUHOIro (cybeTaHuis) y "KMUIBCbK JTABOPATOPI3 AamiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
NYLWNAWKK nakeTax noaBinHMxX nn 3asiBHMKA (BNacHWKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTuneHoBmx BITAMIHH HallMeHyBaHHS 3asiBHMKa. BBeAeHHS 3MiH npoTarom 6-Tu micauis
ans nn nicns 3aTBepAKEHHS
hapMaLeBTUYHOIO 3ABOO"
3aCcTOCYyBaHHSA
201. MPAKCEAVNHA® PO34MH Ans iH ekuin/ BepiHrep HimeyuunHa BupobHuuTBO, HimeyuunH BHECEHHS 3MiH 0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/15467/01/01
iHdysin, 2,5 /50 mn, IHrenbxan nepBuHHE Ta a 3 sikocTi. FoToBWIA Nikapcbkuid 3aci6. CTabinbHicTb. 3MiHa y peuenmom
no 50 mn y donakoHi; M BTOPUHHE TepMiHax npuaaTHOcCTi abo ymoBax 36epiraHHs rOTOBOro
no 2 prakoHn y IHTEepHeLH nakyBaHHs, nikapcbkoro 3acoby (36inbLIeHHs TepMiHY NpUMAATHOCTI FOTOBOrO
KapTOHHI kopobui n X KOHTPOIb SIKOCTi nikapcbkoro 3acoby) - Micnsa nepLuoro poskpuTTs (NiGTBEPAXYETLCA

Ta BUNyCK cepii:
BepiHrep
IHrenbxanwm
Papma M'mbX i
Ko.KT", HimeyuuHa;
AnbTepHaTuBHa
nabopatopisa Ans
KOHTPOIIO TEKCTY
"CTepurnbHicTb":
CIC InctutyT
PpeseHiyc M6X,
HimevunHa;
Jlabop J1+C AT,

AaHVMK peanbHoro Yacy) - 36inbLeHHs TepMiHy npuaatHocTi N3
nicnsa nepworo po3kputTa: 3aTBepakeHo: TepMiH npuaaTtHocTi. 3
poku. MNicns nepLioro BiAKpUTTS hriakoHa po3ynH 36epirae XiMiyHy
Ta i3nyHy cTabinbHiCTb NPOTArom 1 roAvHM Npu KiIMHaTHIN
Temnepartypi. 3anponoHoBaHo: TepmiH npuagaTHocTi. 3 poku. MNicns
nepLuIoro BiAKPUTTS (hriakoHa po3ynH 36epirae xiMmiuHy Ta isnyHy
CTabinbHICTb MPOTAroM 6 roAvH Npu KIMHAaTHIN TemnepaTypi.
BBefeHHs 3MiH NpoTArom 3-x MicauiB nicns 3aTBepAXeHHS; 3MiHu |
TMny - 3MiHM 3 sikocTi. [oToBMI Nikapcbkuit 3aci6. CTabinbHICTb.
3miHa y TepmiHax npyuaaTHOCTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3miHa B ymoBax 36epiraHHs roToBoro
nikapcbkoro 3acoby abo nicnsi po34YMHEHHS/BIQHOBMEHHS) - 3MiHa B
ymoBax 36epiraHHsi J13. BBegeHHs1 3MiH npoTaroM 3-x MicsiliB nmicnsi
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HimeyunHa 3aTBEePAXKEHHS; 3MiHM | TUNY - AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3Bun
nikapcbkoro 3acoby - 3MiHa Ha3Bu J13: 3aTBepaxeHo:
MNMPAKCBAIMH[. 3anponoHosaHo: MPAKCBAVHA®. BeegeHHs 3MiH
npoTarom 3-x MicsiLiB nicnsi 3aTBEPAYKEHHS.
202. NMPAKCBAMHO® PO34MH ANs iH eKuin/ BepiHrep Himeuunna BMPOGHMLTBO, HimewunH BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/15467/01/01
iHdysii, 2,5 r/50 mn, |Hrenbxan nepBUHHE Ta a 3MiHu |l TNy - 3MiHK A0 IHCTPYKLUIT ANS MeAUYHOro 3aCTOCYBaHHS peuenmom
no 50 Mn y donakoHi; M BTOPVHHE o posginis "®apmakonoriyHi BnactusocTi", "OcobnmeocTi
no 2 grakoHn y IHTepHeLUH nakyBaHHS, 3actocyBaHHs", "Cnocib 3actocyBaHHs Ta go3n", "MobivHi peakuii”.
KapTOHHI kopoobLli n rmeX KOHTPOSb SIKOCTi 3MiHN BHECEHO [0 KOPOTKOI XapaKTePUCTUKM NikapcbKoro 3acoby
Ta BMNYCK cepil: o posainis "®apmakonoriyHi BnactueocTi”, "Ocobnuei
Bepinrep nonepemXeHHs Ta 3anobixHi 3axoam npu 3actocyBaHHi", "[o3u Ta
IHrenbxanm cnocib 3actocyBaHHs", "lNobiyHi peakuii". BBeAeHHs1 3MiH
dapma M'v6X i NPoTArom 3-x MicsLiB nicnsa 3aTBepaAXeHHA
Ko.KTI, HimeuunHa;
anbTepHaTUBHa
nabopatopis ans
KOHTPOIIO TEKCTY
"CTepurnbHicTb":
CIrC IHctutyt
PpeseHiyc MMOX,
HimeuuuHa; Ilabop
JI+C AT,
HimeyunHa
203. NPAMINEKCON Tabnetku no 0,18 mr OpioH DiHnaHgis OpioH dinnaHgis/ BHECEeHHS1 3MiH [0 peecTpaLiiHux maTepianis: 3a UA/12404/01/02
OPIOH no 10 Tabnetok y Kopnopew Kopriope#niuH, [peuis 3MiHK | TUNy - 3MiHK O IHCTPYKUIT ANS MEeANYHOro 3aCTOCYBaHHSA Y peuenmom
6nictepi; no 3 LH diHnaHAais; po3ginu: "OcobnueocTi 3actocyBaHHs", "IMoGiyHi peakuii”
Gnictepn y Cneuudbap C.A., BiANOBIAHO A0 iHopMaLii LWoJ0 MeANYHOro 3aCTOCYBaHHS
KapTOHHi kopobuli peuist; pedepeHTHoro nikapcbkoro 3acoby (MIPAMNEKC®); aminum | Tuny -
anbTepHaTUBHUN 3MiHW A0 IHCTPYKLUIii AN MEeAUYHOro 3aCTOCYBaHHSA y po3gin
BUPOBHMUK, LLO "OcobnumBocTi 3acTocyBaHHS" BiANOBIAHO A0 OHOBIEHOI iHdopMaLii
30iCHI0E 3 6esneku gitoyoi pevoBmHU. BBegeHHs 3miH npoTsirom 6-tn
BTOPUHHE MicsuiB nicnsa 3aTBepaKeHHs1
naKyBaHHs:
anexna ®apma
On, diHnaHais
204. NMPAMINEKCON Tabnetku no 0,7 mr OpioH diHnaHgis OpioH dinnaHgis/ BHECEeHHS1 3MiH o peecTpaLiiHux maTtepianis: 3a UA/12404/01/04
OPIOH no 10 Tabnetok y Kopnopen KopnopeiH, peuis 3MiHW | TUNY - 3MiHW [0 IHCTPYKLIT ANS MEANYHOro 3aCTOCYyBaHHS y peuernmom
6nictepi; no 3 LH diHnaHpis; po3ginu: "OcobnueocTi 3actocyBaHHs", "IMoGiyHi peakuii”
Gnictepn y Cneuudbap C.A., BiANOBIAHO A0 iHdopMaLii LWoJ0 MEANYHOro 3aCTOCYBaHHS
KapTOHHI Kopobui Mpeuis; pedepeHTHOro nikapcbkoro 3acoby (MIPAMEKC®); amibu | Tuny -
anbTepHaTUBHUN 3MiHW A0 IHCTPYKLUIii AN MEAUYHOro 3aCTOCYBaHHSA y po3gin
BUPOBHUK, LLO "OcobnuBocTi 3acTocyBaHHS" BiANoBiAHO A0 OHOBMEHOI iHdopMaLii
3[incHIoe 3 6e3neku gitovoi peyosmH. BBeaeHHA 3MiH npoTarom 6-tu
BTOPUHHE MicsliB nicnsa 3aTBepaKeHHs!
naKyBaHHsI:
anena ®apma
On, diHnaHais
205. NPEBEHAP® 13/ | cycneHsis ans Mdpansep CWA Baet Benuka BHECEeHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/15864/01/01
PREVENAR® 13 iH’ekuin no 1 gosi Eny.Ci.Mi. dapmaceyTukanc, BpvtaHis/ 3MiHu | TUNy - 3MiHM B MeToAi cnHTe3y abo pereHepadii peuenmom
BAKLUUHA (0,5 mn)y Kopnopei Benwvka BpuTaHis; Ipnangis/ HedbapMaKonenHoi AOMNOMIXKHOI Pe4YOBUHM (SIKLLO OMUCAHO Y AOCHE)
NMHEBMOKOKOB nonepegHbL0 LH Mdpawnsep lpneHg CWA abo HOBOT OMOMIXXHOT pEYOBUHM (HE3HAYHI 3MiHW Y MeTOfi CUHTE3y
A HarnoBHEHOMY dapmaceyTukanc, abo pereHepalii HedhbapMaKoNenHoi JONOMiXHOI pe4oBUHM abo
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Ne
n/n

Haszea
JNiKapcbKo20
3acoby

®Popma surnycky

3asieHuK

KpaiHa

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
eionycky

Homep
peecmpauyitiHo20
noceid4yeHHs1

NOJNIICAXAPUOH
A
KOH’IOFOBAHA
(TPUHAQLUATUB
AJIEHTHA
ANCOPBOBAHA)

wnpwui; no 1
nonepeaHsL0
HanoBHEHOMY
LINpULY Ta OOHIN
BiJOKpEMIeHin ronuji
B iHAMBIAyanbHOMY
Yoxni y 3aKkputTomy
nnacTUKOBOMY
KOHTeNHepi; no 1
nnacTMKoOBOMY
KOHTENHepi y
KapTOHHIN kopobuli

Ipnangis; bakctep
dapmaceyTukan
ContowmHc JNC,

CLIA

HOBOT JOMOMIXHOI PEYOBUHW) - 36iNbLUEHHS Yacy PO3MilLyBaHHS
HaTpito pocdpaTy y BoAi Ans iH'ekuin Ans 3abe3nevyeHHs BidyanbHO
NOMITHOTO PO34YMHEHHS y NpoLieci BUpobHWLUTBa afabloBaHTy AIPO4

206.

NPUCMACOI 4

PO34MH Ans
remodinbTpauii Ta
remogianiay, no
5000 mny
[OBOKOMMOHEHTHOMY
MiLLKY 3
nonisiHinxnopuay
(mane BiggineHHs
250 mn i Benuke
BiaaineHHs 4750
MI), SiKi po3ginse
KPUXKWUI Hinenb i B
NOEPIBCBKOMY
3'eHyBavi
NPUCYTHIN KnanaH
abo KpuXKui Hinenb;
no 2 miwka y
KapTOHHI kopobLi;
no 5000 mn y
[OBOKOMMOHEHTHOMY
MiLLKY 3
nonioneciHy (mane
BigaineHHs 250 mn i
Benuvke BigaineHHs
4750 mn), sk
po3ainse isonsyinHa
nevarka i B
NOEPIBCBKOMY
3'eHyBavi
NPUCYTHIN KnanaH;
no 2 miwwka y
KapTOHHI Kopobui

Famb6po
TNyHpia AB

LLBeuis

BIE®OE
MELITAN C.MN.A.

ITanis

BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis:
3MiHM | TMNY - NOAAHHA OHOBMEHOro cepTudikaTy BiAMOBIQHOCTI
€ponevicbkoi papmakonei Ne R1-CEP 2010-380-Rev 00 Big Bxe
3aTBepaxeHoro BupobHuka A®I kanito xnopuagy K+S Kali GmbH,
Himeyumna. 3rigHo 3 oHoBrieHum CEP npoBegeHo yTOYHEHHS B
agpeci Ta Ha3Bi BUpobHuka; 3miHu | Tuny - 3aMiHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO fiKapCbKOro
3acoby -NpUBEAEHHSI KpUTEPIiB NPUAHATHOCTI AN NoKasHuKa
«BbakTepianbHi eH4OTOKCUHMY Y BiANOBIAHICTL A0 BCTAHOBMEHNX
MeX y 3aranbHiv ctatTi €p.Papm. «Po3unHu ans remodinbTpauii
Ta remopiadinbTpadii». MeToavka BUNpobyBaHHA 3anmLIaeTbCcs
6e3 3miH

3a
peyenmom

UA/13428/01/02

207.

nponoeon
KABI

emynbcia Ansa
iH'exuin abo iHdy3in,
10 mr/mn no 20 mn B
amnyni; no 5 amnyn
y nayli 3 KapTOHYy;
no 50 mn y dprakoHi;
no 1 abo no 10
bnakoHiB y

dpeseHiyc
Kabi

LonunaHg
'm6X

HimevunHa

PpeseHiyc Kabi
ABcTpia 'M6X

ABcTpig

BHECEHHS 3MiH [0 peecTpaLiH1X MmaTepianis: 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHs AiSnbHOCTI BUpobHUKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BkntoYarum AinbHWLi BUNYCKy cepii abo micue
nNpoBeAEeHHS KOHTPOO AKOCTI. (AiANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOPTEp, BKIOYaYM BUMYCK CEpil) - YTOYHEHHS
appecy Bupo6Huka MM3 dpeseHiyc Kabi Asctpisi TM6X, ABCTpis
( Buny4yeHHs 6yksu A nepepg iHgekcom), 6e3 3miHu micus

3a
peuenmom

UA/13233/01/01
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KapTOHHI kopobui BUpPOGHULTBA
208. nponoeon emynbcia ans PdpeseHiyc Himeuunna PpeseHiyc Kabi ABcTpis BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3MiHu | Tuny - 3a UA/13233/01/02
KABI iH'ekuin abo iHdy3in, Kabi ABcTpis TM6X AaMiHicTpaTuBHi 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peuenmom
20 mr/Mnno 50 mny | donunaHg NpOBaKEHHS AisnbHOCTI BUpoBHUKa/iMnopTepa rotoBoro
dnakoHi; no 1 abo m6X nikapcbKoro 3acoby, BKMYak4m OinbHULI BUNYCKy cepii abo micue
no 10 donakoHiB y NpoBEAEHHS KOHTPOIIO SIKOCTI. (AisSNbHICTb, 3a SIKy BignoBigae
KapTOHHI kopobui BUPOGHMK/IMNOPTEp, BKIOYAOUM BUMYCK CEPIli) - YTOUHEHHSI
appecy BnpobHuka M3 dpeseniyc Kabi Asctpis TM6X, ABCTpis
( Buny4eHHst 6ykBu A nepep iHaekcom), 6e3 3amiHu micus
BMPOGHMLUTBA
209. NMPOTAMIHY PO3YNH ONS iH'eKUiN, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/9616/01/01
CYNb®AT 1000 MO/mn; no 5 BUPOBHMUT BMPOBHMLTBY 3MiHu | TUNy - 3miHK Wwopao 6eanekun/edekTMBHOCTI Ta peuenmom
My pnakoHi; no 5 BY iHcyniHiB "lHgap" dapmakoHarnagy. BeegeHHs abo 3miHn g0 y3aranbHeHUX gaHuX
nakoHiB B mayui 3 iHcyniHiB"| npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHuX
KapToHy; no 10 mny HOAP" npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoBaXeHoi ocobu,
dnakoHi; no 1 BiANOBIAanbHOI 3a 34iNCHeHHA hbapmakoHarnagy; KOHTaKTHOT
nakoHy B nayui 3 ocobu 3 hapmakoHarnagy 3asBHWUKa ANS 3AIMCHEHHS
KapTOHy dapmakoHarnagy B YKpaiHi, KO BOHa BigMiHHA Bif
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHs!
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaina cucteMu dapmakoHarnsgy) - 3miHa
yNOBHOBaXeHOi 0cobu, BignosiganeHoi 3a dhapmakoHarnsag.
lMponoHoBaHa pepakuis — NoHomapyyk HiHenb AmuTpiBHa
210. NMPOTA®AH® HM | cycneHsis ans A/T Hoeo LaHis BUPOBHMK Danis/ BHECEeHHS1 3MiH 40 peecTpaliiHux maTtepianis: 3a UA/12613/01/01
NEH®IN® iH ekuin, 100 MO/mn Hopaick Hepo3dacoBaHOro PpaHuis/ 3MiHM | Tuny - 3MiHn Wwopao 6esnekn/edeKTMBHOCTI Ta peuernmom
no 3 mny npoaykTy, Bpasunis dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHeHUX faHux
KapTpuaxi; no 5 HanoBHEHHS B npo cuctemy capmakoHarnsgy (BBeAeHHs y3aranbHeHUX faHnx
KaTpuaxis y MeHdin®, npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobu,
KapTOHHIi kopoobuli nepBuHHA BiANOBiOanbHOI 3a 3aiNCHEHHA bapmakoHarnagy; KOHTaKTHOT
ynakoBka, ocobu 3 hapmakoHarnsay 3asBHUKa NS 34INCHEHHS

KOHTPOIb AKOCTi
Ta BignosigansHU
3a BMNYCK cepin
KiHLEeBOro
npoaykty: A/IT
Hoeo Hopgaick,
[aHis; BUpOGHMK
npoaykuii 3a
NMOBHWUM LMKIIOM:
Hoso Hopgaick
MpoatoKcboH
CAC, ®paHuis;
BMPOBHWK ANS
MapKyBaHHs1 Ta
ynaKkoBKU
MeHdin®,
BTOPWHHOTO
nakyBaHHs: A/T
Hoso Hopagick,
[aHis; BUpoGHMK
Hepo3gacoBaHoI
npoaykuii,

dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big,
yNoBHOBaXKeHOi 0cobw, BianoBiganbHOI 3a 30iNCHEHHSs!
apmakoHarnsigy (BkIoYakouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3mileHHi MacTep-daiina cuctemun papmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0cobu B YKpaiHi ynoBHOBaXXeHOi 0cobu 3asiBHUKa NS
3[iicHeHHs dhapMakoHarnsgy. lNponoHoBaHa pedakuis:
JlTactoBeHko AHHa CepriiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI
ocobu B YkpaiHi yNnoBHOBaXKeHOT 0COOU 3asiBHMKA ANst 3A4iNCHEHHS
hapmakoHarnagy
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
nepBuHHa Ta
BTOPVHHA
ynakoska: Hoso
Hopgaick Npoaykao
dapmaceyTika oo
Bpasine JlTaa.,
Bpasunisa
211. NMCOPIATEH ma3b o 50 ry Ty6i; Oorive HimewyuuHa | Oowiye Xomeonari- | HimeyuuH BHECEHHS! 3MiH O peecTpaLiiHux maTtepianis: 6e3 UA/3775/01/01
no 1 Ty6i B Xomeonari YHioH OXY- a 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenma
KapTOHHI kopobui -YHioH ApuHanmiTTenb apmakoHarnsigy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
Oxy- Mv6X & Ko. KI npo cuctemMy chapmakoHarnsagy (BBeAeHHs y3aranbHEeHUX AaHnX
ApuHanmit npo cucteMy chapmakoHarnsgy, 3mMiHa ynoBHoBaXeHoi ocobu,
Tenb MmeX BiANOBIAanbHOI 3a 34iNCHEeHHA bapmakoHarnagy; KOHTaKTHOI
& Ko. KI' ocobu 3 hapmakoHarnagy 3asBHVUKa ANS 3AIMCHEHHS
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
YNOBHOBaXXeHOT 0cobMu, BignoBigansHoi 3a 30ilCHEHHSI
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a hapmakoHarnsz:
npornoHoBaHa pegakuis - Dr.Anja Hofner/ [ip. AHa ModHep. 3miHa
KOHTaKTHUX AaHUX yNoBHOBaXeHOI ocobu, BignoeiganeHoi 3a
hbpamakoHarnsg. 3MiHa KOHTakTHOI ocobu, BiaNoBiganbHOI 3a
(hapMakoHarnsa: npornoHoBaHa peaakuist - BonTeHko AHTOH
["eopriioBn4. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BignoBiganbHOI 3a hapmakoHarnsg
212. NYNbMIKOPT MOPOLLIOK ANs AcTtpa3eHe LLBeuis AcTtpa3eHreka Ab LLseuis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/5552/02/01
TYPBYXAIJIEP iHranauin, 100 ka Ab 3MiHu | TUNYy - 3mMiHa Ha3BW Ta agpecu BMpobHuka AdI peuenmom
Mkr/oo3a no 200 nos (6yneconigy), 6e3 3miHn micusa BUpobHMUTBa
y NNacTnKoBOMy
iHranaTopi, no 1
iHranaTopy B
KapTOHHI Kopobui
213. NYNbMIKOPT MopOLUOK ANst AcTpa3eHe Lseuis AcTtpa3eHeka Ab LLseuis BHECEeHHS1 3MiH 40 peecTpaliiHux maTtepianis: 3a UA/5552/02/02
TYPBYXANEP iHransauin, 200 ka Ab 3MiHu | TUNy - 3mMiHa Ha3BuM Ta agpecu BupobHuka AdI peuenmom
Mkr/go3a no 100 gos (6ynecoHigy), 6e3 3amiHn micusa BUpobHMUTBA
y NNacTukoBomy
iHranaTopi, no 1
iHransTopy B
KapTOHHIN kopobuli
214. PA®AXOINIH L TabneTkun, BKpUTI Bpounascb Monbwa Bpounascbke MonbLa BHECEHHS 3MiH 4O peecTpaLinHmx maTepianis: 3MiHu | Tuny - 3miHn bes UA/6770/01/01
obonoHkoto, no 30 Ke nignpMeMcTBo 3 skocTi. F0TOBWMIA Nikapcbkuii 3acit. KoHTponb rotoBoro peuenma
Tabnetok y 6nictepi; | nignpuemc nikapcbkunx Tpas nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiv Ta/abo
no 1 6nictepy B TBO "r'EPBANOJIb" AT A0NyCTUMMX MEX rOTOBOTO MiKapCbKoro 3acoby (BUMy4YeHHS
KapTOHHI ynakosL,i nikapcbKmx He3HayHOoro rnokasHuka (Hanpuvknag 3acTapirnoro rnokasHuka, Takoro
TpaB Sk 3anax Ta cmak, abo igeHTudikauist 6apBHUKIB Y CMaKOBUX
"r'EPBAMNO no6aBok)) - BunyyeHo anbTepHaTUBHUIA XiMiYHUIA MeTOA
Nib" AT ineHTudiKauii cnonyk cipku (rycTuii eKCTpakT YOpHOI peabku),

ockinbku metog TLWX gae amory BU3Ha4aTy HasiBHICTb CMOMNYK Cipku
6e3 pogatkoBMX AOCHIMKEHb; 3MiHK | TURY - 3MiHK 3 SKOCTI.
["oToBUI Nikapcbkuit 3aci6. KOHTPOMb rOTOBOro NikapcbKoro
3acoby. 3miHa y MeTofax BUNpPoByBaHHSi rOTOBOrO NiKapcbKoro
3acoby (iHWi 3MiHM y MeTofax BUNpobyBaHb (BKHOYAKYM 3aMiHy
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n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
abo [onoBHEHHSY)) - 3MiHa y MeTofax BunpobysaHb 13 T.
laeHTUdIKaLis crnonyk Cipku (ryCTUiA eKCTpaKkT YOPHOI peabkn)

oHoBrieHo meTtoauky TLUX; amiHm | Tmny - 3miHun 3 skocTi. MoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauivi Ta/abo AONyCTUMMX MEX FOTOBOTO
nikapcbKoro 3acoby (40NoBHEHHS crieumdikaLii HOBUM NOKa3HUKOM
3 BiAMNOBIAHNM METOAOM BUMPODBYBaHHS) - ONOBHEHHS
crneundikaLii HOBUM MOKA3HMKOM 3 BiAMOBIAHUM METOAOM
BMNpobyBaHHSA T. |aeHTudikauis 6apBHUMKa (SKicHa peakuist); 3miHu |
TMny - 3MiHM 3 sikocTi. [oToBMIA Nikapcbkuii 3acit. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roToBOroO fikapcbkoro 3acoby (iHwWi 3miHM y MeToaax BunpobyBaHb
(BkNtOYaKOUM 3aMiHy abo LOMOBHEHHS)) - 3MiHU y MeToAax
BMNpobyBaHb 3a T. lgeHTndikauis. [erngpoxonesa kucnoTa. —
3aTBepAXeHWUI MeToA, 3aMiHeHO Ha BinbLu Cy4acHUin MeToq,
XiMiYHOrO BM3HaYeHHsi (nig vac Bunycky) Ta metog BEPX (Ha
TepMiH npugaTtHocTi). CynyTHS 3miHa - 3MiHun 3 AkocTi. FoToBuUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB creundikauii Ta/abo AoNyCTUMMX MEX FOTOBOrO
nikapcbKkoro 3acoby (iHLWi 3MiHM) - 3MiHW | TRy - 3MiHK 3 AKOCTI.
["oToBUI Nikapcbkuin 3aci6. KOHTPOMb rOTOBOro NikapcbKoro
3acoby. 3miHa napameTpiB cneuudikauinn Ta/abo onycTUMUX MEX
roTOBOrO Nikapcbkoro 3acoby (BUIyYeHHs1 HE3HAYHOrO MOKa3HMKa
(Hanpwvknag 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cmak, abo
ineHTudikauist 6apBHUKIB UM cMakoBUX 06aBOK))- 3MiHK
napameTpiB cneundikadii M3 BunyyeHo posainn «BtpaTta macu
npu BUCYLLYBaHHI», «[liameTp» y 38 3Ky 3 NPMBEAEHHAM KOHTPOSIO
B npoueci BUpobHMLTBA; po3ain «Tanbk Ta KpeMHito giokeuay y
3B'43Ky 3 NpUBEAEHHAM Y BiANOBiAHICTL Ao Bumor EP (TabneTku
0478); 3miHu | TUNy - 3miHK 3 skocTi. FoTOBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa y meTopax
BMMNPOOYyBaHHA roTOBOro MikapcbKoro 3acoby (iHLwi 3mMiHWM y MeToaax
BMNpoOyBaHb (BKIMoYaoum 3amiHy abo JONOBHEHHS)) - 3MiHa
napameTpiB cneundikauii y metogax sunpobysaHb M3 7.
laeHTUdikauis. KaBosa kucnoTa (ryCTvin eKCTpakT apTuLLIOKa)
3amiHa sikicHoi peakuii Ha meTog TLUX. CynyTHSA 3miHa
- 3miHu 3 sikocTi. MoToBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneyndikadi Ta/abo
[ONYyCTUMMUX MEX rOTOBOTO NiKapCbKOro 3aco0y (iHLLi 3MiHU) - 3MiHK
| Tuny - 3miHKM 3 sikocTi. FoToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOroO fikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roToBOroO fikapcbkoro 3acoby (iHwi 3miHM y MeToaax BunpobyBaHb
(BkntoYarouM 3aMiHy abo JONOBHEHHS))- 3MiHM Y MeTogax
BMNpoOyBaHb 3a T. laeHTudikauia. Onig M ATn nepuesoi. —
3aTBEpAXEHU MeTo (OpraHonNiNTUYHWI) 3aMiHEHO Ha MeTOA,
TLWX. CynyTHsi 3MiHa - 3MiHu 3 siKoCTi. [0TOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOTO JiKapCbKOro
3acoby (iHWi 3MiHK); 3MiHK | TUNY - 3MiHK 3 sikocTi. FoToBMI

MeToaax BVII'IpO6yBaHHH roTOBOrO fiKapCbKOro 3aco6y (HeSHa"IHa

nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

3MiHa y 3aTBEpPIXXEHUX MeToaax BUNpobyBaHHs) - He3HayHa 3MiHa
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y 3aTBepAXeHNX MeTofax BunpobyBaHHsi T. KinbkicHe BU3HaYeHHS.
Onia M*aTK nepueBoi (KiNbKICHUA METOA) — YTOYHEHHS B
po3paxyHKoBil hopmyni; 3miHM | Tuny - 3miHK 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauivi Ta/abo AONyCTUMMX MEX FOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHK) - 3MiHM NapameTpiB cneuudikauii,
MeTogiB BUNpobyBaHb 3a T. KinbkicHe BU3Ha4YeHHs . Kucnota
[erngpoxornesa — A0A4aBaHHS anbTepHaTUBHOI MeToamkn BEPX
nig Yac TepMiHy NPUAATHOCTI, OHOBIIEHHS 3aTBEPAXKEHHOT
MEeTOAMKU TUTPUMETPIT Ha BMNYyCK. 3aranbHUIM NIMIT KiflbKiCHOrO
BMICTYy KNCINOTU AErMapoXoneBoi Ha BUMYCK, Ha TEPMIH
npuaaTHocTi. CynyTHS 3MiHa - 3MiHW 3 skocTi. FoToBMIA NiKapCbKMii
3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby. 3MiHa y meTofax
BMMNPOOYyBaHHA roTOBOro MikapcbKoro 3acoby (iHLwi 3mMiHWM y MeToaax
BMNpoOyBaHb (BKIOYakoum 3amiHy abo AONOBHEHHS)); 3MmiHu Il Tuny
- 3miHu 3 sikocTi. MoToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
y cknagi (AOMOMiKHNX pe4YOBMHAaX) roTOBOrO MikapcbKoro 3acoby
(iHLWi 3MiHKW) - 3MiHM CKkNagy AOMOMIXKHUX PEYOBUH NiKapCbKOro
3acoby: )enaTuH Ta Kpoxmarb KapTOMnsSHWIA 3aMiHeHO Ha MOBIAOH
Ta Lentonosy MiKpoKpucTanivHy; Byrinns akTuBoBaHe, sike
BMKOPWUCTOBYBAIIOCh B AKOCTi 6apBHMKa 3aMiHEHO Ha GapBHUK
Pigment Blend PB — 277000 (o MicTUTb 3ani3a okcug YopHUi Ta
TUTaHy giokena). Ak Hacnigok 3amMiHa cepeHbOi Macy TabneTkn
nicnsi etany nokpuTTs (4o etany dapbysBaHHs) (byno: 0,545,
crano: 0,555r) Ta amiHa cepefHboi Macy 060oroHkn TabneTku 3 270
Mr Ha 260 mr. 3aranbHa Maca TabneTtku He 3MiHoeTbes (0,6 r);
YTOYHEHO Ha3By JOMOMIKHOI pEYOBMHYM KanbLito rigpodocdar
avrigpart, sika 3aBXau BXoauna o nikapcbkoro 3acoby B hopmi
avrigpaty. 3MiHEHO KinbKiCTb JOMOMIXKHUX PEYOBUH — ANS
36inbLUEeHHA TBEPAOCTi AApa Ta BUroTOBNEHHS TabneTok GinbLu
ofHopiaHMX no dopmi Ta Maci; CynyTHS 3MmiHa - 3MiHW 3 SKOCTI.
loToBMI nikapcbkuii 3acib. Onuc Ta cknag. 3miHa Macu NoKpuTTH
nikapcbkunx hopm ANs nepopasnbHOro 3acTocyBaHHs abo 3miHa
mMacu o6onoHku kancyn (Teepai nikapcbki dhopmu ans
nepoparnbHOro 3acTocyBaHHs) ; 3aMiHu |l Tuny - 3MiHM 3 SKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHK y BUpobHUUTBI. 3MiHM Y npoueci
BMPOOHMLTBA rOTOBOrO MikapCbKoro 3acoby, BKOYaouym
NPOMKHWUIA NMPOAYKT, LLIO 3aCTOCOBYETLCS NPV BUPOOHMLITBI
roTOBOrO MiKapcbKOro 3acoby (CyTTeBa 3miHa y MPOLIECi
BMPOOHMLTBA, Sika MOXe MaTu iCTOTHUIA BNWB Ha AKIiCTb, 6e3neky Ta
ebeKTMBHICTb Nikapcbkoro 3acoby) - 3MiHM y NpoLeci BUpobHMLTBa
roToBOro nikapcbkoro 3acoby BHACMiAOK 3MiHW cknagy AOMOMIKHUX
peyoBUH 6yno MoaMdikoBaHO TEXHOMOFYHUIA NpoLec — BBEAEHO
TEXHOSOTIYHI HAAMMLLKM Caxapo3u, LIenono3n MiKpoKpucTanuyHoi
rymiapabiku, kanbuito rigpodpocdaty aurigpaTy Ta 6apBHUKa
Pigment Blend PB — 27700 y 3B's3ky 3 BTpaTamu Ha eTani
NMOKPUTTS ODONOHKOIO; BMOPSAKOBAHO BiJOMOCTI LLOAO 3MillyBava
Ta npouecy CyLUKW rpaHynsATy; 3MiHEHO po3Mip cuTa Ha eTani
rpaHynsauii; 3aMiHeHo KpuTepii NpMaaTHOCTI Nig Yac BUPOBHULTBA;
npoBeAeHa Barigauis OHOBMEHOro TEXHOMOrYHOro NpoLecy;
CynyTHS 3miHa - 3MiHM 3 sKoCTi. [0TOBMI Nikapcbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BUNpobyBaHb abo JOMYCTUMUX MEX,
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BCTaHOBIEHMX Y cneuudikauisix, nig yac BUpoOGHMLTBA roTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHK); 3miHuM |l TMny - 3MiHK 3 AKOCTi.
ADI. BupobHumuTBo. 3MiHa BUpoBHMKa BUXIZHOTO/MPOMIXKHOIO
NpOAYKTY/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOBHUYOMY
npoueci A®I, abo 3miHa BupobGHuKa (BKNoYaoum, ae HeobxiaHo,
Micue npoBefeHHs KoHTporto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €Bponencokin hapmakonei y
3aTBEPAXXEHOMY [OChE)(BBEAEHHS HOBOro BUpoOHMKa AdI 3
HapaHHsM macTep-danna Ha APl) - BBegeHHs foaaTkoBoro
BMpoGHuKa APl (kucnoTa gerigpoxonosa) Laboratorios Bago
S.A., ApreHTvHa 3 HagaHHsaM macTep-danna (Bepcis 3, 2016)
215. PEMUKENO® niogpinisat gnsa TOB YkpaiHa BUMYCK cepii: HigepnaH BHECEHHS 3MiH A0 peecTpaLinHux maTepianis: 3MiHu | Tuny - 3miHn 3a UA/4904/01/01
pO34uHy Ans "[IXKOHCOH i AHcceH awn/ wopno 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsigy. BeeaeHHs abo peuenmom
iHdy3ivi no 100 mr, 1 [IXOHCOH Banonogxukc LLisenuapi 3MiHM A0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsay
briakoH 3 NOPOLLKOM YkpaiHa" B.B., Hinepnaxnau; a (BBEOEHHS y3aranbHeHUX AaHuX Npo cucTemy dapmakoHarnsay,
Y KapTOHHIl kopobui BMPOGHULITBO 32 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
NOBHUM LIMKIIOM: dapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsay 3asiBHUKa
Cinar Arl', AN 30iNcHeHHs dhapmakoHarnsay B YKpaiHi, SKWo BOHa BigMiHHA
LLseriuapis Bil ynoBHOBaxeHOi ocobu, BiANoBiganbHoi 3a 3aiiCHEHHS
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-gaina cucteMu dapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu 3asiBHWKa, BignoBigansHoi 3a
dapmakoHarnag; 3aMmiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOI 0cobu
3asBHMKa, BiANOBiganbHOI 3a hapmMakoHarnag; amiHa 3asiBHUKa
(BnacHuka peecTpauinHoro nocsigyeHHs) (3rigHo Hakasy MOS Big
23.07.2015 Ne460)
216. PEMUKENO® niogpinisat gnsa TOB YkpaiHa BUMYCK cepii: HigepnaH BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3a UA/4904/01/01
pO34uHy Ans "[I)KOHCOH i AHcceH awn/ 3MiHu |l TUny - 3MiHK O IHCTPYKLUIT ANs MeAWYHOro 3aCTOCYBaHHS peuenmom
iHdy3ivi no 100 mr, 1 [I>KOHCOH Banonogxukc LLisenuapi 0o po3gainy "3actocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
nakoH 3 NOPOLLKOM YkpaiHa" B.B., Hinepnaxgu; a rpyaa”
Yy KapTOHHIM Kopobui BMPOOHMLTBO 32
NMOBHUM LMKIIOM:
Cinar All,
LLiseriuapis
217. PUBOKCUH PO34NH ONs iH'eKUiN, MAT YkpaiHa MNAT "Tannycapm” YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/4137/02/01
20 mr/mn no 5 mn "Tannuydpap 3MiHM | TUNY - 3MiHK y Npoueci BUPOGHMLTBA rOTOBOTO NikapCbKOro peuenmom
abo no 10 mn B m" 3acoby, BKMIOYA4M NPOMIKHUIA NPOAYKT, LLO 3aCTOCOBYETLCSA MpU
amnyni; no 5 amnyn BVMPOGHMLTBI FOTOBOrO NikapcbKoro 3acoby (HeaHayHa 3MiHa Yy
Y KOHTYpHilA npoueci BUpobHuLTBa)
YapyHKOBIW
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nayui; no
5 mn abo no 10 mn B
amnyni; no 10
amnyn y kopobui
218. PO34UH MacnsiHucTa piguHa ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: - UA/14866/01/01
MEHTOIY B (cybeTaHuis) B 03 obmexeHor 3MiHu | TUNYy - 3MiHK B npoueci BUpobHuutea A®I (He3HauHa 3miHa
MEHTUITIOBOMY HepXxaBcTanesux obmexeHo BiANOBiAaNbHICTIO y npoueci BupobHuuTtea ADI); cynyTHsi 3MiHa: 3miHa y napameTpax
E®IPI KUCINTOTU dnsrax abo B 10 "OAPMXIM" cneuudikauin Ta/abo 4ONyCTUMUX MEX, BU3HAYEHUX Y
IBOBAJIEPIAHOB | kaHicTpax Bianosigan cneuudikauisix Ha ADI, abo BUXigHWMI/NPOMIKHUIA NPOAYKT/peareHT,
ol nonieTuIeHoBMX bHICTIO LLI0 BUKOPUCTOBYIOTLCS y NpoLieci BUpobHuutea AdI
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219. CIMMOHI® PO34nH ANs iH'eKuin TOB Ykpaina BMPOBGHMLITBO CLUA/ BHECEHHS 3MiH 40 peecTpaLinHux maTepianis: 3MiHa 3asBHMKa 3a UA/15841/01/01
100 mr/mn, no 0,5 "[>KOHCOH i nikapcbKoro LLisenuapi (BnacHvika peecTpauiiHoro noceigyeHHs). 3miHuv | Tuny - 3miHn peuernmom
mn aéo 1,0 mn [>XKOHCOH 3acoby, nepBuHHa a wono 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
PO34uHY Y YkpaiHa" yrnakoBkKa: 3MiHM 00 y3aranbHeHVUX AaHunxX Npo cuctemy dapmakoHarnagy
nonepeaHLo Bakctep (BBEAEHHS y3aranbHEeHUX AaHuX Npo cucTemy dapmakoHarnsay,
HanoBHEHOMY dapmacbloTukan 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
Lwnpwui i3 ckna tuny Contowmnz JJ1C, hapmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
1 3 rymoBum CLUA; ONs 30iNCcHeHHs1 chapmakoHarnsaay B YKpaiHi, KLU0 BOHa BigMiHHA
HaKOHEYHMKOM Ta BTOPUHHA Bil yNnoBHOBaXeHOi ocobu, BiANoBiganbHoi 3a 3aiiCHEHHS
rOMKOI0, BKPUTOIO ynakoBKa, BUMYCK apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
KOBMA4KoM 3 cepil: po3MiLLeHHI MacTep-darina cucteMu papmakoHarnsgy) 3miHa
NPUCTPOEM AN Cinar Arl', yrMoBHOBaXeHOoT 0cobu 3asiBHMKa, BigNoBigansHoi 3a
BBegeHHs UltraSafe; LLseriuapis dapmakoHarnsag: ditoya pegakuis - Dr. Logesvaran Yogendran,
no 1 wnpuuy B MponoHoBaHa pepakuis - Dr. Laurence Oster-Gozet. 3miHa
KapTOHHI kopobLi; KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobu 3asiBHYKa,
no 0,5 mn a6o 1,0 BignoBiAanbHOI 3a hapmakoHarnsg
MIT PO3YMHY Y
nonepeaHLO
HarnoBHEHOMY
Lnpuui i3 ckna tuny
1 3 rymosum
HaKOHEYHWKOM Ta
rOnKoo, BKPUTOIO
KOBMaYKoM, y py4i 3
aBTOIH'EKTOPOM; MO
1 pyyui B KApTOHHI
Kopobui
220. conogku CYXWIA eKCTPaKT MMy6niyHe YkpaiHa MMy6niyHe YkpaiHa BHECEHHS 3MiH 0O peecTpaLiiHux maTepianis: 3miHu | Tuny - 3MiHn - UA/13133/01/01
KOPEHA (cybeTaHuis) y aKLjioHepH aKuioHepHe 3 gkocTi. CepTtudikaT BignosigHocTi/llE-cepTudikat BiaNoBigHOCTI
EKCTPAKT noaBiNHNX e TOBapUCTBO €Bponelicbkiii thapmakonei/MoHorpadii. 3miHW, NoB'a3aHi 3
Cyxum nonieTuneHoBux TOBapucTB "HaykoBo- HeobXiAHICTIO NpuBeAeHHS Y BiANOBIAHICTb A0 MoHorpadii PY
naketax ans o) BMPOBHUYNIA abo E€sponericbkoi hapmakonei, abo iHLWOI HaLioHanbHOT
hapmaLeBTUYHOIO "HaykoBo- LeHTp apmakonei aepxasu E€C (3miHa y cneyndikadisix, nos'asaHa 3i
3acToCyBaHHs BUPOBHMYM "BopLuariscbkumn 3miHamu B J®Y, abo €Bponelickkint hapmakonei, abo iHLwin
N LeHTp Ximiko- HauioHanbHi dpapmakonei fgepxasn €C) - y cneumndikauii ans
"BopLuaris apmaueBTUYHUIN koHTporto APl «Conogkn KOpeHs eKCTPaKT CyXuiny» 3MiHW 0
CbKUI 3aBon" po3ainy «MikpobionoriyHa ynctoTtay» 3rigHo Bumor ADY/EP; amiHu Il
Ximiko- Tnny - 3MiHn 3 skocTi. A®l. BupobHmuTBO. 3MiHM B npoueci
capmaueB BMpobHMUTBa AP (3miHa y nikapcbkoMy 3acobi pOCIMHHOIO
TUYHWUA NOXOKEHHS, sIka CTOCYETbCS OAHIEI 3 TaKMX XapaKTepUCTUK:
3aBog" [pKepeno NOXOMKEeHHS CUPOBUHW, cnocib BMpobHuLTBa abo

BUroToBrneHHs). CynyTHs 3miHa - 3MiHn 3 sikocTi. A®I. KoHTpornb
A®I. 3miHa y napameTpax cneumdikauin Ta/abo 4onNyCTUMUX MEX,
BM3HAYeHUX y cneyudikauisx Ha APl, abo BMXigHUA/MPOMIXKHUIA
NpoAYyKT/peareHT, WO BUKOPMUCTOBYIOTLCSA Y NPOLECi BUPOBHMLITBA
ADI (iHwWwi 3miHW) - BBEAEGHHSA HOBOro 06nagaHHs, LWo
BVKOPVICTOBYETbLCS Y BUPOOHMYOoMY npoueci AP| (3anponoHoBaHo
CTPIYKOBY CyLLAPKY Ha 3aMiHy po3nuntoBarbHii cyluaplii),
BBEAEHHS1 JOMOMDKHOI PEYOBUHU — EMYNbCii CUMETUKOHY, 5K




72 ITponoBxkeHHs nogaTka 3
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Hacnigok amiHm y posgini «Cknag» ta «Onuc» AdI
221. cony-vegpon MOPOLLOK Ta Mdpansep CLUA Mdpansep Benbris BHECEHHS 3MiH IO peecTpaLinHuX maTepianis: 3a UA/2047/01/01
PO3YUHHUKK ANa IHK. MeHtoekyypuHr BUMNpaBMEeHHS TeXHIYHUX nomunok y MKA, ki 6ynu gonyuieHi npu peuenmom
pO34MHy NS iH ekuin Benbris HB nepepeecTpaLlii nikapcbkoro 3acoby npu nepeHeceHHi iHdopmaldii 3
no 40 mr/mn, 1 marepianis peecTpadiHoro gocse (po3ain 3.2.P.5.2) y metogmnkax
dnakoH Tny Act-O- KOHTponto 6yno nponyLieHo MeToauky «9. CTepunbHicTby. Y
Vial (aBoemicHWn crneumdikaLii 4aHWM NOKa3HMK HAsiBHUIN. A TaKOX HEBIpHUIA
dnakoH) 3 nopsiakoBuii Homep Ans tecty «KinekicHuii BMicT (6eH3nnosuin
NOPOLLKOM Ta cnupT)» y po3gini «MeToau koHTponto» (He BignoBigae fo
PO3YMHHMKOM (CIMPT Hymepauii y po3gini «Cneundikauisy): BkazaHo Ne 14 3amictb Ne
©6eHsunosun (9 15
mr/mn), Boga aonsi
iH'exkuin), no 1 mny
KapTOHHI Kopobui
222. cony-MmegpPon MOpPOLLOK Ta Mdpaiizep CWA Mcpaiizep Benbris BHECEeHHS1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/2047/01/02
PO3YMHHMK ANns IHK. MeHioekyypuHr BUNPaBMeHHs1 TeXHIYHMX nomnnok y MKA, ki 6ynu gonyuueHi npn peuenmom
PO34NHY ONs iH eKuin Benbria HB nepepeecTpaLlii nikapcbKoro 3acoby npu nepeHeceHHi iHdopmaldii 3
no 125 mr/2 mn, 1 matepianis peecTpadiiHoro gocke (po3ain 3.2.P.5.2) y metogukax
dnakoH Tny Act-O- KOHTponto 6yno nponyLeHo MeToauky «9. CTepunbHicTby». Y
Vial (aBoEMiCHWI crneum@ikauii JaHWUN NOKa3HMK HAsiBHUIN. A TaKOX HEBIpHUIA
hnakoH) 3 nopsigkoBuii Homep ans Tecty «KinbkicHuiA BMicT (6eH3nnoswui
MOPOLLUKOM Ta cnupT)» y po3aini «Metoau KOHTpono» (He Bignosigae oo
PO3YMHHMKOM (CNMpT HymepaLii y po3aini «Cneumndikauis»): BkazaHo Ne 14 3amictb Ne
6eH3nnosui (9 15
mr/mn), Boga ans
iH'exuin), no 2 mny
KapTOHHI kopobLuli
223. | cony-meapon MOPOLLIOK Ta Mdpansep CLUA Mdpansep Benbris BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/2047/01/03
PO3YMHHUK Ans IHK. MeHtodekqypuHr BUMNpaBreHHs TexHiYHUX nomunok y MKA, aki 6ynu gonyieHi npu peuernmom
PO34MHy NS iH ekuin Benbria HB nepepeecTpaLlii nikapcbkoro 3acoby npu nepeHeceHHi iHdopmadii 3
no 1000 wr, 1 mMaTepianis peecTtpauinHoro gocke (po3ain 3.2.P.5.2 ) y meToaukax
hnakoH 3 MOPOLLKOM KOHTponto 6yno nponyLeHo MeToauky «8. CTepunbHicTby. Y
Ta 1 pnakoH 3 crneundikauii AaHWN NOKa3HWK HasiBHWUI. HeBignoBigHICTb y
POYMHHMKOM (CnupT HymepalLlii MeTOAIB KOHTPOIIO, NOYMHAKUN 3 MYHKTY 7. A Takox
6eH3nnosui (9 BUMNpPaBIEHHS APYKapCbKOi MOMWUIKW Y CINOBi «€HAOTOKCUHUY» Y 1.9
mr/mn), Boga aonsi Cneuuumdikauii nopoLuky
iH'ekuin), no 15,6 mn
Y KapTOHHI kopobui
224, cony-Mmegpon MopoLUOK Ta Mdpansep CWA Mdpansep Benbris BHECEeHHS 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/2047/01/04
PO3YMHHUK Ans IHK. MeHtodek4ypuHr BUMpPaBMeHHs TeXHiYHNX nomunok y MKA, aki 6ynu gonyieri npu peuernmom
PO34nHY ONs iH eKuin Benkris HB nepepeecTpaLlii nikapcbkoro 3acoby npu nepeHeceHHi iHdopmaldii 3
no 500 mr, 1 donakoH mMaTepianis peecTpauiiHoro gocee (po3gin 3.2.P.5.2 ) y metoamnkax
3 nopoLukom Ta 1 KOHTponto 6yno nponyLieHo MeToaunky «8. CTepunbHicTby. Y
nakoH 3 cneuudikauii AaHW NOKa3HMK HasiBHWI. HesianosigHicTb y
PO3YMHHMKOM (CnMPT HymepaLii MeTogiB KOHTPOIIO, MOYMHAIOUM 3 MYHKTY 7. A TakoxX
6eHannosui (9 BUMNpPaBIEHHS APYKapCbKOi MOMWUIKN Y CIOBi «€HAOTOKCUHU» Y 1.9
mr/mn), Boga ansi Creuuudikauii nopoLuky
iH'ekuin), no 7,8 mny
KapTOHHI Kopobui
225. CTPENCHIC® NbOASHUKK Mo 8 PekkiTT Benvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3mMiHu | Tuny - 6e3 UA/4927/01/01
BE3 LIYKPY, 31 NbOASHUKIB Y BeHkizep BpuTaHis Xernckep BputaHis | AamiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peuenma
CMAKOM onicrepi; no 2 Xernckep IHTEepHELHN NPOBaPKEHHSA AifNbHOCTI BUPOOHMKa/iMnopTepa roToBoro
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JIMMOHA 6nictepu B IHTEepHeLH TlimiTen nikapcbkoro 3acoby, BkntoYaruy AinbHULI BUNYCKy cepii abo micue
KapTOHHI Kopobuli; n Nimiteq NPOBEAEHHSA KOHTPOIIO SKOCTI. (AISNbHICTb, 3a AKy BiAnoBigae
no 12 nboasiHUKIB y BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiit) - 3MiHa agpecu
6nicTepi; no 1 abo BMpOGHMKa PekkiTT BeHkizep Xenckep IHTepHelwHn fNimiTea,
no 2 6nictepu B Benuka bpuTaHis, 6e3 3mMiHn MicLa BUpobHMLUTBa (BBEAEHHS 3MiH
KapTOHHI kopobui NpoTSArom 4-x MicauiB nicnsa 3aTBepaXKeHHs)
226. CTPENCHIC® cnpevt OpOMYKO3HUN, PexkkiTT Benuka BUNYCK cepil: Benuka BHECEHHS 3MiH 0 peecTpaLinHmx maTepianis: 3MiHu | Tuny - 6e3 UA/15692/01/01
IHTEHCUB po3unH 8,75 BeHkisep BputaHis PexkiTT BeHkizep Bputanis/ | AgmiHicTpaTvBHI 3MiHM. 3MiHa HalMeHyBaHHS Ta/abo appecu micus peuenma
mr/gosa, no 15 mny Xenckep Xenckep Tainang npoBaKeHHs AisnbHOCTI BUPOOHMKa/imnopTepa roToBoro
dnakoHi; no 1 IHTEepHeLH IHTEepHeLWwHN nikapcbKkoro 3acoby, BknoYarum AinbHULI BUNYCKy cepii abo micue
dnakoHy B n Nimiteq INimiTeq, Benuka NpOBeAEHHS KOHTPOJO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
KapTOHHI kopoobLli BpuTtaHis; BMPOGHMK/iIMNOpTEp, BKIOYaouM BUMYCK Cepiit) - 3MiHa agpecu
BMPOGHMUTBO, BMPOGHMKa BignoBiganbHOro 3a Bunyck cepii PekkiTT BeHkizep
nakyBaHHs Ta Xenckep IHTepHewwHn Jliviten, Benvka Bputanisi, 6e3 3miHn micus
NEePBUHHUI BUNYCK BMPOGHMLUTBA (BBEeAEeHHS 3MiH NpoTArom 4-x Micsuis nicnsi
roToBOro 3aTBEPAXKEHHS)
nikapcbKoro
3acoby:
PekkiTT BeHkizep
Xernckep
MaHydekuypiHr
(Tainang) NMimitea,
Tainang
227. TEKTA Tabnetkn Takena Himeyunna ApgaHc dapma HimeuunH BHECEHHS 3MiH 0O peecTpauinHnX maTepianis: 3a UA/11085/01/01
KOHTPOJII® racTpope3nNCTEHTHI m6X mM6X, HimevunHa a 3MiHu | TUNy - 3MiHa y meTogax BUNpobyBaHHS rOTOBOro peuenmom
no 20 mr no 7 abo (HaHeceHHs nikapcbKoro 3acoby - He3HauyHi 3aMiHM y meTtoauui BEPX, wo
no 14 Tabnetok y NoKpUTTS Ha sapa 3aCTOCOBYETHLCA A5 BU3HAYEHHS MOKa3HMKIB rOTOBOTO NiKapCbKoro
6nictepi, no 1 Tabnetok); Takega 3acoby «KinbkicHe BU3Ha4YeHHs», «laeHTudikauis» Ta
6nictepy B 'M6X, micue «OaHOpIOHICTE O30BAaHNX OAMHULBL». A caMe 3MiHW LWoao
KapTOHHI kopobLyi BUpPOBHULTBA NPUroTyBaHHS BUXIAHOrO po3ynHy. MeTtoauka Ta kputepii
OpaHieHbypr, NPUNHATHOCTI 3@ AaHVMMW NOKa3HWKaMu He 3MiHUNNCS
HimeuunHa
(BUpOBHMLTBO 3a
NMOBHMM LIMKIIOM)
228. | TEMOOAN® kancynu no 20 mMr no LepiHr- LLiBenuapis BMPOGHMLITBO PiHnaHgia/ BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/4893/01/02
1 kancyni y cawe; Mnay Hepo3dacoBaHoI Benbris 3MiHu | Tuny - 3miHa y MeTtofax BunpobysaHHs A®l abo BuxigHoro peuenmom
no 5 abo no 20 CeHtpan npoaykuii, marepiany/npomipkHOro MPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA
calle y KapTOHHiW let Al nepBuHHa y npoueci BupobHuuTea APl - BU3HaYeHHS BMICTY NETKUX PEYOBUH
Kopobui ynakoBka Ta ans A®l nposoanTucs 3aTBepoKEHUM BHYTPILLHIM METOA0M
KOHTPOnb AKOCTI: KOMMaHii Ta hapmakoneiHuM MeToaoM «BTpaTa B Maci npu
OpioH ®apma, BuCyLLYBaHHI Max. 0.5 %»; 3amiHn | TUny - 3miHa y MeTopax
OinnaHais; BunpobyBaHHsA APl abo BuxigHOro matepiany/npomixkHoro
nepBuHHa Ta nNpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIeCi BUPOBHMUTBA
BTOPUHHA AQI - BBEOEHHS anbTepHATMBHOIO METOAY KiNbKiCHOIO BU3HAYEHHSI
ynakoBka, A03Bin Ta BU3HAYEHHs BMICTY AoMiwok ansa A®l, wo npeacrtasneHni B
Ha BUMYCK cepii: MoHorpadii EP. O6bnasa meTtoam (BHYTPILLHiA Ta dhapmakonenHnn
Lepinr-Mnay MeTofl) € anbTepHaTUBHUMM
Jlabo H.B.,
Benbris
229. TEMOOAN® kancynu no 100 mr LLiepiHr- LLIseriapis BUPOBHULTBO dinnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/4893/01/03
no 1 kancyni y Mnay Hepo3adacoBaHol Benbris 3MiHu | Tuny - 3miHa y MeTtofax BunpobysaHHs A®l abo BuxigHoro peuenmom
cawe; no 5 abo no CeHtpan npoaykuii, Marepiany/npomipkHOro MPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCS
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20 cawe y let Al nepBuHHa y npoueci BupobHuuTea AP - BU3HaUYEHHS1 BMICTY NETKMX PEYOBUH
KapTOHHI Kopoobui yrnakoBka Ta ans A®| npoBoaMTUCSA 3aTBEPAXEHUM BHYTPILLHIM METOAOM
KOHTPOIb SKOCTi: KOMnNaHii Ta hapMakonernHnM MeToaoM «BTpaTa B Maci npu
OpioH ®apma, BucywwyBaHHi Max. 0.5 %»; aminu | Tuny - 3miHa y meTogax
DiHNAHAais; BunpobyBaHHst APl abo BuxigHoro martepiany/npomikKHOro
nepBuHHa Ta NpoAyKTy/peareHTy, LU0 BUKOPUCTOBYETLCS Y NpoLieci BUPobHMLTBa
BTOPVHHA AQI| - BBEOEHHS anbTepHaTUBHOIO METOAY KifbKiCHOrO BU3HAYEHHSI
yrnakoBka, 03BN Ta BU3HAYEHHS BMICTy AoMiwok ansa A®I, o npeacraBneHnii B
Ha BUMYCK cepii: MoHorpadii EP. O6buaea meToam (BHYTPILLHIA Ta hapMakoneiHnin
LWepinr-Mnay MeTOA) € anbTepHaTUBHUMU
Jla6o H.B.,
Benbris
230. TEMOJAN® kancynu no 250 mr LepiHr- LLisenuapis BMPOBHMLITBO PiHnaHaia/ BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 3a UA/4893/01/04
no 1 kancyniy Mnay Hepo3dacoBaHoi Benbris 3MiHM | Tuny - 3miHa y MmeTtoax BunpobysaHHa A®| abo BuxigHoro peuernmom
cawe; no 5 abo no CeHTpan npoaykKuii, maTepiany/npoMiKHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA
20 cawe y let Al nepBuHHa y npoueci BupobHuuTBa AP| - BU3HaUYEHHS1 BMICTY NETKUX PEYOBUH
KapTOHHI Kopobui ynakoBka Ta ans A®| npoBoaMTNCSA 3aTBEPAXEHUM BHYTPILLHIM METOAOM
KOHTPOIb SIKOCTI: KOMMaHii Ta dhapMakonernHumMm MeTogoM «BTpaTa B Maci npu
OpioH ®apma, BucywwyBaHHi Max. 0.5 %»; 3aminu | Tuny - 3miHa y meTogax
DiHNAHAais; BunNpobyBaHHss APl abo BuxigHoro martepiany/npomikKHOro
nepBuHHa Ta NpoAyKTy/peareHTy, LU0 BUKOPUCTOBYETLCS Y NpoLieci BUPobHMLTBa
BTOPVHHA AQI| - BBEOEHHS anbTepHaATUBHOIO METOAY KifbKiCHOrO BU3HAYEHHSI
yrnakoBka, 103BiN Ta BU3HAYEHHSI BMICTY AoMiwok ans A®I, o npeacraBneHnii B
Ha BUMYCK cepii: MoHorpadii EP. O6buaea meToam (BHYTPILLHIA Ta hapMakoneiHunin
Lepinr-Mnay MeTOA) € anbTepHaTUBHUMU
Jla6o H.B.,
Benbris
231. TEMOJAN® kancynu no 140 mr LepiHr- LLisenuapis BMPOBHMLITBO PiHnaHaia/ BHECEHHS 3MiH [0 peecTpaLinHMx maTepianis: 3a UA/4893/01/05
no 1 kancyniy Mnay Hepo3dacoBaHoi Benbris 3MiHu | Tuny - 3miHa y MeTtoax BunpobysaHHA APl abo BuxigHoro peuernmom
cawe; no 5 abo no CeHTpan npoayKuii, maTepiany/npoMikHOro NPoAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA
20 cawe y let Al nepBuHHa y npoueci BupobHuuTtea AD| - BU3HaY€HHS BMICTY NETKUX PEYOBUH
KapTOHHIi kopobui ynakoBka Ta ans A®l npoBoanTUcs 3aTBEPOYKEHUM BHYTPILLHIM METOAOM
KOHTPOIb SKOCTi: KOMMaHii Ta dhapmakonerHumMm MeTogoM «BTpaTa B Maci npu
OpioH ®apma, BucyLyBaHHi Max. 0.5 %»; 3minum | Tuny - 3miHa y meToagax
DiHNAHAaIs; BunNpobyBaHHst APl abo BuxigHoro martepiany/npomixkKHOro
nepBuHHa Ta NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpoLeci BUPobHMLTBa
BTOPVHHA AQI - BBeAeHHS anbTepHaTMBHOIO MEeTOAY KifbKiCHOTO BU3HAYEHHSsI
yrnakoBka, [03BiN Ta BU3HAYEHHSI BMICTY AoMiwok ansa A®I, o npeacraBneHnii B
Ha BUMYCK cepii: MoHorpadii EP. O6naea meToam (BHYTPILLHIA Ta hapMakoneiHunin
Lepinr-Mnay MeTOA) € anbTepHaTUBHUMU
Ila6bo H.B.,
Benbris
232. | TEMOOAN® kancynu no 180 mr LepiHr- LLisenuapis BMPOBHMLITBO PiHnaHaia/ BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/4893/01/06
no 1 kancyniy Mnay Hepo3dacoBaHoi Benbris 3MiHu | Tuny - 3miHa y MeTtoax BunpobysaHHA APl abo BuxigHoro peuernmom
cawe; no 5 abo no CeHTpan npoaykuii, maTepiany/npoMikHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA
20 cawey let Al nepBuHHa y npoueci BupobHuuTea AP - BU3HaYEHHS BMICTY NETKUX PEYOBUH

KapTOHHi Kopobui

ynakoBka Ta
KOHTPOIb SIKOCTi:
OpioH ®apma,
OiHnaHais;
nepBuHHa Ta
BTOPVHHA

ons A®l npoBoauTUcs 3aTBEPOYKEHUM BHYTPILLHIM METOAOM
KOMNaHii Ta dhapmakonerHum MeETo40M «BTpaTa B Maci npu
BuCyLLyBaHHI Max. 0.5 %»; 3aminn | TUny - 3miHa y meTogax
BunpobyBaHHss APl abo BuxigHoro martepiany/npomixKHOro
NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi BUPOOHMLUTBA
AQI - BBeAEHHS anbTePHATUBHOIO METOAY KifbKiCHOrO BU3HAYEHHSsI
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ynakoBka, A03Bin Ta BU3HAYEHHs BMICTY AoMiwok ansa A®I, Wwo npeactasneHuni B
Ha BUMYCK cepii: moHorpadii EP. Obnasa meTtoam (BHYTPILLHiA Ta hapmakonenHnin
Lepinr-Mnay MeToA) € anbTepHaTUBHUMM
Jlabo H.B.,
Benbris
233. TEMOOAN® MopOLUOK ANns LLiepiHr- LLiseniLapis BUPOBHULTBO HimeyunH BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/4893/02/01
pO34uHy Ans Mnay Hepo3dacoBaHoi a/ benbris 3MiHu | Tuny - 3miHa y MeTtofax BunpobysaHHs A®l abo BuxigHoro peuenmom
iHdy3ivi no 100 mr, 1 CeHtpan npoaykuii, marepiany/npomipKHOro MPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA
rakoH 3 NOPOLUKOM let Al nepBuHHE y npoueci BupobHuuTea APl - BU3HaYeHHS BMICTY NETKUX PEYOBUH
Y KapTOHHIl kopobLi nakyBaHHs Ta ans A®l nposoanTucs 3aTBepo>KEHUM BHYTPILLHIM METOA0M
KOHTPOIb AKOCTI: KOMMaHii Ta hapMakoneiHuM MeToAOM «BTpaTa B Maci npu
BakcTep BuCyLLYBaHHI Max. 0.5 %»; 3amiHn | TMny - 3miHa y MeTogax
OHkonogxi MvbX, BunpobyBaHHs A®l abo BuxigHOro matepiany/npomixkHoro
HimeuumnHa; NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECi BUPOOHMLUTBA
BTOPUHHE AQ®I| - BBeEHHSA anbTepHaTUBHOrO METOAY KiNbKiCHOTO BU3HaYeHHS
nakyBaHHs Ta Ta BU3HAYEHHs BMICTY AoMiwok ansa A®I, wo npeacrtaBneHuni B
[A03BIN Ha BUMYCK moHorpadii EP. Obnasa meTtoam (BHYTpILLHiA Ta hapMmakonenHnin
cepii: LWepiHr- MeToA) € anbTepHaTUBHUMM
Mnay Na6o H.B.,
Benbris
234. TEPBIHA®IHY NOpPOLLOK AT YkpaiHa YkBicha Mekciko, Mekcuka BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - - UA/5799/01/01
rigpoxnoprug (cybeTaHuis) y "KUIBCbK C.A. pe C.B. ApmiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
nakeTax noABiNHUX N 3asiBHMKa (BNacHWKa peecTpauiiHoro noceigveHHs) - 3MiHa
nonieTnneHoBmnx BITAMIHH HalMeHyBaHHs 3asiBHUKa. 3aTBepaxeHo: MAT "KuiBcbkuii
ans nn BiTaMiHHWIA 3aBog" 3anponoHosaHo: AT "KUIBCbKUIA
hapMaLeBTUYHOTO 3ABOMO" BITAMIHHUWM 3ABO/1" BeeaeHHs 3MiH NpoTarom 6-Tu micsLiB
3aCTOCYBaHHS nicns 3aTBepAXKeHHS.
235. | TIOKTOOAP PO34MH ANs iH'eKuin MpAT "TMo Ykpaina MpAT "TMo YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/3005/01/01
3%no10mny BMPOGHMLT BMPOBHMLTBY 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI Ta peuernmom
dnakoHi; no 1 BY iHcyniHis "IHOAP" apmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX gaHux
nakoHy B nayui; no iHCyniHiB npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
10 mn y cpnakoHi; no "IHOAP" npo cuctemMy chapmakoHarnsgy, 3mMiHa ynoBHoOBaXeHoi ocobw,
5 cpnakoHiB y BiANOBIAanbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHOI
6nictepHin ocobu 3 papmakoHarnagy 3asBHVKa ANS 3AIMCHEHHS
YapyHKOBIN dapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
ynakosLi; no 1 abo YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 30ilCHEHHSsI
no 2 6nictepHi dapmakoHarnsgy (BkoYaoyy KOHTaKTHI AaHi) Ta/abo 3miHn y
YapyHKOBI yMakoBKM po3MilLleHHi MacTep-ghaiina cucteMun papmakoHarnsgy) - 3MiHa
B nayui yrnoBHoOBaxeHoT ocobu, BignoBiganebHoi 3a dhapmakoHarnsg.
lMponoHoBaHa pepakLis — NoHomapyyk HiHenb AmuTpiBHa
236. TPAHEKCAM pO34MH ans iH'ekuin, an YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH O pPeeCTpaLiiH1X MaTepianiB: 3aMiHa 3asBHUKA 3a UA/7884/02/01
50 mr/Mn no 5 mn B "CTALOA- akuioHepHe (BnacHuka peecTpauinHoro nocsigyeHHs) (3rigHo Hakasy MOS Big peuenmom
amnyni; no 5 amnyn YKPATHA" TOBapuCTBO 23.07.2015 Ne 460); 3miHu | Tuny: 3miHu wopo

B KOHTYPHI
YapyHKOBIN
ynakosLi; no 1 abo
Mo 2 KOHTYPHI
YapyHKOBI YNaKoBKM
B nayui

"INekxim-Xapkis"

6e3neku/edeKkTUBHOCTI Ta hapmakoHarnsaay. BeegeHHst abo 3amiHn
[0 y3aranbHeHUX AaHunx npo cuctemy papmakoHarnsgy (BBeAeHHS
y3aranbHeHUX AaHnxX nNpo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHSI
papmakoHarnsigy; KOHTakTHOT ocobu 3 chapmakoHarnsgy 3asiBHUKa
Ons 3AiNCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOi ocobu, BiANoBiaanbHoI 3a 3aiiCHEHHS
apmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
pO3MilLleHHi MacTep-danna cuctemu papmakorarnsgy). 3MiHa
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KOHTAKTHUX JaHWX YNOBHOBaXeHOI 0cobu.
237. TPAYMEIJb C ma3b o 50 ry Ty6i, Bionoriwe HimeyuunHa Bionoriwe HimeuuuH BHECEHHS! 3MiH IO peecTpaLiiHux maTtepianis: 6e3 UA/5934/01/01
no 1 Ty6i B kopobui 3 | XannbMmiTt Xannbmitrenb a 3MiHM | TUny - 3MiHK, NOB'sAI3aHi 3 HEOBXIAHICTIO NPUBEAEHHS Y peuenma
KapTOHy enb Xeenb Xeenb MMBX BianosigHicTb 4o MoHorpadii PY abo €sponelickkoi hapmakoner,
m6X abo iHWoi HauioHanbHOI chapmakonei aepxasn €C — npnBeaeHHs
crneundikaii Ta MeToAiB KOHTPOSIO Ha NMOYaTKOBY HACTOSHKY
Belladonna go Bumor moHorpadii «Belladonna for homoeopathic
preparations» EP; 3aminn | Tvny - 3miHa y meToaax BunpobyBaHHs
roTOBOrO fikapcbkoro 3acoby — BBeAEHHS A0 Noka3Huka «BmicT
eTaHony» cneuudikaLii roToBoro nikapcbkoro 3acoby
anbTepHaTMBHOrO MetoAy BunpobyBaHHs «[a3oBa
XpomaTtorpagisi» Ta pefakuiiHi npaBky 3a nokasHukammn «Onucy Ta
«MikpobionoriyHa Ynctota»
238. | TPUAKYTAH® masb no 15 ry Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/4454/02/01
no 1 Ty6i B nayui "Knismegn "KniBmegnpenapa 3MiHu | TNy - 3miHa y MeTtofax BunpobysaHHs A®l abo BuxigHoro peuenmom
penapat” T MaTepiany/npomikHOro NPOAYKTy/peareHTy, WO BUKOPUCTOBYETLCH

y npouieci Bupo6HuuTBa AP (iHwWwi 3MiHW y MeTodax BunpobyBaHHS
(Bkntoyaroun 3amiHy abo fonoBHeHHs) APl abo
BUXiAHOro/NPOMIKHOTO NPOAYKTY); CYnyTHA 3MiHa: 3MiHa y
napameTpax crneundikadii Ta/abo 4onyCTUMUX MEX, BUSHAYEHMUX Y
cneuudikauisx Ha ADI, abo BMXigHWMIA/NPOMIKHUIA NpoAyKT/peareHT,
LLIO BMKOPUCTOBYIOTLCA Y Npoueci BupobHuutea A®l; amiHm | Tuny -
3MiHa y napameTpax cneumdikauin Ta/abo 4onycTMMMX Mex,
BM3Ha4eHuX y cneuundikauisix Ha APl, abo BMXigHWIA/NPOMIXKHWUIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NMpoLeci BUpobHMLTBA
A®I| (BMNyYEHHS HE3HAYHOrO MOKa3HKKa AKOCTi (Hanpuknazg
BUITyYEHHS 3aCTapifioro nokasHuka)); aMiHu | Tuny - npuBeaeHHs
crneundikauii Ta MeToaiB BXiQHOrO KOHTPOMIO Ha Ailody pevyoBUHY
reHTamiuuHy cynbdary y BiAnoBigHICTb 40 BUMOT MOHorpadii
«Gentamicin sulfate» EP; 3miHu | Tuny - npuBeaeHHst cneumdikadii
Ta MeTOoZiB BXiAHOrO KOHTPOSO Ha JOMOMDKHY PEYOBUHY
deHokcreTaHony 3a NokasHUKoM «CynyTHI JOMILLKU» Y
BigNoBiAgHICTb A0 BUMOr MoHorpadii «Phenoxyethanol» EP; 3miHu |
TMny - 3MiHa y Mmetogax BunpobysaHHa API abo BuxigHoro
marepiany/npomi>kKHOro NMPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCA
y npoueci BupobHuutea A®PI (iHWwi 3miHM y MmeTogax BUNpobyBaHHs
(Bkntovaroum 3amiHy abo gonosHeHHs1) A®I abo
BWXiAHOro/MPOMIXKHOIO NPOAYKTY); CyMyTHSA 3MiHa: 3MiHa Y
napameTpax cneundikaui Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
crneundikauiax Ha A®l, abo BUXIgHWUI/NPOMDKHWIA NpOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BupobHuutea API; amiHu | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXiAHICTIO NpUBEAEHHS Y BiANOBIOHICTb A0
MoHorpadii JdY abo €sponeiicbkoi dhapmakonei, abo iHLWoT
HaujioHanbHoi dhapmakonei aepxasu €C (3miHa y cneuudikauisx,
noe's3aHa 3i amiHamu B [10Y, abo €Bponelicbkin apmakonei, abo
iHWIiM HauioHanbHIn dapmakonei gepxasu €C); 3miHn | Trny -
npuBefeHHs cneundikalii Ta MeTogiB BXiAHOro KOHTPOSO Ha Aitody
pPEeYOBUHY KNOTPUMA30:y Y BiAMOBIAHICTL 40 BUMOT MOHOrpadii
«Clotrimazole» EP, a came Buny4eHHs nokasHukiB «l1po3opicTb
pPO34unHy» Ta «KonbopoBiCTb PO34MHY»; 3MiHW | TUMY - 3MiHK
MeToay BunpobyBaHHsa Aomilku A (deHon) B cneuundikawii
BXiHOr0 KOHTPOMO Ha JOMNOMiXHY pe4OBUHY heHOKCMEeTaHoNy




77

ITponoBxkeHHs nogaTka 3

Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
(3anponoHoBaHo: 2.2.28. a3oBa xpomatorpadisi), 6e3 3MiHu
KpuTepiiB NpunHATHOCTI. BBeAeHHs 3miH npoTarom 6-Tn micAuis
nicns 3aTBepAXKeHHS
239. TPUTTIKO TabneTkn AsieHge ITania AsieHge Kimike ITanisa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/9939/01/01
MPOMOHIroBaHoI Aji Kimike PiyHiTe AHxeniHi 3MiHn | Tuny - 3miHa y MmeTtoax BunpobysaHHA A®l abo BuxigHoro peuernmom
no 75 mrno 10 PiyHiTe ®paHyecko marepiany/npomi>kHOro NPOAYKTy/peareHTy, Lo BUKOPUCTOBYETHCS
Tabnetok y 6nictepi; AHXeniHi AKP.A®. C.nA. y npoueci BUpobHMUTBa AD| - OHOBMNEHHS METOAMKM KOHTPOIHO 3a
no 3 6nictepu B PpaHyecko nokasHukom «KinbkicHe BU3Ha4eHHs», «XpomaTtorpadiyHa
KapTOHHIN nayui; no AK.P.AOD. yncToTar», 3MiHa B MeTofax kKoHTponio Adl, a came AoaaBaHHs
15 Tabnetok y C.nA. anbTepHaTmBHoro metogy BEPX — MC BignosigHo go USP ansa
6nicrepi; no 2 KOHTPOIH0 FEHOTOKCMYHUX JOMILLIOK; 3MiHa B METOAax KOHTPOIO
Gnictepu B A®I| 3a nokasHukamm «KinbkicHe BU3Ha4YeHHs», « XpomaTorpadiyHa
KapTOHHIW nayui unctoTa» Ta «CynyTHi AOMILLKMY, a came: YHidiKkaLis npoBedeHHs
TECTyBaHHs 3a JaHMMK nokasHukamu (Metog BEPX) BignosigHo oo
USP. KpuTepii npuiHATHOCTI He 3MiHnnucs; 3Milm |l Tuny - 3miHn 3
sikocTi. A®l. BupobHMUTBO (iHLWi 3MiHW) - fOAaBaHHs 40
cneumdikauii APl koHTpornto posynHHuKa 1 knacy beHseH
240. TPUTTIKO TabneTkn AsieHge ITania AsieHge Kimike ITanisa BHECEHHSA 3MiH 00 peecTpauinHnX maTepianis: 3a UA/9939/01/02
NPOSIOHIOBaHOI Aji Kimike PiyHiTe AHxeniHi 3MiHu | Tuny - 3miHa y metogax BunpobysaHHa ADI abo BuxigHOro peuenmom
no 150 mr no 10 PiyHiTe PpaHyecko marepiany/npomi>KHOro NMPOAYKTy/peareHTy, Lo BUKOPUCTOBYETLCA
Tabnetok y 6nictepi; AHXeniHi AK.P.A®. C.nA. y npoueci BupobHMUTBa AD| - OHOBINEHHSA METOAMKM KOHTPOIIO 3a
no 2 6nictepu B dpaHyecko nokasHukom «KinbkicHe BU3Ha4YeHHsi», «XpomaTorpadiyHa
KapTOHHIW nayui AK.P.AOD. yncToTar», 3MiHa B MeTofax KoHTponio Adl, a came JoAaBaHHs
C.n.A. anbTepHaTuBHoro metogy BEPX — MC BignosigHo go USP ans
KOHTPOIH FrEHOTOKCUYHMX [OMILLOK; 3MiHa B METOAAX KOHTPOIO
A®| 3a nokasHukamu «KinbkicHe BU3HaYeHHs», «XpomMaTtorpadivHa
ynctota» Ta «CynyTHi JOMILKMY», @ came: YHidikaLlis npoBeAeHHs
TEeCTyBaHHs 3a JaHMMK noka3Hukamu (Metog BEPX) BignosigHo oo
USP. KpuTepii npunHATHOCTI He 3MiHnnucs; 3aMiim |l Tuny - 3miHn 3
sikocTi. A®l. BupobHMuTBO (iHLWi 3MiHW) - foAaBaHHs 40
crneundikauii A®I koHTponto po3umHHuka 1 knacy beHseH
241. TPUTTIKO XR TabneTtkn, BKpUTI AsieHge ITanisa Asienge Kimike ITanis BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/15577/01/01
NniBKOBOIO Kimike PiyHiTe AHxeniHi 3MiHu Il Tuny - 3MiHa BUPOGHWKa BUXiOHOMO/MPOMIXKHOTO peuyenmom
06onoHKoto, PiyHiTe ®paHyecko NPOAYKTYy/peareHTy, WO BUKOPUCTOBYIOTLCS Y BUPOOHNYOMY
NPOJSIOHIOBAHOI Aji AHXeniHi AKP.A®. C.nA. npoueci A®l, abo 3miHa BUpoGHMKa (BKItoYaoum, Ae HeobXxiaHo,
no 150 mr no 10 dpaHyecko Micue npoBeaeHHs KoHTpornto sikocTi) APl (3a BigcyTHOCTI
Tabnetok y 6nictepi; | AK.P.A.®. cepTudikaTta BignoBigHOCTI €Bponencokin hapmakonei y
no 1 abo no 2, abo C.n.A. 3aTBEPAKEHOMY [IOCbE) - 3a3HAYEHHS AeTarnbHOI iHbopmaLii wogo
no 3 6nictepu B 30BHILLHIX BUPOGHWMKIB NpoMixHOi cnonyku 1,2,4-Triazol-[4,3-a]
KapTOHHI ynakosLyj; pyridine-3-(2H)-one (AF1074), W0 BUKOPUCTOBYETLCA AK
no 7 Tabnetok y NPOMiXKHUIA NPoAyKT y BupobHuuTtei A®| TpasogoHy rigpoxnopug
6nictepi; no 2 abo
no 4 6nictepun y
KapTOHHI ynakoBsL,i
242. TPUTTIKO XR TabneTku, BKPUTI AsieHge ITania AsieHge Kimike ITanis BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: 3a UA/15577/01/02
NMiBKOBOIO Kimike PiyHiTe ArxeniHi 3MiHu Il Tuny - 3MiHa BUPOGHMKa BUXIQHOTO/MPOMIKHOIO peuenmom
o6onoHKoto, PiyHiTe ®paHyecko NPOAYKTYy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOBHUYOMY
NPOSOHIroBaHoI Aji AHXeniHi AKP.A®. C.nA. npoueci A®l, abo 3miHa BUpobHuka (BKnoYarun, ae HeobxigHo,
no 300 mr no 10 PpaHyecko MicLe npoBefeHHs KoHTporio skocTi) APl (3a BigcyTHOCTI
Tabnetok y 6nictepi; | A.K.P.A.®. cepTudikaTa BignoBigHoCTI EBponeiichbkin dapmakonei y
no 1 a6o no 2, aéo C.nA. 3aTBEpAXEHOMY [OCbE) - 3a3HaYeHHS AeTanbHoI iHhbopmaLii Wwoago

no 3 6nictepu B

30BHILLUHIX BUPOGHWMKIB MpoMixkHOi cnonyku 1,2,4-Triazol-[4,3-a]
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KapTOHHI# ynakoBLi; pyridine-3-(2H)-one (AF1074), w0 BUKOPUCTOBYETLCSA 5K
no 7 Tabnetok y NPOMiXXHUIA NPoAYKT y BupobHuuTtei A®I TpasogoHy rigpoxnopug
6nicrepi; no 2 abo
no 4 6nictepu y
KapTOHHIiN ynakoBLi
243. TYNIN® TabneTtku, BKpUTI CaHpo3 CnoBeHis Jlek CnoBeHis BHECEHHS 3MiH A0 peecTpaLinHux MmaTepianis: 3MiHu | Tuny - 3miHn 3a UA/9142/01/01
NNiBKOBOIO dapmacsbio dapmaLeBTUYHa wono 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsigy. BeeaeHHs abo peuenmom
obornoHkot, no 10 Tikan3 a.a. KOMMaHis A4.4a. 3MiHM A0 y3aranbHEeHUX AaHuX Npo cuctemy dapmakoHarnsay
mr no 10 TabneTok y (BBEOEHHS y3aranbHeHUX AaHuX Npo cucTemy dapmakoHarnsay,
6nicTepi; no 3 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
6nictepu B dapmakoHarnsgy; KOHTakTHOI ocobu 3 chapmakoHarnsgy 3asBHUKa
KapTOHHI kopoobLli AN 30iNcHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiMiHHa
Bil yNnoBHOBaXeHOi ocobu, BiANoBiganbHoi 3a 3aiiCHEHHS
dapmakoHarnagy (BKIoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMun papmakoHarnsgy) - 3MiHa
KOHTaKTHUX JaHuX YNOBHOBaXeHOI 0cobu 3asiBHWKa Ans
3[iicHeHHs hapMakoHarnsay. 3miHa Micust 3aiCHEHHS OCHOBHOT
OisnbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-canna
244, TYNIN® TabneTkn, BKpUTI CaHpos CnoseHis Jlex CnoBeHis BHECEHHS 3MiH 40 peecTpaLinHmx maTepianis: 3MiHu | Tuny - 3miHn 3a UA/9142/01/02
NiBKOBOKO dapmacbto dapmareBTUYHa wopno 6esnekn/edpekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo peuenmom
obonoHkoto, no 20 Tikana a.a. KoMMaHis A.4. 3MiHM [0 y3aranbHeHVX AaHnxX Npo cuctemy apmakoHarnagy
mr no 10 TabneTok y (BBeAEHHS y3aranbHEHUX AaHUX NPO cucTtemy dapmakoHarnsagy,
6nicrepi; no 3 3MiHa yNOBHOBa)eHOi 0cobWu, BigNOBIganbHoi 3a 34iMCHEHHS
Gnictepu B dapmakoHarnsigy; KOHTakTHoI ocobu 3 chapmakoHarnsgy 3asiBHUKa
KapTOHHi kopobuli ONs 30incHeHHs1 chapmakoHarnsaay B YKpaiHi, KLU0 BOHa BigMiHHA
BiJ yNMOBHOBa)eHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
apmakoHarnsigy (Bkovakoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-darina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHUX JaHMX YNIOBHOBaXKEHOT 0COOU 3asiBHUKA Ansi
3pificHeHHst hapMakoHarnsgy. 3miHa micust 3aiNCHEHHS OCHOBHOI
[isnbHOCTI 3 papmakoHarnsgy. 3miHa agpecu mactep-canna
245. TYNIN® TabneTtkn, BKpUTI CaHpo3 CnoBeHis Tek CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiHux maTepianis: 3miHu | Tuny - 3MiHn 3a UA/9142/01/03
nniBKOBOKO dapmacbto dapmaueBTnyHa wopno 6e3nekn/edpeKkTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuyenmom
obonoHkot, no 40 Tikan3 a.a. KOMMaHis A4.4. 3MiHW A0 y3aranbHeHUX AaHuX Npo cuctemy dapmakoHarnsgy
mr no 10 TabneTok y (BBEOEHHS y3aranbHeHUX AaHuX Npo cucTemMy dapmakoHarnsay,
Gnictepi; no 3 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBIAanbHOI 3a 3aiCHEHHS
6nictepu B dapmakoHarnsgy; KOHTakTHOI ocobu 3 chapmakoHarnsgy 3asBHUKa
KapTOHHi kopoobLli ONs 30iNcHeHHs1 chapmakoHarnsaay B YKpaiHi, KLU0 BOHa BigMiHHA
Bil ynoBHOBaxeHOi ocobu, BiAnoBiganbHoi 3a 3aiiCHEHHS
dapmakoHarnagy (BKoYaymn KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLeHHi MacTep-ghaiina cucteMun papmakoHarnsgy) - 3MiHa
KOHTaKTHUX JaHuX YNOBHOBaXeHO! 0cobu 3asiBHMKa Ans
3[iicHeHHs hapMakoHarnsgy. 3miHa Micusi 3aiCHEHHS OCHOBHOT
AisnbHOCTI 3 dhapmakoHarnsgy. 3MiHa agpecy Mactep-danna
246. DAPMA3ONIH® cnpen HasanbHUM, MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS! 3MiH 4O peecTpauiiHux maTtepianis: be3 UA/15996/01/01
3 M'ATOI0 TA po3uuH, 1 mr/mMn no "®apmak” 3MiHM | TUMY — BBEAEHHS anbTepHaTUBHOrO BMpobHuka MAT peuenma
EBKANINTOM 10 mn y cpnakoHi; no «Map’sHiBCcbKuiA ckno3aBog», YKpaiHa NepBUHHOIO NakKyBaHHs!
1 donakoHi y nayui roToBOro fnikapcbkoro 3acoby — donakoHiB 3i ckna (Il rigponiTnyHuiA
knac) no 10 mn
247. PEMOCTOH® TabneTku, BKpUTI A66oTT HinepnaHg A66OTT HioepnaH BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/4836/01/01
NniBKOBOKO Xenckea 7] Bionogxikan3s b.B. an 3MiHu | Tuny - 3MmiHK Wwopo 6esnekn/edeKTUBHOCTI Ta peuenmom

060510HKO, Mo 1 Mr

Mpogaktc

dapmakoHarnagy. BeegeHHst abo 3miHM [0 y3aranbHEHUX OaHWX
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+ TabneTku, BKPUTI B.B. npo cuctemy dapMakoHarnsagy (BBe4eHHs y3aranbHeHUX 4aHnx
NNiBKOBOIO npo cuctemy dapMakoHarnsagy, 3MiHa yrnoBHOBaXXeHOI ocobu,
o6onoHkoto, no 1 mr/ BiANOBiAanbHOI 3a 3AiNCHEHHS hapMakoHarnsay; KOHTaKTHOT
10 Mr; KOmGi- ocobu 3 papMakoHarnsay 3asBHWUKa AN 3AINCHEHHS
ynakoBka Ne 28 dapmakoHarnsgy B YKpaiHi, SKLWO BOHa BigMiHHA Bif,
(28x1); Ne 56 (28x2); YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iNCHEHHS!
Ne 84 (28x3): 14 apmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
TabneTok, BKpUTHX po3MmilLeHHi MacTep-gaiina cuctemmn papmakoHarnsgy) - 3MiHa
NniBKOBOIO yrnoBHOBaXkeHoi ocobu 3asiBHMKa, BiAMoBiAanbHOI 3a 34iCHEHHS
obonoHkot, Ginoro dapmakoHarnagy. lNponoHosaHa peaakuis: Dr. Monica
koneopy no 1 mr + Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
14 TabneTok, 3MiHa KOHTaKTHOI 0CObU 3asiBHUKA ANS 34iCHEHHS
BKPUTUX NMIBKOBOIO dapmakoHarnagy B YkpaiHi. [ponoHoBaHa pegakuis: Kidim Onbra
06onoHKoto, ciporo €BreHiBHa.
koneopy no 1 mr/10 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOi 0cobu 3asBHIKa,
Mr y 6nictepi; no 1 BiANoBiAanbHOI 3a 34iNcCHeHHa bapmakoHarnsagy. 3MiHa
abo 2, abo 3 KOHTaKTHUX JaHWX KOHTaKTHOI 0CObu 3asiBHMKa ANs 3A4iINCHEHHS
onictepu B kopobui hapmMakoHarnsgy B YkpaiHi
248. | ®PEMOCTOH® TabneTku, BKpUTI ABGOTT Higepnang ABGOTT Hinepnan BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/4836/01/02
NiBKOBOKO Xenckea ] Bionogxikans B.B. an 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/ePeKTUBHOCTI Ta peuenmom
06010HKOI0, MO 2 Mr MpopakTc hapmakoHarnsay. BeegerHa abo 3amiHM [o y3aranbHEeHUX AaHuX
+ TabneTku, BKPUTI B.B. npo cuctemy dapMakoHarnsagy (BBe4eHHs y3aranbHeHUX 4aHnx
NniBKOBOO npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoi ocobw,
060noHKoto, no 2 mr/ BiANOBiAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTakTHoT
10 ™mr; KOmGi- ocobu 3 papMakoHarnsay 3asBHUKa AN 3AINCHEHHS
ynakoBka Ne 28 dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Big,
(28x1); Ne 56 (28x2); YNOBHOBaXeHOi 0cobu, BignoBiganbHoi 3a 34iCHEHHSI
Ne 84 (28x3): 14 apmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
TabneTok, BKpUTMX po3MmilLeHHi MacTep-dhaiina cuctemmn papmakoHarnsgy) - 3MiHa
NniBKOBOKO yrnoBHOBaXkeHoi ocobu 3asiBHMKa, BiAMoBiAanbHOI 3a 34iiCHEHHS
060noHKOoM, dapmakoHarnagy. lNponoHoBaHa peaakuis: Dr. Monica
LiernsHo-4epBOHOro Buchberger, Pharm. PhD / ip. MoHika Byx6eprep, Pharm. PhD.
KOnbopy no 2 mr + 3MiHa KOHTaKTHOI 0cobu 3asBHUKA ANS 30iINCHEHHS
14 TabneTox, dapmakoHarnagy B YkpaiHi. [MponoHoBaHa pegakuis: Kisim Onbra
BKPUTUX MITiBKOBOIO €BreHiBHa.
060n0oHKOoI0, 3MiHa KOHTaKTHWUX AaHUX YNOBHOBaXXEHOT 0cobu 3asiBHYKa,
)KOBTOrO KOMbOpy No BiANOBIAanbHOI 3a 34iNcHeHHa bapmakoHarnsgy. 3MiHa
2 mr/10 mry KOHTaKTHUX AaHUX KOHTaKTHOI 0cobU 3asiBHUKA ANs 30INCHEHHS
6nictepi; no 1 abo 2, dapmMakoHarnagy B YkpaiHi
abo 3 6nictepu B
KopoOui
249. PEMOCTOH® TabneTku, BKPUTI A66oTT HinepnaHpg, A66oTT HioepnaH BHECEeHHS1 3MiH [0 peecTpaLiiHux maTepianis: 3a UA/4837/01/01
KOHTI NniBKOBOKO Xenckea 7] Bionogxikan3s b.B. an 3MiHu | Tuny - 3miHn wopo 6esnekn/edPeKTUBHOCTI Ta peuenmom
obornoHkoto, no 1 mr/ | TNpopgakrc dapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3aranbHEHUX faHux
5 mr no 28 tabnetok B.B. npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3aranbHEeHUX AaHnX

y 6nictepi; no 1 abo
2, abo 3 bnictepu B
Kopobui

npo cuctemy apMakoHarnsagy, 3MiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAanNbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa AN 34INCHEHHS
dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHaA Big,
YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iNCHEHHSA
apmakoHarnsigy (BkIovakoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-gavina cuctemu papmakoHarnsgy) - 3miHa
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yrnoBHOBaXKeHOi ocobu 3asiBHUKa, BiAMNOBIiAaNbHOI 3a 34iiCHEHHS
dapmakoHarnsgy. MNponoHosaHa pegakuis: Dr. Monica
Buchberger, Pharm. PhD / Ap. MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOI 0cobu 3aABHUKa ANS 30iNCHEHHS
apmakoHarnsgy B YkpaiHi. NponoHosaHa peaakuis: Kisim Onbra
€BreHiBHa.
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXeEHOi 0cobu 3asiBHIKA,
BiANOBiAanbHOI 3a 3AiNCHeHHNA hapmakoHarnagy. 3MiHa
KOHTaKTHUX AAHWX KOHTAKTHOI 0CObW 3asBHWMKa ANS 34iINCHEHHS
dapmakoHarnsay B YkpaiHi
250. | ®NNEBOTOH renb2% no40ry AT Bonrapis BMPOGHMLITBO Bonrapis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: bes UA/0747/01/01
Ty6i; no 1 Ty6i B "Codhapma Hepo3dacoBaHol 3MiHu | TNy - BBeAeHHsi HoBoro BupobHuka A®I TpokcepyTuH peuenma
KapTOHHIW nayui " npoaykuii, PCAS, ®paHuis 3 nogaHHsm Hosoro Ceptudikata R1-CEP 2005-
nepBuHHa Ta 263-Rev 02
BTOPWHHA
ynakoBka: AT
"Codhapma",
Bonrapis; nossin
Ha BUMYCK cepii:
AT "Codpapma”,
Bonrapisa
251. onyimyuun pO34MH Ang iH'ekuin, 3amboH ITania 3amboH C.M.A. ITanisa BHECEHHS 3MiH [0 peecTpaLiiH1X maTepianis: 3miHu | Tuny - 3a UA/8504/01/01
100 mr/mni no 3 mn B C.IN.A. AamiHicTpaTuBHi 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu peuenmom
amnyni; no 5 amnyn 3asiBHUKA (BNacHuKa peecTpauiiHoro noceigveHHs1) 3miHa agpecu
y NNacTUKoBOMY 3asBHUKA
nigaoHI B KAPTOHHIN
nayui
252. | ®IYOKCETUH TabneTkun, BKpUTI ToBapucTs Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/8591/01/01
obornoHkot, no 20 03 BMPOGHMLTBA, 3MiHM | TNy - BBEAEHHS JOAATKOBOrO PO3Mipy cepii roToBOro peuernmom
mr; no 10 TabneTtok obmexeHo KOHTPOIb SIKOCTI, nikapcbKkoro 3acoby Ans 3aTBepAXXEHOI AinbHUL BUPOGHMLUTBA
B Gnictepi; no 1 abo 10 BMNYCK cepil: ToBapucTBo 3 06MexeHoto BianoBiaanbHiCTO "®apMauesTnyHa
no 2 6nictepu B Bignosigan ToBapucTBo 3 KomnaHis "3gopos'a”, YkpaiHa. NponoHoBaHa peaakuisi: BupobHuk
nayui 3 KapToHy bHICTIO obMexeHow ToBapucTBO 3 0OMEXeHO0 BignosiganbHicTio "®apmaueBTnyHa
"NocnigHn BiANoBIAanbHICTIO komnaHis "3gopos'a”, Ykpaina, Liex M13. Poamip cepii cknagae: 13,
1 3aBof "[NocnigHun 3aBof 770 kr (2,700 Tuc. yn.)-Ne 20 (10x2) y 6nictepi B nayui; 13, 770 kr
"rHync" "rHUnc, (5,400 Tuc. yn.) - Ne 10 (10x1) y 6nictepi B nayui. JogaTkosuit
YKpaiHa; BCi cTagii po3amip cepii cknagae: 21,420 kr (4,200 Tuc. yn.) - Ne 20 (10x2) y
BMPOGHMLTBA, 6nictepi B nayuji; 21,420 kr (8,400 Tuc. yn.) - Ne 10 (10x1) y
KOHTPOIb SIKOCTI, 6nicTepi B nayui
BMNYCK cepil:
ToBapucTBo 3
obmexeHor
BignNoBiganbHICTO
"®apmaueBTnyHa
KOMnaHis
"3popos's",
YKpaiHa
253. ®OKYCUH® Kancynu teepgai 3 TOB YkpaiHa C.C. «3eHTiBa PymyHis BHECEHHS 3MiH 0O peecTpaLiiHuX maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/3876/01/01
mMoaundikoBaHUM "CaHodi- C.A» 3 aKocTi. [oToBMI nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peuernmom
BUBINIbHEHHAM NO ABeHTIC iMnopTepa/aMiHu, L0 CTOCYIOTBCS BUMYCKY Cepii Ta KOHTPOIo
0,4 mr Ne 30 (10x3), YkpaiHa" AIKOCTi FOTOBOTO Nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs

Ne 90 (10x9): no 10

BMPOGHMKA, Lo BigNoOBIAaE 3a BBe3eHHs Ta/abo BMNycK cepii) -
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kancyn y 6nictepi;
no 3 abono 9
Gnictepis B
KapTOHHi kopobuli;
Ne 30 (15x2), Ne 90
(15x6): no 15 kancyn
y 6nicTepi; no 2 abo
no 6 Gnictepis B
KapTOHHIN kopoobLli

Bkntoyaroun KoHTponb/BUNpobyBaHHS cepii - 3amiHa BUpOGHYKa,
LLIO BiAMOBIAA€E 3a BUMYCK Cepii - BKMOYaum
KOHTpOnb/BMNpobyBaHHSA cepii (BBeaeHHs 3MiH npoTarom 6-Tn
MicaLiB nicna 3aTBepAXXeHHs1); 3MiHu | Tuny - 3MiHW 3 SKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHM y BUpobHuUTBI. 3amiHa abo
BBEAEHHS JOAATKOBOI AiNbHULI BUPOOHMLTBA ANS YacTuHM abo
BCbOro BUPOOHMYOro NpoLecy rotToBoro nikapcbkoro 3acoby
(BinbHUUS AN BTOPUHHOIO NakyBaHHS) - 3amiHa AinbHuLI
BMPOOHMLTBA ANt BTOPUHHOMO NakyBaHHA (BBegeHHs 3MiH
NPOTArom 6-Tv MicsILiB Nicnsi 3aTBEPOXKEHHS); 3MiHU | TUny - 3MiHK
3 gKkocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHn y BUPOGHMLTBI. 3amiHa
abo BBeAeHHs1 40AATKOBOI AiNbHULI BUPOBHMLTBA ANS YacTUHU
abo BcbOro BMpOGHMYOro NpoLiecy roToBOroO MikapCbkoro 3acoby
(BiNbHUUS AN NEPBMHHOIO MaKyBaHHSA) - 3aMiHa OinbHULL
BMPOBHMLITBA ANS NEPBUHHOIO NakyBaHHA (BBeaeHHs 3miH
NPOTArom 6-Tu MicsILiB Nicnsi 3aTBEPOXKEHHS); 3MiHU | TUny - 3MiHK
3 gKkocTi. [oToBMIA Nikapcbkuii 3aci6. 3MiHn y BUPOGHMLTBI. 3amiHa
abo BBeAeHHs1 40AATKOBOI AiNbHULI BUPOBHMLTBA ANS YacTUHU
abo BcbOro BMpOGHMYOro NpoLiecy roToBOro MikapCbkoro 3acoby
(ainbHUUS, Ha KM NpoBOAATLCS Oyab-AKki BUPOOHUYI cTagil, 3a
BUHSATKOM BUMYCKY CEpili, KOHTPOMIO AKOCTi, NEPBUHHOIO Ta
BTOPVHHOIO NakyBaHHS, NS HECTePUNbHUX NiKapCbKUX 3acobis)
BBeneHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPAXEHHS; 3MiHW
| Tuny - 3miHn 3 sikocTi. FoTOBMI Nikapcbkmi 3acib. 3miHn y
BMPOGHMLTBI. 3MiHa po3mipy cepii (Bknoyar4m dianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbLeHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPAXXEHMM PO3MipoM) - 36inbLUEHHS po3mipy
cepii ['113: 3atBepaxeHo: 1 000 000 capsules, 600 000 capsules,
300 000 capsules; 3anponoHoBaHo: 245.181 kg (as solids), (1 333
000 capsules), 122.679 kg (as solid), (667 000 capsules), 367.860
kg (as solid), (2 000 000 capsules). BeegeHHst 3MiH NpoTAroM 6-mu
MiCALB Nicns 3aTBEPAXKEHHS; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHKM y BUpoBHUUTBI. 3MiHM ¥ npoueci
BMPOOHMLTBA rOTOBOrO MikapCbKoro 3acoby, BKOYaoum
NPOMKHWUIA NMPOAYKT, LLIO 3aCTOCOBYETLCS NPV BUPOOHMLITBI
roToBOro fnikapcbkoro 3acoby (HeaHavyHa 3MiHa y npoueci
BMPOBHMLTBA)- Y 3B'A3KY 3i 3MiHOK CKknagy AOMNOMIKHUX PEYOBUH,
3MiHWN 4O NEepiOANYHOCTI KOHTPOIIO NOKa3HUKIB SKOCTI Nig Yac
BMpOGHMYoro npouecy (BeeaeHHs 3MiH NpoTarom 6-Tv micsuiB
nicns 3aTBepXeHHs); 3MiHu | Tuny - 3MiHu 3 skocTi. FoToBU
nikapcbkuii 3aci6. Cuctema KOHTeNnHep/3aKynoproBarnbHUA 3acid.
3MiHa y NepBUHHII ynakoBLi roTOBOro fikapcbkoro 3acoby (Tun
KOHTelHepa abo AogaBaHHs HOBOrO KOHTeHepa) - TBepdi, M'siki Ta
HeCTepunbHi pidki nikapcbki dopmm - 3MiHa TNy KOHTeNHepa y
nepBuHHiI ynakosui M13. BBegeHHst 3amMiH npoTsarom 6-Tv micsauis
nicns 3aTBepAXeHHs; 3MiHun | Tuny - 3miHn 3 akocTi. FoToBun
nikapcbkui 3aci6. Onuc Ta cknag. 3miHa hopmm abo poamipis
nikapcbkoi hopMu (TabneTku 3 HeraHUM BUBINIbHEHHSAM, Kancynu,
cynosuTopii Ta necapii) - 3miHa dhopmu abo po3mipis nikapcbkoi
dopmu J13 3 kancyn TBepAMX XenaTUHOBKX Ha fikapCbkuii 3acib y
dopmi kancyn (BeegeHHst 3mMiH npoTarom 6-T MicauUiB nicns
3aTBEPAXKEHHS); 3MiHM | TMNy - 3MiHM 3 AKOCTi. FTOTOBMI NiKapPCbKUIN
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3aci6. KoHTporb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOTO JiKapCbKOro
3acoby (BHECEHHS 3MiH Y OCbE ANSA NpUBEAEHHS Y BiANOBIAHICTb
0o 3aranbHoi ctaTTi 2.9.40 «OgHOopIgHICTE 4O30BaHNX OANHULb»
[OodY/EBponericbkoi hapmakonei 3amiCTb 3aTBEPAKEHUX 3ararnbHUX
craten 2.9.5 «OgHopigHicTb Macuy Ta/abo 2.9.6 «OgHopiaHICTb
[o3uny) - NMpueeaeHHs po3sginy «OQHOPOAHOCTb A03UPOBAHUX
eavHnl. OQHOPOAHOCTL CoAePXKaHWsA» Y BiANOBIQHICTL 4O BUMOT
fitoyoro BuaaHHa EP (BBeneHHs 3miH npoTarom 6-tu micsiuis nicns
3aTBEPAXEHHS; 3MiHW | TUNYy - 3MiHU 3 AKOCTI. FOTOBUIA NikapCbKUi
3acib. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
BMMNPOOYBaHHA rOTOBOrO Mikapcbkoro 3acoby (Hes3HayHa 3miHa y
3aTBEpAXEeHNX MeToAax BUNpobyBaHHS) - 3MiHa y MeTodax
koHTpornito 13 3a posginamu: «laeHTudikauisi» (yTOYHEHHS Ta
He3HayHi 3MiHn fo MeTogiB BEPX, Y®-cnekTpu; BUny4eHHs
ineHTUdikauii 6apeHukiB a3opy6iH (E 122), cuHiin nateHToBaHUn V
(E 131)); «KinbkicHe BU3Ha4YeHHA» (QOMOBHEHHS Ta pefaKLUinHi
npaeku); 3MiHU MeToAWK 3a po3ginamu: « CynpoBifHi AOMILLKMY;
«PO34nmHeHHs».

BBeneHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPAXEHHS; 3MiHW
| Tuny - 3miHK 3 akocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro fikapcbkoro 3acoby. 3miHa napameTpis cneumdikauin Ta/
abo fonyCTMMUX MeX roTOBOrO fikapcbkoro 3acoby (BUnyyYeHHs
He3Ha4HOro MokKasHWKa (Hanpuknag, 3acTapinoro NokasHuka, Takoro
sk 3anax Ta cMmak, abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
no6aBok)) - BunyyeHHs 3 cneyudpikadii 113 He3Ha4YHMX NOKa3HMKIB
— «lpeHTndikauis. bapsHukn asopybiH (E 122), cuHin
nateHtoBaHun V (E 131) BBegeHHs 3MiH NpoTsirom 6-Tu Mmicauis
nicnsa 3aTBepMXEHHS; 3MiHuM | Tuny - 3miHn 3 akocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB creundikauii Ta/abo AoNyCTUMMX MEX FOTOBOrO
nikapcbKoro 3acoby (AONOBHEHHS crieumdikaLii HOBMM NOKa3HUKOM
3 BiANOBIAHUM MeTOAOM BUNPOOYyBaHHS) - [lonoBHEHHS
cneumnadikauii 13 HoBMMM Noka3HMKaMK 3 BigNoBIgHMMU MeTOAaMM
BMNpobyBaHHA: «CpeaHsas macca CoaepXaHns Kancynbly,
«PacnapgaemocTb», «ConyTcTBylOLME NPUMECH — NPOJYKTbI
pacnaga HAuBMAYanbHO (B TeYeHMe cpoka XpaHeHus) BBeaeHHs
3MiH NPOTAroM 6-TK MicAUB NiCnsa 3aTBEPAXEHHS; 3MiHuM | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3acib. Cucrtema
KOHTeWHep/3aKkynoptoBanbHuii 3aci6. 3MiHa po3mipy ynakoBku
roTOBOro MikapcbKkoro 3acoby (3MiHa KinbKOCTi 0AMHNLL (Hanpuknag
TabneTok, amnyn ToLlo) B ynakoBLi:) - 3miHa y Aiana3oHi
3aTBEPAXEHMX PO3MIpIB YNakoBKu - BBeAeHHs 3MiH NpoTSArom 6-1u
MicaLiB nicnsa 3aTBepAXeHHs!; 3MiHu |l Tuny - 3MiHK 3 AKOCTi.
oToBMI nikapcbkui 3acib. Onuc Ta cknag. 3miHa y cknagi
(BOMOMIXKHMX pEeYOBMHAX) FOTOBOrO NikapCbkoro 3acoby (iHLwi
AOMOMDKHI pe4oBMHM) - 3MiHa, Ska NiATBEPAXYETbCA
OOChifKeHHAMU 3 BioeKBiBaneHTHOCTI -

BBegeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPAXEHHS; 3MiHW
Il Tvny - 3miHn 3 gkocTi. FoToBUIA Nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOBMNEHMX Y cneumdikauisx, nig Yac BMpo6HULTBA rOTOBOro
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nikapcbKkoro 3acoby (Po3LWMpPEHHS 3aTBEPAXEHUX AOMYCTUMMX MEX
Ans MOKa3HWKIB, SKi MOXYTb MaTu iCTOTHUIA BNIVB Ha 3aranbHy
SIKICTb FOTOBOTO NiKapCbKoro 3acofy) - Po3LuMpeHHs 3aTBepAXKEHNX
OOMyCTUMMX MeX, BCTAHOBMEHNX y cneundikauisx, nig vyac
BupobHuuTBa M3 ansa nokasHuka «Dissolution of tamsulosin HCI-
Control of intermediates» - 3aTBepaxeHo: (3a 60 xB. max 5%);
3anpornoHoBaHo: (3a 60 xB. max 10%). BeBegeHHs amiH npoTtsarom 6-
TW MicAUiB Nicnsa 3aTBepAXeHHS; 3MiHu || Tuny - 3miHn 3 akocTi.
["oToBUI Nikapcbkuit 3aci6. KOHTPOMb rOTOBOro Nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauinn Ta/abo onycTUMUX MEX
roTOBOrO MikapCbKOro 3acoby (3miHa 3HaxoauTbCA nosa
3aTBEPAXEHUMM AOMYCTUMUMU MexaMm creumdikauin) - 3miHu oo
cneundikauii T3 (BBegeHHs 3MiH npoTaroM 6-Tu micsauis nicns
3aTBEPAXEHHS)
254. POCPOPAN rpaHynv ans MPOPAPM ManbTta JlabiaHa Icnanis BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/13238/01/01
oparnbHOro po3yunHy, A dapmacbloTikanc, 3MiHuM | TUNY - NOgaHHSA OHOBIEHOrO cepTudikaTa Bi4NOBIAHOCTI peuenmom
3r/naketT; no 8ry IHTepHeLUH C.J.y. €sponevicbkin dapmakonei Ne RO-CEP 2012-265-Rev 02 ans
nakeTi; no 1 nakety n Lit0Y0i pevyoBMHM Bif BXe 3aTBEepAXEHOro BUPOOHMKA, sIK HACMigoK
Y KapTOHHIM nayui Tpenguxr BBEEHHSI HOBOI BUPOGHMYOT AinbHUL
JliviTen
255. XYMOOAP® b cycneHsis ans MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/1155/01/01
100P iH'ekuin, 100 MO/mn BUPOBHMUT BMPOOHULTBY 3MiHu | Tuny - 3miHn wopo 6esnekn/edPeKTNBHOCTI Ta peuenmom
no3mny BY iHcyniHiB "[HOAP" dapmakoHarnagy. BeegeHHs abo 3amiHuM [0 y3aranbHEHUX gaHMX
KapTpuaxi; no 3 abo iHCyniHIB npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3ararnbHeHUX AaHnX
no 5 kapTpugxis y "IHOAP" npo cuctemy apMakoHarnsgy, 3MmiHa ynoBHOBaXXeHOI ocobu,
nayui 3 KapToHy; No BiANOBIAanbHOI 3a 34iNCHEHHA bapMakoHarnagy; KOHTaKTHOI
10 mn y dprakoHi; no ocobu 3 hapmakoHarnsgy 3asiBHUKa AN 34INCHEHHS
1 donakoHy B nauyui 3 dapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa Big,
KapToHy; No 5 mn'y YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iNCHEHHS
cnakoHi; no 1 abo apmakoHarnsigy (Bkovakoum KOHTaKTHI AaHi) Ta/abo 3MiHn y
no 5 cnakoHiB y po3MilleHHi MacTep-garina cuctemu papmakoHarnsgy) - 3miHa
nayui 3 KapTOHy YNOBHOBaXeHOi 0cobu, BignosiganesHoi 3a hapMakoHarnsag,.
[MponoHoBaHa pegakuis — NMoHomapyyk HiHenb AMuTpiBHa
256. | XYMO[OAP® K25 cycneHsisa ans MpAT "TMo Ykpaina MpAT "TMo YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis: 3a UA/1533/01/01
100P iH'ekuin, 100 MO/mn BUPOBHMUT BMPOOHULITBY 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/ePeKTUBHOCTI Ta peuenmom
no3mny BY iHcyniHis "IHOAP" apmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHEHUX faHux
kapTpuaxi; no 3 abo iHCyniHiB npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
no 5 kapTpuagxis y "IHOAP" npo cuctemy apMakoHarnsgy, 3MiHa ynoBHOBaXXeHOI ocobu,
nayui 3 KapToHy; No BiANOBIAanbHOI 3a 34iNCHEHHA bapmakoHarnagy; KOHTakTHOI
5 mn y cpnakoni; no ocobu 3 hapmakoHarnagy 3asBHVKa ANS 3AIMCHEHHS
1 abo no 5 dnakoHiB dapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Big,
y nayi 3 KapToHy; YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34ilCHEHHSsI
no 10 mn y dpnakoHi; dapmakoHarnsagy (BKoYaoyy KOHTaKTHI AaHi) Ta/abo 3miHn y
no 1 cornakoHy B po3MiLLeHHI MacTep-garina cucteMmu papmakoHarnsgy) - 3miHa
nayui 3 KapToHy yrnoBHoOBaxeHoT ocobu, BignoBiganebHoi 3a dpapmakoHarnsg.
lMponoHoBaHa pepakLis — NoHomapyyk HiHenb AmuTpiBHa
257. XYMOOAP® P PO34MH ans iH'ekuin, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/1232/01/01
100P 100 MO/mn no 3 mn BUPOGHMUT BMPOBHMLTBY 3MiHu | Tuny - 3MiHK Wwopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
y KapTpuaxi; no 3 BY iHcyninis "IHOAP" dapmakoHarnsgy. BeegeHHs abo 3miHM [0 y3aranbHEHUX aHux
abo no 5 iHCYyniHIB npo cvuctemy chapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
KapTpuoxis y navui "IHOAP" npo cucteMy chapmakoHarnsigy, 3mMiHa ynoBHoBaxeHoi ocobu,

3 KapToHy; no 10 mn

BiANOBiAanbHOI 3a 3AiNCHEHHA bapmakoHarnagy; KOHTakTHoOl
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Ne Haszea ®Popma surnycky 3asisHUK KpaiHa BupobHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/n JNiKapcbKo20 eionycky peecmpauyitiHo20
3acoby noceid4yeHHs1
y chnakoHi; no 1 ocobu 3 papMakoHarnsay 3asBHVUKa AN 3AINCHEHHS
dnakoHy B nayi 3 dapmakoHarnsgy B YKpaiHi, SKLWO BOHa BigMiHHA Bif,
KapToHy; Mo 5 mny YNOBHOBaXeHOi 0cobu, BiaNoBiganbHoi 3a 34iNCHEHHS!
chnakoHi; no 1 abo apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
no 5 drakoHis y po3MmilLeHHi MacTep-daiina cuctemmn papmakoHarnsgy) - 3MiHa
nayui 3 KapToHy yrnoBHOBaxkeHoi ocobu, BianoBiganeHoi 3a dhapmakoHarnsg.
[ponoHoBaHa pegakuis — NMNoHomapyyk HiHenb OMuTpiBHa
258. LUINOCTA30N MOPOLLOK AT YkpaiHa meHmapk IHAisa BHECEHHS 3MiH IO peecTpauinHux maTepianis: 3miHu | Tuny - - UA/12892/01/01
(cybeTaHuis) y "KMUIBCbK PapmaveyTikan AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHs Ta/abo agpecu
nakeTax noaBifHMX nn NimiTen 3asBHMKA (BnacHWKa peecTpauinHoro noceigvyeHHs) 3miHa
nonieTueHoBmX BITAMIHH HallMeHyBaHHS 3asiBHMKa. BBeAeHHS 3MiH npoTarom 6-Tn micauis
ons nn nicns 3aTBEPOXKEHHS
hapmMaLeBTUYHOTO 3ABOLO"
3aCTOCyBaHHA
259. UMHHAPU3UH TabneTtku no 25 wr, NAT YkpaiHa Bupo6HuuTBO Bonrapis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3miHu | Tuny - 6e3 UA/10290/01/01
CODAPMA no 50 Tabnetok y "BitamiHn" Hepo3dacoBaHoi YkpaiHa AfmiHicTpaTUBHI 3MiHW. BunyyeHHs BUpOOHMYOI AinbHUL peuenma
6nicrepi; no 1 npoaykuii, (BKkntoyatoum ginbHULi ansa A®l, npomixkHoro npogykty abo
6nictepy y nepBUHHA roToBOrO fnikapcbkoro 3acoby, AinbHUL ANst NpoBedEeHHS
KapTOHHIW nauui ynakoBka abo nakyBaHHsi, BUpOOHWMKa, BignoBigansHOro 3a BUNyck cepin, micue
BMPOBHMUTBO 3a NpoBeAEeHHS KOHTPOJO cepii) abo nocTtavanbHUKa BUXiAHOMO
NMOBHWUM LMKIIOM: marepiany, peareHTy abo JONOMiXXHOT peYOBMHU (SIKLLO 3a3HaYeHo
AT "Codpapma”, y AOCbE) - BUINYyYEHHSA BUPOBHMYOT OinbHULL
Bonrapis;
BTopuHHa
ynakoBka, A03BiN
Ha BUMYCK cepii:
MAT "Bitaminn",
YkpaiHa
260. UMHHAPU3UH Tabnetku no 25 wr, MAT YkpaiHa AT "Codapma” Bonrapis BHECEHHS 3MiH O peecTpaLiiHux matepianis: 3MiHu | Tuny - - UA/12593/01/01
CODAPMA in bulk Ne 4000 "BiTamiHn" AaMiHicTpaTMBHI 3MiHW. BunyyeHHs BUPOGHWYOI AinbHUL
(50x80): mo 50 (Bkmtovatoun ainbHuui Ana A®I, npomixxHoro npoaykty abo
Tabnetok y 6nictepi; roTOBOrO fikapcbkoro 3acoby, AinbHUL ANs NpoBeAeHHS
no 80 6nicTepis B nakyBaHHs1, BUpoGHYKa, BignoBiganbHOro 3a BUMnyck cepiii, micue
noninponineHoBin nNpoBeAeHHs KOHTPOo cepii) abo nocTavanbHUKa BUXiAHOMO
kopoOui; in bulk Ne mMaTepiany, peareHTy abo JONOMKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO
4500 (50x90): no 50 Y LOCbE) - BUNYYEHHSI BUPOBHUYOI AinbHULI
Tabnetok y 6nicrepi;
no 90 6nicTepis B
noninponineHosin
KopoOui
261. LIMHXOKAIHY MOPOLLOK AT YkpaiHa "MIOHIP ArPO IHais BHECEHHS 3MiH 1O peecTpaLiinHux maTepianis: 3miHu | Tuny - - UA/14654/01/01
rigrPoxnoprPug KpucTaniyHmm abo "KNIBCbK IHOACTPI3 AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
(OUBYKAIHY KpucTanu N (PAPMACBIOTIK 3asiBHUKA (B/TaCHUKA PEECTPALLiIHOTO NOCBiAYeHHs) 3MiHa
rigpoxnoprua) (cybeTaHuis) y BITAMIHH AN OIBISIOH)" HallMeHyBaHHs 3asiBHMKa. BBedeHHs 3MiH npoTsrom 6-Tu micsuis
nakeTax noaBifHMxX nn nicns 3aTBepAXXeHHS
nonieTueHoBmx 3ABOAO"
ans
hapmaLeBTUYHOrO
3aCTOCyBaHHA
262. LUTO3AP® niodpiniszat gna Mdparizep CWA AkTagic ITanis ITanis BHECEeHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/4840/01/01
pO34MHy NS iH eKuin IHK C.n.A. 3MiHU | TUNY - BUNYYEHHS1 BUPOOHUYOI AinbHULI (BKNOYaoum peuenmom

no 1000 wr, 1

AinbHui ans A®I, npomixxHoro NpogykTy abo rotoBoro nikapcbkoro
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Ne
n/n

Haszea
JNiKapcbKo20
3acoby

®Popma surnycky

3asieHuK

KpaiHa

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
eionycky

Homep

peecmpauyitiHo20

noceid4yeHHs1

nakoH 3
nioginizatom y
KapTOHHIN kopoobLli

3acoby, AinbHULI ANS NPOBEAEHHS NakyBaHHS, BUPOOHYKa,

BiANOBIAANbHOro 3a BUMYCK CEpil, MiCLie NPOBEAEHHS KOHTPOMO

cepii) abo noctavanbHWKa BUXIQHOrO MaTepiany, peareHTy abo
[OMOMiXXHOI PEYOBVHM - BUNYYEHHS anbTepHaTUBHOIO BUPOGHMKA
Aitoyoi pevoBuHN umtapabiHy Euticals S.p.A., Itanis; 3aminm | Tuny -
BMAANeHHs 3 cneuudikauii BXiAHOrO KOHTPOIIO Ha AjtoYy peyvoBUHY
uutapabiHy iHdopmaLii Npo NPUIRHATTS pe3ynbTaTiB BUNpobyBaHHS

Ha nigcTaBi cepTudikaTy aHanisy HagaHoro BupobHukom Ad| 3a

nokasHukamun «BTparta npu BUCYLLYBaHHI» Ta «3anuiuku

PO3YMHHWMKIBY; 3MiHM |l TUNY - nogaHHa oHoBreHoro DMF Ha girouy
peyoBuUHY LuTapabiHy Big 3aTBepakeHoro BupobHuka Asahi Kasei

Finechem Co., Ltd, AAnoHis; 3anponoHoBaHo: version 01.3A (26

August 2015)).
BBefgeHHs 3miH npoTsirom 3-x micsauiB nicnsa 3aTBepAXXeHHs

263.

LIMTO3AP®

niogpinisat gnsa
pO34MHy NS iH ekuin
no 100 mr, 1 conakoH
3 niocpinizatom Ta 1
amnyna 3
PO3YUHHMKOM (CNnpT
6eH3unosui, Boaa
ans iH'ekuin) no 5
MI 'y KapTOHHIl
Kopobui

Mdpansep
IHK

CWA

AkTasic ITanis
C.n.A.

ITanis

BHECEHHS 3MiH 0O peecTpauinHnX maTepianis:
3MiHN | TUNY - BUNYYEHHS1 BUPOBHUYOI AinbHULI (BKNOYaoum
ainbHUUi ans A®I, npomixxHoro npoaykTy abo rotoBoro nikapcbkoro
3acoby, AinbHULI AN NPOBEAEHHS NaKyBaHHS, BUPOOHKKa,
BignoBiganbHOro 3a BMMyCK cepii, MicLie NpOBEeAEHHS KOHTPOo
cepii) abo nocTayanbHWKa BUXIOHOTO MaTepiany, peareHTy abo
[OOMOMDKHOT PEYOBUHM - BUIYYEHHS anbTepHaTUBHOIO BUPOGHMKa
nitoyoi pevoBuHK uuTapabiHy Euticals S.p.A., Itanisi; 3miHu | Tuny -
BMAANEHHS 3 cneumdikauii BXiAHOTO KOHTPOIO Ha AitoYy peYOBUHY
uuTapabiHy iHdopmaLii Npo NPURHATTS pe3ynbTaTiB BUNpobyBaHHs
Ha nigcTasi cepTudikaty aHanisy HagaHoro Bupo6Hukom Ad| 3a
nokasHukamm «BTparta npu BuCyLLyBaHHI» Ta «3anuiuku
PO3YMHHWUKIBY; 3MiHW || TUNY - nogaHHA oHoBrieHoro DMF Ha girovy
peyoBUHY UnTapabiHy Bif 3aTBepaeHoro BupobHuka Asahi Kasei
Finechem Co., Ltd, AnoHis; 3anponoHoBaHo: version 01.3A (26
August 2015)).
BBegeHHs 3miH npoTtsirom 3-x micsuiB nicna 3aTBepAXXeHHs

3a
peuenmom

UA/4840/01/02

HavyanbHuK YnpaBniHHA cpapmaueBTUYHOI

AiANBbHOCTI Ta AKOCTi hapmaueBTUYHOI NpoAYyKUil

T.M. JlackoBCbKuUn




