HdopaTtok 3

no Haka3sy MiHictepcTBa OXOpOHM
300poB’A YKpaiHu
27.12.2019 Ne 2691

NEPENIK
NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIONON4YHUX MPEMAPATIB), WLOAO AKUX BYNIU BHECEHI 3MIHM O
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATLCA OO AEPXKABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hazea QPopma eumnycky 3asi8HUK Kpaina BupobHuk Kpaina PeecmpauiuHa npouyedypa Ymosu Homep
n/ | nikapcbko20 eionycky peecmpauitiHo20
n 3acoby noceid4yeHHs1
1. AIrBAHTAP pPO34MH AN TOB "Epcenb YkpaiHa MOBHUN LIUKI IpnaHgis BHECEHHS 3MIiH [0 peecTpaLivHux marepianis: 3MiHv | Tuny - 3MiHM 3 be3 UA/11554/01/01
opanbHoro Papma BMPOOHMLITBA: skocTi. [oToBU nikapcbkuin 3aci6. 3miHny BUpobHULTBI. 3amiHa abo peuerima
3actocyBaHHs 20 YkpaiHa" LaHenb Menikan, YKkpaiHa | BBegeHHs O04aTKOBOI AiNbHULI BUpOOHMLTBA ANS YacTuMHA abo BCbOro
%, no 30 mn abo IpnaHgis BMPOGHMYOro NpoLecy rOTOBOro NikapcbKoro 3acoby (AinbHUUS, Ha
100 mny MOBHUA LIUKIT SIKiM NpoBOAsATbCS Oyab-Ki BUPOOHMYI CTagdii, 3@ BUHSATKOM BUMYCKY
KOHTelHepi; mo 1 BUPOOHWL TBA: Cepil, KOHTPOIIO SKOCTi, MEPBMHHOTO Ta BTOPUHHOTO NaKyBaHH{A, AN
KOHTe/Hepy pa3om MpAT "TexHonor", HEeCTEepUNbHMX MikapcbKux 3acobiB) BBEAEHHS [04aTKOBOI BUPOOHNYOI
3 ,O3y104MM YkpaiHa ainbHudi - MpAT "Texdonor", YkpaiHa. 3miHn | Tuny - 3MiHn 3 sikocTi.
wnpvuem Ta/abo [oToBUn nikapcbkuii 3aci6. 3mMiHM y BUPOOHMLTBI. 3amMiHa abo
MipHUM BBELEHHA [04aTKOBOI AinbHUL I BUPOOHMLTBA A5 4acTuHM abo BCbOro
CTaKaH4MKoM B BMPOGHMYOro NpoLLeCy FOTOBOrO NiKapcbKoro 3acoby (AinbHAUS ANS
KapTOHHI nayui NEPBUHHOTO MaKyBaHHS1)
BBEAEHHS [00aTKOBOI BUPOOHWYOI AinbHuui - MpAT "TexHonor",
YkpaiHa. 3MiHun | Tuny - 3miHu 3 sikocTi. MoToBUA nikapcbkuii 3aci6.
3MiHn y BUpoOHMULTBI. 3amiHa abo BBeAEHHA A0QaTKOBOI AinbHUL
BUPOOHMLTBA ANSA YaCTUHM abo BCbOro BMPOGHMYOTO MpoLecy
roTOBOrO NiKapCbKOro 3acoby (AiNbHWLSA ANS BTOPUHHOIO NaKyBaHHS)
BBEAEHHS A00aTKOBOI BUPOOHMYOI AinbHuui - MpAT "TexHonor",
YkpaiHa. 3minu | Tuny - 3miHn 3 skocTi. FoToBWiA nikapcbkuii 3aci6.
3MiHW y BUpOOHMLTBI. 3MiHa iMnopTepa/3amiHK, LLLO CTOCYOTbLCS
BUMYCKY Cepii Ta KOHTPOMIO SIKOCTi FOTOBOrO f1iKapCbKoro 3acoby
(3amiHa abo gogaBaHHA BUPOOHMKA, LLO BiAMNOBIAAE 32 BBE3EHHS
Ta/abo Bunyck cepii) - Bkntoyatoum KoHTponb/BunpobyBaHHS  cepii -
[0[aBaHHa BUpobHvka - MpAT "TexHonor", YkpaiHa
2. A3BNTPOMILU niodpinisar ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSI 3MiH A0 peecTpauiviHux marepianis: 3a UA/14369/01/01
WH- po3unHy Ans "®APMEKC reyn" 3MiHm | Tuny - 3miHn WwWopo 6esnekn/edpekTUBHOCTI Ta peuermm
DAPMEKC iHdpy3in no 500 mr; reymn" dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
1 donakoH 3 cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
niodpinizatom y cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
naJui 3 KapToHy BiANOBiAaNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
dapmakoHarnsgy 3asiBHMKa A 34iMCHEHHS dpapMmakoHarnsgy B
YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXeEHOi 0cobu,
BignoBiAanbHOI 3a 34iMCHEHHA dhapMmakoHarnsaay (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-caiina cuctemu
dapmakoHarnsaay) - 3MiHa YNoBHOBaXEHOI 0CObU 3asiBHUKA,
BignoBiganbHOI 3a hapmakoHarnsg. MNponoHoBaHa pepakuis:
Tonokesny Bonogumup HOpiioBry. 3MiHa KOHTaKTHUX AaHnX
JMOBHOBaXXEHOI  0COOM 3asiBHUKA, BignoBiganbHoOi 3a chapMakoHarnsia
3. AUNIA® po3uvH Ans Barep Al Himeuun BMPOG HUL TBO Himewun | BHeceHHS 3MiH [0 peecTpauiiHuX marepianiB YTOYHEHHs1 HanucaHHA 3a UA/12600/01/01
iH'ekuin, 40 mr/mn, Ha (BKTt04a04M Ha/ KpaiH-BMPOOHUKIB B Hakasi MO3 YkpaiHu Ne 2319 Big 21.11.2019 B peuernnom
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no 0,165 mny CTEPUrbHY CLIA npoueci BHeCeHHs1 3MiH. Pegakuis B Hakasi — BUPOO HUL TBO
nonepegHe0 dinbTpauito, (BKIHOYaloumM CTEpUnbHY inbTpaLito, HaNoOBHEHHS - NEPBUHHA
3aroBHEHOMY HarnoBHEHHA - yNaKkoBKa), BTOPVMHHA YMaKoBKa, KOHTPOMb Cepii, BignosiganbHWA 3a
wnpuyi; no 1 nepBuHHA BMNYCK cepii ANs (pnakoHiB, KOHTPOmNb cepil 45 nonepeaHso
LnpuLy ynakoBka), 3anoBHeHVX wwnpuui: baviep AlL, HimeuunHa, BepniH, HimevuunHa;
(3anasHomy y BTOpPWHHA BigNOBiAaNbHWAA 3a BUNYCK Cepii, BTOPUHHA yfakoBka: Ans
6nictep) y yriakoBKa, nornepeaHLO 3anoBHeHVX Lnpuui: M1 MpeHsax MpogykTioHe MMGX,
KapTOHHI KOHTpOnb cepil, Hime4unHa; BUpPOGHMLTBO Hepo3dhacoBaHoi NPOA YKL, KOHTpOnb

yrakosui; no 0,278
M1y CKINSIHOMY
dnakoHi; no 1
dnakoHy 3
dinbTpyBanbHOK
ronkoo 18 G y
KapTOHHI
yNaKoBLi

BiNoBigan bHUIA
3aBunyck cepii
OnA pnakoHi.,
KOHTpOnb cepii
Ons nonepenHs0
3aroBHEHMX
LnpumLiB:
Banep Al,
Hime4yuuHa,
BepniH;
BiANOBigan bHUN
3a BUMYCK cepii,
BTOPWHHA
yrakoBka: Ans
norepenHL0
3arMoBHEHMX
LUMpULLiB:

T MpeHsax
MpogykTioHe
MoeX,
HimeyumHa;
BMPOB HULITBO
Hepo3dhacoBaHol

npoaykuii,
KOHTPOIb SIKOCTI
Hepo3hacoBaHoi
MPOAYKLi:
Pen>xeHepoH
dapmacbloTikanc,
IHk., CLLUA;
KOHTPOrb SKOCTI
Hepo3dhacoBaHoi
npoaYKLii:
€BpodiHC
JlaHkacTep
Jlabopartopis, IHk.,
CLA;
nepeBvHHa Ta
BTOPWHHA
ynakoBkKa,
KOHTPONb Cepii:

SIKOCTi Hepo3dhacoBaHOi MpoayKLii: PemxeHepoH ®dapmacbtoTikarc,
IHk., CLUA; KOHTponb SIKOCTi Hepo3dbacoBaHOi MPoAYKLii: €BpodiHC
INankacTep Jlabopatopis, IHk., CLUA; nepBvHHa Ta BTOpMHHA YNaKoBKa,
KOHTpOrb cepii: Bettep ®apma-PeptiryHr Mm6Xi Ko. KI, HimeuuuHa;
KOHTponb cepii: baiep A, HimewunHa, Bynneptanb, HimeuunHa;
KOHTpONb SKOCTi NS dpnakoHiB: baep All, HimewunHa, JleBepkyseH,
HimeuunHa. 3arporioHosaHa pedakuisi — 8UPOOHULMBO  (8KITt04arYU
crepunbHy Qinbnpayito, HarogHeHHs - MepeuHHa yraKoeKa),

8NMDPUHHA YriakosKa, KOHNPOIb cepii, 8idnosidanbHUll 3a 8urycK cepii

Onsi riakoHie, KOHNPOb cepii Orisi MoMepedHs0  3aro8HEHUX
wnpuyie: batep Al, Himewyyura, BepniH; 6idrnosidanbHull 3a euryck
cepil, 8NDpuHHa yrnakoeka: 07151 rornepedHbO 3aroeHeHux winpuyie: M1
lpeH3ax [MpodykmioHc M6X, HimeuyduHa; eupobHUYmBO
Hepo3ghacosaHoi  MPoOyKUii, KOHNMPOIb SKOCNT Hepo3ghacosaHoI
npodykuii: PedxeHepoH ®apmackronikarnc, IHK., CLUA; KoHnporb
sKocm Hepo3ghacosaHoi  Mpodykuii: €epoghiHe JlaHkacnep
Jlabopanopis, IHk., CLLUA; nepguHHa A 6NDPUHHa yMaKoeKa,
KoHnponb cepii: Benmep ®apma-®epmicyHz Tm6X i Ko. KT,
Himew4uHa; koHmponb cepii: batep Al, HimeyduHa, Byrnnepmarb;
KOHNponb sikocmi Onsi ¢pnakoria: batiep Al, HimeuduHa, Jlegepky3eH.




dapmaueBTikan

BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay (BKKYa4m
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Bertep ®apma-
PepriryHr M6Xi
Ko. KT,
HimeyvuunHa;
KOHTpOInb Cepii:
Baiiep Al',
HimeuyuuHa,
BynnepTans;
KOHTPOrb SKOCTI
Ansi OraKoHiB:
Bariep Al',
Hime4uuHa,
IleBepkyseH
4. AIMPOCTAH KOHLLEeHTpaT ans TOB "CaHodbi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHSI 3MIH [0 PEECTPaLiiHUX MaTepianiB: 3a UA/6956/01/01
® posunHy Ans AseHTiC Pecnyon 3MiHM | Tuny - 3amiHa posainy «padiyHe 0POPMIEHHA YTaKOBKWU» Ha peuernmom
iHdpyzin, 0,1 mr/0,2 YkpaiHa" ika po3ain «MapkyBaHHs», 3 Bi4MOBIAHUM 3MiHaMUM 0O METOAIB KOHTPOrio
Mmn; Ne10 (5X2): no SIKOCTi Nikapcbkoro 3acoby; 3anpornoHoBaHo: MapkyBaHHA (3rigHo
0,2 mn B amnyni, 3aTBEPAXEHOr0 TEKCTY MapKyBaHHs)
no 5 amnyn y
6nicTepi; no 2
6nictepu B
Kopob L
5. AlbTABOP TabneTtku no 20 IyoniyHe YkpaiHa IyboniyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauivHux mMatepianis: 3MiHu | Tvny - 3MiHn 3 be3 UA/10229/01/01
mr; no 10 aKLjioHepHe aKLioHepHe akocTi. FoToBu nikapcbkui 3aci6. Onmc Ta cknag. 3miHay cknagi peuerima
Tabnerok y TOBapUCTBO TOBapUCTBO (AOMOMiXHUX peYoBMHAX) rOTOBOro NikapcbKoro 3acoby (CMakoBi
6nictepi; no 10 "HaykoBo- "HaykoBo- nobaekun abo 6apBHYKK) - [lonaBaHHs, BUNydeHHs abo 3amiHa
Tabnetok y BMPOB HUYMIA BMPOG HUYMIA 3amiHa JOMOMIXHOI PEeYOBUHM —apomarusarop abpukoc y 3B'A3Ky 3i
6nicTtepi; no 2 LeHTp LeHTp 3MiHO BMpPOOHVKa. BBeaeHHa 3miH npotsarom 3-x micsuis nicns
6nicTtepny nmavui; "BopLuariBcbk "BopLuariBCbKun 3arBepaXeHHs. 3MiHu | Tuny - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKui
no 20 abo 60 Wi XIMiKO- Xmiko- 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napamerpis
Tabnetok y dapmaueBTmy dapmaLeBT4HAN cneymdikauivi Ta/abo AoMyCTUMUX MEX FOTOBOro Nikapcbkoro 3acoby
KOHT eiHepax HWA 3aBog" 3aBon” (BUNMYMEHHA He3Ha4YHOro MoKasHvKa (Hanpvknag 3acTapinoro
NnacTUKoBKX 3 nokasHuKa, Takoro sk 3anax Tacmak, abo ineHTugikauis 6apBHVKIB Um
KPULLKOIO 3 cMakoBux AobaBok)) 3miHu Ao cneuundikauii 13, a came: BUNyveHHs
KOHTponem nokasHuky «Tanbk». BBegeHHs 3MiH npoTsirom 3-x micsauiB nicnsa
nepLIoro 3aTBEPAXEHHS.
PO3KPUTTS
6. AlMb®A 13 Kancynn m'ski no AngoreH Bonrapi BUPOBHUK, SKWIA Himeyun BHECEHHA 3MiH [0 peecTpaLiiHnX marepianis: 3MiHa 3asBHMKa 3a UA/9309/01/01
0,25 mkr mo 30 dapma A BiAMoBiAae 3a Ha/ (BnacHuka peecTpauiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuernmom
abo no 60 kancyn TpenguHr BMPOBHMLTBO in I3painb/ 23.07.2015 Ne 460). BBegeHHst 3MiH NpoTsArom 6-Tu Micsauis nicns
Y KOHTelnHepi; no 1 Opon OTOB bulk: Yecbka 3arBepaXeHHs. 3minm | Tuny - 3MiHn Wwopo 6esneku/edpekTMBHOCTI Ta
KOHTeVHepy y KataneHt Pecnyon dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
Kopob Ui HimeuyunHa ika cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
EGepbax Mm6X, cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
HimeuumHa BignoBiganbHOI 3a 34iMCHEHHA dhapMaKkoHarnsay, KOHTakTHOI ocobu 3
dapmakoHarnsgy 3asiBHMKa A 34iMCHEHHS dpapMmakoHarnsgy B
TeBa YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXEHOI 0cobu,
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IHpacTpis Ilra., KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-dhaina cuctemm
I3painb dapmakoHarnsgy). [Hitoua pegakuis: YnoBHoBaxeHa ocoba 3asiBHUKA,
(KoHTponb sikocTi; BignoBigansHa 3a gpapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD,
BupoBHUK, skuin MBA. KoHTakTHa ocoba 3asiBHUKa, BignoBiganbHa 3a dapmakoHarnsg
Bignosigae 3a — BuctpoBa OkcaHa BitaniieHa. [NponoHoBaHa pepakuis:
nepeuHHe Ta YnoBHoBaXxeHa ocoba 3asiBHWKa, BignoeiganbHa 3a dpapMakoHarnsg —
BTOPVHHE CopiHa Mato, MD. KoHTakTHa ocoba 3asiBHMKa, BignoBiganbHa 3a
naKyBaHHs, BUMyCK dapmakoHarnag — OneHa lMepexpecT. 3MiHa KOHTaKTHUX OaHWX
cepii) VIOBHOBaXKEHOI  0cobu, BignoBiganbHOI 3a hapMakoHarnsag.
3MiHa KOHTaKTHUX JaHMX KOHTaKTHOI ocobu, BianosiganbHoI 3a
BtopuHHe capmakoHarnsg. 3miHa MicLs 34iACHEHHS OCHOBHOI AisNIbHOCTI 3
naKyBaHHS: dapmakoHarnsgy. 3miHa HoMepa Ta MicLe3HaxoOXeHHs MacTep-
Tesa Yex hanna.
IHgacTpi3 c.p.o.,
Yecbka
Pecnybnika
7. | AMb®A A3 Kancynu m'ski no AnBoreH Bonrapi BUPOOHUK, SKWIA Himeuun BHECEHHA 3MiH O peecTpaUiiHiX MarepianiB: 3MiHa 3asBHUKa 3a UA/9309/01/02
0,5 mkr, no 30 a6o dapma a Bignosigae 3a Ha/ (BnacHuka peecTpauinHoro nocsigyeHHs) (3rigHo Hakasy MOS Big peuernnom
no 60 kancyn y TpenguHr BMPOOHMLITBO in I3painb/ 23.07.2015 Ne 460). BeeneHHs 3MiH NpoTsirom 6-Tu MicsLiB nicrist
KOHTevHepi; no 1 tOpon OTOB bulk Yecbka 3arBepaxenHs. 3minu | Tuny - 3miHn Wwopo 6e3nekn/edekTMBHOCTI Ta
KOHTEVHepy y KataneHt Pecnyon dapmakoHarnsagy. BeegeHnHss abo 3miHM [0 y3aranbHeEHUX AaHuX Npo
Kopob i HimeuunHa ika cucteMy papmakoHarnsay (BBeQeHHs y3ararbHeHUX OaHvx Mpo
E6epbax Mm6X, cucTeMy chapMmakoHarnsiy, 3MiHa YOBHOBaXKeHOI ocobu,
Hime4yunHa BignoBiganbHOI 3a 34iNCHEHHA hapMakoHarnsiay, KOHTakTHOI ocobu 3
apmakoHarnaay 3asBHUKa A4 34iMCHEHHA dhapMmakoHarnsgy B
Tesa YKpaiHi, SKLLLO BOHa BiMiHHA Bif YIOBHOBaXKEHOI 0COOW,
dapmauesTikan BiANOBiAaNbHOI 3a 34iVicHeHHsT dpapMakoHarnsagy (BKIoYalun
IHpacTpis Ilra., KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbanina cuctemu
I13painb dapmakoHarnsgy). [Hitoua pegakuis: YnoBHoBaxeHa ocoba 3asiBHUKA,
(KoHTponb sikocTi; BignoBigansHa 3a gpapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD,
BupoGHUK, skui MBA. KoHTakTHa ocoba 3asiBHVKa, BiAnoBiganbHa 3a hapMakoHarnsig
Bignosigae 3a — BuctpoBa OkcaHa BitaniiBHa. [NponoHoBaHa pepakuis:
nepeuHHe Ta YnoBHoBaXxeHa ocoba 3asiBHWKa, BignoeiganbHa 3a dpapMakoHarnsg —
BTOPVHHE CopiHa Mato, MD. KoHTakTHa ocoba 3asiBHMKa, BignoBiganbHa 3a
naKyBaHHs, BUMyCK dapmakoHarnag — OneHa lMepexpecT. 3MiHa KOHTaKTHUX OaHWX
cepii) JNIOBHOBaXXeHOi  ocobu, BignosiganbHoi 3a chapmakoHarnsa.
3MiHa KOHTaKTHUX OaHMX KOHTaKTHOI ocobu, BianosiganbHoI 3a
BtopuHHe capmakoHarnsg. 3miHa MicLs 34iACHEHHA OCHOBHOI AisNIbHOCTI 3
naKyBaHHS: dapmakoHarnsgy. 3miHa HoMepa Ta MicLe3Haxo4XeHHs MacTep-
TeBa Yex hbanna.
IHgacTpi3 c.p.o.,
Yecbka
Pecnybnika
8. | ANb®A A3 Kancynu m'ski no AnBoreH Bonrapi BUPOOHUK, SKWIA Himeuun BHECEHHA 3MiH O peeCcTpaLiiHX MaTepianiB: 3MiHa 3asBHUKa 3a UA/9309/01/03
1,0 mkr, no 30 abo dapma a Bignosigae 3a Ha/ (BnacHuka peecTpauinHoro nocsigyeHHs) (3rigHo Hakasy MOS Big peuernnom
no 60 kancyn y TpenguHr BMPOOHMLITBO in I3painb/ 23.07.2015 Ne 460). BeeneHHs 3MiH NpoTsirom 6-Tu MicsLiB nicrist
KOHTevHepi; no 1 Opon OTOB bulk Yecbka 3arBepaxenHs. 3minu | Tuny - 3miHm Wwopo 6e3nekn/edekTMBHOCTI Ta




«MIKPOXIM»

3acTocyBaHHA pedepeHTHoro nikapcbkoro 3acoby (Bi-NMPECTAPIYM,
Tabnerku). BBeaeHHst 3MiH NpoTarom 6-Tu micsAliB nicns
3aTBEPAKEHHS

5 [TponoBsxeHHs nogarka 3
Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
KOHTENHEpy Yy KaraneHt Pecnyon dapmakoHarnsany. BeegeHnHs abo 3MmiHM [0 y3aranbHEHUX AaHuX npo
KOpob Ui Hime4yunHa ika cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
E6epbax MubX, cucteMy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
Hime4yunHa BiANOBiAanNbHOI 3a 34iiCHEHHsT dpapMaKoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVMKa ANSA 34iMCHEHHS dhapMakoHarnsay B
Tesa YKkpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
®apmaueBTikan BiANOBIAANbHOI 3a 3AiViCHEHHs dbapMakoHarnsaay (BKoYalun
IHpacTpi3 JTa., KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
I3painb dapmakoHarnagy). fitova pegakuis: YnoBHoBaxeHa ocoba 3asBHMKA,
(KoHnpornb BignosigansHa 3a papmakoHarnsg — Dr. Hedva Voliovitch MD, PhD,
aKkocmi; MBA. KoHTakTHa ocoba 3asiBHUKa, BignoBiganbHa 3a dhapmakoHarnsg
BupobHuk, sKul — BuctpoBa OkcaHa BitaniiBHa. [ponoHoBaHa pepakuis:
8idnosidae 3a YnoBHoBaXxeHa ocoba 3asBHUKA, BignoBiganbHa 3a dhapmakoHarnsg —
riepeuHHe A CopiHa Mato, MD. KoHTakTHa ocoba 3asiBHMKa, BignoBiganbHa 3a
8MDPUHHE apmakoHarnsg — Onena lMepexpecT. 3MiHa KOHTaKTHUX AaHWUX
raKysaHHsl, JNIOBHOBaXEHOi  ocobu, BignosiAanbHOI 3a hapmakoHarnsa.
8uryck cepii) 3MiHa KOHTaKTHUX AaHMX KOHTaKTHOI ocobu, BianosiganbHOi 3a
dapmakoHarnsg. 3miHa MicLs 34IACHEHHS OCHOBHOI AisiNbHOCTI 3
BropuHHe dapmakoHarnsagy. 3mMiHa Homepa Ta MiCLe3Haxo[XeHHsT MacTep-
naKyBaHHs: danna.
Tesa Yex
IHoacTpis c.p.o.,
Yecbka
Pecnybnika
9. AM-AITITEP TabneTtkm no 4 TOBAPUCTB YkpaiHa | TOBAPUCTBO 3 YkpaiHa BHECEHHSI 3MIH [0 PEECTPaLiViHUX MaTepianis: 3a UA/17391/01/01
mr/5mr, no 10 03 OBMBEXXEHOIO 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANA MEQMYHOro 3acTOoCyBaHHS peuernmom
Tabnetok y OBMEXXEHO BIOMOBIOAINBHI nikapcbkoro 3acoby B po3ain "MobiyHi peakuii” BignoeigHo Ao
6nictepi; no 3 O CTHO HAYKOBO- OHOBIeHOI iHpopmalii 3 6e3nekn Aitoyoi pevosuHW. BBegeHHs 3MiH
6nictepny navui BIAMOBIOAN BMPOBHNYA nNpoTSAroM 6-Ty MicsAUiB MiCNSA 3aTBEPAXEHHS; 3MiHM | Tuny - 3MiHM Ao
bHICTIO PIPMA IHCTPYKLiT ANA MEQUYHOro 3acToCcyBaHHS NiKapcbKoro 3acoby y
HAYKOBO- «MIKPOXIM» posainu: "MNpoTunokasaHHs", "B3aaemogis 3 iHWMMUW MikapCbKuMu
BPOBHNYA 3acobamu Ta iHwWwi Buam B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
SIPMA "MobiyHi peakuii" 3rigHO 3 iHpopmaLieto LWogo MeanyHoro
«MIKPOXIM» 3acTocyBaHHA pedepeHTHoro nikapcbkoro 3acoby (Bi-NMPECTAPIYM,
TabneTku). BeegeHHs 3MiH npotsirom 6-Tu micsuiB nicns
3aTBEpPAKEHHS
10. | AM-AINITEP TabneTtkm no 4 TOBAPUCTB YkpaiHa | TOBAPUCTBO 3 YkpaiHa BHECEHHSI 3MiH 40 PEECTPaLiviHUX Marepianis: 3a UA/17391/01/02
mr/10 mr, no 10 03 OBMEXXEHOIO 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANS MEQMYHOro 3acTOoCyBaHHS peyennom
TabneTok y OBMEXXEHO BIOMOBIOAIBHI nikapcbkoro 3acoby B po3ain "lMobivHi peakuii” BianoBigHO A0
6nicTepi; no 3 O CTHO HAYKOBO- OHOBIeHol iHdopmauii 3 6e3nekun gitovoi pevoBmHU. BBeneHHs 3MiH
onicrepny nadui BIAMOBIOAN BUPOBHNYA npoTsArom 6-Tv MicsUiB Micns 3aTBEPAXEHHST; 3MiHM | Tuny - 3MiHM 0o
bHICTIO DIPMA iHCTPYKLiT ANS MEQUYHOro 3acToCcyBaHHs NiKapcbKoro 3acoby y
HAYKOBO- «MIKPOXIM» po3ainu: "MpotunokasaxHs", "B3aemogis 3 iHWMMK NikapCbKMMu
BUPOBHNYA 3acobamu TaiHwWwi BuAKn B3aemogii”, "OcobnmBocTi 3acTocyBaHHs",
OIPMA "MoBGiyvHi peakuii" 3rigHo 3 iHhopMaLi€to L0040 MeauyiHoOro
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11. | AM-ANITEP Tabnetkmno 8 TOBAPUCTB YkpaiHa | TOBAPUCTBO 3 YkpaiHa BHECEHHSI 3MiH 40 PEECTpaLiiHUX Marepianis: 3a UA/17391/01/03
mr/5 mr, no 10 03 OBMEXXEHOIO 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANS MEQMYHOrO 3acTOoCyBaHHS peuennom
TabneTok y OBMEXXEHO BIOMOBIOAIBHI nikapcbkoro 3acoby B po3ain "lMobivHi peakuii” BiaNoBigHO A0
6nicTepi; no 3 O CTHO HAYKOBO- OHOBIeHol iHdopmauii 3 6e3nekun gitovoi pevoBmHU. BBeneHHs 3MiH
Gnictepny nmavui BIOMOBIOAN BUPOBHNYA npoTarom 6-Tu MicALiB NicNs 3aTBepAXeHHs; 3MiHW | Tuny - 3MiHM Ao
bHICTIO DIPMA iHCTPYKLIT AN MEQUYHOro 3acTocyBaHHs NiKapcbKoro 3acoby y
HAYKOBO- «MIKPOXIM» po3ainu: "MpotunokasaHHs", "B3aemogis 3 iHWMMK NikapCbKMMu
BUPOBHNYA 3acobamu TaiHwWwi BuaKn B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
OIPMA "MoBGiyvHi peakuii" 3rigHo 3 iHhopMaLli€to L0040 MeauyYHoOro
«MIKPOXIM» 3acToCcyBaHHSI pedpepeHTHoro nikapcbkoro 3acoby (bi-NMPECTAPIYM,
TabneTkn). BeegeHHa 3MmiH npotsirom 6-Tv micsAuiB nicns
3aTBEPAKEHHS]
12. | AM-ANITEP TabneTtkmno 8 TOBAPUCTB YkpaiHa | TOBAPUCTBO 3 YkpaiHa BHECEHHS1 3MiH [0 peecTpaliiHux Matepianis: 3a UA/17391/01/04
mr/10 mr, no 10 03 OBMBEXXEHOIO 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANA MEQMYHOro 3acTOCyBaHHS peuernmom
Tabnetok y OBMEXXEHO BIOMOBIOAINBHI nikapcbkoro 3acoby B po3ain "MobiyHi peakuii” BignosigHo Ao
6nictepi; no 3 O CTHO HAYKOBO- OHOBIEeHOI iHpopmalii 3 6e3nekn Aitoyoi pevosuHN. BBegeHHs 3MiH
6nictepny navui BIOMOBIOAN BMPOBHUNYA npoTsrom 6-Tv MicsuiB NiCNsA 3aTBEPAXEHHS; 3MiHM | Tuny - 3MiHM 4o
bHICTIO PIPMA iHCTPYKLiT ANA MEQUYHOro 3acToCyBaHHs NiKapcbKoro 3acoby y
HAYKOBO- «MIKPOXIM» posainu: "MNpoTunokasaHHs", "B3aaemogis 3 iHWMMUW MikapCbKuMu
BPOBHNYA 3acobamu TaiHWwi Buam B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
SIPMA "MobiyHi peakuii" 3rigHO 3 iHpopmaLieto LWoao MeanyHoro
«MIKPOXIM» 3acTocyBaHHA pedrepeHTHoro nikapcbkoro 3acody (Bi-NMPECTAPIYM,
Tabnetku). BBegeHHst 3miH NpoTarom 6-Tu micsAUiB nicns
3aTBEpPAKEHHS
13. | AMIHA3UH- TabneTku, BKpuTI TosapucTBo 3 YkpaiHa TosapncTBO 3 YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepianis: 3a UA/1118/01/02
300POB'A NNiBKOBO 0B MexeHow 0B MexeHo 3MiHU | TUNY - YTOMHEHHA HaiMeHyBaHHA Ta MiCL,e3HaX04XEeHHs peuyernnom
obornoHkoto, Mo 50 BiANOBiAanbHi BiAMOBIAaNbHICTIO BMpobHuKka ADI XnoprnpomasuHy rigpoxnopua BianoBiAHO A0 HagaHUX
mr, no 10 cTHo "dapmal eBTn4Ha OOKYMEHTIB BMpobHMKa (niueHsii Ha BupobHuLTBO). BupobHuua
Tabnertok y "®apmaveBTu KOMMaHis AiNbHALSA Ta YCi BUPOOHWMI onepaLlii 3anmwaloTbCs HE3MiHHUMU; 3MiHM
6nictepi; no 1abo YHa KOMMNaHis "3popos's" | Tuny - gonoBHeHHs cneymdikauii Ta MeToaiB BXOHOTO KOHTPOMo ANns
2 6nictepu B "3nopoB's" A®| XnopnpomasuHy rigpoxnopuaa nokasHMKoM “3anuiikoBa KinbKictb
KapTOHHI OpraHiYyHMX po34MHHVKIB”. Mpouec BUPOOHMLTBA Tacxema CUHTe3y
Kopobui; no 20 3aNULWLIAITLCS HE3MIHHUMU;
Tabnetok y 3MiHM | TUny - 3MiHKW, NoB'si3aHi 3 HEODXAHICTIO NMPUBEAEHHA Y
6nictepi; no 1 BiAnoBigHICTL 4,0 MoHorpacdii [APY abo €Bponevicbkoi dhapmakonei,
6nictepy B abo iHWoi HauioHanbHOi hapmakonei aepxasn €C (3MiHay
KapTOHHI crieludpikauisix, nos'sisaHa 3i amiHamu B JOY, abo €Bponeicbkin
kopobui; no 10 dapmakonei, abo iHWin HauioHanbHiI papmakonei aepxasn €C);
Tabnetok y CYNyTHA 3MiHa: 3MiHa y MmeTogax BunpobyBaHHs AD| abo BuXigHOrO
6nicTepax Marepiany/npoMiXXHOrO MPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y

npoueci BupobHuuTBa AD| (HE3HAYHI 3MiHM Y 3aTBepaXeHUX MeTopdax

BMNPOOYBaHHA) - 3MiHW Y crieundpikauii i MeTogax BXAHOTO KOHTpPOMto

A®| XnopnpomasuHy rigpoxnopus Yy 3B's3Ky 3 NPUBEAEHHAM [0 BUMOr
Aitounx BuaaHe €sponeincbkoi dapmakonei Ta APY; aminm | Tuny -

BBEOEHHS MOCTayarnbHUKa NEPBUHHOTO MakyBaHHA (dponbru
antominieoi) TOB “AnTpenn”, YkpaiHa. Creuundikauii Ta metoamn
KOHTPOMIO SIKOCTi iA€HTWYHI. AKicHI abo KinbKicHi 3MiHM cknagy

nakyBasribHOro Marepiany BigCyTHi. BUrotoBneHnHs Ta 36epexeHHs
MEPBUHHOTO MaKyBaHHs 34iNCHIOETHCS B HANEXHUX YMOBaX Ta He
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UMHUTbL BMIMBY Ha SIKiCTb MiKapcbKoro 3acoby
14. | AMIHA3UH- TabneTku, BKpuTI ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: 3a UA/1118/01/01
300POB’'A NriBKOBOO 00 MexXeHo 06 MeKeHoo 3MiHM | TUNY - YTOYHEHHS HalMEHYBaHHS Ta MiCLLe3HaxXOOKeHHs peyennom
06 0MnoHKOoIo, Mo BignosiganbHi BiAnoBiganbHICTHO BMpoGHMKa ADI XnoprnpomasuHy rigpoxnopua BignoBigHO 40 HadaHUxX
100 wmr, no 10 CTI0 "®apmaL eBTryHa OOKYMEHTIB BMpoDHMKa (niueHsii Ha BupobHuLTBO). BrpobHuya
Tabnertok y "®apmaueBtu KOMNaHis AiNbHAUS Ta YCi BUPOOHWMI onepallii 3anuvwaloTbCsl HE3MiHHUM K, 3MiHK
6nictepi; no 1a6o YHa KOMMaHisi "3nopoB's" | Tvny - QOMNOBHEHHSA cneumdikaLlii Ta MeToaiB BXAHOTO KOHTPOMIO Ans
2 6nictepu B "3n0opoB's" A®I| XnopnpomasuHy rigpoxnopuaa nokasHMKoM “3anuiikoBa KinbKictb
KapTOHHI OpraHiyHMX Ppo34MHHVKIB”. MNpouec BMPOOHMLTBA Tacxema CUHTE3y
Kopobui; no 20 3anuLLIAalTLCA HE3MIHHUM K,
Tabnetok y 3MiHM | TUny - 3MiHKW, NoB'si3aHi 3 HEODXAHICTIO NMPUBEAEHHA Y
6nicTtepi; mo 1 BiAMOBIAHICTL A0 MoHorpadpii APY abo €sponericbkoi dapmakonei,
GnicTepy B abo iHwWoi HauioHanbHOi hapmakonei aepxasu €C (3miHay
KapTOHHI cneyundikaLisx nos'ssaHa 3i amiHamu B [IPY, abo €sponencobkin
kopobui; no 10 dapmakonei, abo iHwWin HauioHanbHi apmakonei gepxasn €C);
Tabnertok y CYNYTHA 3MiHa: 3MiHa y meTogax BunpobyBaHHs APl abo BuXigHOrO
6nicTepax MarTepiany/npoMiXHOro MPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®| (HE3HaYHI 3MiHM Y 3aTBepAXeHUX MeTopax
BUNpOOYBaHHsA) - 3MiHW Y crieundpikauii i MeTogax BXAHOTO KOHTpPOSto
A®| XnopnpomasuHy rigpoxiopva Yy 3B'A3Ky 3 NpYBeAEeHHSM [0 BUMOT
Aitounx BugaHb €Bponencbkoi dapmakonel Ta APY; aminm | Tuny -
BBEAEHHA MoCTayarbHMKa MEPBUMHHOTO MakyBaHHS (onbrm
antominiesoi) TOB “AnTpenn”, YkpaiHa. Cneundikauii Ta metogm
KOHTPOMIO SKOCTi if€HTWYHI. AKiCHI abo KinbKicHi 3MiHM cknagy
nakyBanbHOro marepiany BigCyTHi. BurotoBneHHs Ta 36epexeHHs
NEPBMHHOTO MaKyBaHHS 3[iNCHIOETHCA B HANEXHUX YMOBax Ta He
UMHUTbL BMSIMBY Ha SIKICTb NiKapcbKoro 3acoby
15. | AMOOEPM nak ans HirtTie MAT YkpaiHa LaHenb Mepnikan IpnaHgis BHECEHHSI 3MIH [0 PeecTpaLiviHuX Matepianis: bes UA/15567/01/01
HEO nikyBanbHAn 50 "KviiBmegnpen 3MiHu | Tuny - 3miHa HaMeHyBaHHs Ta/abo agpecu 3asiBHYKA peuerma
Mr/Mn;no2,5 mny apat" (BnacHuKa peecTpauiiHOro MocCBigYeHHs)
dnakoHi; o 1 3MiHa HalMeHyBaHHA  3asBHUKA, 6e3 3MiH Yy MeTogax KOHTPOso AKOCTi
dnaKoHy pa3oMm i3 nikapcbkoro 3acoby; 3anpornoHoBaHo: [loBHa Ha3Ba AKLioHepHe
wnarensmu ans ToBapucTBo "KuviBmennpenapar" CkopoyeHa HasBa AT
HaHeCeHHs nakyy "KviiBmegnpenapat”
KapTOHHI
Kopobui; no 2,5 mn
y chnakoni; no 1
dnaKoHy pa3om i3
nunoydkamu Ans
HIrTiB, CEpBETKaMM
ANS OYNLLEHHA Ta
lwnarensmMu ans
HaHeCeHHA nakyy
KapTOHHI Kopobui
16. | AHA®PAHII TabneTku, BKpUTI HosapTic LLsenua BMPOOHWLITBO 3a ITanis BHECEHHS 3MIH [0 peecTpaLivHux marepianis: 3a UA/3484/01/01
® 060noHKo, No 25 dapma Al pist MOBHUM L|VKJ1OM: 3MiHu | Tvny - 3miHW Wopo 6e3nekn/ed eKTUBHOCTI Ta peuyernnom
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Mr no 10 Tabnerok Hoapric ®apma cdapmakoHarnsay. BeenenHs abo 3MiHM 40 y3aranbHEHVMX OaHWX Npo
y 6nictepi; no 3 C.nA, Itanis; cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
6nictepn B nepeuHHe Ta cucTeMy hapMakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
KopobLi 3 KapTOHY BTOPVHHE BiANOBiAanNbHOI 3a 34iiCHEHHsT dpapMaKoHarnsay, KOHTaKTHOI ocobu 3
naKyBaHHs: hapmakoHarnsay 3asBHVMKa ANSA 34iMCHEHHS dhapMakoHarnsay B
Midapm C.n.A,, YKkpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
ITania BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsaay (BKYaloum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnaay) - 3MiHa YroBHOBaXKEHOI 0CObU 3asiBHUKA,
BignoBsiganbHoi 3a apmakoHarnsag. MNMponoHoBaHa pegakuis: David J
Lewis, B.Sc (Hons), Ph. D. 3miHa KOHTaKTHUX 4aHUX YOBHOBAXKEHOI
ocobu 3asiBHMKA, BiANOBiganbHOI 3a hapMmakoHarnsag. 3miHa micus
3[iNCHEHHA OCHOBHOI [AisiNbHOCTI 3 chapmakoHarnsay. 3MiHa
MiCLLe3HaxodXXeHHs1 MacTep-danna
17. | AHA®PAHIN TabneTKK, BKpUTI HoBapTic LLsenya BupobHMLTBO 3a Itania BHECEHHS 3MiH [0 PeecTpalinHix Martepianis: 3a UA/3484/01/01
® obornoHkoto, rMo 25 Papma Al pis MOBHVM LIUKITOM: 3MiHM | Tuny - 3miHa 3aTBepaXeHnX YMOoB 36epiraHHs roToBoro peuernmom
mr no 10 Tabnerok Hoaptic ®apma nikapcbkoro 3acoby Ha nigcTaei gocnigxeHb 3i cTabinbHOCTI,
y 6nicTepi; no 3 C.nA, Itanis; MPOBEOEHMX B pearnbHOMY Yaci; 3anporoHoBaHO: YMOBUW 36epiraHHs.
6nictepu B [MepBuHHEe Ta 36epiratu npu Temnepatypi He Buwe 25 °C. 3axwaru Big Aii Bonoru.
KopobLii 3 KapTOHY BTOpPWHHE 36epirati y HeAOCTYNHOMY AN AiTeN Micui; 3MiHu | TvMy - y3rogkeHHs
naKyBaHHs: iHpopMauii Wwoao anbTepHaTUBHOrO Po3Ainy «BHELWHWA BUg» MiX
Micapm C.n.A,, OpUriHanbHOO AOKyMeHTaulielo BUpoOHMKa Ta METOfiIB KOHTPOSio
ITania SIKOCTi nikapcbkoro 3acoby, 6e3 BHECEHHs 3MiH 4O METOAiIB KOHTPOrio
SIKOCTi NikapCcbKoro 3acoby, OCKiNbKW Liei MeToA BXe 3a3HaueHWi.
BBegeHHs1 3MiH NpoTSIrom 6-TW MiCsILLiB NiCsi 3aTBEPAKEHHS
18. | ACNIPUH TabneTku, BKpUTI Baviep LLserua Baviep Al, Himeuumn BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 6e3 UA/7802/01/01
KAPIO® KMLLKOBOPO34MHHO KoHcblomep pis HimevwunHa Ha 3MiHm | Tuny - 3minn Wwopo 6esnekn/edpekTMBHOCTI Ta peuerima
10 06 0ONOHKOI, MO Kep Al (BUpOGHMLTBO "in dapmakoHarnsgy. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
100 wmr, no 14 bulk’, koHTponb cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
Tabnetok y sKocTi); banep cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
6nictepi; no 2 abo BitTepdenbn BignoBiganbHOI 3a 34iMCHEHHA hapMakoHarnsay, KOHTaKTHOI ocobu 3
no 4 6nictepu B M6X, HimewunHa hapmakoHarnsay 3asBHUKa A4 34iMCHEHHS dpapMmakoHarnsgy B
KapPTOHHIV nadLi (BMPOBHMLTBO "in YKpaiHi, SIKLL,0 BOHA BifMiHHA BiJ YTOBHOBaXKEHOI 0C0OOMU,
bulK', koHTponb BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
SKOCTi, NepBUHHE, KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
BTOpPVHHE dapmakoHarnsay) - 3MiHa YNoBHOBaXKEHOI 0CODU 3asiBHUKA,
nakysaHHs Ta BianoBiganbHoi 3a hapMmakoHarnsg. MNMponoHoBaHa pegakuis: Justin
BWIMYCK cepii) Daniels. 3MiHa KOHTaKTHMUX AaHUX YNIOBHOBAXKEHOI OCOOM 3asiBHUKA,
BiANoBiganbHoi 3a hapMakoHarnsg. 3MiHa Micus 34iMCHeHHs!
OCHOBHOI AiNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCL e3HaxXo[KeHHs!
mactep-ganna
19. | BAHBAKT® cynosuTopii KYCYM IHgis KYCYM IHgis BHECEHHSI 3MiH [0 PEECTpaLiiHuX Marepianis: 3a UA/17243/01/01
BariHanbHi no 100 XEJTTXKEP XEJTTXKEP MBT 3MiHu | Tuny - 3miHa po3Mipy cepii (BKroYaloum gianasoH po3mipy peuernnom
Mmr, no 3 NBT NTH nTa Cepii) roToBoro nikapcbkoro 3acody - BBEAEHHA [04,aTKOBOro po3mipy

cynosuTopii y
cTpuni, no 1
cTpuny y

cepii rotoBoro nikapcbkoro 3acoby - 150 kr; 3anponoHosaHo: 30 kr,
150 «r.
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KapTOHHI
yNakoBLi
20. | BENOrEHT kpem no 15 r abo Benyno, nikn Xopsari Benyno, niknta Xopsari BHECEHHA 3MiH O peecTpauiiHuX Martepiarnis: 3a UA/10920/01/01
30 rB TYOIi; Mo 1 Ta KOCMeTWKa, a KoCcMeTuKka A4.4. a 3MiHun | Tuny - nogaHHs oHoeneHoro cepTtudikaty CEP (R1-CEP 1998- peuernnom
TYOi B KapTOHHIN n.o. 155-Rev 10) Big yxe 3arBepaxeHoro BupobHuKa Ans APl reHTamiuuHy
nauyui cynbdar
21. | BENIOTEHT Ma3b no 15 r abo benyno, nikn Xopeari benyno, niknTa Xopeari BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/10920/02/01
30 ry Ty6i; no 1 Ta KOCMETVKa, a KoCcMeTuKa A4.4. a 3MmiHu | Tuny - noganHs oHoBneHoro ceptudikaty CEP (R1-CEP 1998- peuennom
TYOi B KapTOHHiIN a.a. 155-Rev 10) Big yxe 3aTBephXeHoro BUPOOHMKa
navi
22. | BIOBEH po3umH onsa TOB YkpaiHa BTOPVHHE YkpaiHa BHECEHHS 3MIH [0 peecTpauivHnx Marepianis:3aminum Il Tuny - 3a UA/14526/01/02
iHpy3in 10 %, no "BIOPAPMA naKyBaHHs, BUIMyCK [0[aBaHHA B SKOCTi MEPBUHHOTO MaKyBaHHsA, (PrakoHiB 3i ckna peuernmom
10 mn, 25 mn, 50 MITASMA" cepin: TOB rigponituyHoro knacy Il 06’emom 10 mn, 50 mn a6o 100 mn
mn a6o 100 mny "BIO®APMA
nnawyi abo MNA3MA",
dnakoHi; o 1 YkpaiHa;
nnsawui abo BMPOOHMLLTBO,
dnakoHy B nayui 3 nepBuHHE Ta
KapTOHY BTOPVHHE
naKkyBaHHsi, BUMyCK
cepin: TOB
"BIO®APMA
MNA3SMA",
YkpaiHa
23. | BIOBEH po3yvH Ans TOB YkpaiHa | TOB "BIO®APMA | VYkpaiHa BHECEHHA 3MiH [0 peecTpauiHux Marepianis:aminy Il Tuny - 3a UA/14526/01/01
MOHO® iHy3ii 5% no 25 "BIOPAPMA MIA3MA", [0AaBaHHA B SKOCTi MEPBUHHOMO MakyBaHHA (O1aKoHIB 3i Ckna peuennom
Mmn, 50 mn abo MJIASMA" YkpaiHa rigponitTuyHoro knacy Il 06’emom 50 mn a6o 100 mn
100 mn ynnswyi (BMPOBHUL TBO,
abo chnakoHi; no 1 nepBuHHE Ta
nnsawui abo BTOpPVHHE
dnakoHy y nayui 3 nakyBaHHsl, BMMyCK
KapTOHyY cepin); TOB
"BIO®APMA
MNA3SMA",
YkpaiHa
(BTOPUHHE
NaKyBaHHsi, BUMyCK
cepii)
24. | bIOBEH pPO34MH AN TOB YkpaiHa | TOB "BIO®PAPMA | VYkpaiHa BHECEHHS 3MIH A0 peecTpauivHix Matepianis:3amiHum Il Tuny - - UA/14527/01/01
MOHO® iHDY3In 5 % in "BIO®APMA MNASMA", [00aBaHHS B SIKOCTi NEPBUHHOrO MaKyBaHHA hMakoHiB 3i ckna
bulk no 25 mny MITA3SMA" YkpaiHa rigponituyHoro knacy Il 06’emom 50 mn a6o 100 mn
nnsawwi abo (BUPOBHULTBO,
dnakoHi; no 96 nepBuHHe Ta
nnsAwok abo BTOPVHHE
drakoHiB y nakyBaHHs, BUIMyCK
rpynoBi Tapi; in cepin); TOB
bulk mo 50 mny "BIO®APMA
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nnsawyi abo MNA3MA",
dnakoHi; no 56 YkpaiHa
nnswok abo (BTOPYHHE
dnakoHiB y nakyBaHHs, BUMyCK
rpyrnoBiin Tapi cepii)
25. | BJIOKMAKC cycreHsis AJITKAJTOIO ALl | Pecnyon AJIKANOIO AL Pecnyon BHECEHHS 3MIH 0 peECTpauivHiMX MaTepianiB: YTOYHEHHA CTatyey be3 UA/17749/01/01
Oonsa pITen opanbHa 100 mr/5 Ckor'e ika Ckor'e ika peknamyBaHHA B Hakasi MO3 Ykpaiuu Ne 2319 Big 21.11.2019 B peuenma
mn, no 100 mny Makeno Makeno npoueci peectpauii. Pegakuia B Hakasi — He nignsrae.
dnakoHi, no 1 His His 3anponoHoBaHa peaakuis — nignsirae.
¢ naKoHy 3 MipHUM
LUMpMLLOM B
KapPTOHHI Kopobui
26. | BOPTE3OMI NMOPOLLIOK ToBapucTBO 3 YKpaiH TOB "®apmigesn” JlatBig BHECEHHS 3MiH [0 peecTpalinHnX mMatepianis: 3MiHa 3asBHMKa 3a UA/16094/01/01
B niocpinizoBanun 00 M exeHo (BnacHuKa peecTpauiHoro nocsigyeHHs) (3rigHo Hakady MOS Big peyermnom
ON5 NPUroTyBaHHS BignosiganbHi 23.07.2015 Ne 460). 3minu | Tuny - 3MiHu Wwoao
po3unHy Ans cTio "POKET- Oe3nekn/edhekTUBHOCTI Ta dpapmakoHarnsay. BeegeHHs abo 3amiHm o
iH ekuinno 3,5 mr DAPM" y3ararnbHeHUX AaHuxX npo cucTemy dpapmakoHarnsgy (BBegeHHs
no 1 donakoHy 3 y3ararnbHeHUX AaHuX Mpo cucTemy dpapmakoHarnsagy, 3miHa
MOPOLLKOM B JMOBHOBaXKeHOI  0cobW, BignoBiganbHOI 3a 34iNCHEHHS!
KapTOHHI Kopobui dapmakoHarnsay, KOHTakTHOI ocobu 3 hapmakoHarnsay 3asBHuKa
0N 34iACHeHHs dpapmakoHarnsay B YKpaiHi, SIKLL0 BOHa BigMiHHA Big
JMOBHOBaXXeHOI  0cobW, BiANOBi4aNbHOI 3a 3[iICHEHHS
apmakoHarnsgy (BKIHYaYM KOHTaKTHI AaHi) Ta/abo 3MiHny
po3MillieHHi MacTep-haina cuctemu dpapMmakoHarnsaay). 3miHa
KOHTaKTHUX [ aHUX YTOBHOBaXEHOI 0COBU 3asiBHWKA, BiAMNOBILanbHOI
3a hapmakoHarnsag. 3miHa MicLs 34iMCHEHHS OCHOBHOI AisinbHOCTI 3
dapmakoHarnaagy. 3miHa MicLe3Haxo4keHHs MacTep-danna cucTemmn
hapmakoHarnsgy Tavioro HoOMepy.
27. | BOPTE3OMI NOpOLLIOK Ans AngoreH IMKo | Jliokcem Ximiko/gpisnyHe Ta Icnanis/ BHECEHHS 3MiH [0 peecTpauiHnx Marepianis: 3miHu | Tuny - 3a UA/15644/01/02
B AINBOIreH po3umHy Ans C.ap.n. Gypr MikpobionoriyHe Yecbka AnmiHicTpaTvBHi 3MiHW. 3MiHa HaliMeHyBaHHst Ta/abo agpecu Micus peuernnom
iH'ekUinno 3,5 mr TECTYBaHHsA,BiAMNO Pecnyon NpoBafKeHHA AisNbHOCTI BUPOOHUKa/iMnopTepa roTOBOrO ikapcbKoro
y dhnakoHi; 1 BiJae 3a BMNYyCK ika/ 3acoby, BKIOYaloum inbHALI BUMycKy cepiil abo micLie npoBeaeHHs
hnaKkoH 3 cepii: Bonrapi KOHTPOIIO SIKOCTI. (BisiNbHICTb, 3a SKY Bignosiaae BUpobHWK/iMnopTep,
MOPOLLKOM B CIHTOH s/ He BKIloYatoum BUMYyCK cepit) 3MiHa Ha3Bu BUPODHUKA, SIKWN
KapTOHHIWA Mayui XICNAHIA, C. 1., Himeuun BiANoBiAae 3a mikpobionoriyHe TecTyBaHHs Labor L+S AG, Germany,
IcnaHis Ha 6e3 3miHu micL st BUPOD HUL TBA.
BMPOBHMLTBO "in
bulk', nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
TECTYBaHHS
BUNYLLL,EHOI  cepii:
Onkomen,
M aHyth aK T ypUHr
a.c., Yecbka
Pecnybnika
MikpobionoriyHe
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Ne
n/

Hasea
JliKkapcbK020
3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o
noceid4yeHHs1

TECTYBaHHSI:
ITECT nnitoc,
c.p.o., Yecbka

Pecny6nika

XiMiko/di3ndHe
TECTYBaHHs:
KBIHTA-
AHAJIITUKA c.p.o,
Yecbka
Pecnybnika

BTOPVHHE
naKkyBaHHs!:
i |
dapmacbtoTikarnc
Ita, Bonrapis

MikpobionoriyHe
TECTYBaHHSI:
Nabop JIC CE &
Ko.KI, HimeyuunHa

28.

BOPTE3O0MI
B AIIBOrEH

MOPOLLIOK AN
pO3YMHy Ansi
iH'ekWinno 1 mrin
bulk 1920
¢nakoHiB 3
MOPOLLKOM B
KapTOHHOMY
KOpODi

AnsoreH IMNMKo
C.ap.n.

JTokcem
Oypr

Ximiko/tpisnyHe Ta
MikpobionoriyHe
TeCTyBaHHs,BiA N0
BiJja€ 3a BUNYCK
cepii:
CIHTOH
XICMAHIA, C. N,
IcnaHis

BMPOGHMLTBO "in
bulK', nepsuHHE
Ta BTOPUHHE
MnaKyBaHHs,
TECTYBaHHA
BUNYLLLEHOI  cepii:
OHkomen,

M aHyth aK TypuHr
a.c., Yecbka
Pecnybnika

mikpobionoriyHe
TECTYBaHHs:
ITECT nnitoc,
c.p.o., Yecbka
Pecnybnika

Icnanis/
Yecbka
Pecnyon
ika/
Bonrapi
a/
Himeyun
Ha

BHECEHHSA 3MiH [0 peecTpauiiHnx marepianis: 3miHu | Tuny -
AnmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo agpecu micusa
NpoBaKeHH AisNbHOCTI BUPOOHUKa/imnopTepa roTOBOrO JiKkapcbkoro
3acoby, BKITHOYaouM AiNbHYLL BUMYCKY cepii abo MicLie NpoBEAeHHs
KOHTPOII0 SIKOCTI. (BisiNbHICTb, 3a SKY Bignosiaae BUPobHWK/iMnopTep,
He BKITHOYalouM BUMYCK Cepilt)
3MiHa Ha3BM BUMPOOHMKA, SKUIA BignoBigae 3a MikpobionoriyHe
TecTyBaHHA Labor L+S AG, Germany, 6e3 3MiHn micus BUpobHMLTBA.

UA/15645/01/01
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Ne
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3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o
noceid4yeHHs1

Xmiko/dizniHe
TECTYBaHHs:
KBIHTA-
AHAITUKA c.p.o,
Yecbka
Pecny6nika

BTOPUHHE
nakyBaHHs::
i |
dapmachktoTikanc
JIta, bonrapis

MikpobionoriyHe
TECTYBaHHsI:
Jlabop JIC CE &
Ko.KI', HimevunHa

BOPTE3OMI
B AIIBOrEH

MOPOLLIOK AN
pO3uMHy Ans
iH'ekuinno 3,5 mr
inbulk 1920
dnakoHiB 3
MOPOLLKOM B
KapTOHHOMY
KOpobi

AngoreH IMNMKo
C.ap.n.

Jlokcem
Oypr

Ximiko/isnyHe Ta
mikpobionoriyHe
TECTYBaHHs,BiAMNO
Bija€ 3a BUNYyCK
cepii:
CIHTOH
XICMAHIA, C. N,
Icnanis

BMPOGHMLTBO "in
bulK', nepauHHE
Ta BTOpPUHHE
naKyBaHHsl,
TeCTyBaHHs
BUMYLLEHOI Cepil:
Oxkomen
MaHyh aK TypUHT
a.c., Yecbka
Pecny6nika

MikpobionoriyHe
TECTYBaHHSI:
ITECT nnioc,
c.p.o., Yecbka
Pecny6nika

XiMiko/dizniHe
TECTYBaHHSI:
KBIHTA-
AHAJITUKA c.p.o,
Yecbka

Icnanis/
Yecbka
Pecnyon
ika/
Bonrapi
al
Himeuun
Ha

BHECEHHS 3MiH A0 peecTpauiHnx Marepianis: 3mMiHu | Tuny -
AnMiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micusa
NMPOBaAXEHHS1 AiSNbHOCTI BUPOGHMKa/iMnopTepa FOTOBOrO NiKapcbKoro
3acoby, BKITHOYaloum AinbHYLI BUMYCKY cepii abo MicLie NpoBeA eHHs
KOHTPOIO SKOCTI. (AisNbHICTb, 3a SKY BiANOBigae BUPOO HUK/iMMopTep,
He BKITHOYaloum BUMYCK Cepilt)
3miHa Ha3BM BUMPOOHVKA, KU BignoBsigae 3a MikpobionoriyHe
TecTyBaHHA Labor L+S AG, Germany, 6e3 3miHu micus BUpobHML TBA.

UA/15645/01/02
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Pecnybnika
BTOPVHHE
MnaKyBaHHs:
O |
dapmacbtoTikanc
Jita, Bonrapis
mikpobionoriyHe
TECTYBaHHs:
Jlabop JIC CE &
Ko.KI', HimevunHa
30. | BOPTE3OMI MOPOLLIOK A1 AnsoreH IMKo | JTliokcem Ximiko/dismyHe Ta Icnanis/ BHECEHHA 3MiH 40 peecTpauiiHuX Marepianis: 3MiHum | Tuny - 3a UA/15644/01/01
B AIIBOrEH pO34MHy Ansi C.ap.n. Gypr MikpobionoriyHe Yecbka AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus peuennom
iH'exuinno 1 mr1 TeCTyBaHHs,BiANO Pecnyon | npoBamxeHHs AisnbHOCTI BUpOOHUKa/imnopTepa roToBOro MikapCbKoro
dnakoH 3 BiJae 3a BUNYyCK ika/ 3acoby, BKIHOYaouM AinbHULI BUNYCKY cepiil abo MicLie NpoBea eHHs
MOPOLLKOM B cepii: Bonrapi KOHTPOIO SKOCTI. (AiSNbHICTb, 3a SKY BignosiAae BUPOOHWK/iMnopTep,
KapTOHHI nadui CIHTOH s/ HEe BKITHOYauu BUMYCK cepill) 3miHa Ha3BM BUPOOHMKA, SIKUM
XICMAHIA, C. 1., Himeuun BignoBigae 3a mikpobionoriyHe TecTyBaHHA Labor L+S AG, Germany,
IcnaHis Ha 6e3 3MiHM Micus BUPOGHULITBA.

BMPOBHMLTBO "in
bulk', nepsuHHe
Ta BTOpPUHHE
rnaKyBaHHs,
TeCTyBaHHs
BUNYLLLEHOI  cepii:
Onkomen
MaHyth aK T ypUHr
a.c., Yecbka
Pecny6nika

MikpobionoriyHe
TECTYBaHHsI:
ITECT nnitoc,
C.p.0., Yecbka
Pecnybnika

XiMiko/di3ndHe
TECTYBaHHS:
KBIHTA-
AHAITUKA c.p.o,
Yecbka
Pecny6nika

BTOpUHHE
NaKyBaHHA:

i |
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dapmacbtoTikanc
Itg, Bonrapis
MikpobionoriyHe
TECTYBaHHs!:
Nabop JIC CE &
Ko.KI, HimeyuunHa
31. | BAIIEPIAHU KopeHeBMLLIA 3 AT YkpaiHa AT "IyoHndapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux Marepianis: 3MiHW | Tuny - 3MiHun b6e3 UA/5387/02/01
KOPEHEBMULL | kopeHsimu nmo 50 r "INy6Hncpapm" wono 6e3nekn/edekTMBHOCTI Ta pbapmakoHarnsgy (iHwi 3miHu). peuenma
A3 y navkax 3 BHeceHHs 3MiH o p. «MapkyBaHHs» MKA N3. 3MiHW BHeCEHI B TEKCT
KOPEHAMU BHYT PiLLHIM MapKyBaHHS YMakoBKMW MiKapCbKoro 3acoby LL,0A0 3a3Ha4eHHs
nakeTom MiDXHapOAHMX MO3HaYeHb OAUVHWLIL BUMiplOBaHHS. BBedeHHs 3MiH
npoTArom 6-Tn MicALiB Micns 3aTBepAXeHHs. 3MiHn | Tuny -
AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus
MPOBaAXEHHS AiANbHOCTI BUPOOHMKa/iMmopTepa roTOBOrO NiKapCbKoro
3acoby, BKIHOYaouM AinbHULI BUNYCKY cepiil abo MicLie NpoBea eHHs
KOHTPOIO SKOCTI. (AiSNbHICTb, 3a SKY BignosiAae BUPOOHWK/iMnopTep,
BKITHOYaK04M BUNYCK cepill). 3MiHa HalMeHyBaHHst BupoOHuKa 113 AT
«JlyoHUapm» 6e3 3MiHM Micu s BUpoOHML TBa. BBeeHHA 3MiH
NpoTSIroM 6-TW MicsuiB Nicns 3aTBepAXeHHs. 3MiHu | Tuny -
AnmiHicTpatuBHi 3miHW. 3MiHa HaimeHyBaHHA Ta/abo appecu
3asBHMKA (BNacHVKa peecTpawuiiHoro noceigyveHHs). 3MiHa
HalM eHyBaHHs  3asiBHUKa (BnacHUKa pPeecTpaLiiHoro NnocBigYeHHs)
32. | BAHKOMILMU nioginisar ans TOB YkpaiHa | TOB "®APMEKC YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepianis: 3a UA/13483/01/01
H-®APMEKC pO34MHy Ansi "OAPMEKC reyn" 3MiHM | TUny - 3miHv Wono 6e3nekn/edpekTUBHOCTI Ta peuennom
iHdy3in no 500 mr, reyn" dapmakoHarnsaay. BeegeHnHs abo 3miHM [0 y3aranbHEHUX AaHuX npo
no 1 pnakoHy B cuctemy hapmakoHarnsgy (BBeAeHHs y3aranbHeHnX [AaHvx Mnpo
KOHTYPHIl cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
YapyHKOBI BiANOBiAaNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTakTHOI ocobu 3
ynakosLi; no 1 hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS dhapMakoHarnsay B
KOHTYPHI YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
YapyHKOBIA BiANOBIAANbHOI 3a 3AiViCHEHHS dbapMakoHarnsagy (BKoYal4n
ynakoBui B nadui KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsgy) - 3miHa YroBHOBaXKEHOI 0CODW 3asiBHVKA,
BignoBiganbHoi 3a hapmakoHarnsag. MNponoHoBaHa pegakuis:
Tonokesuy Bonogumup HOpivioBud. 3MiHa KOHTAKTHUX [aHuX
YOBHOBaXXEHOI  0COOM 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsig
33. | BAHKOMILA niodpinisar gns TOB YkpaiHa TOB "©®APMEKC YkpaiHa BHECEHHS1 3MiH O PEECTpaLliiHuX MaTepianis: 3a UA/13483/01/02
H-®APMEKC po3ynHy Ans "®APMEKC reymn" 3MiHu | Tuny - 3miHW Wopo 6e3nekn/edhekTUBHOCTI Ta peyermnom
iHdpysin no 1000 reyn" dapmakoHarnsgy. BeegeHnHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo

Mmr, no 1 pnakoHy
B KOHTYPHIN
YapyHKOBI A
ynakosui; no 1
KOHTYPHIl
YapyHKOBI
ynakoBLi B navLi

cucTeMy papmakoHarnaay (BBeOEHHs y3ararnbHeHUX [aHvX Mpo
cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEHHA dhapMaKkoHarnsay, KOHTakTHOI ocobu 3
apmakoHarnsay 3asBHUKa AN 34iMCHEHHS dpapMmakoHarnsgy B
YKpaiHi, SIKLLL0 BOHA BifjMiHHA BiJ YTOBHOBaXKEHOI 0C0OOMU,
BignoBiAanbHOI 3a 34iMCHEHHA dhapmakoHarnsaay (BKYalum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-caiina cuctemu
dapmakoHarnsay) - 3MiHa YNoBHOBaXKEHOI 0COOU 3asiBHUKA,
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BiANoBiganbHOi 3a hapmakoHarnsag. MNponoHoBaHa pegakLuis:
Tonokesuy Bonogumup HOpivioBud. 3MiHa KOHTAKTHUX [aHuX
JIIOBHOB&XXEHOI  0COOW 3asdBHUKA, BiAnoBiganbHOI 3a hapMakoHarnsg
34. | BEHOENAH renbno 40 ry My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHSI 3MiH 0 peecTpaLuiviHux marepianis: be3 UA/7100/01/01
on TY0i; no 1 Ty0i B aKLjioHepHe aKLioHepHe 3MiHM | Tuny - 3miHa y MmeTodax BUMNPODYBaHHA FOTOBOrO MiKapCbKoro peuerima
navi TOBapUCTBO TOBapUCTBO 3acoby (He3Ha4yHa 3MiHay 3aTBEpAXXEHWX MeTOAax BMNpoDYBaHHS);
"Haykoso- "Haykoso- CYNYTHS 3MiHa: 3MiHa METOAMKWN KOHTPOMIO rOTOBOrO NiKapCbKoro
BMPOO HUYMIA BMPOO HUYMIA 3acoby «AHTUKOAryrsiHTHa aKTMBHICTbY i, IK HAacnigokK, 3miHa
LieHTp LLeHTp METOAVKM KOHT PO MPOMDKHUX MPOAYKTIB «AHTMKOArynsiHTHa
"BopLuariBcbk "BopLLariBCbKun aKTUBHICTb», @ caMme: 3MiHa TemnepaTypHUX MeX po3MOpOXyBaHHS
i Ximiko- XMiKo- nnasmu cybcTpary, 3anporioHoBaHo: 37°C Ta BUNMYMEHHS MPOBEAEHHS
dapmaueBTuy dhapmaLeBTU4HUN BUNPOOYBaHHA «AHTUKOArynsHTa aKTUBHICTb» NpW KiMHAaTHIn
HM 3aBoa” 3aBoa” TemnepaTypi; 3anpornoHoBaHo: BigMivaloTk Yac Ta 3anuwaiTb
npobipku y TepmocTarti npu Temnepatypi 37+1°C Ha 1rog
35. | BIMIMAT® TabneTku, BKpuTI IOCB ®apma Benebris BMPOG HYK Benebris/ BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/10825/01/01
NNiBKOBOIO C.A. Hepo3dhacoBaHoi Himeyun 3MiHM | TUNy - 3MiHW, NOB'sI3aHi 3 HEODXAHICTIO NPYBEAEHHA Y peuernnom
obonoHkoto, Mo 50 npogykuii Ta Ha BiANoBiAHICTb A0 MoHorpadii APY abo €Bponelicbkoi dhapmakonei,
mr, no 14 KOHTPOIb SKOCTI: abo iHWoi HauioHanbHoi hapmakonei aepxasn €C - 3amiHa
Tabnertok y KOCB ®apma C.A,, BHYTPILLHIX METOZiB KOHTPOMIO As rOTOBOrO NiKapcbKoro 3acoby Ha
6nictepi; no 1a6o Benbrisi; BUPOBGHMK BUMOrn €Bponelicbkoi hapmakonei (MoHorpadist Ha Lacosamide
4 6nictepn B Hepo3dhacoBaHol Tablets)
KapTOHHI Kopobui npoayKuii Ta
KOHTPOIb SIKOCTI:
Encika
dapmacbloTukan3a
m6X, HimevunHa;
nepeuHHe Ta
BTOPVHHE
nakysaHHs: Encika
dapmacbloTukan3a
m6X, HimeyunHa
BMPOG HYK
BiNoBigan bHUIA
3aBunyck cepii Ta
KOHTPOSb SKOCTi:
Encika
dapmacbloTukana
™Mo6X, HimeyunHa
36. | BIMNAT® TabneTku, BKpUTI HOCB ®apma Benbris BUPOO HYK Benbris/ BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/10825/01/02
nriBKOBOO CA. Hepo3dacoBaHol Himewun 3MiHM | Tuny - 3MiHKW, NoB'A3aHi 3 HEODXAHICTIO MPUBEAEHHA Y peuernmom
060noHKoto, No npogykuii Ta Ha BianoBigHiCTL 4,0 MoHorpadii [I®Y abo €Bponeiicbkoi dhapmakonei,
100 wmr, no 14 KOHTPOIb SKOCTI: abo iHWoOi HauioHanbHOI hapmakonei aepxasn €C - 3amiHa
Tabnetok y IOCB ®apma C.A,, BHYTPILLHIX METOZiB KOHTPONI As rOTOBOrO NiKapcbKoro 3acoby Ha
6nictepi; no 1abo Benebrisi; BUPOBHMK BMMOrn €Bponelicbkoi dapmakonei (MoHorpadis Ha Lacosamide
4 6nictepu B HepoadhacoBaHol Tablets)
KapTOHHI Kopobui npoayKkuii Ta

KOHTPOSb SKOCTI:
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Eicika
dapmacboTrkana
m6X, HimeuyunHa;

nepeuHHe Ta
BTOpPVHHE
nakysaHHsi: Elcika
dapmacbloTukana
M6X, HimewunHa
BVPOD HUK
BiZ1NOBi g an bHAN
3a BUMYCK cepii Ta
KOHTPOIb SIKOCTi:

Encika
dapmacbloTukan3a
'M6X, HimewunHa

37.

BIMIAT®

TabneTku, BKpuTI
nniBKOBOIO

00 0roHKOoH, Mo
150 mrno 14
TabneTok y
6nictepi; no 1abo
4 6nictepn B
KapTOHHI Kopobui

HOCb ®apma
CA.

benbris

BMPOD HYK
Hepo3dhacoBaHol
npoayKkuii Ta
KOHTPOIMb SIKOCTi:
OCB dapma C.A,,
Benbrisi; BUpoGHWK
Hepo3dhacoBaHoi
npogykuii Ta
KOHTPOSb SKOCTi:
Encika
dapmacbloTukana
m6X, HimeuyunHa;
nepB/HHe Ta
BTOPVHHE
nakysaHHs:: EWcika
dapmacbloTukan3a
M6X, HimewunHa
BVPOD HUK
BiZiNOBigan bHAN
3a BUMYCK cepii Ta
KOHTPOIb SIKOCTI:
Encika
dapmacbloTukana
'M6X, HimewunHa

benbris/
Himeyun
Ha

BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis:
3MiHM | TUny - 3MiHKW, NoB'si3aHi 3 HEODXAHICTIO NMPUBEAEHHA Y
BiAnoBigHICTbL [0 MoHorpadii APY abo €Bponevicbkoi dhapmakonei,
abo iHWoi HauioHanbHoI chapmakonei aepxasu €C - 3aMmiHa
BHYTPILLHIX METOZiB KOHTPOIIO A8 FOTOBOro NikapcbKoro 3acoby Ha
BMMOrn €Bporneincbkoi dapmakonei (MoHorpadis Ha Lacosamide
Tablets)

3a
peuennom

UA/10825/01/03

38.

BIMMNAT®

TabneTku, BKpuTI
nniBKOBOKO
060MoHKO, M0
200 mrno 14
TabneTok y
6nictepi; no 1abo
4 6bnictepu B
KapTOHHIA kopobui

HOCB ®apma
CA.

Benbris

BUPOB HYK
Hepo3hacoBaHoi
npogykuii Ta
KOHTPOMb SKOCTi:
KOCB ®apma C.A,,
Benbrisi; BUpoGHWK
Hepo3dhacoBaHoi
npogykuii Ta
KOHTPOIb SKOCTI:
Encika

Benbris/
Himeyun
Ha

BHECEHHA 3MiH 40 peecTpauliiHuX Marepianis:
3MiHu | TUny - 3MiHKW, NoB'si3aHi 3 HEODXAHICTIO NPUBEAEHHS Y
BiANOBiAHICTbL 0 MoHorpadii I®Y abo €Bponevicbkoi dhapmakonei,
abo iHWoi HauioHanbHOI hapmakonei aepxasn €C - 3amiHa
BHYTPILLHIX METO/iB KOHTPOIIO AN1A FOTOBOro NikapcbKoro 3acoby Ha
BMMOrn €Bpornencbkoi dapmakonei (MoHorpadis Ha Lacosamide
Tablets)

3a
peuernom

UA/10825/01/04
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dapmacbloTukan3a
M6X, HimeuwunHa;
nepBrHHe Ta
BTOPUHHE
nakysaHHs: Encika
dapmacbloTukana
'm6X, HimeyuunHa
BMPOG HYK
BiNoBigan bHUIA
3aBuNyck cepii Ta
KOHTPOMb SKOCTi:
Encika
dapmacbloTukana
™M06X, HimeyunHa
39. | BOBEH3UM TabneTku MYKOC Himevun MYKOC Himevumn BHECEHHSI 3MIH [0 PEECTPaLiiHUX MaTepianiB: be3 UA/2842/01/01
KULLIKOBOPO3UMHHi Papma MMEXi Ha EmynbcioHcresenn Ha BUMPaBIEHHsT TeXHIYHOI nomMunku B po3gini «Cknag» B MeTogax peuerima
no 20 Tabnetok y Ko. KI bwapT M6X KOHTPOINIO SIKOCTi Nnikapcbkoro 3acoby
6nictepi; no 2 abo
10 6nicTepiBy
KapTOHHI
kopobui; no 800
Tabnetok y
BHaHKax
40. | BOJTIONAAT PO34MH Ans ®pe3seHiyc Himevumn ®peseHiyc Kabi Himevumn BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/14192/01/01
iHdpysin no 250 Kabi Ha Dounang TmeX Ha 3MiHu | Tuny - NogaHHs OHOBMEHOro cepTudikaTy BiANOBIAHOCTI peyermnom
M, 500 My LonunaHg €Bponelicbkin papmakonei R1-CEP 2007-367-Rev 01 gns gitoyoi
milkax Freeflex, eX PEYOBMHM HaTpit0 XIOpWA, Bif 3aTBEPAXKEHOr0 BUPOOHMKA, YTOYHEHHS
no 20 a6o 30 HanucaHHa Ha3Bu BUpobHKka ADI B posaini «Cknag» meTogis
miwkis freeflex B KOHTPOIIO SIKOCTi NikapCcbkoro 3acoby; 3minu | Tuny - 3amiHa napametpis
rpynoBiin  kopobLi cneuundikali Ta/abo AONYCTUMMX MEX NEPBUHHOI YNMaKkOBKW FOTOBOIO
i3 KapTOHY nikapcbkoro 3acoby (gonaBaHHa abo 3aMiHa nokasHuka 3a
pesynbTaTtamu gocnigxeHb 3 6e3neku abo sKocTi)
4. | TABANEHTHU Karcynu Teepai no MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHSI 3MiH [0 peecTpaliiHux marepianis: 3a UA/11671/01/01
H 300 mrno 10 "TexHonor" 3MiHu | Tuny - 3MiHW 40 iIHCTPYKLUiT AN Mean4YHOro 3acTOCYBaHHS peuennom
kancyn y énicrepi, nikapcbkoro 3acoby y po3ain "lMNobivHi peakuii” wopo gucdarii
no 2 6nicrepny Bi4NOBIAHO 4O OHOBMNEHOI iHopMaLii 3 6e3neKkmn AiloHoi PeHOBUHN.
nayui 3 KapToHy BBeneHHss 3MiH NpoTArom 6-Tu MicauiB Nicns 3aTBEPAKEHHS;
3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANA MEQMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ain "MobiyHi peakuii” 3rigHo 3 iHdopmaLieto
LLIOA0 MEOMYHOIO 3aCTOCyBaHHA pedhepeHTHOro mnikapcbKoro 3acoby
(FABATAMA® 300, kancynu no 300 mr). BBegenHss 3miH npotsirom 6-
TV MicsAUIB MiCNS 3aTBEPAKEHHS
42. | TENO®Y3UH | po3unH ans b. bpayH Himewun | b.bpayd Megwvkan LLsenua BHECEHHS 3MIH [0 peecTpaLivHux marepianis: 3a UA/5905/01/01
iHy3in no 500 mn Menb3yHreH Ha CA pis 3MiHM | Tuny - 3miHn B npoueci BupobHuyTBa Ad| - He3HayHa 3MiHay peuermm
PO3UMHYy Y Al npoueci BupobHMUTBa APIlxenaTuHy CyKUMHINbOBAHOro, a came 3MiHa
dnakoHax, no 10 TemnepaTypy BOAM ANS iHEKLiN ANSA po3ymHeHHs enaTtuHy 3 20-30 °C
dnakoHiB y 00 35-55 °C 3 noganbwmmM Harpisom po3uuHy o 85 °C, sk 6yno
KapTOHHI 3aTBepAXeHo Ans novaTKy npouecy moaudikauii; 3Minm | Tuny - 3miHa

kopobui; no 500

po3mipy cepii (Bkntoyatoum gianazonn) APl abo NpomiXkKHOro MPOAYKTY,
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MJ1 PO3YUMHY Y AKWA 3aCTOCOBYETHLCA Y MpoLieci BupobHMuTBa A®I - 3miHa nogaeTbest
dnakoHax y 3B'A3KY 3i 36inbLIEHHSAM PO3Mipy Cepii enaTuHy CYKLUHINbOBaHOrO 3
5000 n A0 6000 n; 3miHm | TunNy - 3miHa y meTofax Bunpob yBaHHs
rOTOBOrO MiKapCbKOoro 3acoby - 3MiH1 B METOAax KOHTPOIO roTOBOrO
nikapcbkoro 3acoby L of0 KinbKiCHOro Bu3HaveHHst xnopuais (TP
0306); 3minu | Tuny - 3miHa po3mipy cepii (BKItoYaoum gianasoH
pO3Mipy cepii) roToBoro nikapcbkoro 3acoby - 30inbLUeHHA po3Mipy
cepii rotoBoro nikapcbkoro 3acoby; 3anporoHosaHo: 30 000 n; 3MiHm |
Tuny - BuganenHs E-cepTudikarty BianoBigHOCTI €BponenchbKii
cdapmakonei Ne R1-CEP 2000-028-Rev 02 ans Gelatin Big
3aTBepAXeHOro BUPOOHMKA; 3MiHM | Tuny - nogaHHs Hosoro [E-
cepTudikara BignosigHocTI €Bponericbkii hapmakonei Ne R1-CEP
2000-029-Rev 05 ona Gelatin Big BXe 3aTBepaXeHOro BUPOOHMKA
43. | TEMONPOKT | cymoswutopii TOB YkpaiHa | TOB "®APMEKC YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHux Marepianis: bes UA/12641/01/01
pekTanbHi no 5 "OAPMEKC reyn" 3MiHM | TUny - 3miHv Wono 6e3nekn/edpekTUBHOCTI Ta peyernna
CYNo3uTopiiB y reyn" dapmakoHarnsany. BeegeHnHs abo 3miHM [0 y3aranbHEHUX AaHuX Npo
cTpvni; no 2 cuctemy chapmakoHarnsay (BBeOeHHs y3aranbHeHnx [AaHvx Mnpo
CTpunM B nadyi 3 cucTeMy hapMakoHarnsay, 3MiHa yYOBHOBaXKeHOI ocobu,
KapTOHyY BiANOBiAANbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHAKa ANSA 34iMCHEHHS hapMakoHarnsay B
YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BiANOBIAaNbHOI 3a 3AiVicHeHHsT dbapMakoHarnsagy (BKoYaloun
KOHTaKTHI AaHi) Ta/abo 3MiHMy po3milLleHHi MacTep-cbanna cuctemm
dapmakoHarnsgy) - 3miHa yroBHOBaXKEHOI 0CODW 3asiBHVKA,
BignoBiganbHoi 3a hapmakoHarnsag. MNponoHoBaHa pegakuis:
Tonokesuy Bonogumup HOpivioBud. 3MiHa KOHTAKTHUX [aHuX
JIIOBHOB&XXEHOI  0COOW 3asdBHUKA, BiAnoBiganbHOI 3a hapMakoHarnsg
44 [ TEHTOC® Karcynu Teepai no TOB YkpaiHa Omera ®apma Himevumn BHECEHHSI 3MiH O peecTpauiHuX Marepianis: 3MiHu | Tuny - be3 UA/16305/01/01
®EMIHA 10 kancyn y «MEPPIF'O MeHbtod exyepiHr Ha AnmiHicTpaTvBHi 3mMiHW. 3MiHa HaimeHyBaHHA Ta/abo apgpecun peuerima
6nicTepi; no 3abo YKPAIHA» M16Xi Ko. KI 3asBHMKA (BNacHVKa peecTpauiiHoro noceigveHHs). 3MiHa Ha3Bu
6, abo 12 3asBHVKa (BMacHVKa peecTpauiiHoro MocBiAYeHHs).
GnicTepiBy
KapTOHHI
KopobLi;
no 20 kancyn y
6nictepi 3 niHieto
nepdopaduii; no 3
abo 6 6nicTepiBy
KapTOHHI
KOpob L.
45. | TENAON®® kancynu, no 10 TOB YkpaiHa TOB "BAJIAPTIH YkpaiHa BHECEHHSI 3MIH [0 PEECTpaLiviHUX MaTepianis: 3a UA/5324/02/01
kancyn y énicrepi; "BAJTAPTIH PAPMA" 3MiHm Il Tuny - BBeAEHHS HOBOrO [04aTKOBOro BUPODHMKA Aitoyoi peuermm
no 10 kancyn y DAPMA" peyoBMHM KapHiTMHY opotaty Hanseochem Co., Ltd., Kopes
6nictepi; no 3, 5
abo 10 6nicTepiBy
KapTOHHIW mayui
46. | TENAONO® MOPOLLIOK 4151 TOB YkpaiHa TOB "BAJIAPTIH YkpaiHa BHECEHHA 3MiH O PeECTpaLinHuX Martepianis: 3a UA/5324/01/01
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posunHy Ans "BAJTAPTIH PAPMA", YkpaiHa 3MiHm Il Tuny - BBEAEHHS HOBOrO [0AaTKOBOro BUPODHUKA AitoYoi peuernom
iH'eKLi, no 942,05 SAPMA" (Bunyck cepii); peyoBMHM KapHiTWHy opotary Hanseochem Co., Ltd., Kopes
MT MOPOLLKY Y TOB "®APMEKC
dnakoHi; no 1, 5 PYMN", YkpaiHa
abo 10 dnakoHiB y (BUPOBHULTBO,
KapTOHHI naKyBaHHs1,
ynaKoBLi KOHTPOIb AKOCTi)
47. | FENTOP- KOHLLeHTpaT Ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 3a UA/15641/01/01
PAPMEKC pO34MHy Ans "®APMEKC reyn" 3MiHM | Tuny - 3minv WwWopo 6esnekn/epekTUBHOCTI Ta peuennom
iHdpyzin, 500 reymn" cdapmakoHarnsay. BeenenHs abo 3MiHM 40 y3aranbHEHVMX OaHWX Npo
mr/mn no 10 mny cucTeMy hapMakoHarnsay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
dnakoHax, Ne 5 cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
(5x1), Ne 10 (5x2) BiANOBiAanNbHOI 3a 34iMiCHEHHsT dpapMaKoHarnsay, KOHTaKkTHOI ocobu 3
Y KOHTYPHMX hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS bapmakoHarnsay B
YapyHKOBMX YKpaiHi, SIKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXE€HOi 0cobu,
yrakoBKax BiANOBIAANbHOI 3a 3AiVicCHeHHs bapMakoHarnsaay (BKoYalo4n
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnaay) - 3MiHa YroBHOBaXKEHOI 0Cobu 3asiBHUKA,
BignoBsigansHoi 3a papmakoHarnsag. MNponoHoBaHa pegakuis:
Tonokesny Bonogumup HOpiioBuy. 3MiHa KOHTaKTHUX AaHnX
YOBHOBaXXEHOI  0COOM 3asiBHMKA, BignoBiganbHOI 3a chapMakoHarnsig
48 | TOHAIT-®® MOPOLLIOK  AJ1151 Apec Tpeunginr | Lsenua Mepk CepoHo Itanisa BHECEHHSI 3MIH [0 PEECTPALiVHUX MaTepianiB: 3a UA/4113/01/03
po3unHy Ans CA pist C.A., BigaineHHs y 3MiHu | Tuny - 3miHK Wono 6e3nekn/edheKTUBHOCTI Ta peuennom
iH'ekuinno 75 MO M. OBOHH, dapmakoHarnsagy. BeegeHnHss abo 3miHM [0 y3aranbHeEHUX AaHuX Npo
(5,5 mkr); Ne 1: 1 Lsenuapis; Mepk cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
NakoH 3 CepoHo C.nA, cucTeMy hapmakoHarnsigy, 3MiHa YoBHOBaXeHOI ocobu,
MOPOLLKOM Y ITanis BiANOBIAanNbHOI 3a 3AiViCHEHHsT ddapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
KOMMNNEKTi 3 hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHS dhapMmakoHarnsgy B
PO3YMHHUKOM YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0C00W,
(Boga ans BignoBiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
iHekuin) no1 mny KOHTaKTHI faHi) Ta/abo 3MiHMy po3milLleHHi MacTep-cbanna cuctemm
nonepegHL0 hapmakoHarnsiay) - 3MiHa KOHTaKTHUX JaHWX YMOBHOBEXKEHOI 0cobU
3aroBHEHOMY 3asBHUKa, BignosiganbHOI 3a hapMmakoHarnsagy. 3MiHa KOHTaKTHMX

wnpuui, 1 ronkoro
ANS PO3YMHEHHS
Ta 1 ronkow ans
BBEAEHHS Y
KOHTYPHIl
YapyHKOBI
ynakoBui; no 1
KOHTYPHIN
YapyHKOBI i
ynakosui y
KapTOHHI
kopobui; Ne 10: 5
drakoHiB 3
MOPOLLKOM Y

[aHUX KOHTaKTHOI 0cobu YNOBHOBaXEHOI 0cobu 3asiBHKKA,
BiANoBiAanbHoi 3a papmakoHarnsay B YkpaiHi. 3miHa micus
30iMICHEHHS OCHOBHOI AisiNbHOCTI 3 dpapmakoHarnsgy. 3miHa

MiCLIe3HaxOdKeHHs1 MacTep-dhanna cuctemun dapMmakoHarnsay
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KOMMIEKTi 3
PO3YMHHUKOM
(Boma ans
iHekuiny no1 mny
5 nonepenHLo
3aroBHEHMX
wnpuyax, 5
ronkamu gns
po3yMHEHHA Ta 5
ronkamu ans
BBEAEHHS Y
KOHTYPHIl
YapyHKOBI
ynakoBui; no 2
KOHTypHi
YapyHKOBI
YNakoBKN B
KapPTOHHI Kopobui
49. | FTOHAN-®® pO3UvH Ans Apec Tpenginr | Lsenua Mepk CepoHo ITanisa BHECEHHSI 3MiH 0 peecTpaLliviHux marepianis: 3a UA/4113/02/01
iH'ekuin no 300 C.A. pis C.nA. 3MiHu | Tvny - 3miHW Wopo 6e3nekn/edh ek TUBHOCTI Ta peuernnom
MO (22 mkr)/0,5 dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
mnno0,5 mny cuctemy hapmakoHarnsgy (BBeAEHHS y3aranbHeHnX [AaHvX Mnpo
KapTpuoxi 3 cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
npobkoto- BiANOBiAaNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
nopLuHeM Ta dapmakoHarnsay 3asiBHUMKa AN 34iMCHEHHS dpapmakoHarnsgy B
pud neHo YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXeEHOi 0cobu,
KPULLEYKOIO, BiANOBIAANbHOI 3a 3AiViCHeHHsT bapMakoHarnsa[y (BKoYa4n
BMiLLleHOMY Y KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
pYHKY Ans hapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHVX YMOBHOBaXKEHOI ocobu
BBeAEHHs; no 1 3asBHWKa, BiAMoBiganbHOI 3a dapmakoHarnsgy. 3MiHa KOHTaKTHUX
pydui Ta 8 ronok y [aHNX KOHTaKTHOI 0COobM YNOBHOBaXKEHOI 0CObW 3asiBHMKA,
KapTOHHI kopobui BignoBsiganbHoi 3a hapMmakoHarnsagy B YKpaiHi. 3MiHa micus
3[iNCHEHHA OCHOBHOI [AisiNbHOCTI 3 chapmakoHarnsay. 3MiHa
MiCLLe3HaxXOAXEHHs1 MacTep-danna cuctemun dapMmakoHarnsgy
50. | TOHAN-®® PO3YMH Ans Apec Tpenginr | Lseiua Mepk CepoHo Itania BHECEHHSI 3MiH [0 peecTpaliiHux marepianis: 3a UA/4113/02/02
iH'ekuin no 450 C.A pist C.n.A. 3MiHu | Tuny - 3miHM Wono 6e3nekn/edheKTUBHOCTI Ta peuennom
MO (33 mkr)/0,75 dapmakoHarnsagy. BeegeHnHss abo 3miHM [0 y3aranbHEHUX AaHuX Npo
Mn no 0,75 mny cucteMy papmakoHarnsay (BBeQeHHs y3ararbHeHUX OaHvxX Mpo
KapTpuoxi 3 cuctemy chapmakoHarnsgy, 3MmiHa YNoBHOBaXeHOI ocobw,
npobkoto- BiANOBIAaNbHOI 3a 3A4iViCHEHHs dbapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
nopLuHemM Ta dapmakoHarnsagy 3asBHYKa AN 34iMCHEHHS dhapmakoHarnsgy B
pucb eHoo YKpaiHi, IKLLLO BOHa BiAMiHHA Bif] YIIOBHOB&XKEHOI 0COBW,
KPULLIEYKOHO, BiANOBiAaNbHOI 3a 34iVicHeHHsT dpapMakoHarnsagy (BKIoyalun
BMiLL,EeHOMY Y KOHTaKTHi faHi) Ta/abo 3MiHM Yy po3milLleHHi MacTep-cbanna cuctemm
pYdKY Ans hapmakoHarnsiiy) - 3MiHa KOHTaKTHUX JaHWX YOBHOBEXXEHOI 0cobu
BBEOEHHS; Mo 1 3asBHUKa, BignoBiganbHOI 3a hapMmakoHarnsagy. 3MiHa KOHTaKTHMX
pydui Ta 12 ronok [aHUX KOHTaKTHOI 0cobu YNOBHOBaXEHOI 0cobu 3asiBHKKA,
Y KapTOHHi BiAMNoBiAanbHOi 3a hapmakoHarnsay B YkpaiHi. 3miHa micus
Kopob Ui 3[iMICHEHHA OCHOBHOI AisNbHOCTI 3 papmakoHarnsgy. 3miHa
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MiCL|€3HaxOfXeHHs macTep-danna cuctemu apmakoHarnsgy
51. | TOHAN-®® pO3UvH Ans Apec Tpenginr | Lsenua Mepk CepoHo ITanisa BHECEHHSI 3MiH [0 peecTpaLliviHux marepianis: 3a UA/4113/02/03
iH'ekuin no 900 C.A. pis C.nA. 3MiHu | Tvny - 3miHW Wopo 6e3nekn/edh ek TUBHOCTI Ta peuernnom
MO (66 mkr)/1,5 dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
mnno15 mny cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
KapTpuoxi 3 cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
npobkoto- BiANOBiAanNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsa4y, KOHTaKTHOI ocobu 3
nopLuHeM Ta dapmakoHarnsay 3asiBHUMKa A4 34iMCHEHHS dpapMmakoHarnsgy B
pud neHo YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXEHOI 0cobu,
KPULLEYKOHO, BignoBiganbHOI 3a 34iMCHEHHA dhapMmakoHarnsaay (BKYaum
BMiLLleHOMY Y KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
pYHKY Ans hapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHVX YOBHOBaXKEHOI ocobu
BBeAEHHs; no 1 3asBHWKa, BiAMOBiAanbHOI 3a dpapmakoHarnsgy. 3MiHa KOHTaKTHUX
pydui Ta 20 ronok [aHNX KOHTaKTHOI 0CoOM YNOBHOBaXKEHOI 0CObW 3asiBHVKA,
Y KapTOHHI BiANoBiAanbHoi 3a papmakoHarnsay B YkpaiHi. 3miHa micus
Kopob Ui 3[iNCHEHHA OCHOBHOI [AisiNbHOCTI 3 chapmakoHarnsay. 3MiHa
MiCLLe3HaXOAXEHHs1 MacTep-danna cuctemu dapMmakoHarnsgy
52. | TPUNEKC MOPOLLIOK AN tOHInaob, J1rl CLUA BpadToH Benwvka BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: bes UA/5737/01/01
XOTAKTUB opanbHoro Jabopartopis BpuraHi 3MiHu | Tuny - NogaHHs OHOBREHOro cepTuddikara BignoBigHOCTI peuenma
po34mHy, nMo 4 r B JlimiTen, Benvka al €ponelicbkit dpapmakonei Ne R1-CEP 1996-039-Rev 04 ) ans gitoyoi
cawle, no 5, abo BputaHis Monblua peyoBuHM Paracetamol Big Bxe 3arBepaxeHoro BupobHnka SPECGX
no 7, abo no 8 abo (BUPOBHULTBO, LLC, CLUA, sik Hacnigok 3miHa Ha3BM Ta aapecu BnacHvuka CEP Ta
no 10 cawe B nepBuHHe Ta 3MiHa Ha3BM BUPOOHWMYOI AiNAHKK; 3MiHW | TUMy - NOA4aHHS HOBOrO
KapPTOHHIM nadLyi BTOPVHHE cepTudpikara BignosigHocTi €Bponelicbkii hapmakonei Ne RO-CEP
nakyBaHHs1, 2015-075-Rev 01 ans gitovoi pevosuHn Phenylephrine hydrochloride
KOHTpOnb cepii); Big HoBoro BupobHMka Name holder: Transo-Pharm Handels GmbH
TOB HOC Site(s) of production: Zhejiang Hisoar Chuannan Pharmaceutical Co.,
dapmalis, Ltd.
Monbwa
(BUPOBHULTBO,
nepBuHHe Ta
BTOPUHHE
naxkyBaHHs,
KOHTpOmnb Ta
BUMYCK Cepii)
53. | TPOYTPOINIH | po3uvH ans TOB YkpaiHa Honr-A CT Ko., Kopes BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: 3a UA/8465/01/01
iH'ekuin, 8 MO/Mn; "®apmauesTun T 3MiHU | TUNy - 3MiHW 40 IHCTPYKLiT ANA MeanYHOro 3acToCyBaHHS peuyernnom
no 0,5 mn (4 YHa KOMMaHis nikapcbkoro 3acoby y po3ginu "B3aemogis 3 iHWMMK nikapCbKuMu
MO/1,34 wmr) abo Bicta" 3acobamu TaiHwWwi BuaKn B3aemogin”, "OcobnmBocTi 3acTocyBaHHs",
no 2 mn (16 "Cnocib 3acTocyBaHHA Ta 031" 3rigHo 3 iHopMaLieto Wwono
MO/5,34 mr)y MEe[WYHOrO 3aCTOCYBaHHS pecdhepeHTHOro nikapcbKoro 3acoby
dnakoHi; mo 1 abo (CAWVI3EH 8 Mr KniK.i3i, TOpOLLIOK ANS NPUroTYBaHHA PO3YMHY ANS
no 10 dpnakoHiB y iH'ekuin). BBegeHHa 3MiH NpoTAroM 6-Tu MicsLiB Nicns 3aTBepaXKeHHs
KapTOHHIV Kopobui
54. | DANNALUUH Kpem BariHanbHWn MNOANIEP CLWA dapmauis i CLWA BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 3a UA/1903/03/01
nixBoBUN 2%,m020ry IHK. AnpgxoH KomnaHi 3MiHM | TUny - 3miHa Axepena OTpUMaHHs CTEeapyHOBOI KWCIOTU 3 peuyernnom
KPEM TYOi; no 1 TYOI Jinc TBAPUHHOTO MOXOLAXEHHSI Ha POCIUHHE
pasom 3 3

annikaropamu B
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KapPTOHHI Kopobui
55. | DEKCAMETA pO3UvH Ans MAT "®apmak” | YkpaiHa MAT "®apmak" YkpaiHa BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: 3a UA/7715/01/01
30HY iH'exuin 4 mr/imn, 3MiHV | TUNy — 3MiHM 4O METOAIB KOHTPOMIO FOTOBOrO MiKapCbKOro peuermm
DOCDAT no 1 Mn B amnyni; 3acoby 3a po3ginom «CTepunbHICTb», acaMe: BBEOEHHS MOocUraHHs
no 5 a6o 10 nocunaHHam Ha €d*go nocunanus OPY* (* gitove BugaHHs) Ta
amnyn B navui; no BUIMYMEHHA MOBHOrO BUKIA[AEHHS METOAMKU NPOBEOEHHs aHarniay.
1 mn B amnyni; no KpuTepii NpUiHATHOCTI Ta BUMOrK 3anuweHi 6e3 3miHy; 3minm | Tuny —
5amnyn y BUMYMEeHHs 3i crneymdpikalii roroBoro nikapcbkoro 3acoby mokasHuka
6nictepi; no 1a6o «AHOMarnbHa TOKCWUYHICTbY; 3MiHW | TUNy - 3MiHW 4,0 METOAIB KOHTPOMt0
2 6nictepu B nadui A®I| 3a po3ginom «MBY», acame: BBe4eHHs1 MOCUMNaHHS MOCUMaHHAM
Ha €P*po nocunanHs O®Y* (* gitoye BUAAHHSA) Ta BUNMYMEHHS MOBHOTO
BUKINaAEHHS METOAMKM NMpoBeAeHHa aHanisy. Kputepii npuiHATHOCTI
TaBUMOrM 3anuweHi 6e3 3MiHu
56. | MXXAPOIHC® | Tabnetku, BKpUTi bepiHrep Himeuun bepiHrep Himewun BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: 3a UA/14980/01/01
NNiBKOBO IHrenbxaim Ha IHrenbxarm Ha 3MiHM | TUny - 3mMiHv Wono 6e3nekn/edpekTUBHOCTI Ta peuernnom
06 0roHKo Mo 25 IHTepHeLUHn Papma M'm6Xi Ko. dapmakoHarnsany. BeegeHnHs abo 3MiHM [0 y3aranbHEHUX AaHuX Npo
mr no 10 Tabetok M6X KT, HimevuunHa cucteMy dpapmakoHarnsay (BBe4eHHs y3ararbHeHUX LaHux npo
y nepcdopoBaHOMY (BUPOBHULTBO, cucTeMy hapMakoHarnsay, 3MiHa yYOBHOBaXKeHOI ocobu,
6nictepi; no 1abo naKyBaHHs1, BiANOBiAANbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTaKTHOI ocobu 3
3 6nictepny MapKyBaHHs, apmakoHarnaay 3asBHUKa AN 3[iMCHEHHA dhapmakoHarnsgy B
KapTOHHI Kopobui KOHTPOIb SIKOCTI, YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXEHOI 0cobw,
BUMYCK cepii ); BiANOBIAaNbHOI 3a 3AiVicHeHHsT dbapMakoHarnsagy (BKoyaloun
dapm/lor dapma KOHTaKTHI AaHi) Ta/abo 3MiHMy po3milLleHHi MacTep-cbanna cuctemm
Nopxictik MM6X, dapmakoHarnsagy) - 3MiHa KOHTakTHOI 0CcobW YNOBHOBaXKEHOI  0cobu
HimeuumHa 3asBHUKA, BignoBiganbHOI 3a hapmakoHarnsag B YKpaiHi.
(anbTepHaTMBHa MponoHoBaHa pepakuis: Moy TeTsHa. 3MiHa KOHTaAKTHUX OaHWX
OinbHULSA ons KOHTaKTHOI 0CODM YNOBHOBaXKEHOI OCOOM 3asiBHUKA, BiAgnoBiganbHoi 3a
BTOPWHHOIrO dapmakoHarnsag B YKpaiHi
naKyBaHHs1);
LteremaHH
JIboHp epriakyHreH
wHa JloricTiwep
Cepegic €. K.,
HimevunHa
(anbTepHaTMBHa
ainbHUURA Ana
BTOPVHHOTO
naKyBaHHs1)
57. | AXKAPOIHC® TabneTku, BKpUTI BepiHrep Himeuumn BepiHrep Himeyvumn BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/14980/01/02
nniBKOBOIO IHrenbxanm Ha IHrenbxanm Ha 3MiHu | Tuny - 3miHW Wopo 6e3nekn/edhekTUBHOCTI Ta peyermnom
oboroHkoto no 10 IHTepHeLUHN dapma Mv6Xi Ko. dapmakoHarnsgy. BeegeHnHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
mr no 10 Taberok 6X KI, HimewunHa cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
y nepdopoBaHOMy (BUPOBHULTBO, cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
6nictepi; no 1abo nakyBaHHs1, BignoBiganbHOI 3a 34iMCHEHHA dhapMaKkoHarnsay, KOHTakTHOI ocobu 3
3 Gnictepuy MapKyBaHHs, apmakoHarnsay 3asBHUKa AN 34iMCHEHHS dpapMmakoHarnsgy B
KapTOHHI Kopobui KOHTPOIb SKOCTI, YKpaiHi, SIKLLL0 BOHA BifjMiHHA BiJ YTOBHOBaXKEHOI 0C0OOMU,
BUNYCK Ccepii ); BignoBiAanbHOI 3a 34iMCHEHHA dhapmakoHarnsaay (BKYalum
dapm/lor dapma KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-caiina cuctemu
JlopxicTik TM6X, dapmakoHarnsay) - 3MiHa KOHTaKTHOI 0COOM YNOBHOBaXXEHOI  0COOM
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HimeuumHa 3asBHUKA, BignOBiganbHOI 3a hapMmakoHarnsag B YKpaiHi.
(anbTepHaTMBHa MponoHoBaHa pepakuis: Moy TeTsHa. 3MiHa KOHTaKTHUX OaHuX
OinbHULSA ons KOHTaKTHOI 0CODM YNOBHOBaXKEHOI OCOOM 3asiBHUKA, BiAnoBiganbHoi 3a
BTOPWHHOIrO dapmakoHarnsag B YKpaiHi
naKyBaHHs1);
LteremaHH
JIboHp epriakyHreH
wHa JloricTiwep
Cepgic €. K.,
HimeuunHa
(anbTepHaTnBHa
ainbHUURA Ana
BTOPUHHOIO
nakyBaHHs1)
58. | AUKNOBEPI | cynosutopii no 50 BEPJIIH-XEMI Himeuwun | BEPJIIH-XEMI Al Himeyun BHECEHHS 3MiH [0 PeecTpalinHix Martepianis: 3a UA/9701/02/02
® 50 Mrno 5 Al Ha Ha 3MiHM | TUMY - OHOBNEHHA BXe 3aTBEPAXEHOro TEeKCTY MapKyBaHHS peuernmom
Cyno3unTopiiB y NEPBUHHOI Ta BTOPWHHOI YNaKOBKWU NiKapcbKoro 3acoby 3 BHECEHHSIM
6nictepi; no 1abo [04aTKoBOI iHpopmaLii (BHECEHHSI MO3HaYeHb OAWHMLb BUMipHOBaHHS,
2 6nictepuB 3 BUKOPUCTAHHAM MiTep NaTWUHCbKOro andasiTy, TOLLO); BHECEHHS 3MiH
KapTOHHI Kopobui Ao po3giny “MapkysanHs” MKA 113”. BBegeHHs 3MiH npoTsrom 6-Tu
MicsiLiB nicns 3aTBepAXeHHs
59. | OIAMAKC® Karcynu Teepai no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSI 3MIH [0 PEECTPaLiViHUX MaTepianis: 3a UA/11090/01/01
50 mrno 10 "OAPMEKC reyn" 3MiHu | Tuny - 3miHK Wono 6e3nekn/edheKTUBHOCTI Ta peuennom
kancyn y énicrepi, reymn" dapmakoHarnsagy. BeegeHnHss abo 3miHM [0 y3aranbHeEHUX AaHuX Npo
no 3 6nictepu B cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
nauyui cucTeMy hapmakoHarnsigy, 3MiHa YoBHOBaXeHOI ocobu,
BiANOBIAanNbHOI 3a 3AiViCHEHHsT ddapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
hapmakoHarnagy 3asBHUKa A4 3[IMCHEHHA dhapmakoHarnsgy B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0C00W,
BignoBiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
hapmakoHarnsigy) - 3miHa yrioBHOBaXKEHOI 0CobW 3asiBHVKA,
BiANOBiganbHOI 3a hapMmakoHarnsag. MNponoHoBaHa pegakLis:
Tonokesuy Bonoaumup HOpivioBud. 3MiHa KOHTaKTHUX OaHuX
JIIOBHOBaXXeHOi  0coOM 3asiBHUKA, BignosiganbHoi 3a chapMakoHarnsig
60. | AIA®OPMIH® | Ttabnetku no 500 MAT "®apmak” | YkpaiHa AT "®apmak” YkpaiHa BHECEHHA 3MiH 4O peecTpaLinHux Marepianis: 3a UA/2508/01/01
mr; no 10 3MiHM | TUny - BUNYdeHHs po3ainy «Baxkki metanu» 3 metoais peuyernnom
Tabnertok y KOHTPOIIO SIKOCTi Ait0Y0i Pe4oBUHU MeTOpMiHy rigpoxriopuay; 3MiHm |
6nicTepi; no 3 abo TUMY - 3MiHW B aHaniTUYHIA MeToauui 3a nokasHUKom «[domiika F»
6 6nicTtepiBy MEeTOZiB KOHTPOIIO Ait04O0i pevoBuHN MeTdOpMiHy rigpoxnopuay
nadui 3 KapToHy (npoGonigroroBka, yMoBY XpoMatorpadyBaHHsl, PO3paxyHKoBa
dopMyna, BUMOrM NpMAATHOCTI XpomarorpadpivyHoi cuctemm); 3miHm |
TUMY - BUNYYEHO TEKCT METOAUKM BUNPODYBaHHSI 3a MOKa3HWKOM
«MikpobGionoriyHa YMcToTa» B METOAAX KOHTPOIIO [it040i PevOBUHN
MeTdopMiHy rigpoxnopugy Ta Ao4aHo nocunanHa Ha OPY go
3aTBEpAKEHOro nocunanHa Ha EP; 3Minm | Tvny - 3MiHeHo YacToTty
BMNpPOOYBaHHA 3a nokasHukamu «[1po3opicTb po3umHy»,
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61.

OIA®OOPMIH®

Tabnetku no 850

«KonboposicTb po3uunHy», «CynbdarHa 3onax» Ta «3anmuKosi
KiNbKOCTi OpraHiYHUX PO3YMHHUKIB» B crieumdikauii Ha Aitody peyqoBuHy
MeTOPMiHy riApOXTOpMAY i3 BU3HAYEHO NepioAuYHICTIO —
NpPUAMaloTbCA pe3ynbTaTu BUPOGHMKA, KOHTPOMb NPOBOAUTLCA ANS
KOXHOI MATOI cepii, ane He pifwe ofqHOro pasy Ha pik; 3MiHv | Tuny -
3MiHEeHO YacToTy BUNPOOYBaHHA 3a nokasHukom «MikpobiornoriyHa
yucToTa» B creymdikalii Ha Aitody peqyoBuHy MeTdOopMiHy
rigpoxnopuay i3 BU3HA4YEHOO MepiogMYHICTIO — nepLly (nepLuy
MOCTaBKY MOTOYHOTO POKY KOXHOrO BMPOOHMKA) Ta KOXHY MATY
HacTynHi cepii; 3mMiHu | Tuny - 3miHa meToay 3a nokasHukoM «Posmip
YacTOK»; 3aMporoHOBaHO: MeTof nasepHoi Audpakuii (2.9.31);.
3MiHU | Tuny - BUNY4EHO TEKCT METOAMKU BUNPOOYBaHHA 3a
nokasHukoM «MikpobionoriyHa uicToTa» B MeTodax KOHTPOsio
roTOBOro Nikapcbkoro 3acoby Ta godaHo nocunaHHa Ha OPY o
3aTBepAXeHoro nocunaHHa Ha EP; aMinm | Tuny - 3MiHeHo YacToTty
BUNPOOYBaHHA 3a nokasHukoM «MikpobionoriyHa unctoray» B
cneymdikalii roroBoro nikapcbkoro 3acoby: 3anponoHoBaHo:  MepLua
TaKOXHa TpUOLSATY HACTYNHy cepii, ane He piflle oqHOro pa3y Ha pik;
3MiHM | TUNY - 3MiHWM METOAMKMN 3@ NOKa3HMKOM «CYNpOBiAHI [OMiLIKUY
(npoboniaroToBka, YMOBM Ta MOPSIOK NPOBEOEHHST aHani3y, yMOBMW
XpomarorpadpysaHHs, BBEOEHO PO3pPaxyHKOBI HOPMYIv); 3MiHu | Tuny
- AOMOBHEHHA anbTepHaTMBHOI METOoAUKM 3a NMoKasHUKoM «CympoBigHi
noMilkmy metogom BEPX

mr; no 10
Tabnetok y
6nictepi; no 3 abo
6 6nicTepiBy
naJui 3 KapToHy

MAT "®apmak”

YkpaiHa

MAT "®dapmak”

YkpaiHa

BHECEHHSA 3MiH [0 peecTpauinHux martepianis:
3MiHM | Tuny - BUNydeHHs po3ainy «Bakki metanu» 3 metoais
KOHTPOINIO SIKOCTi [it0Y0i pe4yoBUHU MeTOpMiHy rigpoxriopuay; 3MiHu |
TUMy - 3MiHN B aHaNiTUYHIA MeToauui 3a nokasHukom «[domiwka F»
METOAiB KOHTPOSIO Ait040i PeyoBUHU METMOPMIiHY rigpoxnopuay
(npobonigroroBka, yMoB/ XpomarorpadyBaHHs, PO3paxyHKoBa
dopMyna, BUMOrM NpUAATHOCTI XpomarorpadpivyHoi cuctemu); 3amiHm |
TWMY - BWIY4EHO TEKCT METOAUKM BUMPODYBaHHS 3a MOKa3HMKOM
«MikpoGionoriyHa YicTOTa» B METOAAX KOHTPOMH AitoYoi pevoBUHU
MeTOopMiHy rigpoxnopugy Ta Ao4aHo nocunanHa Ha OPY go
3aTBEpAXEHOro nocunaHHa Ha EP; 3Minu | Tuny - 3MiHeHO YacToTty
BMNPOOYBaHHA 3a nokasHukamu «[1po3opicTb pO3UnHY»,
«KonboposicTb po3unHy», «CynbcaTHa 3ona» Ta «3anuwKosi
KiNbKOCTi OpraHiyHMX po34nHHVKIB» B cneuuddikalii Ha Aitoyy peqoBuHy
MeTOpMiHy rigpoxnopuay i3 BU3HAYEHOIO MNEPIOAWNYHICTIO —
NPUAMalOTECS PE3YNbTaT BUPODHMKA, KOHTPOMb NPOBOAUTLCA ANS
KOXHOI MSITOI cepii, ane He piglie ogHOro pasy Ha pik; 3miHu | Tuny -
3MiHEeHO YacToTy BUNpoOYBaHHA 3a noka3Hukom «MikpobiornoriyHa
yucToTa» B creymdikalii Ha Aitody peqyoBuHy MeTdOopMiHy
rigpoxropuay i3 BU3HAYEHO MepiogMyHICTIO —nepLly (nepLuy
MOCTaBKY MOTOYHOTO POKY KOXHOrO BMPOOHMKA) Ta KOXHY MATY
HacTynHi cepii; 3MiHn | TUny - 3miHa meToay 3a nokasHukoM «Posmip
YacTOK»; 3aMpOMOHOBaHO: METOA nasepHoi Audpakuii (2.9.31);.
3MiHU | TUMy - BUNYMEHO TEKCT METOAMKM BUNPOOYBaHHA 3a
nokasHukoM «MikpobionoriyHa yicToTa» B MeTodax KOHTPOSio

rOTOBOrO JiKapCbkoro 3acoby Ta gofaHo nocunadHs Ha JOY o

3a
peuennom

UA/2508/01/02
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3arBEpAXEHOro nocunanHa Ha EP; 3Minm | Tvny - 3mMiHeHO yacToTty
BUNpoGYBaHHA 3a nokasHukoM «MikpobionoriyHa uncToray» B
cneuudikauii roToBoro nikapcbkoro 3acoby: 3arnponoHoBaHO:  MnepLua
TaKOXHa TpUOLISATY HAaCTYNHy cepil, ane He piflle ofHOro pa3y Ha pik;
3MiHM | TUNYy - 3MiHWM METOAMKMN 3a NOKa3HMKOM «CyrNpoBiAHI [,OMiLLKU»
(npoboniarotoBka, YyMOBM Ta NopsifoK MPOBEOEHHS aHanisy, yMoBu
XpomarorpadpyBaHHs, BBEOEHO PO3PaxyHKOBi dpopmymu); 3MiHm | Tuny
- OOMOBHEHHS anbTepHaTMBHOI METOAMKM 3@ NOKa3HUKOM «CynpoBigHi
nomiwkmy metogom BEPX; 3minu | Tuny - 3minm cneuumdikauii Ha
FPaHYIST, @ came BHECEHHS MPUMITKM A0 nokadHuka «KinbkicHe
BM3HaYEHHs1» (BM3HAYeHHs MPOBOAWTBCS NS BanigauiiHix cepii)
62. | EBKABAII® kpanni, 1 mr/mn, Ecnapma Himewun Papma Himewun BHECEHHA 3MiH 40 peecTpauiiHux Marepianis: bes UA/13241/01/01
KPAMNI no 10 mny oeX Ha BepHirepoge Ha 3MiHU | TUNy - 3MiHW 40 IHCTPYKLiT ANA MeanYHOro 3acToCyBaHHS peyernna
dnakoHi, mo 1 M6X nikapcbkoro 3acoby y po3ain "OcobnmBocTi 3acTocyBaHHS" BiAMNOBIAHO
CbﬂaKOHlva [0 OHOBReHoI iHpopmalii 3 6e3nexku Aitoyoi pevoBUHM
KapTOHHilA
yNakoBLi
63. | EBKABAII® kpanni, 0,5 mr/mn, Ecnapma Himeuun Papma Himeuun BHECEHHA 3MiH 4O peecTpaLiiHuX Marepianis: bes UA/13241/01/02
KPAMMNI onA no 10 mny M6X Ha BepHirepoge Ha 3MiHu | Tuny - 3MiHW 40 iIHCTPYKLUiT ANS Mean4YHOro 3acToCyBaHHS peuenma
OITEX dnakoHi, no 1 M6X nikapcbkoro 3acoby y po3ain "OcobnumBocTi 3acTocyBaHHs" BiAMNoOBiAHO
priakoHy B [0 OHOBMeHoI iHpopmalii 3 6e3neku Aito4oi pevoBUHM
KapTOHHI
YNaKoBLi
64. | EBKABAII® PO34MH Ecnapma Himeyun dapma Himeyun BHECEHHS 3MiH [0 peecTpauinHmx martepianis: bes UA/13241/02/01
CMNPEN HasanbHuA, 1 M6X Ha BepHirepoge Ha 3MiHu | Tuny - 3mMiHW 40 iIHCTPYKLUiT NS MeQUYHOro 3acTOCYBaHHSI peuerma
mr/mn, no 10 mny M6X nikapcbkoro 3acoby y po3ain "OcobnumBocTi 3acTocyBaHHa" BiAMNoBiAHO
dnakoHi, no 1 [0 OHOBMeHoi iHpopmalii 3 6e3neku Aitoyoi pevoBUHM
dnakoHy 3
[03aTopom B
KapTOHHI
YrIaKoBLi
65. | EOAPBIKITIOP | Tabnetku, BKpUTI Takena CLA Takena lpnaHgis IpnaHgis BHECEHHSI 3MiH 40 PEECTPaLiviHUX Marepianis: 3a UA/15204/01/01
® NniBKOBOHO dapmacbtoTika Ita, lpnaHpia 3MiHU | TUNY - OHOBMEHHA BXe 3aTBEPOXKEHOr0 TEKCTY MapKyBaHHs peuyernnom
obonoHkoto, 40 nc CLA, IHk. (BMPOBHULTBO 3a NEPBUHHOI Ta BTOPUHHOI YMaKOBKW Ta BHECEHHs1 3MiH [0 p.
mr/12,5 mr no 14 MOBHUM LIV KITOM) MapkyBaHHsi; 3anpornoHoBaHo: MAPKWPOBKA (cornacHo
Tabnertok y YTBEPXKOEHHOTO TeKCTa MapKUPOBKMN)
6nicTepi; no 1a6o
no 2 6nictepny
KapTOHHI Kopobui
66. | EOAPBIKITOP | Tabnetku, BKpUTI Takena CLLA Takena lpnaHgis Ipnangis BHECEHHSI 3MIiH O PEECTPALiVHUX MaTepianis: 3a UA/15205/01/01
® nniBKOBOIO dapmacbloTika JItA, lpnaHgis 3MiHU | TUNy - OHOBMEHHS BXEe 3aTBEPOXXEHOro TEKCTY MapKyBaHHs peuernnom
obornoHkoto, 40 nc CLWA, IHk. (BUpOGHMLTBO 32 NEPBUHHOI Ta BTOPWHHOI YNaKOBKW NiKapCbKoro 3acoby; BHECEHHS! 3MiH
Mr/25 mr no 14 MOBHVM LIUKIIOM) 00 po3ainy “MapkyBaHHS” METOAIB KOHTPOMNO SKOCTi NiKapCbKoro
Tabnetok y 3acoby; 3anponoHoBaHo: MAPKWPOBKA (cornacHo yrBepgeHHoro
6nictepi; no 1abo TeKkCcTa MapKMpOBKMN)
no 2 6nicrepny
KapTOHHIM_KopobLii
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
67. | E3ONIOHI®- TabneTku, BKpuTI OpraHocuH IHgisa EBepropxeH IHgisa BHECEHHA 3MiH 40 peecTpauiimx marepianis: 3miHn | Tuny - 3miHn 3 3a UA/11328/01/01
20 nniBKOBOIO Tand Naigp CaeHeuns sikocTi. MoToBUM nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax peuennom
oboroHkoto, no 20 CageHems MBT. JlimiTen npuaaTHocTi abo ymoBax 306epiraHHst roToBOro MikapcbKoro 3acoby
Mr, no 7 Tabnerok Iira. (3MeHLeHHs TepMiHy NpUAATHOCTI FOTOBOrO Jlikapcbkoro 3acoby) -
y 6nicTepi; o 1 [Ina TOproBoi YNakoBKWU - 3MEHLLEHHA TepMiHy npuaatHocTi 13
abo 2 6nictepn y BifiMOBIAHO A0 BUMOT BYPOOHMKA, LLLO OOYMOBNEHO MapKeTVHrOBOK
KapTOHHI Kopobui MoniTVKOIO KOMMaHii: 3aTBepa)eHo: 2 poku 3anporoHoBaHo: 15
MicCALIB Ta 3MiHM B iHCTPYKL 0 ANS MeguyHoro 3actocyBaHHs J13 y p.
"TepmiH npupaTHoCTI".
68. | E3OJIOHI®- TabneTku, BKpuUTI OpraHocuH IHgisa EBepTopxeH IHgisa BHECEHHS 3MiH [0 peecTpauivHmx marepianis: 3MiHn | Tuny - 3MiHn 3 - UA/11329/01/01
20 nniBKOBOO Tand JNang CaeHcuns sikocTi. MoToBUM nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
oboroHkoto, no 20 CaeHems MBT. JlimiTen npuaaTHocTi abo ymoBax 306epiraHHst roToBOro MikapcbKoro 3acoby
Mmrinbulk no 2500 Iira. (3MeHLeHHs TepMiHy NpUAATHOCTI rOTOBOrO Jlikapcbkoro 3acoby) -
y NoABiVHAX [Ina ToproBoi YNakoBKWU - 3MEHLLEHHS TepMiHy npuaartHocTi 13
nakerax BifMOBIAHO A0 BMMOT BYPOGHMKA, LLLO OGYMOBNEHO MapKeTWHrOBO
NnoniTVKOIO KOMMaHii: 3aTBepaxeHo: 2 poku 3anporoHoBaHo: 15
MiCALIB Ta 3MiHM B iHCTPYKL 0 ANS MeguyHoro 3actocyBaHHs J13 y p.
"TepmiH npugaTHoCTI".
69. | E3OJIOHI®- TabneTku, BKpUTI OpraHocuH IHaia EBepToaxeH IHaia BHECEHHS 3MIiH [0 peecTpaLivHux marepianis: 3MiHv | Tuny - 3MiHM 3 3a UA/11328/01/02
40 nniBKOBOO Tand JNangp CaeHcuns sikocTi. MoToBUM nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepmiHax peuennom
oboroHkoto, no 40 CageHems MBT. TimiTen npuaaTtHocTi abo ymoBax 30epiraHHs rOTOBOro fikapcbKoro 3acoby
Mr, no 7 Tabnerok Iira. (3MeHLeHHs TepMiHy NpUAaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) -
y 6nictepi; no 1 [nsi TOProBoi yMakoBKM - 3MEHLLEHHS TepMmiHy npugaTtHocTi M3
abo 26nictepn y Bif,MOBIAHO 40 BAMOT BYPOOHMKA, LLLO OGYMOBNEHO MapKeTVHroBO
KapTOHHI Kopobui NnoniTVKOIO KOMMaHii: 3aTBepaxeHo: 2 poku 3anporoHoBaHo: 15
MicsLiB Ta 3MiHW B iIHCTPYKLit0 Ans MeanyHoro 3actocyBaHHa J13 y p.
"TepmiH npugaTHoCTI".
70. | E3ONNIOHI®- TabneTku, BKpuTI OpraHocuH IHgia EBepronxeH IHgia BHECEHHS 3MiH [0 peecTpauivHux matepianis: 3MiHn | Tuny - 3MiHm 3 - UA/11329/01/02
40 nriBKOBOO Nandp Nand CaeHcns sKocTi. FoToBun nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMmiHax
obonoHkoto, no 40 CaeHems TBT. NimiTen npuaatHocTi abo ymoBax 36epiraHHs roToBOrO Nikapcbkoro 3acoby
Mmr in bulk no 2500 Jirg. (3MEHLLEHHA TepMiHy MPUAATHOCTI rOTOBOrO JiKapcbkoro 3acoby) -
y NOABIHNX [nsi TOProBoi yMakoBKM - 3MEHLLEHHS TepMmiHy npugaTtHocTi M3
nakerax Bif,MOBIAHO 4,0 BAMOT BYPOOHMKA, LLLO OGYMOBNEHO MapKeTVHroOBO
noniTVKOIO KOMMaHii: 3aTBepaxeHo: 2 poku 3anponoHoBaHo: 15
MicsLiB Ta 3MiHW B iIHCTPYKLit0 Ans MeanyHoro 3actocyBaHHa J13 y p.
"TepmiH npugaTHoCTI".
71. | EKBATOP Tabnerku, 20 BAT "lT'eneoH YropLim BAT "T'eneoH YropLim BHECEHHSI 3MIH [0 PEECTpaLiviHUX MaTepianis: 3a UA/3211/01/02
mr/10 mr, no 10 Pixrep" Ha Pixrep" Ha 3MiHM | Tuny - oHoBNeHHa cneuywndikadii Ha A®I nisnHonpuny awrigpar peuernmom
Tabnerok y Bif BMPOOHMKA rOTOBOrO MiKapCbKoro 3acoby Y 3B's3KY 3 MPVBEAEeHHAM
6nicTepi; mo 1, no moHorpadpii EP; 3Minm | Tuny - nogaHHa oHosneHoro Ceprudikary
abo 3, abo 6 BignosigHocTi €Bponencebkin dapmakonei R1-CEP 2003-064-Rev 04
GnicTepiBy BiJl BXXe 3aTBepa)keHoro BupobHuka ans APl nisvHonpuny gurigpar
KapTOHHI
YrIaKoBLi
72. | EHTUBIO® NMOPOLLOK AnS Takena [aHis Bikxem Benwvka BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: 3a UA/15405/01/01
KOHLLeHTpaTy Ans dapma A/C Jlabopatopia BputaHi 3Minm Il Tvny - 3MiHM 8O IHCTPYKUiT ANS MEAUYHOrO 3aCTOCYBaHHS peuyernnom
posunHy Ans Nimiten, Benuka a/ nikapcbkoro 3acoby A0 po3ainis "PapmakonorivHi BnacTmeocTi"
iHyai no 300 mr BputaHisa ITanis/ (yrouHeHHst iHdopMmaLii), "3acTocyBaHHs y nepioa BariTHoOCTi abo
y cpnakoni; no 1 (KOHTpOInb SKOCTi ABcTpis/ rogyBaHHs rpyaar" (yrodHeHHs iHdopmalii), "Cnocib 3acTocyBaHHs
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n 3acoby

dnakoHy y
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CLluA/

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o

73.

ENJNNEPEHOH

TabneTku, BKpuTI
NniBKOBOHO

KapTOHHI Kopobui

My6niyHe

YkpaiHa

"CTepunbHicTb" Ta
"BakTepianbHi
eHpoTokeuHN");
Oendcapm Hoeapa
C.p.n., Itania
(BTOPUHHE
naKkyBaHHs Ta
[03BiN HA BMMYCK
cepii); KoBaHc
Jlabopatopia
NimiTen, Benuka
BputaHis
(KOHTpOnb SKOCTI
cepii); MaTeoH
Itanis C.IN.A,
ITanis
(BUPOBHML TBO
M3, KoHTponb
SKOCTI cepii:
"CTepunbHiCTb",
"MexaHiyHi
BKITHOYEHHA",
nepeuHHe
naKyBaHHS);
Takena ABcTpis
'M6X, ABCTpis
(BTOPUHHE
naKkyBaHHs Ta
[03BiN HAa BMNYCK
cepii); Xocnipa,
IHk., CLUA
(BUPOBHML TBO
M3 Ta nepBuHHe
naKyBaHHs1);
Yapnb3 Pisep
BiochapmacetoTika
n Cepaiciz M6X,
HimeuumHa
(KOHTpOnb SKOCTI
cepii:
"Bu3Ha4eHHs
3B'A3yBaHHS")
Brpo6H1L TBO,

Himeyun
Ha

IcnaHis

Ta fgo3un"(yrodHeHHs iHdopmauii), "MobivHi peakuii”. BeeneHHs 3MiH
npoTArom 6-Tu MicAUiB NicNsa 3aTBEPOXKEHHS!

noceid4yeHHs1

oboroHkot, no 25
mr:inbulk no 120
000 Tabnetok y

noABIVIHOMY

aKLioHepHe
TOBapuCTBO
"HaykoBo-

BUPOG HUYMI

LeHTp

aHania Ta BunycK
cepin:
CiHToH XicnaHis
c.n.

BHECEHHA 3MiH 40 peecTpauiiHuX Marepianis: 3MiHu | Tuny -

AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus

MPOBaAXEHHS AiANbHOCTI BUPOOHMKa/iMmopTepa roTOBOrO NiKapcbKoro
3acoby, BKIHOYaouM AinbHULI BUMYCKY cepii abo MicLie NpoBea eHHs

KOHTPOIO SKOCTI. (AiSNbHICTb, 3a SKY BignoBiaae BUPOOHWK/iMnopTep,

BKITHOYaK04M BUNYCK Cepili) - 3MiHa agpecy BupobHuka M3 CiHTOH

UA/12533/01/01
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Ne
n/

Hasea
JliKkapcbK020
3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o
noceid4yeHHs1

nonieTnneHoBomMy
nakeri,

inbulk no 90 000
Tabnetok y
NoABiiHOMY
rnonieTuneHoBoMy
nakeri, inbulk no
67 000 Tabnetoky
NoABiiHOMY
nonieTuneHoBomy
nakeri, in bulk no
50 000 Tabnetok y
noABiHOMY
nonieTuneHoBomy
nakeri, in bulk no
37 000 Tabnertok y
noABiHOMY
nonieTnneHoBomMy
nakeri, in bulk no
27 500 Tabnertok y
noaBiHOMY
nonieTuneHoBomMy
nakeri, inbulk no
20 500 Tabnetoky
noaBiiHOMY
rnornieTuneHoBoMy
nakeri,

inbulk no 15 500
TabneTok y
noABiHOMY
nonieTnneHoBomMy
nakeri.

"BopLariBcbk
Wi Ximiko-
dapmaueBTuy
HM 3aBoa”

XicnaHia C.J1., IcnaHisa 6e3 3miHu Micus BUpOOHUL TBA.

74.

ENJNIEPEHOH

TabneTku, BKpuTI
nniBKOBOIO
obornoHkoto, rno 50
mr:inbulk no 60
000 Tabnetoky
noaBiHOMY
MonieTuneHoBoMy
nakerti, inbulk no
45 000 Tabnerok y
noABiiHOMY
rnonieTuneHoBoMy
nakeTi, in bulk mo
33 500 Tabnetok y
noABiiHOMY
rnonieTuneHoBoMy
nakeri,

in bulk no 25 000

My6niyHe
aKLioHepHe
TOBapMCTBO

"HaykoBo-
BMPOB HUYMIA

LeHTp
"BopLy ariBcbk
Wi Ximiko-
thapmaneBTny
HWA 3aBoa”

YkpaiHa

Bupo6HML TBO,
aHania Ta BunycK
cepin:
CiHTOH XicnaHis
C.J.

IcnaHis

BHECEHHA 3MiH 10 peecTpauiHuX Marepianis: 3MiHu | Tuny -
AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus
NMPOBaAXeHHS AiSANbHOCTI BUPOOHMKa/iMnopTepa roTOBOrO NiKapcbKoro
3acoby, BKIHOYaouM AinbHULI BUMYCKY cepiil abo MicLie NpoBea eHHs
KOHTPOIIO SIKOCTI. (BisiNbHICTb, 3a SKY Bignosiaae BUPobHWK/iMnopTep,
BKI1t04alouM BUMYCK Ccepin) - 3miHa agpecy BupobHvka [T13 CiHToH
Xicnaist C.J1., Icnanis 6e3 3amiHn Micus BUPOOHUL TBa.

UA/12533/01/02




29

[TponoBsxeHHs nogarka 3

Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
TabneTok y
noABiHOMY
nonieTnneHoBomMy
nakeri, in bulk no
18 500 Tabnertoky
noaBiHOMY
rnorieTuneHoBoMy
nakeri, inbulk no
13 600 Tabnetoky
noaBiHOMY
MonieTuneHoBoMy
naketi, inbulk no
10 100 TabneTok y
noaBiiHOMY
rnonieTuneHoBoMy
nakeTi, in bulk mo
7 500 Tabnerok y
noABiiHOMY
rnonieTuneHoBoMy
nakeri
75. | EPOTEKC TabneTku, BKpUTI CninbHe YkpaiHa AxTasic JITa. ManbTa BHECEHHS 3MIH [0 peecTpauivHnux Marepianis: 3MiHa 3asBHMKa 3a UA/15460/01/01
ansa nriBKOBOO yKpai HCbKO- (BnacHuka peecTpauiiHoro nocBigyeHHs) (3rigHo Hakasy MO3 Big peyennom
YONOBIKIB oboroHkoto, no 50 icnaHcbke 23.07.2015 Ne 460): 3miHun | Tuny - AomiHicTpaTuBHi 3MiHW. 3MiHa
Mmrno 1a6o 4 nignpyemcTeo Ha3BW nikapcbkoro 3acoby 3miHa Haseu J13 3 OJIHANT Ha EPOTEKC
Tabnetkny "CMEPKO ONA YONOBIKIB 3arsepaxeqo: ONHAWT/ ALLNIGHT
6nictepi; no 1 YKPAHA" 3anponoHoBaHo: EPOTEKC [OJ1A YOJIOBIKIB/ EROTEX DLIA
onictepy y CHOLOVIKIV
KapPTOHHIM nayLyi 3MmiHn | Tvny - 3minm wopo 6e3nekn/edeKTUBHOCTI Ta
cdapmakoHarnsgy. BeenenHss abo 3MiHM 40 y3aranbHEHVMX OaHuMX Npo
cuctemy hapmakoHarnsgy (BBeAeHHs y3aranbHeHnX [AaHvx Mnpo
cucteMy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAaNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTakTHOI ocobu 3
hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS dhapMakoHarnsay B
YKkpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKYaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsagy) 3miHa yrnoBHoBaXeHoi 0cobu 3asiBHUKA,
BignoBiganbHOI 3a 34iNcHeHHA dapmakoHarnsagy: [itova pegakuis:
LLivronesa MapiaHHa BikTopiBHa. MponoHoBaHa pepakuis: Ckpunka
Aptyp CepriioBud. 3MiHa KOHTAKTHUX OaHWX YTOBHOBaXKEHOI 0CO0MW,
BiANoBiganbHoi 3a hapMakoHarnsg. 3MiHa Micus 34iMCHeHHs!
OCHOBHOI AiNbHOCTI 3 hapmakoHarnsagy. 3MiHa MiCL e3HaxXo[KeHHs!
mactep-daina. 3minm | Tuny - 3minn wopo 6esnekn/ecbekTBHOCTI Ta
dapmakoHarnsaay (iHLWi 3MiHM) OHOBINEHHA BXe 3aTBEPAXEHOrO TEeKCTYy
MapKyBaHHs YakOBOK
76. | EPOTEKC TabneTku, BKpuTI CninbHe YkpaiHa AkTasic Jlta. ManbTa BHECEHHA 3MiH 40 peecTpauiiHux Marepianis: 3MiHa 3asBHUKa 3a UA/15460/01/02
onAa NniBKOBOIO yKpai HCbKO- (BnacHuka peecTpauinHoro nocsigyeHHs) (3rigHo Hakasy MOS Big peuernnom
YONOBIKIB 00 0roHKoH, Mo icnaHcbke 23.07.2015 Ne 460): 3Mminm | Tuny - AgminicTpaTveHi 3MiHW. 3MiHa
100 mrno 1 abo 4 nignpyemcTBo Ha3BY nikapcbkoro 3acoby 3mia Haseu J13 3 ONIHANT Ha EPOTEKC
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
Tabnetkny "CMNEPKO OnA YONOBIKIB 3areepaxeHo: ONMHANT/ ALLNIGHT
6nictepi; no 1 YKPAHA" 3anponoHosaHo: EPOTEKC 1A YOJOBIKIB/ EROTEX DLIA
onictepy y CHOLOVIKIV
KapPTOHHIM nayLyi 3MmiHn | Tuny - 3minm wopo 6e3nekn/edeKTUBHOCTI Ta
cdapmakoHarnsay. BeeneHHs abo 3MiHM 4O y3aranbHEHVMX LaHuX Npo
cuctemy chapmakoHarnsay (BBeOeHHs y3aranbHeHUx [AaHvx Mnpo
cucTeMy oapmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAaNbHOI 3a 34iMicCHEHHsT dhapMaKoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHUKa ANSA 34iMCHEHHS hapMakoHarnsay B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXEHOI 0cobw,
BiANOBIAaNbHOI 3a 3AiVicHeHHsT dbapMakoHarnsagy (BKoyaloun
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy po3milLleHHi MacTep-cbanna cuctemm
dapmakoHarnsagy) 3miHa yrnoBHoBaXeHoi 0cobu 3asiBHUKA,
BignoBiganbHOI 3a 3A4iNcHeHHA dapmakoHarnsagy: Litova pegakuis:
LLivronesa MapiaHHa BikTopieHa. [MponoHoBaHa pepakuisi: Ckpunka
Aptyp CepriioBud. 3MiHa KOHTAKTHUX OaHWX YTOBHOBaXKEHOI 0COOM,
BiAnoBiganbHoi 3a hapMakoHarnsg. 3MiHa Micus 34iMCHeHHs!
OCHOBHOI AiNbHOCTI 3 hapmakoHarnsagy. 3MiHa MiCL e3HaxXo[KeHHs!
mactep-daina. 3minm | Tuny - 3minu wopo 6esnekn/ecbekTBHOCTI Ta
dapmakoHarnsagy (iHLWi 3MiHM) OHOBINEHHA BXXe 3aTBEPAXEHOTO TEKCTY
MapKyBaHHs YakOBOK
77. | ECCOBEN® TabneTku, BKpUTI HOBEN INAY Typewun | Hoben Inay Canai Typeuun BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: 3a UA/10328/01/01
oboroHkoto, no 10 CAHAI BE Ha Be Tigxaper A.LL. Ha 3MiHM | Tuny - BUNydeHHss BupobHuka ADI ecuuTanonpamy okcanary peuennom
mr, no 14 TIMKAPET CiplaLtd., India; 3Minm | Tuny - nogaHHA HoBOro cepTudikary
TabneTok y AL BignoBsigHocTi €Bponevicekin capmakonei (RO-CEP 2017-080-Rev 00)
6nicTepi; no 2 Ha fitovy pevyoBuHy ecuuTanonpaMmy okcanary Bif 3aTBepaXeHoro
6nictepn B BMpobHuKa dipmu Hetero Labs Limited, India
KapTOHHI
YNaKoBLi
78. | ECCOBEN® TabneTku, BKpuTI HOBEN INAY Typewun | HobGen Inay CaHai Typevuun BHECEHHSI 3MiH [0 peecTpaLliiHux marepianis: 3a UA/10328/01/02
obornoHkoto, ro 20 CAHAI BE Ha Be TigxapeT A.LL. Ha 3MiHun | TUny - BUNydeHHs BupoGHUKa A®| ecuuTanonpamy okcanary peuermm
mr, no 14 TIDKAPET Cipla Ltd., India; 3miHn | Tuny - nogaHHa HoBOro ceptudikary
Tabnertok y AL BiAnoBigHocTi €Bponencebkin dapmakonei (RO-CEP 2017-080-Rev 00)
6nicTepi; no 2 Ha ditovy pevoBuHy ecuuTanonpaMmy okcanary Bif 3aTBepaMXeHoro
6nictepu B BMpobHMKa chipmum Hetero Labs Limited, India
KapTOHHiA
yNaKoBLi
79. | 30HIK Kancynu Teepai no KYCYM IHgis KYCYM IHgis BHECEHHSI 3MiH 40 PEECTPaLiiHUX Marepianis: 3a UA/16350/01/02
75 mr, no 14 XEJTTXKEP XENTXKEP MBT 3MiHuM | TUNy - 3mMiHK 3 SKocTi. [oTOBMIA Nikapcbkui 3aci6. 3miHny peuenmom
Kancyn y énicrepi; MBT NTAH nTa BMPOOHMLTBI. 3MiHa po3amipy cepii (BKtOYaloum dianasoH po3Mmipy
no 1 abono 2, abo cepii) rotoBoro nikapcbkoro 3acoby (36inbLueHHs go 10 pasis
no 4, abo no 6 MOPIBHAHO i3 3aTBEPOKEHUM PO3MipPOM ) - BBEAEHHSI 40O4ATKOBOro
GnicTepiBy po3Mipy cepii roToBoro nikapcekoro 3acoby; 3anporoHosaHo: 200 000
KapT OHHiA kancyn, 500 000 kancyn
yNakoBLi
80. | IBYNPOM TabneTku, BKpUTI tOHina6, N CLUA TOB HOC Monblwa BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: b6e3 UA/6045/01/01
06 0roHKot, Mo dapmalis 3MiHu | Tuny - 3miHa Ha3BM JOMOMIXHOI PEYOBMHM i3 «acacia, spray- peuenma
200 mr, no 2 dried» Ha «acacia, dried dispersion» BHacnigoK OHOBIEHHS
TabneTkun y cawle; MoHorpadii B EP 6e3 BignoBigHWX 3MiH 4O METOAiIB KOHTPOMO SKOCTI
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
no 10 Tabnetok B NiKapcbkoro 3acoby, OCKiNbKW yKpai HCbKOIO MOBOK Ha3Ba [ O0MOM iXXHOI
6nictepi; no 1 peYoBVHN 3anuaeTbcst 6e3 3MiH
6nictepy B
KapTOHHI
kopobui; no 50
Tabnertok y
dnakoHi; o 1
dnaKkoHy B
KapTOHHI Kopobui
81. | I3ONMPUHO3 Tabnetku no 500 Tesa 13painb BrpobHMLTBO [NopTyra BHECEHHSI 3MiH [0 PEECTpaLivHuX Marepianis: 3MiHv | Tuny - 3MiHn 3 3a UA/8389/01/01
UH mr, no 10 dapmaleBTika Hepo3dhacoBaHol nis/ sikocTi. FoToBU nikapcbkuii 3aci6. 3miHny BUpoOHULTBI. 3amiHa abo peuennom
TabneTok y n IHpacTpi3 npogyKuii, Yropuim BBEEHHA [00aTKOBOI AiNbHUL BUPOOHMLTBA AM5 4acTuHM abo BCbOro
6nicTepi; no 1, nro. nepBuHHA Ha BMPOGHMYOro MNpoLecy roTOBOro NikapcbKoro 3acoby (JinbHAUS Ans
abo 2, abo 3, abo ynakoBkKa, BTOPUHHOTO MaKyBaHHS) - BBEAEHHS [04aTKOBOI AiNbHUL
5 6nicTepiBy BTOPVHHA NyzomenikamenTta TekHikan Papmavestikan Cocbegage, C.A,,
Kopob L yMakoBKa, [03Bin MopTyranisa AN BTOPMHHOTO MaKyBaHHSI FOTOBOrO JiKapCbkOro 3acoby
Ha BUMyCK cepii, I13onpuHo3MH, Tabnetku no 500 mr (BeegeHHs 3MiH NpoTsiroM 6-Tu
KOHTPOIb CepiVi: MicsauiB nicns 3aTBepaXeHHs); 3MiHu | Tuny - 3MiHmM 3 sKocTi. FoToBwiA
JlysomegikameHTa nikapcbkuit 3aci6. 3MiHn y BUpoGHML TBI. 3MiHa imnopTepa/amiHy, Lo
TekHikan CTOCYIOTbCSI BUMYCKY Cepii Ta KOHTPOIIO AKOCTi FOTOBOrO MiKapCbKoro
®apmaueBTikan 3acoby (3amiHa abo fogaBaHHA BMPOOHMKA, LLO BiAMnoBiaae 3a
Cocbepapne, C.A., BBe3€eHHA Ta/abo Bunyck cepii) - Bkntoyatoum KOHTponb/BUNpo6 yBaHHs
Moptyranis cepii - BBeAeHHs A04aTKoBOI AinbHuuUi JlysomenikameHTa TekHikan
dapmauestikan Cocbenane, C.A., Mopryranis, wo sBignosigac 3a
BropuHHa BMNYCK CePii, BKIHOYA4N KOHTPOIb Cepil, rOTOBOr0 NiKapcbKoro
ynakoBka, [03Bif 3acoby I3onpuHo3nH, Tabnetkmno 500 mr (BBeaeHHs 3MiH MpoTsarom
Ha BUMYCK cepii: 6-Tn micauiB nicns 3aTBepAXeHHs); 3MiHn | Tuny - AgMiHiCTpaTvBHI
AT 3MiHW. 3MiHa HalMeHyBaHHa Ta/abo agpecu micus NpoBadKeHHs
dapmaL eBTU4HW AisnbHOCTI BUpOBHUKa/imnopTepa roToBOro MikapCbKoro 3acoby,
3aBog TEBA, BKITHOYalouM AinbHULI BUNYCKY cepii abo MicLie NpoBedeHHs! KOHTPorto
YropliuHa SIKOCTI. (BiANbHICTb, 3a siKy Bi4MOBiAaE BMPODHUK/iMNopTep,
BKITHOYaKO4M BUNYCK Cepili) - 3MiHa agpecu BupobHuka M3
JlysomenikameHTa TekHikan ®apmauestikan Cocbenane, C.A.,
MopTyranisi Ta BHECEHHS pedakuiliHOi npaBKu A0 Ha3BW BUPOOHMKA Ha
YKpai HCbKii MOBI, MOB'A3aHy 3 HEKOPEKTHUM nepeknafgoM, 6e3 3aminun
Micu s BUpoOHUL TBa (BBedeHHst 3MiH nNpoTsrom 6-Tu MicsauiB nicns
3aTBEPAXKEHHS)

82. | IHOAN® kancynu no 2,5 mr | NMPO.MEL.LIC YUecbka BMPOOHMLTBO 3a YUecbka BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: 3a UA/4237/01/01
no 10 kancyn y Mpara a.c. Pecnyon | noBHUM LWKIIOM, Pecnyon 3MiHM | Tuny - 3amiHa ceptudikaTy BianoBiAHOCTI €BponencbKol peyennom
6nictepi; no 3 ika BUMYCK Cepii: ika dapmakonei Ne R1-CEP 2004-300-Rev 04 Big BupoGHuka AdI
6nictepu B NMPO.MEL.LIC IHpanamigy Edmond Pharma S.R.L., Itanis Ha ceptudikar
KapTOHHI Kopobui Mpara a.c., BignosigHocTi €ponencbkoi hapmakonei Ne RO-CEP 2012-182-Rev

Yecbka 00 Big HoBOro BUpoGHUKa API IHganamigy Suzhou Lixin
Pecnybnika Pharmaceutical Co., Ltd., Kurain
nepBvHHe |
BTOpPVHHE
nakysaHHs: CBYC
dapma a.c.,

Yecbka
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nakyBaHHs!:
KOO®APMA
c.p.o., Yecbka
Pecnybnika
83. | IH®GAHPUKC cycneHsist ons makcoCmiTKn Benuka | MakcoCmitKnsavH | Benebris BHECEHHSI 3MiH 40 PeECTpaLiiHux marepianis: 3a UA/13939/01/01
™INnB iH'ekuinno 0,5 mn avH Excnopt Bpurani | Bionogxikans C.A. 3MiHu | Tuny - 3miHM go onucy aHaniTuyHoro metoay “Identity by DNA peuernmom
KOMBIHOBA | y nonepeaHso TimiTen a fingerprinting” oNs kKNiTUHHOrO CYGCTpaTy, LU0 BUKOPUCTOBYETHCS MpU
HA 3arnoBHEHOMY BMPOOHWLTBI Aitoumx pevoBuH (moniosipycie TuniB 1, 2, 3), ans
BAKLIMHA 0O HOPa3oBOMY NpuBEAEHHsT Y BiAMNOBIAHICTb 3 BUPOOHNYOIO NPaKTUKOK. PenakuiviHi
anAa wnpuui y npaeku A0 po3giny aocke 3.2.5.4.2.
MPO®INAKT KOMMIEKTi 3
UKH ronkoto; no 1 abo
OUDTEPII, 10 nonepeaHLo
NMPABLUA, 3aroBHEHNX
KALL JTIOKA OfIHOpPa3oBYX
(ALUENKONAP | wnpuuis y
HUN MNacTYKOBOMY
KOMIMOHEHT | koHTeiHepi; no 1
) TA KOHTENHEPY B
noniomieni KapTOHHI Kopobui
TY
84. | KAMNIEUUTABI | Tabnertku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex Yecbka BHECEHHSI 3MiH 40 PEECTPaLliiHUX Marepianis: 3a UA/16478/01/01
H-TEBA NNiBKOBO YkpaiHa" IHgacTpi3 c.p.o. Pecnyon 3MiHU | TUNy - 3MiHW 40 IHCTPYKLiT ANA MeanYHOro 3acToCyBaHHS peuyernnom
06 0roHKot, Mo ika nikapcbkoro 3acoby y posainu "lNpotunokasanHs”, "Bsaemopis 3
150 mrno 10 iHLUMM M nikapcbkuMK 3acobamu Ta iHWi BuAW B3aemogiit”,
Tabnertok y "OcobnunBoCTi 3acToCyBaHHA" BiAMOBIAHO [0 OHOBNEHOI iHopMaLlii 3
6nicTepi; no 6 6e3neku gitovoi pevoBuHU. BBegeHHs 3MiH npoTsirom 3-x Micsauis nicns
GnicrepiBy 3aTBepOKEHHS
Kopob Ui
85. | KATIEUUTABI | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex Yecbka BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 3a UA/16478/01/02
H-TEBA NniBKOBOHO YkpaiHa" lHoacTpi3 c.p.o. Pecnyon 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANS MEQMYHOro 3acTOoCyBaHHS peuyernnom
060roHKOI, Mo ika nikapcbkoro 3acoby y po3ainu "lNpotunokasanHs”, "B3aaemogis 3
500 mrno 10 iHLMM M NikapcbkuMK 3acobamu Ta iHWi BuaW B3aemogiin”,
TabneTok y "OcobnuBoCTi 3acTocyBaHHA" BiAMOBIAHO 40 OHOBMNEHOI iHdopmaLii 3
6nictepi; no 12 6e3nekun aito4yoi pevoBmHN. BBeneHHs 3MiH npoTsrom 3-x micsuiB nicns
6nictepiB y 3aTBepAKEHHs
Kopob Ui
86. | KAPBETOLIU po3umH onsa ToBapucTBO 3 YKpaiHa TOB "®apmigesn” JlatBig BHECEHHS 3MiH [0 peecTpalinHnX mMarepianis: 3MiHa 3asBHMKa 3a UA/16148/01/01
H iH'ekuin, 100 00 M eXeHo (BnacHuKa peecTpaLiHoro nocBigyeHHs) (3rigHo Hakasy MOS3 Big peuernnom
MKr/Mnno1mny BignosiganbHi 23.07.2015 Ne 460); 3minu | Tuny - 3miHn Wwono 6e3nexu/ed ek TUBHOCTI
dnakoHi; no 4 abo cTio «POKET- Ta dapmakoHarnsay. BeeneHHss abo 3MiHV [0 y3aranbHEHUX [aHuX
5 dpnakoHiBy DAPM» npo cuctemy dbapmakoHarnsay (BBE4EHHS y3aranbHeHUX AaHux npo
KapTOHHIW mayui cucTeMy hapMakoHarnsay, 3MiHa YOBHOBaXKeHOI ocobu,
BignoBiganbHOI 3a 34iMCHEHHA hapMakoHarnsiay, KOHTakTHOI ocobu 3
apmakoHarnagy 3asBHUKa A5 3[4iMCHEHHA dhapMmakoHarnsgy B




(BUpoGHMLTBO "in
bulK', nepsuHHE
Ta BTOPUHHE
MnaKyBaHHs,
KOHTpOmb Ta
BUNYCK CePii);

CHEMICAL PHARMA CO,, LTD., Japan
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YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0co0W,
BiANOBiAaNbHOI 3a 3aiVicHeHHsT dpapMakoHarnsagy (BKIoYaun
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbanina cuctemu
hapmakoHarnsigy) - 3miHa yrioBHOBaXKeHOi  0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsag. Hitoya pegakuis: KoreHko TersiHa
BacwnisHa. lNMponoHoBaHa pegakuis: MueHiok Mapisi CTenaHisHa.
3MiHa KOHTaKTHUX JaHVX YIOBHOBXKEHOI 0CODW 3asBHVKA,
BignoBsiganbHoi 3a papMmakoHarnsg. 3mMiHa Micus 34iNCHeHHs
OCHOBHOI AiANbHOCTi 3 hapMakoHarnsagy. 3MiHa MiCL e3Haxo[ KeHHS!
MacTep-gavina cuctemu oapmakoHarnsagy Tavioro HoMmepy
87. | KAPOOCAN® [ Tabnetku, BKpUTI MeHapiHi Jliokcem | BEPJIIH-XEMI Al, | Himeuun BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/3433/01/01
10 MI nriBKOBOO IHTepHeLLoHan Bypr HimevwunHa Ha/ 3MiHM | TUNy - BBEAEHHA HOBOrO anbTepHaTMBHOrO BUpPobOHMKa AdPI peuernmom
oboroHkoto, no 10 OnepenLLoHe (nepBuHHE Ta Icnanis OnmecapTaHy Megokcominy 3 nogaHHsam Hosoro Ceptudikara R1-
mr; no 14 TTiokcembypr BTOpPWHHE CEP 2013-105-Rev 01; 3miHu | Tuny - BHECEHHA 3MiH 40 Marepianis
Tabnetok y CA. nakyBaHHs, peecTpaliiHOro [0Chbe, 30KpeMa: 3amMiHa Ha3B/ KOMTOHEHTa
6nictepi; no 1a6o KOHTpOmnb Ta nniBkoBoro nokputTa Tabnetku "Opadry OY-S38956" Ha "Colour
no 2 6nictepu B BUNYCK Ccepii); Coating Mixture "White" Ta 3amiHa Ha3Bu BupoGHMKa "Colorcon” Ha
KapTOHHI Kopobui [Haivi CaHkio "BignoBIAHUA BMPOBHMK"; 3MiHM | TUNY - nogaHHa HoBoro CepTudikarty
Opoyn Mm6X, RO-CEP 2012-398-Rev 05 A®I OnmecaptaHy MeaoKcoMiny Big BXe
HimeuyunHa 3aTBepaXeHoro BUPOOHMKA, W o 3MiHMB Ha3By Ha DAIICHI SANKYO
(BUpOGHMLTBO "in CHEMICAL PHARMA CO., LTD., Japan
bulk', nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOMnb Ta
BUMYCK Cepii);
Jlaboparopioc
MeHapiHi C.A.,
Icnanis (nepsvHHe
Ta BTOPUHHE
naKyBaHHs,
KOHTpOmnb Ta
BUMYCK Cepii)
88. | KAPOOCAN® [ Tabnetku, BKpuTI MeHapiHi Jliokcem | BEPIIIH-XEMI Al | Himeuun BHECEHHS 3MIH [0 peecTpaLiviHux marepianis: 3a UA/3433/01/02
20 MI" NniBKOBOHO IHTepHeLLoHan Oypr HimeyumHa Ha/ 3MiHM | TUNy - BBEAEHHA HOBOrO anbTepHaTMBHOrO BUpobHuMka AdPI peuyernnom
oboroHkoto, no 20 OnepeniLLoHe (nepsuHHE Ta IcnaHis OnmecapTtaHy Megokcominy 3 nogaHHam Hosoro Ceptudikarta R1-
mr; no 14 Tliokcembypr BTOPUHHE CEP 2013-105-Rev 01; 3miHu | Tuny - BHECEHHA 3MiH 40 MaTepianis
TabneTok y CA naKyBaHHsl, peecTpauinHoro [0Cbe, 30Kpema: 3aMiHa Ha3BW KOMTOHEHTa
6nictepi; no 1a6o KOHTpOnb Ta nniBKoBoro nokputTa Tabnetku "Opadry OY-S38956" Ha "Colour
no 2 6nictepu B BUMYCK Cepii); Coating Mixture "White" Ta 3amiHa Ha3Bu BupobHuKa "Colorcon” Ha
KapTOHHI Kopobui Haivi Cankio "BignoBiAHWA BUPOBHUK"; 3miHu | Tuny - nogaHHa HoBoro CepTudikary
tOpoyn Tm6X, RO-CEP 2012-398-Rev 05 A®| OnmecapTaHy MedoKCOMiny Bif Bxe
HimeyumHa 3aTBepaeHoro BUPOOHMKA, W o 3MiHMB Ha3By Ha DAIICHI SANKYO
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Jlaboparopioc
MeHapiHi C.A.,
Icnanis (nepsvHHe
Ta BTOPUHHE
naKyBaHHs,
KOHTpOmnb Ta
BUMYCK Cepii)
89. | KAPOOCAN® | Ttabnetku, BKpUTI MeHapiHi Tllokcem | BEPIIH-XEMI Al | Himeywun BHECEHHS 3MiH 40 peecTpaLinHux marepianis: 3a UA/3433/01/03
40 MIr NniBKOBOHO IHTepHeLLoHan Oypr HimeyumHa Ha/ 3MiHM | TUNy - BBEAEHHA HOBOrO anbTepHaTMBHOrO BUpobHuMka AdPI peuernnom
oboroHkoto, no 40 OnepeniLLoHe (nepsvHHE Ta IcnaHis OnmecaptaHy Megokcominy 3 nogaHHam Hosoro Ceptudikara R1-
mr; no 14 Tliokcembypr BTOPUHHE CEP 2013-105-Rev 01; 3miHu | Tuny - BHECEHHA 3MiH 40 MaTepianis
Tabnertok y CA. nakysaHHs1, peeECTpauiiHOro [0CkE, 30KpeMa: 3amiHa Ha3B/ KOMTOHEHTa
6nicTepi; no 1a6o KOHTpOrb Ta nniBkoBoro nokputTa Tabnetky "Opadry OY-S38956" Ha "Colour
no 2 6nictepu B BUMYCK Cepii); Coating Mixture "White" Ta 3amiHa Ha3Bu BupoGHuKa "Colorcon” Ha
KapTOHHI Kopobui Haivi Cankio "BignoBiAHWA BUPOBHUK"; 3miHu | TUNy - nogaHHa HoBoro CepTudikary
tOpoyn Tm6X, RO-CEP 2012-398-Rev 05 A®| OnmecapTaHy MedoKCOMiny Bif Bxe
HimevunHa 3aTBepaXeHoro BUPOOHMKA, WO 3MiHMB Ha3By Ha DAIICHI SANKYO
(BrpoGHMLTBO "in CHEMICAL PHARMA CO., LTD., Japan
bulK', nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOmnb Ta
BUNYCK Cepii);
JlaGopatopioc
MeHapiHi C.A.,
Icnanis (nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTpOmnb Ta
BUMYCK Cepii)
90. | KAPI3OH kpem, 0,5 mr/1r no Hepmadapm Himeuun Mmi6e Mm6X Himeuun BHECEHHA 3MiH O peecTpauiiHuX Marepiarnis: 3a UA/10950/02/01
15r,a60nmo 30, Al Ha ApuHanmiTTeNb Ha 3MiHM | TUny - 3mMiHv Wono 6e3nekn/edekTUBHOCTI Ta peuernnom
abo no 50 ry Tyoi; dapmakoHarnsagy. BeeaeHHs abo 3MiHM [0 y3aranbHEHUX AaHuX Npo
no 1 T1y6i B cucteMy dpapmakoHarnsay (BBe4eHHs y3ararbHeHUX LaHvx Mpo
KapTOHHI Kopobui cucTeMy chapMmakoHarnsiay, 3MiHa yYOBHOBaXKeHOI ocobu,
BignoBiganbHOI 3a 34iNCHEHHA hapMakoHarnsiay, KOHTakTHOI ocobu 3
apmakoHarnaay 3asBHUKa AN 3[iMCHEHHA dhapmakoHarnsgy B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXEHOI 0cobw,
BiANOBIAaNbHOI 3a 3AiVicHeHHsT dbapMakoHarnsagy (BKoyaloun
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbanina cuctemu
dapmakoHarnsgy) - 3miHa KOHTakTHOI ocobu 3asiBHUKA,
BigNOBiAaNbHOI 3a 34iMCHEHHS hapMakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis —Hevan Mapis MaeniBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0COOW 3asiBHWKA, BifMOBiAanbHOI 3a 34iMCHEHHS
apmakoHarnsgy B YkpaiHi
91. | KAPI3OH Ma3b 0,5 mr/r no Lepmadapm Himeuumn Mioe M6 X Himeuumn BHECEHHSI 3MIH 0 PEECTPALiVHUX MaTepianis: 3a UA/10950/03/01
15 rabo 30, abo Al Ha ApuHanmiTTenb Ha 3MiHu | Tuny - 3miHK Wono 6e3nekn/edeKTUBHOCTI Ta peuennom

50 ry Tyoi; no 1
TYOi B KAPTOHHIV

hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3aranbHEHUX AaHuX Npo
cuctemy hapmakoHarnisiny (BBELEHHs Y3ararlbHEHVX [aHVX Mpo
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navui cucTeMy hapMakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iiCHEHHsT dpapMaKoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS bapmakoHarnsay B
YKpaiHi, SIKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXE€HOi 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsaay (BKYalum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
capmakoHarnaay) - 3MiHa KOHTaKTHOI 0cobu 3asBHUKA,
BignoBiganbHOI 3a 34iMCHeHHA hapMakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis —Hevan Mapia MaeniBHa. 3MiHa KOHTaKTHMX
[aHX KOHTaKTHOI 0coOM 3asiBHMKA, BianoBidanbHOI 3a 34iACHEHHS!
dapmakoHarnsagy B YKpaiHi
92. | KETOKOHA3 necapii no 400 mr TOB YkpaiHa | TOB "®APMEKC YkpaiHa BHECEHHA 3MiH 4O peecTpauliiHux Marepianis: bes UA/13582/01/01
on- no 5 necapiiB y "OAPMEKC reyn" 3MiHM | TUny - 3miHv Wono 6e3nekn/edpekTUBHOCTI Ta peuenma
DAPMEKC 6nictepi; no 1abo reymn" cdapmakoHarnsgy. BeenenHs abo 3MiHM 40 y3aranbHEHVMX OaHMX Npo
2 6nictepny cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
KapTOHHI kopobui cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iMiCHEHHsT dhapMaKoHarnsay, KOHTaKkTHOI ocobu 3
hapmakoHarnsay 3asBHAKa ANSA 34iMCHEHHS hapMakoHarnsay B
YKkpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXKEHOI 0CcobW,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKKYaloum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-caiina cuctemu
dapmakoHarnsgy) - 3miHa yroBHOBaXKEHOI 0CODW 3asiBHVKA,
BignoBiganbHoi 3a hapmakoHarnsag. MNponoHoBaHa pegakuis:
Tonokesuy Bonogumup HOpivioBud. 3MiHa KOHTAKTHUX [aHuX
JIIOBHOBaXXEHOI  0COOW 3asBHUKA, BiAnoBiAanbHOI 3a chapMakoHarnsg
93. | KOKAPBOKC niodpinisar gns TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Martepianis: 3MiHv | Tuny - 3MiHu 3 3a UA/3242/01/01
NUNA3U posunHy Ans "BIOPAPMA" "BIOPAPMA" sKocTi. MoToBuin nikapcbkuii 3aci6. Cuctema peuernmom
FIAPOXITIOPU | iH'ekuiino 50 mr; KOHTelHep/3aKynoptoBarnbHWiA  3aci6. 3MiHa y NepBuHHIN ynakoBLi
0 5 dpnakoHiB 3 roTOBOr0 Nikapcbkoro 3acoby (Tun KoHTelHepa abo AoaaBaHHS HOBOroO
niodpinizatom y KOHTeHepa) - BunydeHHs NepBMHHOI YNaKOBKW, LLO He NpU3BOAUTbL 00
6nictepi; no 2 MOBHOTO BUIMYMEHHS TiKapCbKOro 3acoby 3 MeBHOKO curoto Aii aboy
6nicTepny nmayui 3 NeBHIN MiKapcbKin OpMIi - BUNTYHEHHA MEPBUHHOI  YaKOBKMW: aMmyrnu
KapToHy; 5 CKINSHi 3 KinbLem 3riomyob’eMom 2 mn 3 nioginiatom, 3 BigNoBigHAMM
dnakoHiB 3 3MiHaMK y p. «YrakoBKa» Ta MeTogax KOHTPOSH0 SKOCTI M.
niopinisatom y «CTepunbHocTb». 3MiHV BHeceHi y po3ainu "Cknap'" Ta "Ynakoska" y
KOMMMeKTi 3 5 3B'A3KY 3 BUIYdEHHAM MEPBMHHOI  YNakoBKKW (aMmymn) B iHCTPyKLito NS
amnynamm MeOWYHOrO 3acTOCYBaHHs, SIK HACMiAOK - BUNYMEHHSI TEKCTY
po3umHHUKa (Boga MapKyBaHHs1 BiAMNOBIAHMX YTAKOBOK NiKapcbkoro 3acoby (BeeaeHHs
ansid'ekyinno 2 3MiH NpoTSArom 3-X MicsiLiB Nicns 3aTBEpOKeHHs)
mn) y6nictepi; no
1 abo 2 6nictepn
y navui 3 KapToHy
94. | KOMBICAPT TabneTku, BKpuTI AT YkpaiHa AT "KNIBCBKNN YkpaiHa BHECEHHSI 3MiH [0 peecTpaLliviHux marepianis: 3a UA/15125/01/01
H nriBKOBOO "KUNIBCbKNI BITAMIHHNI 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANA MEQMYHOro 3acTOCyBaHHS peuermm
060MnoHKo no BITAMIHHNI 3ABOLO" nikapcbkoro 3acoby y po3ainu "B3aemogis 3 iHWMMK nikapcbkuMu
10mr/160 mr/12,5 3ABOLO" 3acobamu Ta iHWi B1uaou B3aemogin”, "3acTocyBaHHA |y nepiog

Mr no 10 Tabnerok

BariTHOCTi _abo rogyBaHHs rpyaato”, "MobiyHi peakuii” BignosigHo oo
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y 6nictepi; no 3 OHOBMEeHOI iHpopmaLii 3 6e3nekn Aitoyoi pevoBuHM "ammoaumiH".
6nictepny navui BBeneHHst 3MiH NpOTSArom 6-x MicsaUiB NicNa 3aTBepaKEHHS;
3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANA MEQMYHOro 3acTOCyBaHHS
nikapcbkoro 3acoby y po3ginu "OcobnueocTi 3acTocyBaHHs", "lMoGiuHi
peakuii" BiANOBIAHO 10 OHOBMNEHOI iHdopMaLii 3 6e3neku Aitoyoi
peyoBuHU "rigpoxnopTia3ug”. BBegeHHs 3MiH NpoTsrom 6-x micsauis
nicns 3aTBepaXeHHs
95. | KOMBICAPT TabneTku, BKpuTi AT YkpaiHa AT "KNIBCBKNIN YkpaiHa BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis: 3a UA/15124/01/01
H nMiBKOBOIO "KUIBCbKNN BITAMIHHNI MiHuW | TUNy - 3MiHW [0 IHCTPYKLIT NS MEQUYHOro 3acTOCyBaHHs peuernmom
060roHKo Mo 5 BITAMIHHNI 3ABOLO" nikapcbkoro 3acoby y po3ginu "OcobnueocTi 3acTtocyBaHHs", "lMobiyHi
mr/ 160 mr/ 12,5 3ABOLO" peakuii" BiANOBIAHO [0 OHOBNEHOI iHGopmaLii 3 6e3neku gitoyoi
Mmr no 10 Tabnerok peyoBuHM "rigpoxnopTia3ua”. BeegeHHss 3MiH npoTsarom 6-Tu Micsuis
y 6nictepi; no 3 nicnsa 3aTBepopkeHHs; 3MiHv | Tuny - 3MiHW 40 iIHCTPYKUiT AnS
6nictepny nmavui MeOWNYHOrO 3aCTOCYBaHHA MiKapCcbkoro 3acoby y po3ainu "Baaemogis 3
iHLUMM M nikapcbkuMK 3acobamu Ta iHWiI BuAW B3aemogiit”,
"3acTocyBaHHa y nepiof BariTHOCTi abo rogyBaHHs rpynat”, "TMobiyHi
peakuii" BignoBigHO 40 oHOBNEHOI iHopMmaLii 3 6e3neku gitoyol
peyoBuHM “"amnoguniH'. BeegeHHa 3MiH npoTsroM 6-Tu MicsauiB nicns
3aTBEPAKEHHS]
96. | KOMBICNA3 Tabnetku; no 10 OpraHocuH IHgis EBepTopxeH IHgis BHECEHHA 3MiH [0 peecTpaLiiHux marepiarnis: Ne10; Ne20 - UA/3088/01/01
M® Tabnerok y TNandp INand Caercns 3MiHM | Tuny - BUNydeHHss BUMpoBHMYOI ainbHyui ADI (napauetamony) be3
6nicTepi 3 honbru CageHems [MBT. Jlimiteq Rohini Chemicals Pvt Ltd, India; 3minu | Tvny - BBeaeHHss HoBOro peuenmma;
antomiHieBoi Ta Jira. BupobHuka ADI (napauetramony) 3 HagaHHaM Ceptudikary Ne100 - 3a
nnisku BignosigHocTi EP Granules India Limited, R1-CEP1998-047-Rev 06; peuennom

nonixXropBiHiNOBOI
;mo 1 a6o 10
6nicTepis B
KapTOHHIN navui;
no 10 Tabnerok B
antomiHieBomy
6nicTtepi; mo 1
6nicTepy B
KapPTOHHIV nauLi;
no 10 KapTOHHMX
MayoK y rypTosin
KapTOHHIV nauLi;
no 10 Tabnetok B
antomiHieBomy
6nictepi; no 1
6nictepy B
KapTOHHIN navui;
no 10 Tabnerok B
antomiHieBomy
6nictepi; no 2
6nictepu B
KapPTOHHIV navLi;

3MiHM | TUNy - 3MiHW y Npoueci BUPOOHMLITBA rOTOBOTO NiKapCbKOro
3acoby Ha cTagisix NPoCitoBaHHs, rpaHynsLisi, NnoapibHeHHs,
nepeMilllyBaHHS Yy 3B 53Ky 3 ONTMMi3aLieto BUPOOHMHOro MNpoLecy;
3Mminm Il Tvny - BBeoeHHss [oaatkoBoro BupobHuka API (guumknomiHy

riapoxnopua)
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no 10 Tabnetok B
antomiHieBomy
6nictepi; no 10
6nicTtepiB B
KapTOHHIV MayLi
97. | KOMBICIA3 Tabnetkuin bulk OpraHocuH IHOis EBepToaxeH IHOis BHECEHHS 3MIH [0 peecTpaLivHux marepianis: - UA/3089/01/01
M® no 1200 Tabnerok Navidp Nand CaeHcus 3MiHM | TUny - BUNydeHHs BMpoOHWYOI  AinbHWUi APl (napaueTramony)
y nakerax y CaeHcus lMeT. NimiTen Rohini Chemicals Pvt Ltd, India; 3miHu | Tuny - BBEOEHHS HOBOrO
na4kax 3 KapToHy Iira. BupobHuka AD| (napaueramony) 3 HagaHHaM Ceptudikary
BianosigHocTi EP Granules India Limited, R1-CEP1998-047-Rev 06;
3MiHM | TUNy - 3MiHW y Npoueci BUPOBHULITBA rOTOBOTO JiKapCbKOro
3acoby Ha CTagisix NPOCitoBaHHS, rpaHynsALis, noapibHeHHs,
nepeMilllyBaHHs Yy 3B 513Ky 3 ONTUMi3aLiet0 BUPOGHMYOro MNpoLecy;
3minu |l Tyny - BBeAEHHs [0AaTKoBOro BUpoOHvka ADI (AnumknomMiHy
rifpoxriopia)
98. | KOPBAIOJI® | karncynu M'ski no AT "®dapmak” YKkpaiHa AT "dapmak" YKkpaiHa BHECEHHSI 3MiH 0 PeeCTpaLiiHux Marepianis: be3 UA/2554/03/01
10 kancyn y 3MiHM | Tuny - BUNYMEHHS BMpOOHMYOI  AinbHUUi ADI ETunosun edip ?- peuenma
6nicTepi; no 1a6o 6pomizoBanepiaHoBoi kucnotu MAT "®apmak”, 3a agpecoio M. Kui,
no 3 6nictepu B Byr. ®pyH3e, 74 3 maTtepianiB peecTpauiiHOro JOCbe po3ain
naJui 3 KapToHy 3.2.8.2.1.; 3anponoHoBaHo: [1AT "®apmak" Byn. [arapiHa, 1/174, ™.
LocTka, Cymcbkoi obnacti. BeegeHHs 3MiH npotsirom 6-Tu micsuis
nicns 3aTBEepAXEHHS
99. | KPUHOH renb BariHanbHUNA Apec Tpenpinr | Lsenua BMPOO HYIK Benvkob BHECEHHA 3MiH 40 peecTpauiiHux Marepianis: 3a UA/3490/01/01
8 % no 1,45 r (wo CA. pis Hepo3sdacoBaHol puTaHis/ 3MiHM | TUny - 3miHv Wono 6e3nekn/edpekTUBHOCTI Ta peuennom
BiAMOBigae A03i npoayKkuii Ta Lsenua dapmakoHarnsaay. BeegeHnHs abo 3miHM [0 y3aranbHEHUX AaHuX npo
ONS BBEOEHHS KOHTPOIb SIKOCTI: pist cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
1,125 ) B dniT JlTabopatopis cucTeMy oapmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
OOHOL,030BOMY TimiTen, BiANOBiAaNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTakTHOI ocobu 3
annikaropi, Benvkob putaHis; hapmakoHarnsay 3asBHMKa ANSA 34iMCHEHHS hapMakoHarnsay B
BKMageHoMy B KOHTPOIb SIKOCTI: YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
©araroLuapoBy Xepa MaHgi BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKYaum
YNakoBKy, Mo 6 PivapgcoH KOHTaKTHI AaHi) Ta/abo 3MiHMy po3milLleHHi MacTep-cbanna cuctemm
abo 15 NimiTen, hapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX YOBHOBaXKEHOI 0ocobu
0[HO,030BUX Benwukob putaHis; 3asBHUKa, BignosiganbHOI 3a dapmakoHarnsagy. 3MiHa KOHTaKTHMX
annikaropiB y nepBuHHa [aHUX KOHTaKTHOI 0cobu YNOBHOBaXKEHOI 0cobu 3asiBHMKA,
KapTOHHI Kopobui yrakoBKa: BignoBsiganbHoi 3a hapMmakoHarnsagy B YkpaiHi. 3MiHa micus
Maponak ar, 3[iCHEHHSI OCHOBHOI [AisiNbHOCTI 3 chapmakoHarnsay. 3MiHa
Lsenuapis; MiCLIe3HaXOIKeHHs MacTep-paiina cuctemu hapmakoHarnsgy
BTOPWHHA
yrakoBka Ta
BUMYCK cepii:
LleHTpan ®apma
(KoHTpakT MekKiHr)
Nimiten,
Benvkob putaHis
100 NEQICENT- necapii no 16 mr, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: bes UA/12023/01/01
DAPMEKC no 5 necapiiB y "®APMEKC rPymn" 3MiHu | Tuny - 3miHW Wono 6e3nekn/edeKTUBHOCTI Ta peuenma
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cTpuni; no 2 reyn" apmakoHarnsay. BeegeHHs abo 3MiHM [0 y3aranbHeHVX [aHuX npo
CTpunM B nadyi 3 cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
KapTOHy cucTeMy hapMakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iiCHEHHsT dpapMaKoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVMKa ANSA 34iMCHEHHS dhapMakoHarnsay B
YKkpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsaay (BKYaloum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnaay) - 3MiHa YroBHOBaXKEHOI 0CObU 3asiBHUKA,
BignoBiganbHoi 3a hapmakoHarnsag. lNponoHoBaHa pegakuis:
Tonokesuy Bonogumup HOpivioBud. 3MiHa KOHTAKTHUX [aHuX
YOBHOBaXXEHOI  0COOM 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsig
101, NE®NOKAO TabneTku, BKpUTi bxy6inaHT lHAois bxy6inaHT IHAis BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/13423/01/01
nniBKOBOIO [bxeHepikc breHepikc TNimiTen 3MiHu | Tuny - 3miHM Wono 6e3nekn/edheKTUBHOCTI Ta peyermnom
060MnoHKoto, No Nimiten dapmakoHarnsgy. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
250 mr, o 10 cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
Tabnertok y cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
6nictepi; no 3 BignoBiganbHOI 3a 34iMCHEHHA hapMaKkoHarnsay, KOHTakTHOI ocobu 3
6nictepu B apmakoHarnsay 3asBHUKa A4 34iMCHEHHS dpapMakoHarnsgy B
KapTOHHI Kopobui YKpaiHi, SIKLL,0 BOHA BifjMiHHA BiJ YTOBHOBaXKEHOI 0COOMU,
BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsay) - 3MiHa KOHTaKTHOI ocobu 3asBHUKa,
BiANOBiAaNbHOI 3a 3AiVicHeHHs bapmakoHarnsay B YKpaiHi:
MponoHoBaHa pepgakuis: Kymap MaHogX. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0COOWM 3asiBHWKA, BiAMOBIAaNbHOI 3a 3[iACHEHHS
dapmakoHarnsagy B YKpaiHi
102 NEPJIOKALO TabneTKK, BKpUTI IbxydinaHT IHOis [bxydinaHT IHOis BHECEHHSI 3MIH [0 PEECTpaLiviHUX MaTepianis: 3a UA/13423/01/02
nniBKOBOIO [breHepikc [brenHepikc TNimiTen 3MiHu | Tuny - 3miHW Wono 6e3nekn/edhekTUBHOCTI Ta peyermnom
06 0MnoHKOoIo, Mo Nimiten dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
500 mr, o 10 cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
Tabnetok y cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
6nictepi; no 3 BignoBiganbHOI 3a 34iMCHEHHA hapMakoHarnsay, KOHTaKTHOI ocobu 3
6nictepu B hapmakoHarnsay 3asBHUKa A4 34iMCHEHHS dpapMmakoHarnsgy B
KapTOHHI Kopobui YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXeEHOi 0cobu,
BignoBiganbHOI 3a 34iMCHeHHA dhapMmakoHarnsaay (BKYaloum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsay) - 3MiHa KOHTaKTHOI ocobu 3asBHUKA,
BiANOBiAaNbHOI 3a 3AiVicHeHHs bapmakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis: Kymap MaHopx. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnNOBiganbHOI 3a 3/iCHEHHS
dapmakoHarnsagy B YKpaiHi
103.| NEPJTIOKAL TabneTku, BKpuTI bxy6inaHT IHois bxy6inaHT IHois BHECEHHSI 3MiH [0 peecTpaLliviHux marepianis: - UA/13424/01/01
nniBKOBOIO [breHepikc IbreHepikc JimiTen 3MiHu | Tuny - 3miHW Wopo 6e3nekn/edheKTUBHOCTI Ta
06 0MnoHKOoIo, Mo Nimiten dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
250 wmr,inbulk no cucTeMy papmakoHarnaay (BBeOEHHs y3ararbHeHUX [aHvX Mpo
5000 Tabnetok y cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
nakerax BiANOBiAaNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
dapmakoHarnsgy 3asBHUKa A8 34iMCHEHHS dpapMmakoHarnsgy B
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YKpaiHi, SKLLO BOHa BiMiHHA Bif YNIOBHOBaXKEHOI 0CODW,
BiANOBiAaNbHOI 3a 3aiVicHeHHsT dpapMakoHarnsagy (BKIoYaun
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbanina cuctemu
dapmakoHarnsgy) - 3miHa KOHTakTHOI ocobu 3asiBHKKA,
BiANOBIAANbHOI 3a 3AiVicHeHH bapmakoHarnsaay B YKpaiHi:
MponoHoBaHa pepgakuis: Kymap MaHog. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0coOW 3asiBHWKA, BiANOBiganbHOI 3a 34iACHEHHS
apmakoHarnsgy B YkpaiHi
104 NE®NOKAL TabneTku, BKpUTI bxy6inaHT IHgis bxy6inaHT IHgis BHECEHHSI 3MiH [0 PeecTpaLiiHux marepianis: - UA/13424/01/02
nniBKOBOIO [breHepikc [bxeHepikc TNimiTeq 3MiHu | Tuny - 3miHW Wono 6e3nekn/edeKTUBHOCTI Ta
060roHKO, Mo Jlimiteq dapmakoHarnsagy. BeegeHHss abo 3miHM [0 y3aranbHEHUX AaHuX Npo
500 wmr, inbulk no cucTeMy hapMmakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
5000 Tabnetoky cucTeMy hapmakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
nakerax BiANOBIAaNbHOI 3a 3AiViCHEHHsT dbapMaKoHarnsAy, KOHTaKTHOI ocobu 3
hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHS dbapMmakoHarnsgy B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0Cco0W,
BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-caiina cuctemu
dapmakoHarnsay) - 3miHa KOHTakTHOI ocobu 3asiBHKKA,
BiANOBiAaANbHOI 3a 3AiVicHeHH bapmakoHarnsaay B YKpaiHi:
MponoHoBaHa pepgakuis: Kymap MaHogX. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0COOW 3asiBHWKA, BiAMOBiAaNbHOI 3a 3[iACHEHHS
apmakoHarnsgy B YKpaiHi
105 NIBOTIA3ULO- | Tabnetknno 10 Tesa I3painb AT YropLim BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/6092/01/01
TEBA mr/12,5 mr, no 20 dapmavesTika dapmaL eBTU4HW Ha 3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANA MEQMYHOro 3acTOoCyBaHHS peuernmom
Mr/12,5 mr no 10 n IHpacTpi3 3aBog TEBA nikapcbkoro 3acoby y po3ainu: "lMporunokasaHHs”, "Baaemogis 3
TabneTok y Ira. iHLIMM UM NikapcbkuMm 3acobamu Ta iHWi BuaM B3aemogin”,
6nicTepi; no 3 "OcobnueocTi 3acTtocysaHHs", "MobiuHi peakuii” BignoBigHo A0
6nictepny OHOBMeHOi iHpopmauii wono 6e3nekn Aitoyoi pevosnHN. BBeaeHHs
Kopob Ui 3MiH NpOTAroM 3-X MicsiLiB NiCNs 3aTBEPAKEHHS
106 JIBOTIA3BULO- | Tabnetknno 20 Tesa I3painb AT YropLim BHECEHHSI 3MIH [0 PEECTPALiVHUX MaTepianis: 3a UA/6092/01/02
TEBA mr/12,5 mr, no 10 dapmaleBTika dapmaL eBTUHWA Ha 3MiHu | Tuny - 3MiHW 40 iIHCTPYKLUiT AN Mean4YHOro 3acTOCYBaHHS peuennom
Tabnetok y n IHpacTpi3 3aBog TEBA nikapcbkoro 3acoby y po3ainu: "lMpotunokasaHHs”, "B3aemogis 3
6nictepi; no 3 nra. iHLIMM UM nikapcbkuMm 3acobamu Ta iHWi Buay B3aemogin',
Gnictepny "OcobnueocTi 3acTtocysaHHs", "MobiyHi peakuii” BignoBigHo A0
Kopob i OHOBIeHoI iHdopmaLii woao 6e3neku gitoyoi pevoBuHW. BeeaeHHs
3MiH NpoTAromM 3-X MicCsLiB NiCnsi 3aTBepaKEHHA
107] NIHEKC MOPOLLIOK  AJ1si CaHpno3 CrnoBeHi Jlex CrnoBeHi BHECEHHSI 3MiH O PEECTPALiHUX MaTepianis: be3 UA/14576/01/01
BEBI® opanbHoi dapmachbtoTika a dapmaueBsTuyHa a 3MiHu | Tuny - 3miHa y meTtogax BunpobyBaHHs APl abo BUXigHOrO peyenna
cycnensii, 1 000 n3 p.n. KomMaHia A.4., Marepiany/npoMiXkHOro MPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCA Y
000 000 CnoBeHisi npoueci BupobHuuTBa APl - 3MiHMy crneuudikauii BB-12 Blend -30
KYO/naker no 1,5 (BUpOGHMLTBO "in IF(GIN 700330) pepakuiiHi NpaBKK, 3MiH/ BHYTPILLHEOrO MeToady
ry naketi; no 10 bulK', nepsuHHE KOHTpOIto, 3MiHa Ha3Bu MeToay BignosiaHo 40 BuMor ISO, 3MiHn
abo 20 naketiB B Ta BTOpUHHE nocunaHHs BianoBigHo Ao Bumor EP; 3aminm Il Tuny - nogaBaHHs
KapTOHHI Kopobui nakyBaHHs1); Jlek ainbhvui Roskilde ans ctagii Bupo6HuuTBa freeze-drying. danui canr
apmaLeBTiHa OyB 3aTBEpAXEHWA SK CalT, W0 BUKOHYE cTanii Fermentation freezing .
KOMnNaHia a.4a., Mpouec BUPOGHWLTBA, aHaniTUYHI mpouedypu Ta cneuudikauis APl
CnogeHis NULLIAIOTECA HE3MiHHUM U
(KoHTponb cepii);
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Jlex
dapmaueBsTuyHa
KOMMaHis a.4.,
CnogeHis
(KoHTpONb Ta
BUNYCK Ccepii);
MAPI®APM,
BMPOOHMLTBO Ta
nocnyru 4.0.o.,
CnoBeHis
(BTOPUHHE
naKyBaHHs1)
108, nioniBe- nioginisar gnsa MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux martepianis: 3a UA/3549/01/01
BIONIK® emynbcii ans "®APMCTAH "OAPMCTAHOAP 3MiHu | Tuny - 3miHa popmu abo po3mipy KOHTelHepa un peyermnom
iH'exuin 1 pnakoH OAPT-BIOSIK" T-BIONIK" 3aKyrnoproBanbHOro 3acoby (NEPBUHHOI  YaKoBKM) (CTEPUNbHI
abo nnswka 3 nikapcbKi 3acobu); CynyTHA 3MiHa: 3MiHa 6yAb-AKOi YacTuHM marepiany
niodpinizatom y MEPBUHHOI  YAKOBKM, LLLO HE KOHTaKTYE 3 FOTOBUM fiKapcbKum 3acobom
navui (Hanpuknag, Komip KpUWEYOoK 3 KOHTPOMeM MEePLLOro BiAKPUTTS, Komip
KOAOBUX Kinewb Ha amnynax, KOHTenHepa AMS ronok (pisHi Bugmn
nnactmacy) (3MiHa, sika He BNrMBaE Ha KOPOTKY XapaKTepuUCTUKY
nikapcbkoro 3acoby) - BBeAEHHS [0AaTKOBOro 3aKyrnoptoBaribHOro
3acoby, acame npobku rymosoi (Tuny 3-1 RS) Bupo6HuyTBa TOB
«KwuiBryma», YkpaiHa Ta KoBrnadka arntoMiHieBOro 3 nnacTuKOBOO
Haknagkoto (Tuny K-2-20 HIM) BupobHuutBa TOB «MeTpaHom »,
YKpaiHa, 3 BiANOBIAHUMW 3MiHAMM Y p. «YNaKoBKa»
109 NINOPNABO | niodinizar ans MAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH [0 peecTpaliiHux Matepianis: 3a UA/3581/01/01
H emynbcii ans "®APMCTAH "®apmcTaHgapT- 3MiHM | TUny - BBEOEHHA [00aTKOBOrO 3aKyropoBarbHOro 3acoby, a peyermnom
iH'ekuin, 1 dpnakoH | JAPT-BIONIK" Bionik" came npobku rymoBoi (Tuny 3-1 RS) BupobHuytea TOB «KuiBryman,
abo nnswka 3 YKpaiHa Ta KoBMayka arntoMiHieBOro 3 MNacTUKOBOIO HaKMagKo (Tumy
niodpinisatom B K-2-20 HIM) BupobHuytea TOB «MeTpaHom», YkpaiHa, 3 BignoBigHUMM
navui 3MiHaMMy p. «YNaKkoBKa»; CYMyTH 3MiHa: 3MiHa OyOb-sKOi YacTuHN
marepiany NepBuHHOI YNakoBKM, L0 He KOHTaKTYE 3 rOTOBUM
NiKapcbkyM 3acoboM (HanpyKnaa Korip KpULEYOK 3 KOHTpOrnemM
nepLIoro BiAKPUTTSA, KONip KOQOBKX Kifelb Ha amnynax, KoHTelHepa
AN ronok (pisHi BUOM nnacTmacy) (3MiHa, sika He BNNuBae Ha KOpPOTKY
XapaKTEepPUCTUKY NiKapCbKoro 3acoby)
110 NNO3AMN® 100 TabneTku, BKpUTI TOB "CaHodi- | YkpaiHa CaHodpi-ABeHTic Monbwa BHECEHHS1 3MiH [0 peecTpaliiHux Marepianis: 3a UA/15308/01/01
nnkoc nniBKOBOIO ABeHTiC Cn. 30.0. 3MiHu | Tuny - 3mMiHW y Npoueci BUPOBHMLITBA rOTOBOrO NiKapCbKOro peyermnom
060roHKOo, Mo YkpaiHa" 3acoby, BKIHOYaUM MPOMiDKHUA MPOAYKT, L0 3aCTOCOBYETHCS Mpu

100 mr/25 mr, Ne
10 (10x1), Ne 30
(10x3), Ne 90
(10x9): mo 10
TabneTok y
6nictepi;no 1, 3
abo 9 6nicTepiBy
KapTOHHiA
Kopobui; Ne15
(15x1), Ne30

BMPOOHULLTBI FOTOBOrO NiKapCbKoro 3acoby (He3HayHa 3MiHa y npoLieci
BMPOGHMLTBA); 3MiHM | Tvny - 3MiHa AONYCTUMUX MEX Y NpoL eci
BMPOGHWLTBA FOTOBOrO IiKapcbKoro 3acoby, 30Kpema: pOo3LUMPEHHS
MEeX TemMnepaTypy Ha BXOAi Mif Yac npoLecy HaHeCeHHs OOONoHKK 3
45 15?7 C no40 - 60? C. BHeceHHS He3Ha4HUX pefakuifiHUX MpaBoK p.
3.2.P.3.3. Onnc BUPOBHUYOrO MpoLEeCy Ta KOHTPOIH MpOLLECy;
3.2.P.3.4. KoHTponb KpUTWYHWMX CTagil i MPOMIDKHOI MPOAYKLIi; 3MiHM |
Tuny - 3miHa YacTotu BunpobyBaHb "CepegHs Bara" Ta "OgHopigHOCTb
Macu" B pamKkax KOHTPOSHO B NPOLLECT BUPOOHWLTBA 3 KOXHOI OfHI€El
rogvH1 Ha BMNPOOYBaHHA BignoBiAHOAO POBOYMX IHCTPYKLIW, WO
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Ne
n/

Hasea
JliKkapcbK020
3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o
noceid4yeHHs1

(15x2), Ne90
(15%6): mo 15
TabneTok y
6nictepi; no 1, 2
abo 6 6nicTepiBy
KapTOHHI kopobui

3anexuThb Bif onepawi Ta eTaniB MpoLecy Komnpecii. BHeceHHs
He3HaYyHUX pegakuivHmx npaeok p. 3.2.P.3.3. Onuc BUpoGHMYOrO
npouecy Ta KoHTponto npouecy; 3.2.P.3.4. KOHTporb KpuTUYHUX
cTafiv i NpoMibkHOI NpogYKUiT; 3MiHW | TUny - 3MiHa JONYCTUMMX MEeX 3a
nokasHukoM "OpHopigHICTb Macu", WO NOBOAUTLCA ANA sapa
TabneTku, obymoBneHo npuBegeHHsM A0 Bumor EP. BHeceHHsi
He3Ha4yHUX pepakuinHux npasok p. 3.2.P.3.3. Onwuc BMpobHWYOro
npouecy Ta KoHTponto npouecy; 3.2.P.3.4. KoHTponb KpUTU4HUX

cTagin i NnpomiXHoi npoayKuii

111,

JnoKoig
NINOKPEM

kpem, 1 mr/r no 30
ry Tyoi
antoMiHiesin, no 1
TYOi B KapTOHHIN
Kopob L

JIEO ®apma
AC

[aHis

Temmnep Itania
C.p.n.

ITania

BHECEHHSI 3MiH 40 PEECTPaLiviHUX Marepianis:
3MiHM | Tuny - 3miHv WwWopo 6esnekn/epekTUBHOCTI Ta
cdapmakoHarnsgy. BeenenHs abo 3MiHM 40 y3aranbHEHVMX OaHMX Npo
cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
cucteMy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAanNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS dhapmakoHarnsay B
YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXKEHOI 0cobw,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKKYaloum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnaay) - 3MiHa YroBHOBaXKEHOI 0CObU 3asiBHUKA,
BignoBsiganbHoi 3a 34iNcHeHHA dhapmakoHarnsagy: MpornoHoBaHa
pegakuisi: Line Alleslev Larsen. 3miHa KOHTAKTHUX JaHWX
JIOBHOBaXKEHOI  0COOMW, BiAMOBIAANbHOI 3a 34iACHEHHS
dhapmakoHarnsgy

3a
peyerinom

UA/4471/02/01

112,

nokoio®

masb, 1 mr/r, o 30
ryTyoi, no 1 Tyoi
Y KapTOHHI
KOpob L

JIEO dapma
AIC

LaHis

Temmnep Itania
C.p.n.

Itania

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepianis:
3MiHM | TUny - 3miHv Wono 6e3nekn/edpekTUBHOCTI Ta
cdapmakoHarnsgy. BeenenHss abo 3MiHM 40 y3aranbHEHVMX OaHuMX Npo
cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
cucteMy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAaNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTakTHOI ocobu 3
hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS dhapMakoHarnsay B
YKkpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKYaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsgy) - 3miHa YroBHOBaXKEHOI 0CODW 3asiBHVKA,
BignoBiganbHOI 3a 34iNcHeHHA dapmakoHarnsgy: MponoHoBaHa
penakuisi: Line Alleslev Larsen. 3miHa KOHTAKTHUX JaHWX
JIOBHOBaXKEHOI  0CODOMW, BiAMOBIAANbHOI 3a 34iACHEHHS
dhapmakoHarnsgy

3a
peuernom

UA/4471/01/01

113,

JNoKoia®

kpem, 1 mr/r no 30
rB TYoi; o 1 Ty6i

B KapPTOHHIN nayui

JIEO ®apma
AIC

[aHis

Temmnep Itania
C.p.n.

ITania

BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis:
3MiHM | Tuny - 3miHv WwWopo 6e3nekn/edpekTUBHOCTI Ta
cdapmakoHarnsgy. BeeneHHs abo 3MiHM 4O y3aranbHEHVMX [aHuX Npo
cucTeMy hapMakoHarnsigy (BBeAEHHsI y3aranbHEHUX [aHuxX fpo
cucTeMy oapmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAaNbHOI 3a 34iMiCHEHHsT dpapMaKoHarnsay, KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asiBHAKa ANSA 34iMCHEHHS hapMakoHarnsay B
YKpai Hi, SKLLIO BOHA BiiMiHHA BiJ YNIOBHOBaXEHOI _0COob U,

3a
peuernom

UA/4471/04/01
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BiANOBIAANbHOI 3a 3AiVicCHeHHs bapMakoHarnsa[y (BKoYal4n
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsaay) - 3MiHa YNoBHOBaXXEHOI 0CObU 3asiBHUKA,
BignoBsiganbHoI 3a 34iNcCHeHHA dapmakoHarnsaay: MpornoHoBaHa
pegnakuis: Line Alleslev Larsen. 3miHa KOHTAKTHUX JaHWX
JMOBHOBaXKeHOI  0cobW, BignoBiganbHOI 3a 3iNCHEHHS!
hapmakoHarnsgy

114,

JNNONEPAMIA

Tabnetkm no 0,002
rno 10 Tabnerok y
6nictepi, no 1abo
2, abo 50 abo 100

6nicTepiB y navui

3 KapTOHy

MpueaTHe
aKuioHepHe
TOBapuCTBO
"Nexkxim-
XapkiB"

YkpaiHa

MpveaTHe
aKuioHepHe
TOBapUCTBO
"Nekxim-Xapkis"

YkpaiHa

BHECEHHSI 3MiH 40 peecTpaLiviHux marepianis:
3MiHM | TUNy - 3MiHW [0 IHCTPYKLIT ANS MEQMYHOrOo 3acTOoCyBaHHS
nikapcbkoro 3acoby y posginu: "OcobnmBocTi 3acToCyBaHHs",
"Mepeno3yBaHHs" Bi4MOBIAHO A0 OHOBMNEHO! iHdopMaLlii 3 6e3nekn
Ail0Y40I PeyOBMHY; 3MiHUM | TUMy - 3MiHW, MOB'A3aHI 3 HEOOXAHICTIO
NpUBEOEHHS Y BiANOBIAHICTL A0 MoHorpadii APY abo €Bponeicbkoi
dapmakonei, abo iHWoi HauioHanbHoi apmakonei gepxasn €C
(3miHa y cneyudikauisx, nos'ssaHa 3i amiHamu B DY, abo
€Bporievicbkin hapmakonei, abo iHWin HauioHanbHIn dapmakonei
aepxkasu €C); CynyTHA 3MiHa: NpyBedeHHs creuudikalii KoHTponto
AitoYoi peyoBuHM Jlorepamigy rigpoxnopuay 3a nokasHuKom
«CynpoBigHi  AOMILLKU» 40 BUMOr MOHorpadii €BponenicbKol
dapmakorei; 3miHu | Tuny - nogaHHs oHoeneHoro Ceprtudikary
BignosigHocTi €Bponencebkin dapmakonei RO-CEP 2013-333-Rev 01
B BXe 3arBepakeHoro BupobHuka Vasudha Pharma Chem Limited,
IHois ana APl INlonepamigy rigpoxnopuay BHAcCMigoOK 3MiHW agpecu
BMPOBHMKA

Bes
peuernma —
Ne 10, Ne

20.

3a

peuennom —
Ne 500, Ne
1000

UA/6919/01/01

115.

NONEPAMIA

Tabnetkum no 0,002
rin bulk no 5000
TabneTok y
KOHTeriHepax

MpvBaTHe
aKLioHepHe
TOBapMCTBO

"Jlekxim-
XapkiB"

YkpaiHa

MpuBaTHe
aKuioHepHe
TOBapUCTBO

"Nekxim-Xapkis"

YkpaiHa

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepianis:
3MiHU | TUNy - 3MiHW 40 IHCTPYKLiT ANA MeanYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y posainu: "OcobnmBocTi 3aCToCyBaHHs",
"Mepeno3yBaHHs" BiAMOBIAHO 40 OHOBMNEHO! iHopMaLii 3 6e3nekun
Ail0Y0I PeYOBUHY; 3MiHUM | TUMy - 3MiHW, MOB'A3aHI 3 HEOOXAHICTIO
NpUBEOEHHS Y BiAMNOBIAHICTL A0 MoHorpadii APY abo €sponeicbkoi
dapmakonei, abo iHWoi HauioHanbHoi dapmakonei aepxasn €C
(3miHay cneyudikauisx, nos'ssaHa 3i amiHamu B DY, abo
€BporieVicbkin hapmakonei, abo iHWin HauioHanbHIn dapmakonei
aepxkasu €C); CynyTHA 3MiHa: npyBedeHHs creuudikalii KoHTponto
Aitovoi peyoBuHM Jlonepamigy rigpoxnopuay 3a nokasHuKom
«CynpoBigHi AOMILLKU» 4,0 BUMOr MOHorpadpii €BponencbKol
dapmakonei; 3miHu | Tuny - nogaHHs oHoeneHoro Ceptudikary
BignosigHocTi €Bponencekin dapmakonei RO-CEP 2013-333-Rev 01
B BXe 3arBepakeHoro BupobHuka Vasudha Pharma Chem Limited,
IHgia ana A®I Jlonepaminy rigpoxopuay BHAcMNigoK 3MiHW agpecu
BMPOBHMKA

UA/2981/01/01

116.

TMONEPAMIT
y

riaPOXINOPHU
a

Kancynum no 2 mr,
no 10 kancyn y
6nictepi; no 1abo
no 2 6nictepu B
KOpOBLi 3 KapTOHY;,
no 10 kancyn y

ToBapucTBO 3
06 MexeHo
BignoBiganbHi
CTHo
"XapkiBcbke
dapmaueBTuy

YkpaiHa

ToBapucTBO 3
06 M exeHoo
BignoBiganbHICTIO
"Xapkiscbke
dapMaLeBTu4He
nignp1MemcTBO

YkpaiHa

BHECEHHA 3MiH 0 peecTpauiiHux Marepianis:
3MiHu | Tuny - 3mMiHn 4o IHCTPYKLUiT ANS MeguyHOro 3acToCyBaHHS
nikapcbkoro 3acoby o po3ainis "OcobnmBocTi 3acTocyBaHHS",
"Mepeno3yBaHHs" w000 Ge3neky 3acTOCYBaHHs Aik04O0i PEYOBUHN
nonepamigy rigpoxnopugy, BignoBigHO A0 pekomeHaauin KomiTety 3
OLLiHKM pU3VKiB Y dhapMakoHarnaai €Bponeyicbkoi MegnyHOI areHuii

be3
peyenma

UA/6599/01/01




43

[TponoBsxeHHs nogarka 3

Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
6nicTepi He "3p0poB'sa (PRAC EMA); cynyTHs 3miHa: 3mMiHu Wwof0 6esnekn/edpekTMBHOCTI Ta
nignpyemcTBo Hapogy' hapmakoHarnsigy. BHeceHHs abo 3miHa(u) o 3060B'A3aHb Ta yMOB
"380poB'sa BMOAYi peecTpaLiiHOro MocBigYeHHsl, BKtoyaoum [MnaH ynpaBniHHA
Hapony' pu3MKaMm (3aCTOCYBaHHS TEKCTY, SIKWIA MOTOOXKEHWIA 3 KOMMETEHTHUM
OpraHom)
117 MEOUKCUKA | posuvH ons M.bioTek Benvka XEJI C.A. I'peuis BHECEHHS 3MIH [0 peecTpaLiviHux marepianis: 3a UA/15703/01/01
M iH ekuin, 15 mr/1,5 Jlimiteq BputaHi 3MiH1 | Tuny - NogaHHs OHOBMEHOro cepTuddikaTy BiAnoBiAHOCTI peuernnom
mn,no 1,5mnB a €sponevicbkoi  papmakonei R1-CEP 2009-040-Rev 04 Big
amnyni; no 5 3aTBEpPAXEHOro BUPOOHMKA AiH0YO0i PEHOBUHN MerloKCUKam
amnyn y nadui 3
KapTOHy
118 MEINTOKCUKA | tabnetkuno 0,015 MpvBaTHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: 3a UA/7390/02/02
M r;no 10 Tabnerok aKLioHepHe aKuioHepHe 3MiHV | TUNy - BHECEHHA 3MiH 40 MEeTOAY BUNPODYBaHHS FOTOBOrO peuyernnom
y 6niictepi; no 1 TOBapMCTBO TOBapUCTBO nikapbkoro 3acoby 3a nokasHukamu "Po3unHeHHs", "KinbkicHe
abo no 2 6nictepu "Jlekxim- "lNekxim - Xapkis" BM3HaveHHs", "OgHOpIgHICTb A30BaHWMX OOMHWLL", 30KpeMa: BBedEeHHsI
B navui Xapkis" BMKOPWUCTAHHSI CTaHOApTHWX 3pas3kiB, Lo BiAMNOBIgaOTbL BUMOram
npoBigHUX ¢hapmakoneit Ta pobounx CTaHOapTHUX 3pa3KiB; BHECEHHS
3MiH 0 PO3paxyHKOBOI  (HOPMYrY 3a NMOKa3HUKOM "PO3UMHEHHS"; 3MiHN
Il Tuny - BBe4EHHs MNepiogMYHOCTI KOHTPOSIO 3a NOKa3HMKOM
"MikpoGionoriyHa uicToTa": KOHTPOMIOETHLCA MNepLla Ta KoxHa n'sita
HacTynHa cepist
119 MENOKCUKA | Tabnetkmno 0,015 MpvBaTHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS1 3MiH [0 peecTpaliiHux Matepianis: - UA/7391/02/02
M rin bulk no 5000 aKLjioHepHe aKLioHepHe 3MiHM | TUNy - BHECEHHA 3MiH 40 METoAY BUMPODYBaHHS rOTOBOrO
Tabnetok y TOBapUCTBO TOBapUCTBO nikapbkoro 3acoby 3a nokasHukamu "Po3unHeHHs", "KinbkicHe
KOHT efiHepax "Tekxim- "INexxim - Xapkis" BM3Ha4veHHs", "OgHOPIgHICTb A30BaHWMX OOMHWLL", 30KpeMa: BBeOEHHsI
nnacTmacoBmx Xapkis" BMKOPUCTaHHA CTaHOgapTHWX 3pa3kiB, Lo Bi4NOBigaOTb BUMOram
npoBigHUX chapmakonen Ta pobounx CTaHAapPTHWX 3pa3KiB; BHECEHHS
3MiH [0 po3paxyHKOBOi  POPMYNM 3a NOKa3HUKOM "PO3UYMHEHHS"; 3MiHM
Il Tuny - BBEAEHHS MEPIOAMYHOCTI KOHTPOSHO 3a MNOKa3HMKOM
"MikpobGionoriyHa YicTOTa": KOHTPOMIOETLCA MEPLLUA Ta KoKHa N'sATa
HacTyrHa cepist
120 MEHOBA3AH | ma3b,no40ry TOB "OKTI1 YkpaiHa TOB "OKT YkpaiHa BHECEHHSI 3MiH 40 PEECTPaLiHUX Marepianis: be3 UA/5829/02/01
TY0i, no 1 Ty0i B "®apmav,eBTu "®apmaL eBTnyHa 3MiHu | TUny - 3miHa B ymoBax 36epiraHHsiX nikapcbkoro 3acoby, sika peuennma
nayui 3 KapToHy YyHa cpabpuka" ¢pabpuka" noB’si3aHa 3 NigBULLLEHHAM Temnepatypyn 36epiraHHa 40 He Buwe 25
°C; 3anporoHoBaHo: YMoBM 36epiraHHs 36epiratu npu Temneparypi
He Bue 25 °C y HegoCcTyMHOMY ANS AiTen micui. 3MiHM BHECEH B
po3ain "YmoBu 36epiraHHa" B iHCTPYKLit0 AN MeguyYHOro
3aCTOCYBaHHA fiKapcbKkoro 3acoby, SK HacnifokK - BiAMNOBIAHI 3MiHN Y
TEKCTi MapKyBaHHSI yMaKoBKM rikapcbkoro 3acoby. BeegeHHst 3miH
NpoTSIroM 6-TW MicsLiB NiCNs 3aTBEPAKEHHS
121 METUNPEQ Tabnetkmno 4 mr OpioH QiHNAHA OpioH QiHNAHA BHECEHHS 3MIH [0 peecTpaLivHux marepianis: 3a UA/0934/01/01
no 30 aGo 100 Koprope/iH if KopropeiwH ist/ TeXHiYHa MOMUMKay TEKCTi MapKyBaHHs yNakoBKM Nikapcbkoro 3acoby peuerimom
TabneTok y QiHnaHais; YkpaiHa
dnakoHi, no 1 AnbTepHaTUBHUN
dnakoHy B BMPODHUK, LLLO
KapTOHHI Kopobui 30iNCHI0E




44

[TponoBsxeHHs nogarka 3

Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
BTOPVHHE
rnaKyBaHHs,
KOHTpOmnb AKOCTI i
BUMYCK cepii:
ToBapucTBO 3
o6 MexeHoto
BignoBiganbHiCTIO
"KYCYM ®APM",
YKpaiHa;
AnbTepHaTVBHUN
BMPOBHUK, LLO
3[iVCHI0E
BTOPVHHE
nakyBaHHs: OpioH
KopnopeniuH,
diHnaHain
122| METOTPEKC Tabnetkuno 2,5 OpioH DiHnsaHa OpioH DiHnsaHa BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/7608/01/01
AT OPIOH mr no 30 abo no KopnopeiiwH is KopnopenuH, is 3MiHM | TUNy - BHECEHHA 3MiH [0 po3Ainy «YnakoBka», a came gogaru peuernmom
100 Tabnetok y DiHnaHais iHdbopmauito Wwono 36epiraHHs NPOAYKTY B OpuriHanbHiA ynakoBLi;
dnakoHi no 1 (BUPOBHUK, WO 3anpornoHoBaHo: 36epiraty B opuriHanbHivi yakoBLi AN 3aXUCTY Bif
dnaKkoHy B 34iVICHIOE BUMYCK nii ceiTna npu Temnepatypi He Buwe 25 °C. 36epiratn y
KapTOHHI Kopobui cepii); OpioH HepQoCTYNHOMY Ans AiTen micui. BeegeHHs 3miH npotsrom 6-Tu micsauis
KopropenLuH, nicnsa 3aTBepaXeHHs:; 3MiHv | Tuny - NogaHHss OHOBMEHOro
DiHnaHais Ceprudpikaty BignosigHocTi €Bponelicbkini dpapmakonei R1-CEP 2000-
(BMPODHUK, WO 024-Rev 09 Big Bxe 3arBepaxeHoro BupobHuka EXCELLA GMBH &
34ilcHI0E CO.KG, lepmanua ansa A®l metoTpekcary; 3aminm | Tuny - nogaHHs
BMPOOHMLTBO 3a oHoBreHoro CepTudpikaTy BiANOBIAHOCTI €Bponeicekin dapmakonel
MOBHUM LIVKITOM) R1-CEP 2001-145-Rev 04 Bif BXe 3aTBepOXeHoro BUpOOHMKA
FERMION QY, ®iHnsaHgia ana APl metorpekcary
123| METOTPEKC Tabnetkmno 10 mr OpioH DiHnsaHa OpioH DiHnsaHa BHECEHHSI 3MiH [0 peecTpaLliviHux marepianis: 3a UA/7608/01/02
AT OPIOH no 30 abo no 100 KopnopeiH i KopropenLuH, i 3MiHU | TMNy - BHECEHHS1 3MiH 00 pO34iny «YnakoBkay, a came 4o4aTtu peuernnom
Tabnetok y DiHnaHais iHdbopmaito Wwono 36epiraHHs NPOAYKTY B OpuriHanbHiA ynakoBLi;
dnakoHi no 1 (BUPOBHUK, WO 3anporoHoBaHo: 36epiraty B opuriHanbHivi yakoBLi AN 3aXUCTY Bif
dnaKkoHy B 34iVICHIOE BUMYCK aii ceiTna npu Temnepatypi He Buwe 25 °C. 36epiratn y
KapTOHHI Kopobui cepii); OpioH HepQoCTYNHOMY Ans AiTen micui. BeeaeHHs 3miH npotsrom 6-Tu micsauis
KopropenLuH, nicnsa 3aTBepoXXeHHs:; 3MiHv | Tuny - NogaHHss OHOBMEHOro
DiHnaHais Ceprtudpikaty BignosigHocTi €Bponelicbkii dpapmakonei R1-CEP 2000-
(BMPODHUK, WO 024-Rev 09 Big Bxe 3arBepaxeHoro BupobHuka EXCELLA GMBH &
34ilcHI0E CO.KG, lepmanua ansa A®| metoTpekcary; 3aminm | Tuny - nogaHHs
BMPOOHMLTBO 3a oHoBreHoro CepTudpikaTy BiANOBIAHOCTI €Bponecekin dapmakonel
MOBHUM LIVKITOM) R1-CEP 2001-145-Rev 04 Bif BXe 3aTBepO)XeHoro BUpOOHMKA
FERMION QY, ®iHnsaHgisa ana APl metorpekcary
124 MUPOCUBAH | koHueHTpaT ansa ToBapucTBo 3 YkpaiHa TOB "®apmigesn” INartBis BHECEHHS 3MiH [0 peecTpauiiHuX Marepianis: 3MiHa 3asBHUKa 3a UA/16409/02/01
po3unHy Ans 00 MexeHo (BnacHuka peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuermm
iHdpyzin, 37,5 mr/5 BignosiganbHi 23.07.2015 Ne 460); 3minu | Tuny - 3miHn Wwono 6e3nexu/ed ek TUBHOCTI
M, No SmMny cTio «POKET- Ta papmakoHarnsgy. BeegeHHs abo 3MiHV [0 y3aranbHEHVX [aHuX
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dnakoHi; o 1 DAPM» npo cuctemy dpapmakoHarnsay (BBEAEHHS y3araribHEHUX AaHuX npo
dnaKkoHy y cucTeMy hapmakoHarnsiy, 3MiHa yoBHOBaXeHOI ocobu,
KapTOHHI Kopobu,i BigNOBiganbHOI 3a 34iMCHEHHA hapMakoHarnsiay, KOHTakTHOI ocobu 3
hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHA dbapMmakoHarnsgy B
YKpaiHi, SIKLL,0 BOHA BifMiHHA BiJ YTOBHOBaXKEHOI 0COOMU,
BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
hapmakoHarnsigy) - 3miHa yrioBHOBaXKEHOI 0Ccobu 3asiBHVKA,
BignoBiganbHoi 3a hapmakoHarnsag. Hitoya pegakuis: KoreHko TetsiHa
BacuniBHa. lNMponoHoBaHa pegakuis: MueHiok Mapisi CTenaHiBHa.
3MiHa KOHTaKTHUX [aHUX YOBHOBAXKEHOI 0COOM 3asiBHUKA,
BignoBiganbHoi 3a hapMmakoHarnsg. 3miHa Micus 34iNCHEeHHs!
OCHOBHOI AiNbHOCTi 3 dhapMakoHarnsagy. 3MiHa MiCL e3Haxo[ KeHHS!
MacTep-gavina cuctemu papmakoHarnsay Taoro Homepy
125 MIKAPOUCTI Tabnetku, 40 bepiHrep Himevun BMPOD HUL TBO, Himevumn BHECEHHSI 3MIH [0 PEECTPaLiiHUX MaTepianiB: 3a UA/0465/01/01
noce mr/12,5 mrno 7 IHrenbxanm Ha nepBuHHe Ta Ha/ 3MiHm | Tuny - 3minn Wwopo 6esnekn/edpekTMBHOCTI Ta peuernmom
Tabnertok y IHTepHeLUHN BTOpWHHE Mpeuis dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
6nicTtepi; no 4 eX nakysaHHs1, cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
6nictepny KOHTPOIb AKOCTI cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
KapTOHHI Kopobui TaBUMYCK cepil: BignoBiganbHOI 3a 34iMCHEHHA hapMakoHarnsay, KOHTakTHOI ocobu 3
BepiHrep hapmakoHarnsay 3asBHUKa AN 34iMCHEHHS dpapMmakoHarnsgy B
IHrenbxanm YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXeEHOi 0cobu,
Papma Mv6Xi Ko. BignoBiganbHOI 3a 34iMCHeHHA dhapmakoHarnsaay (BKYaloum
KI, HimeuunHa; KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
BepiHrep dapmakoHarnsay) - 3MiHa KOHTaKTHOI ocobu 3asBHUKa,
IHrenbxanm Ennac BiANOBIAaNbHOI 3a 3AiVicHeHHsT bapmakoHarnsay B YKpaiHi.
AE., lpeuis MponoHoBaHa pepakuist — TeTsHa [ou. 3MiHA KOHTaKTHUX OaHWX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnNOBiAanbHOI 3a 3/iCHEHHS
dapmakoHarnsagy B YKpaiHi
126 MIKAPOUCH Tabnetku, 80 BepiHrep Himeyun BMPOGHULITBO, Himeyun BHECEHHSI 3MiH [0 peecTpaLliiHux marepianis: 3a UA/0465/01/02
nce mr/12,5 mrno 7 IHrenbxanm Ha nepsuHHe Ta Ha/ 3MiHm | Tuny - 3miHn WwWopo 6esnekn/edpekTUBHOCTI Ta peuermm
Tabnetok y IHTepHeLUHN BTOpWHHE Mpeuis dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
6nicrepi; no 4 6X nakysaHHs1, cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
6nictepny KOHTPOIb AKOCTI cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
KapTOHHI Kopobui Ta BUMYCcK cepii: BiANOBiAaNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
BepiHrep dapmakoHarnsay 3asiBHMKa A4 34iMCHEHHS dpapmakoHarnsgy B
IHrenbxanm YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXeEHOi 0cobu,
dapma Mv6Xi Ko. BignoBiganbHOI 3a 34iMCHeHHA dhapMmakoHarnsaay (BKYaloum
KI, HimeuuunHa; KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
BepiHrep dapmakoHarnsaay) - 3miHa KOHTaKTHOI 0cobu 3asiBHYIKa,
lHrenbxanv Ennac BignNoBiAanNbHOI 3a 34iMCHEHHA hapMakoHarnsay B YKpaiHi.
AE., lpeuis MponoHoBaHa penakuist — TeTsHa [ou. 3MiHA KOHTaKTHUX OaHWX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnNOBiganbHOI 3a 3/iCHEHHS
dapmakoHarnsagy B YKpaiHi
127 ] MIPAMNEKC® TabneTku, bepiHrep Himeyvum bepiHrep Himeyvum BHECEHHS 3MIH [0 peecTpaLivHux marepianis: 3a UA/3432/02/01
na NPOSIOHroBaHoI  Aii, IHrenbxanm Ha IHrenbxanm Ha 3MiHu | Tuny - 3miHW Wopo 6e3nekn/edh ek TUBHOCTI Ta peuernnom
no 0,375 mrno 10 IHTepHeLLHN dapma Mv6Xi Ko. dapmakoHarnsay. BeenenHs abo 3MiHM 40 y3aranbHEHVMX OaHWMX Npo
Tabnetok y M6X K cucTeMy hapMakoHarnsay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
6nictepi, no 3 cucteMy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
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6nictepn B BiANOBIAaNbHOI 3a 3AiViCHEHHs bapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
KapTOHHI Kopobui hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHA dbapMmakoHarnsgy B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0co0W,
BiANOBiAaNbHOI 3a 3aiVicHeHHsT dpapMakoHarnsagy (BKIoYaun
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-caiina cuctemu
apmakoHarnsay) - 3miHa KOHTakTHOI ocobu 3asiBHKKA,
BiANOBIAANbHOI 3a 3AiVicHeHH bapmakoHarnsaay B YKpaiHi:
[MponoHoBaHa pepakuis — TeTaHa [ou. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0cobu 3asiBHWKA, BiAnNOBiganbHOI 3a 34iACHEHHS
apmakoHarnsgy B YKpaiHi
128 ] MIPATIEKC® TabneTku, BepiHrep Himevumn bepiHrep Himevumn BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/3432/02/02
nn NPOSIOHroBaHoI  Aii, IHrenbxanm Ha IHrenbxanm Ha 3MiHu | Tuny - 3miHW Wono 6e3nekn/edhekTUBHOCTI Ta peyermnom
no 0,75 mrno 10 IHTepHeLUHN dapma Mv6Xi Ko. dapmakoHarnsgy. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
Tabnertok y eX K cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
6nicTepi,no 3 cucTeMy hapmakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
6nictepn B BiANOBIAanNbHOI 3a 3AiViCHEHHsT ddapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
KapTOHHI kopobui apmakoHarnsay 3asBHUKa A4 34iMCHEHHS dpapMakoHarnsgy B
YKpaiHi, SIKLL,0 BOHA BifjMiHHA BiJ YTOBHOBaXKEHOI 0COOMU,
BignoBiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsay) - 3miHa KOHTakTHOI ocobu 3asiBHKKA,
BiANOBiAaNbHOI 3a 3AiVicHeHHs bapmakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis — TeTsHa [ou. 3MiHa KOHTaKTHUX OaHWX
KOHTaKTHOI 0COOWM 3asiBHWKA, BiAMOBIAaNbHOI 3a 3[iACHEHHS
apmakoHarnsgy B YKpaiHi
129.| MIPANEKC® TabneTku, BepiHrep Himeuumn BepiHrep Himeuumn BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/3432/02/03
nn NPOSIOHroBaHoI  Aii, IHrenbxanm Ha IHrenbxanm Ha 3MiHu | Tuny - 3miHW Wono 6e3nekn/edhekTUBHOCTI Ta peyermnom
no 1,5 mrno 10 IHTepHeLUHN dapma Mv6Xi Ko. dapmakoHarnsgy. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
Tabnertok y eX K cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
6nictepi, no 3 cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
onicrepu B BignoBiganbHOI 3a 34iMCHEHHA hapMakoHarnsay, KOHTaKTHOI ocobu 3
KapTOHHI kopobui hapmakoHarnsay 3asBHUKa A4 34iMCHEHHS dpapMmakoHarnsgy B
YKpaiHi, SKLL,0 BOHA BifjMiHHA BiJ YTOBHOBaXKEHOI 0COOMU,
BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsay) - 3MiHa KOHTaKTHOI ocobu 3asBHUKA,
BiANOBiAaNbHOI 3a 3AiVicHeHHs bapmakoHarnsay B YKpaiHi:
MponoHoBaHa pepakuis — TeTsaHa [ou. 3MiHa KOHTaKTHUX OaHWX
KOHTaKTHOI 0COOWM 3asiBHWKA, BiAMOBiAaNbHOI 3a 3[iACHEHHS
dapmakoHarnsagy B YKpaiHi
130 MOBAII po3umH onsa bepiHrep Himeyun bepiHrep IcnaHis BHECEHHS 3MiH [0 PeecTpalinHix Martepianis: 3a UA/2683/03/01
iH'ekuin, 15 mr/1,5 IHrenbxaimv Ha IHrenbxaiv 3MiHu | TMny - 3miHW Wopo 6e3nekn/edheKTUBHOCTI Ta peuernnom
mn,no 1,5 mMny IHTepHeLUHN EcnaHa, CA, dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
amnyni; no 5 6X Icnanisa cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
amnyn B (BUPOGHMLTBO Ta cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
KapTOHHI Kopobui nepByHHE BignoBiganbHOI 3a 34iMCHEHHA dhapMaKkoHarnsay, KOHTakTHOI ocobu 3
nakyBaHHsi; ); dapmakoHarnsgy 3asiBHMKa A 34iMCHEHHS dpapMmakoHarnsgy B
BepiHrep YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXEHOI 0cobu,
IHrenbxarim BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay (BKKYa4m
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Ecnana, CA, KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-dhaina cuctemm
Icnanis (BTOpYHHE dapmakoHarnsgy) - 3miHa KOHTakTHOI ocobu 3asiBHUKA,
nakysaHHs1, BiANOBIAANbHOI 3a 3AiVicHeHHs bapmakoHarnsaay B YKpaiHi:
KOHTPOMNb SKOCTI MponoHoBaHa pepakuis — TeTsHa ou. 3MiHa KOHTaKTHUX JaHuX
TaBUMycK cepii) KOHTaKTHOI 0coOW 3asiBHWKA, BiANOBiganbHOI 3a 34iACHEHHS
apmakoHarnsgy B YkpaiHi
131 MOBANIC® Tabnerkmno 7,5 BepiHrep Himeuumn BepiHrep Mpewis/ BHECEHHSI 3MiH [0 PeecTpaLiiHux Marepianis: 3a UA/2683/02/01
mrno 10 IHrenbxaim Ha lHrenbxanv Ennac | Himevun 3MiHu | Tuny - 3miHW Wono 6e3nekn/edeKTUBHOCTI Ta peuennom
Tabnetok; no 2 IHTepHeLUHn AE., Ipeuis, Ha dapmakoHarnsagy. BeegeHnHss abo 3miHM [0 y3aranbHEHUX AaHuX Npo
6nictepu B M6X BepiHrep cucteMy papmakoHarnsay (BBeQeHHs y3ararbHeHUX OaHvx Mpo
KapTOHHI Kopobui IHrenbxanm cucTeMy chapMmakoHarnsiy, 3MiHa YOBHOBaXKeHOI ocobu,
dapma M'm6Xi Ko. BiANOBIAaNbHOI 3a 3AiViCHEHHsT dbapMaKoHarnsAy, KOHTaKTHOI ocobu 3
KI, Hime4unHa hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHS hapMmakoHarnsgy B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0C00W,
BiANOBiAaNbHOI 3a 34iVicHeHHsT dpapMakoHarnsagy (BKIoYalun
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbanina cuctemu
dapmakoHarnsay) - 3miHa KOHTakTHOI ocobu 3asiBHKKA,
BiANOBIAaANbHOI 3a 3AiVicHeHH bapmakoHarnsaay B YKpaiHi:
lMpornoHoBaHa pepakuis — TeTaHa [ou. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0coOW 3asiBHWKA, BiANOBiganbHOI 3a 34iACHEHHS
dapmakoHarnagy B YKpaiHi
132 MOBANIC® Tabnetkmno 15 BepiHrep Himevumn bepiHrep pewis/ BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/2683/02/02
mr, no 10 IHrenbxaim Ha lHrenbxanv Ennac | Himevun 3MiHu | Tuny - 3miHK Wono 6e3nekn/edheKTUBHOCTI Ta peuennom
Tabnetok; no 1 IHTepHeLUHn AE., Ipeuis, Ha dapmakoHarnsagy. BeegeHnHss abo 3miHM [0 y3aranbHeEHUX AaHuX Npo
abo 2 6nictepn B eX BepiHrep cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuxX rpo
KapTOHHI Kopobui IHrenbxanm cucTeMy hapmakoHarnsigy, 3MiHa YoBHOBaXeHOI ocobu,
dapma M'm6Xi Ko. BiANOBIAanNbHOI 3a 3AiViCHEHHsT ddapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
KI, Hime4unHa hapmakoHarnagy 3asBHUKa A4 3[IMCHEHHA dhapmakoHarnsgy B
YKpaiHi, IKLLL0 BOHa BiAMiHHa Bif, YNIOBHOBaXEHOI 0C00W,
BignoBiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnsay) - 3miHa KOHTakTHOI 0cobu 3asiBHKKA,
BiANOBIAANbHOI 3a 3AiVicHeHH bapmakoHarnsaay B YKpaiHi:
[MpornoHoBaHa pepakuis — TeTaHa [ou. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0COOWM 3asiBHWKA, BiAMOBiAaNbHOI 3a 3[iACHEHHS
apmakoHarnsgy B YKpaiHi
133.| HEOTPU30N Tabnertku OpraHocuH IHAis EBepTopxeH lHAis BHECEHHSI 3MiH [0 peecTpauiiHux MarepianiB:3amiHv | Tvny - 3miHa 3a UA/10674/01/01
® BariHanbHi; no 4 Jland Jlang CaeHcms po3mipy cepii (BKMtoYaoum giana3oH po3Mipy cepii) roToBoro peyermnom
Tabnetkuny cTpuni; CageHems MMBT. Jlimiteq nikapcbkoro 3acoby - 36inblueHHs po3mipy cepii Ans nikapcbkoro
no 2 cTpunu Iira. 3acoby y 3B’s3Ky 3 KOMEpPLIiiHO HeoBXiAHICTIO; 3MiHu | Tuny - 3MiHny
pasom 3 BMPOGHMYOMY MPOLLECi FOTOBOro NiKapcbKoro 3acoby Ha HaCTYMHUX
annikaTtopoM y CTafifX BUCYLLYBaHHA BOIMOrUX rpaHyr, NMoApiOHEHHs, 3MillyBaHHA Y
KapTOHHI 3B’ A3KY 3 onTUMi3aLieto BUpobHu4oro npouecy; 3minu Il Tuny - 3amiHny
kopobui; no 8 npoLeci BMPOOHWLITBA FOTOBOrO MiKapCbKOro 3acoby, BKITHOYaum
Tabnetok y MPOMDKHUIA MPOAYKT, LU0 3aCTOCOBYETHCS MPU BUPOOHULTBI FOTOBOrO
6nictepi; no 1 nikapcbkoro 3acoby (BBefeHHs abo 36inbLUeHHs NpunycTUMOoro
6nictepy pasom 3 Hagnuwky A®Il); 3minm Il Tuny - 3miHa napameTpiB cneuudikadin
annikaTtopoM y Ta/abo JoNYCTUMUMX MEX rOTOBOrO fikapcbkoro 3acoby - 3amiHa
KapTOHHIN Kopobui napametpiB cneyudikauii gonyctummx mex 3a n. «KinbkicHe
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BU3HaYeHHs. [peaHi30noH»
134| HITPOMAKC Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHSI 3MiH 0 peecTpauiiHux MarepianiB: YTOUHEHHS CTatyey be3 UA/14157/01/01
cyoniHreanbHi no "MIKPOXIM" "MIKPOXIM" peknamyBaHHsi B Hakasi MO3 YkpaiHu peuernnom
0,3 mr; no 50 Ne 2352 Big 28.11.2019 B npoueci nepepeecTpauii. Pegakuis B Hakasi
Tabnetok y 6aHui; — nignsrae. 3atBepAXeHa pepakuis —He nignsarae.
no 4 6aHkny nauui
3 kapToHy; no 100
Tabnetok y 6aHui;
no 1 6aHui B mavui
3 KapTOHY
135 HITPOMAKC TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHSI 3MiH 1O peecTpauliiHuX MarepiarniB: YTOYHEHHs1 cTatycy 6e3 UA/14157/01/02
cyoniHreanbHi no "MIKPOXIM" "MIKPOXIM" peknamyBaHHsi B Hakasi MO3 YkpaiHu peyermnom
0,4 mr; no 50 Ne 2352 Bia 28.11.2019 B npoueci nepepeecTpauii. Pegakuisa B Hakasi
Tabnetok y 6aHui; — nignsrae. 3atBepA)XeHa peAakuis —He nignsArae.
no 4 6aHkny nauui
3 KapToHy; no 100
Tabnetok y 6aHLUi;
no 1 6aHui B nayui
3 KapToHy
136 HITPOMAKC TabneTku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH O PEECTPaLiMHUX MartepianiB: YTOYHEHHs1 CTaTycy be3 UA/14157/01/03
cyoniHreanbHi no "MIKPOXIM" "MIKPOXIM" peknamyBaHHsi B Hakasi MO3 YkpaiHu peuennom
0,5 mr; no 50 Ne 2352 Bia 28.11.2019 B npoueci nepepeecTpauii. Pegakuisa B Hakasi
Tabnetok y 6aHui; — nignsrae. 3atBep/AXeHa peAakuis —He nignsArae.
no 4 6aHkny nadui
3 kapToHy; no 100
Tabnetok y 6aHUi;
no 1 6aHui B nayui
3 KapTOHY
137 ] HI®PEKAPO® TabneTkK, BKpUTI CaHpo3 CrnoBeHi Jlex CrnoBeHi BHECEHHSI 3MIH [0 PEECTPALiVHUX MaTepianis: 3a UA/9486/01/01
XL nniBKOBOIO dapmacbtoTika a dapmaueBTniHa a 3MiHu | Tuny - 3miHv BUNpobyBaHb abo AOMYCTUMUX MEX, peuennom
obonoHkoto, Mo 60 ns3 a.g. KOMnMaHia 4.4. BCTaHOBIMEHUX Yy creymdikauisx, nig yac BMPOOHWLTBA rOTOBOrO
mr no 10 Tabnerok NiKapCbKOro 3acoby - BUNYMEHHS MOKa3HVKa «TBepAiCTb TabneTku»
y 6nictepi, no 3 nicns HaHeceHHs MniBKOBOI 00OMOHKM Mif Yac BUPOOHMLTBA
6nictepu B
KapTOHHI Kopobui
138 HI®PEKAPO® TabneTku, BKpUTI CaHpno3 CrnoBeHi Jlex CrnoBeHi BHECEHHSI 3MIiH 40 PEECTPALiHUX MaTepianis: 3a UA/9486/01/02
XL nniBKOBOIO dapmacbloTika a dapmaueBTniHa a 3MiHM | TUny - 3MiHK BUNpobyBaHb abo OONYCTUMMX MEX, peuernnom
obonoHkoto, no 30 n3pg.a. KOMMaHis a.4. BCTaHOBIEHVX Y crneundikalisx, nig yac BUpOOHUL TBA rOTOBOrO
mr no 10 Tabnerok NiKapcbKoro 3acoby - BUNMYMEHHs! MOKa3HUKa «TBepAicTb TabneTkuy»
y 6nictepi, no 3 nicrsi HAHECEHHS MNiBKOBOI 06 OMNOHKM Mif, Yac BMPOOHMLTBA
6nictepu B
KapTOHHI Kopobui
139.] HOBO- TabneTku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex Yecbka BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: bes UA/1830/02/01
NACUT oboroHkoto, no 10 YkpaiHa" lHoacTpi3 c.p.o. Pecnyon 3MiHM | TUNY - HE3HaYHI 3MiHW B METOAMLI KOHTPOMIO SKOCTi FOTOBOro peuenma
Tabnertok y ika NiKapcbKoro 3acoby 3a NokasHUKOM «laeHTudikauis Ta KinbKicHn
6nicTepi; no 1a6o BMICT rBanid)eHe3nHy»
no 3 6nictepu B
KOpob Ui
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
140 ONONATAOWU | kpanmi o4Hi, ToBapncTBo 3 YkpaiHa TosapncTBO 3 YkpaiHa BHECEHHA 3MiH 40 peecTpauiiHuX Marepianis: 3a UA/17141/01/01
H po3uvH, 1 mr/mn, 06 M exeHo 06 M exeHo 3Minu Il Tuny - 3MiHa BUPOGHMKa BWXi4HOTO/NPOMiXXHOrO peuy.ernnom
nos5wmny BiANOBiAanbHi BiAMOBIAaNbHICTIO NPOQYKTY/peareHTy, L0 BUKOPUCTOBYIOTBLCS Y BUPOOHWHOMY MPOLLECi
dnakoHi, no 1 cTHo "OAPMEKC A®I, abo 3MiHa BUpoDHUKa (BKItOYaouK, Ae HeobXiaHo, Micue
nakoHy pasom 3 "OocnigHvi reyn" npoBeneHHs KoHTponto skocTi) APl (3a BiacyrHocTi cepTudikara
KPULLKOtO- 3aBog BigNOBIAHOCTI €BpONenchKin apmakonei y 3aTBepaXeHoOMY
KpanensHiL e y "rHunC" [ocbe)(BBeaeHHs1 HoBoro BupobHVka A®I 3 HagaHHaAM MacTep-danna
KopobLi 3 KapTOHY Ha A®l); cynyTHs 3miHa: BBEOEHHS [odaTkoBoro BMpobHuka ans Ad|
OnonaraguHy rigpoxnopuay F.I.S. FABBRICA ITALIANA SINTETICI
S.P.A, ltaly 3 HagaHHAaM DMF Ha A®I, sk HacnigoK AONOBHEHHS
Cneuudpikauii nokasHukaMmm "3anmwkoBi KinbKOCTi opraHivyHuX
po3umHHUKIB" Ta "Bpomign" 3 BiANOBIAHMMMN MeToAamM BUNPOD yBaHHSA
141| ONPEH®-50 TabneTku Tesa I3painb | AuuHo Papma Al, LLserua BHECEHHS1 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/5123/01/01
NAKTAB KULLIKOBOPO3UMHHi dapmavesTika LLsenuapis pis/ 3MiHM | TUny - NOAAaHHA HOBOro cepTudikara BiAMnoBiAHOCTI peuernmom
no 50 mr Ne 20 n IHpacTpi3 (BUPOGHMLTBO 3a Himeyun €Bponelicbkii papmakonei Ne R1-CEP 1997-066-Rev 03 gns gitoyoi
(10x2) y Iira. MOBHUM LIVKIIOM); Ha pevoBuHn Diclofenac sodium Big HOBOro BMPOOHVKa; 3MiHM | Tuny -
6nicTepax YHTEep3yxyHrciHCT rnofdaHHa OHOBMEHOro ceptudikara BignoBiAHOCTI €BpPONEnChKin
uTytr Xennenep, dapmakorniei Ne R1-CEP 1997-041-Rev 05 ans Aito4oi pe4oBuHM
Hime4yunHa Diclofenac sodium Bif Bxe 3aTBepaxeHoro BUPODHMKaA, sk HAcnigoK,
(noparkoBa 3MiHa Ha3BM BnacHuka CEP TaHa3Bu i agpecy BUPOOHWMYOI OinbHULI,
naboparopis, Lo 6e3 3MiHU MicLisi NPOBEAEHHS [isiNbHOCTI; BBEAEHHS A0 cneuundikauii
npuimMae yqacTb B KoHTponto A®I nokasHuka «[domiwka 2,6 —guxnopgudeHinamie»
KOHTponi cepii) (kpuTepii npuiHATHOCTi —He 6inblue 0,1 %) Ta BUNyMeHHs MoKasHuKa
«Baxki metanu»; 3Minu | Tuny - 3MiHa nepiody MOBTOPHUX
BUNpobyBaHb/nepiony 36epiraHHs abo ymoB 36epiraHHs APl -
BBEAEHHA nepiogy 36epiraHHs Aitoyoi pevyoBUHN AMKIodeHak HaTpito
TepmiHom 5 pokis Bif BpobHrka UNIQUE CHEMICALS (A Division of
J.B. Chemicals & Pharmacedticals Ltd.)
142 OPITAMETPU TabneTkm no 5 mr; LepiHr-Nnay Lsenua H.B. OpraHoH, Higepna BHECEHHA 3MiH 4O peecTpaLiiHuX Marepianis: 3a UA/2844/01/01
ne no 30 Tabnetok y CeHtpan lct pist HigepnaHawm (3a HOU 3MiHu | TMny - BBEAEHHs [04aTKOBOro BUPODHMKA MPOMiXKHOIO peuernnom
6nicTtepi, o 1 Al MOBHUM LIVKITOM) npoaykTy Laurus Labs Limited, IHgis, w0 BUKOPUCTOBYETBCS Y
6nicTepy y BUPOGHMYOMY MPOLIEC] Ait0Y0i PEHYOBUHU MiHECT pPEHON,;
KapTOHHI Kopobui 3anporoHoBaHo: BUpOOHMLTBO 3a MOBHWM LIMKITOM, BKI1HOYaoum
TECTYBaHHS AN BUNYCKY Aitodoi pevosuHn Aspen Oss B.V., The
Netherlands BuvipobHuku npomixkHoro npopykTy Aspen Oss B.V., The
Netherlands Laurus Labs Limited, IHais
143 OPHIOA30I- | Tabnetkw, BKpUTI AT ; YkpaiHa AT "KMIBCbKWW YkpaiHa BHECEHHS1 3MiH [0 peecTpaliiHux Marepianis: 3a UA/6109/01/01
KB MrniBKOBOO "KNIBCbKUW BITAMIHHNMA 3MiHu | Tuny - 3MiHa HaMMeHyBaHHA  BUpoGHUKa APl opHigasony peuenmm
060noHKoto, No BITAMIHHNI 3ABOLO"
500 mr; no 10 3ABOLO"
Tabnetok y
6nicTtepi; mo 1
6nicTepy B nayui
144 THAKIITAKCE | koHueHTpaT Ans TOB YkpaiHa | TOB "®APMEKC YkpaiHa BHECEHHA 3MiH O peecTpaLinHuX Martepianis: 3a UA/13787/01/01
N-®APMEKC po3umHy Ans "®APMEKC reymn" 3MiHu | Tuny - 3miHK Wono 6e3nekn/edeKTUBHOCTI Ta peuennom
iHy3in, 6 Mr/mMn reyn" apmakoHarnsny. BeegeHHss abo 3MiHW [0 y3aranbHEHUX AaHuX Npo
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
no 5 mn (30 mr), cucTeMy hapmakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuX rpo
16,7 mn (100 mr), cucTeMy hapmakoHarnsiy, 3MiHa yoBHOBaXeHOI ocobu,
35 mn (210 wmr), BiANOBIAaNbHOI 3a 3AiViCHEHHsT dbapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
41,7 mn (250 mr), hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHA dbapMmakoHarnsgy B
43,4 mn (260 mr) YKpaiHi, SIKLL,0 BOHA BifMiHHA BiJ YTOBHOBaXKEHOI 0COOMU,
abo 50 mn (300 BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
MT) y dnaKkoHi; no KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milleHHi macTep-cbaiina cuctemu
1 cbnakoHy y hapmakoHarnsigy) - 3miHa yrioBHOBaXKEHOI 0Ccobu 3asiBHVKA,
KOHTYPHIl BiANOBiganbHOI 3a hapMmakoHarnsag. MNponoHoBaHa pegakLis:
YapyHKOBI Tonokesud Bonoaumup HOpivioBud. 3MiHa KOHTAKTHUX OaHWX
ynakosLi; no 1 YOBHOBaXXeHOi  0CcobW 3asBHWKa, BignosiAanbHOI 3a hapmakoHarnsg
KOHTYpHilA
YapyHKOBI
ynakoBUi y nadi 3
KapTOHY
145 NMAMIOON pO34MH NS "HOHiK IHais "HOHiK IHais BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: 3a UA/15509/01/02
iH'ekuiv no 370 dapmacbioTrK dapmacbtoTrKan BUMPaBIEHH TEXHIYHOI NOMUMKW Y MEeTOogax KOHTPOro SKOCTI peuernnom
mr/mn, no 50 mn an Naboparopis" nikapcbkoro 3acoby, sika 6yna gonylieHa npy BHECEHHI 3MiH B MeToaM
abo no 100 mn JNaboparopiz" (BigAineHHsa ipmu BUNPOGYBaHHA FOTOBOro Nikapcbkoro 3acoby
po3ynHy Yy (BipAineHHs "bk. B. Kemikana
dnakoHi, no 1 dipmn "x. B. eHn
dhnakoHy y Kemikans eHg ®dapmacbloTuKansa
KapTOHHI Kopobui | PapmacbioTuk itp.")
an3 Jirg.")
146 NMAHTEHON Tabnetku no 100 Mibe Mm6X Himeuum Mioe Mm6X Himeuum BHECEHHSI 3MiH 40 PEECTPaLliiHUX Marepianis: be3 UA/11523/01/01
Mmr no 20 a6o 50, ApuHanmiTTen Ha ApuHaimiTTenb Ha 3MiHM | TUny - 3miHv Wono 6e3nekn/edpekTUBHOCTI Ta peyenna
abo 100 Tabnerok b dapmakoHarnsaay. BeegeHnHs abo 3miHM [0 y3aranbHEHUX AaHuX npo
Y CKMAHOMY cuctemy hapmakoHarnsgy (BBeAeHHs y3aranbHeHnX [AaHvx Mnpo
dnakoHi, mo 1 cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
dnaKkoHy B BiANOBiAaNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay,; KOHTakTHOI ocobu 3
KPaTOHHIW mauyLi hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS dhapMakoHarnsay B
YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKYaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
hapmakoHarnsigy) - 3MiHa KOHTaKTHOI 0COOV YNIOBHOBaXKEHOI  0Cobu
3asBHUKa, BignoBiganbHOI 3a 3A4iNCHeHHA dhapmakoHarnsagy B YKpaiHi.
MponoHoBaHa pepakuis: Hevart Mapis MagniBHa. 3MiHa KOHTaKTHUX
[aH/MX KOHTaKTHOI 0COOW YNOBHOBaXEHOI 0CcobM 3asBHUKA,
BignosiAanbHOI 3a 34iNCHeHHA dhapmakoHarnsay B Ykpai Hi
147 MIEHTAKCMUM | nopotuok CaHodi PpaHLis CaHodpi lNacTep, PpaHLis BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: 3a UA/13010/01/01
® BAKLUMHA Haemophilus Mactep ®paHuis; CAHO®I | /Itanis/ 3MiHu | Tuny - 3miHa y MmeTogax BUNpoOYBaHHS FOTOBOrO MiKapCbKoro peuennom
ansa influenzae Tuny b C.MN.A, Iranis; Yropim 3acoby - 3MiHV B KpUTepisiX BaniAHOCTI anikBoTy ANS BUNPOO yBaHHSA
MPO®INAKT TacycneHsisa ans CaHodpi-ABeHTiC Ha iMYHOreHHOCTi BaKkLMHU A5 NpodinakTUKM KaLWmioKy Ha MuLLax
NKHN iHexuin (0,5 mn); MpavsiT Ko. ITa., metonom ELISA npu Bumycky [Aitouoi pe4oBUHU Ta Ans pi3HUX eTanisB
OUOTEPII, no 1 cnakoHy 3 YropliuHa BMNYCKY FOTOBOro MPOQYKTY, 3MiHu Il Tuny - 3miHay metogax
NPABLIA, nopotukom Ta 1 BunNpobyBaHHs APl abo BigHOrO Martepiany/npoMikHoOro
KALLIITIOKY nonepegHL0 NpoaYKTY/peareHTy, Lo BUKOPVUCTOBYETLCA Y NpoLleci BUPOGHUL TBa
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
(ALIENKONAP | 3anoBHeHOMY AQ®I| - 3miHn B MeTOfi BUNPODYBaHHSA AN BU3HAYEHHS iMYHOrEeHHOCTI
HUA wnpvdy (0,5 mn) 3 BaKLIMHM ANSA NpodinakTUKMN KaLLioKy Ha MuyLWax 3a [40roMOorow
KOMIMOHEHT | npukpinneHoto metony ELISA Ha eTtani gitovoi peqoBuHY;
)s ronkoto (abo 2 3Minm Il Tvny - 3mMiHM B MeToai BUNpobyBaHHST AN BU3HAYEHHS
noniomieni OKpemMumu iMYHOTreHHOCTi BaKLMHW ANS NpodinakTUKM KalnioKy Ha Muywax 3a
TY rorikamu), o ponomoroto metogy ELISA Ha eTani Bunycky rotoBoro
IHAKTUBOBA | MicTuTb CycrnieHsito Hepo3dpacoBaHoro npodykTy (Final Bulk Product) Ta, B sikocTi
HA TA ansiH'ekuin, B BUNpoGYBaHHA cTabinbHocTi, Ha eTani Final Bulk Product Ta Filled
BAKLIMHA KapT OHHiA Product
ana kopobui. Mo 1
MPO®INAKT dnakoHy 3
UKU nopoLukom Ta 1
IHOEKL|IA, nonepeaHL0
CMNPUYUHEH | 3anoBHeHOMY
nx wnpvdy (0,5 mn) 3
HAEMOPHIL MPUK PiMeHo0
usTuny B ronkoto (abo 2
KOH’FOFOBA | okpemumn
HA, ronkamu), Wwo
ACOPBOBA | micTutb cycneHsito
HA ansiH'ekuin, B
CTaHOapTHO-
€KCMOPTHIN
yriakoBLi, sKa
MiCTUTBCS Y
KapTOHHI Kopobui
3 iHCTpYKLUieto ansa
MeanYHOro
3aCTOCYBaHHSI
143| NMEHTACA rpaHynu DeppiHr Lsenya BignosiganbHum Lsenya BHeCceHHs 3MIH 40 peecTpaLivHuX MarepianiB: YTOYHeHHSA 3a UA/4990/03/01
MPONOHroBaHoi  Aii IHTepHeLUHn pis 3a BUPOOHML TBO, pis/ HanuncaHHA YNakoBOK NSl KOXHOro [03yBaHHA B Hakasi MO3 peuernmom
no 1 rno 50, 100, Centep CA nepBuHHe Ta Himewun | Ykpainu Ne 2319 Big 21.11.2019 B npoueci BHeceHHs1 3MiH (3MiHun |
abo 150 BTOpPWHHE Ha Tuny - 3minm 3 gkocTi. CepTudpikar signosigHocTi/lE-cepTudikar
nakemkis 3 naKyBaHHs1, BignoBiAHOCTI €Bponecebkin dapmakonei/MoHorpadii. MogaHHs
rpaHynamum y KOHTPOIb SIKOCTI: HOBOro abo OHOBMEHOro ceprudikara BignoBiAHOCTi abo BUMYHEHHS
KapTOHHIW DeppiHr cepTudikara BignoBigHOCTI €Bponencbkin dapmakonei: ana APl ons
Kopobui IHTepHeLHn BUXJHOrO Marepiany/peareHTy/MPOMIXXHOrO  MPOAYKTY, L0
Centep CA, BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; AN JOMOMIKHOI peqoBUHN
LLiserapis (cepTudpikar BignosigHocTi €Bponencekii dapmakonei) - OHoBneHWi

BignosigaanbsHuin

3a BUMYCK cepii:

PeppiHr TMOX,
HimevunHa

cepTudikar Big yxe 3aTBepAXKeHOro BMPODHUKa
nopaHHs oHoerieHoro CepTudpikaTy BianoBigHOCTI €BpONechKiln
dapmakonei R1-CEP 2004-056-Rev 04 (nonepenHs Bepcis R1-CEP
2004-056-Rev 03) Big Bxe 3aTBepaxeHoro BupobHuka SYNTESE A/S,
HaHis ana A®I mecanasuHy.). Pepakuis B Hakasi — rpaHynu
NpOMnoHroBaHoi Aii no 1 r, no 60 NakeTuKiB 3 rpaHynamu y KapTOHHIN
kopobui, no 2 r,no 50, 100, abo 150 nakeTwkiB 3 rpaHynamm y
KapTOHHI kopobui. 3anpornoHoBaHa pedakLisi — rpaHynu
nponoHroBaHoi Aii no 1 r, no 50, 100, a6o 150 nakeTukiB 3 rpaHynammu
y KapTOHHI kopobUi; no 2 r, no 60 NakeTukiB 3 rpaHyrnamu y KapToHHIn
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Ne
n/

Hasea
JliKkapcbK020
3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o
noceid4yeHHs1

KOpob L.

149,

MNEHTACA

rpaHynmu
NPOSIOHroBaHoi Al
no 2 rno 60
nakemmkiB 3
rpaHynamm y
KapTOHHIN
Kopoboui

deppiHr
IHTepHeLUHn
Centep CA,
LseviLapis

Lsena
pis

BignosiganbHuii
3a BUPOOHULITBO,
nepBuHHe Ta
BTOpPVHHE
nakyBaHHs,

KOHTPOMb SKOCTi:

DeppiHr
IHTepHeLHn
Centep CA,
LLisenu apia

BignosiganbHui

3a BUMYCK cepil':

PeppiHr TMOX,
HimevunHa

Lsena
pis/
Himeuun
Ha

BHeceHHs 3MiH 40 peecTpauiiHux MarepianiB: YTOYHeHHSA
HanMCcaHHA YNaKOBOK AN KOXHOro A03yBaHHA B Hakasi MO3
YkpaiHu Ne 2319 Big 21.11.2019 B npoueci BHeCeHHA 3MiH (3MiHu |
Tuny - 3minm 3 gkocTi. CepTtudpikar signosigHocTi/lE-cepTudikar
Bi4noBiAHOCTI €Bponecebkin dapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBREeHoro cepTudikara BiAMOBIAHOCTi 200 BUMYHEHHs
cepTudikara BignoBigHOCTI €Bponerickkin dapmakonei: ana APl; ons
BUXAHOTO Marepiany/peareHTy/NPOMiDKHOrO  MPOAYKTY, LUO
BMKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; AN JOMOMIKHOI peqoBUHM
(cepTudpikar BignosigHocTi €Bponencokii dapmakonei) - OHoBneHWi
cepTudiKaT Bif yKe 3aTBepAXeHoro BUpOoDHUKa
nogaHHs oHoerieHoro CepTudpikaTy BignoBigHOCTI €BponeichKiln
dapmakonei R1-CEP 2004-056-Rev 04 (nonepenHs Bepcis R1-CEP
2004-056-Rev 03) Big Bxe 3aTBepaxeHoro BupobHuka SYNTESE A/S,
Haris ana A®I mecanasuHy.). Pepakuis B Hakasi — rpaHynu
NponoHroBaHoi Aii no 1 r, no 60 NakeTwKiB 3 rpaHynamu y KapTOHHIN
kopobui, no 2 r,no 50, 100, a6o 150 nakeTwkiB 3 rpaHynamm y
KapTOHHI kopobui. 3anpornoHoBaHa pedakList — rpaHynu
nponoHroeaHoi Aii no 1 r, no 50, 100, a6o 150 nakeTukiB 3 rpaHynamu
Y KapTOHHI kopobUi; no 2 r, no 60 nakeTukiB 3 rpaHynamu y KapToHHIl
KOpob L.

3a
peyernnmm

UA/4990/03/02

NIMA®YLIUH

®

Cyno3unTopii
BariHanbHi no 100
Mrno 3
cynosuTopii y
cTpwni; no 1 abo 2
cTpunu y
KapPTOHHI nauLi

JIEO ®apma
AC

[aHis

Temmnep Itania
C.p.n

ITania

BHECEHHSI 3MiH 40 PEECTPaLiHUX Matepianis:
3MiHm | Tuny - 3miHv WwWopo 6esnekn/epekTUBHOCTI Ta
cdapmakoHarnsgy. BeenenHs abo 3MiHM 40 y3aranbHEHVMX [aHMX Npo
cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
cucteMy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAanNbHOI 3a 34iMiCHEHHsT dbapMaKoHarnsay, KOHTaKkTHOI ocobu 3
hapmakoHarnsay 3asBHVKa ANSA 34iMCHEHHS hapMmakoHarnsay B
YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA dhapMakoHarnsagy (BKYaum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
dapmakoHarnaay) - 3MiHa YroBHOBaXEHOI 0Cobu 3asiBHUKA,
BignoBsiganbHoi 3a 34iNcHeHHA dhapmakoHarnsagy: MpornoHoBaHa
penakuisi: Line Alleslev Larsen. 3miHa KOHTAKTHWUX JaHWX
JIOBHOBaXKEHOI  0CODOMW, BiAMOBIAANbHOI 3a 34iACHEHHS
dhapmakoHarnsgy

3a
peuyerinom

UA/4370/01/01

151.

NIMA®YLUH
®

kpem, 20 mr/r no
30 ry Tyoi, no 1
TYOi B KapPTOHHIN
KOpob L

JIEO dapma
AIC

LaHis

Temmnep Itania
C.p.n.

Itania

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepianis:
3MiHM | TUny - 3miHv WwWopo 6e3nekn/edpekTUBHOCTI Ta
cdapmakoHarnsay. BeenenHss abo 3MiHM 40 y3aranbHEHVX OaHuMX Npo
cucTeMy hapMakoHarnsiay (BBeAEHHS! y3aranbHEeHUX [AaHuxX rpo
cucTeMy oapmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAaNbHOI 3a 34iMicCHEHHsT dhapMaKoHarnsay,; KOHTaKTHOI ocobu 3
hapmakoHarnsay 3asBHMKa ANSA 34iMCHEHHS dhapMakoHarnsay B
YKpaiHi, IKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXEHOI 0cobu,
BigNoBiAaNbHOI 3a 34iMCHEHHA hapMakoHarnsagy (BKYaum
KOHTaKTHi AaHi) Ta/abo 3MiHMy po3milLleHHi MacTep-cbanna cuctemm
dapmakoHarnsgy) - 3miHa yroBHOBaXKEHOI 0CODW 3asiBHVKA,
BignoBiganbHOI 3a 34iNcCHeHHA dhapmakoHarnsay. MponoHoBaHa

be3
peuennma

UA/4370/02/01
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n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
penakuis: Line Alleslev Larsen. 3miHa KOHTaKTHUX AaHUX
YIIOBHOBa)XEHOI  0cobu, BiAMnoBiAanbHoOI 3a 34iCHEHHS!
hapmakoHarnsgy
152 NMPOCTEKC cynosuTopii TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHA 3MiH [0 peecTpalinHux marepianis: 3MiHu | Tuny - 3MiHn 3 be3 UA/14209/01/01
peKkTarnbHi; no 5 "BIOPAPMA" "BIOPAPMA" skocTi. FoToBui nikapcebkui 3aci6. Onmc Ta cknag (iHwWwi 3miHm) - 3MiHa peuerima
Cyno3unTopiiB y OPMYIOBaHHS BUPaXKEHHS Ait040i PEYOBUHW MO aKTMBHOMY
KOHTYPHIN hapMaLeBTU4HOMY iHrpiaieHTy (niodinizoBaHnin 3 BOOHOrO po34nHy
YapyHKOBI EKCTPaKT NepeamixypoBoi  3arno3un GukiB, OTPUMaHWA  LLNSIXOM
ynakosui, no 2 eKcTpakLii) —noninentuan, 6e3 3amMiHW KinbKOCTi JoAaBaHHA ekCTpakTy
KOHT ypHi nepegmixypoBoi  3arno3n GukiB. A TaKOX 3MiHW BHECEHO B iHCTPYKLiO
YapyHKOBI ONS MeAWyHoro 3actocyBaHHA Y p. "Cknaa", sk HacnigoK — BifnoBigHi
YNaKOBKM Yy MmavLi 3MiHM Y TEKCT MapKyBaHHS YNaKOBKMW FikapcbKoro 3acoby, 3miHu | Tuny
- 3MiHM 3 sikocTi. FoToBUMIA MikapcbkuiA 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3mMiHay MeTofax BUnpobyBaHHA rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHM y MeTogax BUNpobYBaHb (BKIoYaoum
3aMiHy abo [OMOBHEHHS)) - 3MiHN BHOCATLCS B PO3paxyHKOBY
dopmyny BMICTYNenTuaiB, acame BBeAEHHA KoedilieHTy
nepepaxyHKy BMiCTY OCHOBHOI PeyoBMHM B anbbymiHi Gudadomy (B %);
3Minm Il Tuny - 3miHm 3 sikocTi. FoToBWA nikapcbkuii 3aci6. Onuc Ta
cknag. 3miHa y cknagi (AoMoMiXKHUX peyoBMHaX) FOTOBOrO JiKapCbKOro
3acoby (iHLWi 3MiHM) - BUNYYEHHsT BOOM OYULLLEHOI 3i cknaay
AOMOMDKHUX PEYOBUH, AN NOMIMLEHHA MNacTUYHUX BNacTUBOCTEN
>KMPOBOI OCHOBW Mpenapaty Ta BUHECEHHS rNiluHy 40 cknagy
[OOMOMDDKHUX PEYOBMH, 3 OrfsiAly Ha Moro HasiBHICTb Yy cknagi APl sk
OOMOMIXKHOI peyoBuHK, nig vac niodinisauii A®I (BUKOPUCTOBYETLCA SIK
ctabinizarop 6inky nig vac niodinisauii AP| Ha kiHLeBoMy eTani
BMpobHMLTBa A®I). A TakoX 3MiHN BHECEHO B iHCTPYKLiO ANS
MeaWYHOro 3actocyBaHHa Y p. "Cknag", sik Hacnigok — BiAnoBiAHi
3MiHM Y TEKCT MapKyBaHHA YNaKOBKUW JTiKapcbKoro 3acoby
153.| NMPOTOINUK masb 0,03 %, no JIEO ®apma HaHis Actennac IpnaHg Ipnangin BHECEHHS 3MiH 1O peecTpaLlinHux Marepianis: 3a UA/7779/01/01
10rabono 30, A/C Ko., Jlta, lpnangis / AnoHia 3MiHu | TUny - 3miHW Wopo 6e3nekn/edh ek TUBHOCTI Ta peuernnom
abo no 60 ry Tyoi; (BignosigansHuiA dapmakoHarnsay. BeegeHHss abo 3aMiHM [0 y3aranbHEHUX AaHuX Npo
no 1 Tyoi B 3a BUMYCK cepii Ta cucTeMy hapMakoHarnsay (BBeAeHHs y3aranbHEeHUX [OaHuxX rpo
KapTOHHI kopobui naKyBaHHs1); cucTeMy hapMakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
Actennac ®apma BiANOBiAaNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
Tex Ko., Ilta. dapmakoHarnsay 3asiBHMKa A4 34iMCHEHHS dpapmakoHarnsgy B
Tosma YKpaiHi, SKLLL0 BOHa BiAMiHHa Bif, YIOBHOBaXeEHOi 0cobu,
TexHononxi BignoBiganbHOI 3a 34iMCHeHHA dhapMmakoHarnsaay (BKYaloum
LeHTp, AnoHis KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-cbaiina cuctemu
(BignoBiganbHW dapmakoHarnsagy) - 3miHa YloBHOBaXKEHOI 0CODW 3asiBHVKA,
3a BUPOOHMLITBO BignoBsiganbHoI 3a 34iNcHeHHA dapmakoHarnsaay: MpornoHoBaHa
bankyTa penakuis: Line Alleslev Larsen. 3miHa KOHTaKTHUX AaHUX
3aroBHEHHs1 TYOw) YIIOBHOBa)XEHOI  0cobu, BiAMnoBiAanbHoOI 3a 34iCHEHHS!
hapmakoHarnsgy
154 NMPOTOINUK ma3sb 0,1 %, no 10 JIEO ®apma HaHis AcTennac IpnaHg Ipnangis BHECEHHS 3MiH [0 peecTpaLiniuX Marepianis: 3a UA/7779/01/02
rabo no 30 r, abo A/C Ko., Jlta, lpnaHgis / AnoHia 3MiHu | Tuny - 3miHW Wopo 6e3nekn/edh ek TUBHOCTI Ta peuennom
no 60 ry 1y6i; no (BignoBiganbHW dapmakoHarnsany. BeegernHa abo 3MiHW 40 y3aranbHEeHUX AaHuX Npo
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1 TYGi B KapTOHHIN 3a BUMYCK cepii Ta cucTeMy hapmakoHarnsay (BBeAeHHs y3aranbHEeHUX [AaHuX rpo
Kopob Ui naKkyBaHHs1); cucTeMy hapmakoHarnsiy, 3MiHa yoBHOBaXeHOI ocobu,
Actennac ®apma BiANOBIAaNbHOI 3a 3AiViCHEHHsT dbapMaKkoHarnsAy, KOHTaKTHOI ocobu 3
Tex Ko., Ilta. hapmakoHarnagy 3asBHUKa A4 3[iMCHEHHA dbapMmakoHarnsgy B
Tosima YKpaiHi, SIKLL,0 BOHA BifMiHHA BiJ YTOBHOBaXKEHOI 0COOMU,
TexHononxi BignosiganbHOI 3a 34iNCHeHHA dhapMakoHarnsagy (BKYaoum
LleHTp, AnoHis KOHTaKTHi faHi) Ta/abo 3MiHMy po3milLleHHi MacTep-cbaina cuctemm
(BignosigansHuiA hapmakoHarnsigy) - 3miHa yrioBHOBaXKEHOI 0Ccobu 3asiBHVKA,
3a BUPOO HUL TBO BiANOBiAanNbHOI 3a 3aiVicHeHHs dpapmakoHarnsagy: [ponoHoBaHa
bankyTa penakuis: Line Alleslev Larsen. 3miHa KOHTaKTHUX AaHUX
3arnoBHEHHs TYow) JMOBHOBaXXeHOI  0cobW, BiANOBi4aNbHOI 3a 3[iCHEHHS
hapmakoHarnsgy
155, PEBAMINIO KpUCT anivyHmim MNAT YkpaiHa Li3siHcn CiHepapxi Kuraricb BHECEHHS 3MiH [0 peecTpauinHmx martepianis: - UA/17275/01/01
MOPOLLIOK "KviBMennpen ®apmac'toTikan Ka 3MiHM | Tuny - 3miHa HaliMeHyBaHHsT Ta/abo agpecn 3asiBHUKA
(cybcTaHuis) y apar” Ko., Ita. HapogH (BnacHuKka peecTpauiiHoro MocBiAYeHHs1), 3MiHa HaliM eHyBaHHs!
NoABIMHNX a 3asBHMKA, 6e3 3MiHy MeToaax KOHTPOMO SIKOCTI NiKapCbKoro 3acoby;
nonieTnneHoBmx Pecnyon 3anponoHoBaHo: [loBHa HasBa AKLiOHepHe TOBapWCTBO
naketax Aons ika "KniBmeanpenapat" CkopodeHa Ha3Ba AT "KuiBmegnpenapar"
hapmaL,eBTHHOr
0 3aCTOCYBaHHA
156 PUTYKCUM KOHLLeHTpaT Ans TOB "Ilom'ep | YkpaiHa TOB "Iliom'ep YkpaiHa BHECEHHSI 3MiH A0 peecTpauiviHnux marepianis: -3MiHu | Tvny - 3MiHn 3 3a UA/15580/01/01
pO34MHy Ans dapma" dapma", sikocTi. FoToBUA nikapcbkuii 3aci6. 3MiHMy BUPOOHULTBI. 3MiHa peuennom
iHdpysin no 100 YkpaiHa iMMopTepa/3aMiHu, L0 CTOCYOTLCA BUMYCKY Cepii Ta KOHTPOMO SIKOCTI
mr/10 mn, no (8upobHuynmMBo 3 roTOBOro fikapcbkoro 3acoby (3amiHa abo JoaaBaHHS BUMPOOHMKA, LLLO

10 MmN y cbnakoHi;
no 2 cpnakoxn B
KOHTYPHIl
YapyHKOBI
ynakoBui; no 1
KOHTYPHI
YapyHKOBIA
ynakoBLUi B
KapTOHHI
kopobui; no 50 mn
y chnakoni; no 1
dnakoHy B
KapTOHHI Kopobui

podykyii in bulk
8UpPOB HUKa:

@ Xop bmarH-T1s
Pow JinD,
Lsetiyapisi; Pow
HiaeHocnuke
'm6X, HimeyquHa)

BignoBigae 3aBBe3eHHst Ta/abo BuMyck cepii) - He Bknoyaoum
KOHTponb/BUNpobYBaHHA  cepii - 3amiHa (NepeHeceHHs!) BUPOG HUYOT
ainbHnLi @. Xobpman-J1a Pow JiTa BignosiganbHOI 3a BUMyck cepii
nikapcbkoro 3acoby in bulk (3amicTb 3aTBepaXeHOi topuau4HoI agpecu
IpeHsaxepwrpacce 124, CH-4070 Basenb, Lseviuapis, 3asHa4eHHs
appecun 4303, Kancepayret, Lsenuapis, sk dakTUYHOI AinbHULI
afpecy Micue3HaxomxkeHHs). 3MiHu | Tvny - AOMiHICTpaTuBHI 3MiHW.
BunydeHHs BupobHWYOI  AinbHWLI (BKNOYaoum dinbHULi ans Adl,
NPOMiXKHOro MPOJYKTY abo roToBOro nikapcbkoro 3acoby, AinbHULI Ans
MPOBEOEHHS MaKyBaHHsl, BMPOOHMWKA, BiAMNOBIAANbHONO 3a BMMYCK
cepiil, MicLie NPOBEA,EHHS KOHTPOIIO cepii) abo nocTayanbHuka
BMXQHOrO Mmarepiany, peareHTy abo JOMOMDKHOI PeHOBUHM (SIKLLLO
3a3HayeHo y A0cbe) BUnydeHHs AinbHuli ®.Xodbdman-Ns Pow JiTa,
peHsaxepwrpacce 124, CH-4070 basens, Lsenyapia 3
BMPOOHMLTBA Hepo3dacoBaHOi MPOAYKLIi, NEPBMHHOrO NaKyBaHHS,
BUMYCK cepii nikapcbkoro 3acoby y dopmi inbulk 3minm | Tuny -
AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus
MPOBaAXEHHS AiANbHOCTI BUPOOHMKa/iMmopTepa roTOBOrO NiKapcbKoro
3acoby, BKITHOYaouM AinbHULI BUMYCKY cepii abo MicLie NpoBeaeHHs
KOHTPOIIO SKOCTI. (AiNbHICTb, 3a SKY BiANoBiAae BUPOOHWK/iMNopTep,
He BKITHOYalouM BUMYCK Cepill) 3MiHa Ha3BM Ta agpecy BUPOBHUYOI
Ainbhudi ®.Xopdpmar-J1a Pow Jita, Weenuapis, peHsaxeplutpacce
124, CH-4070 Bazenb, LLsenyapisi, sika 34ilcH0e BUPOO HUL TBO
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Hepo3dpacoBaHOi MPOAYKLIIT, MEPBMHHE MaKyBaHHS, BUNPOOYyBaHHA
KOHTPOI0 SIKOCTi, BUNYCK Cepii, 00 BUNYMEHHS 3 Ha3BW BUPODHMKa
3a3HayeHHs kpainv Ta nitepiB CH 3 iHgekcy agpecn. 3minm | Tuny -
AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus
NMPOBaAXeHHs AiANbHOCTI BUPOOHMKa/iMnopTepa roTOBOrO NiKapcbKoro
3acoby, BKIHOYaouM AinbHULI BUMYCKY cepii abo MicLie NpoBea eHHs
KOHTPOIO SKOCTI. (BiNbHICTb, 3a SKY BignoBiAae BUPOOHWK/iMNopTep,
He BKIH0Yaloun BUMYCK Cepilt)
3MiHa (YTOYHEHHs) Ha3BM Ta aApecy BUPOOHMYOI AinbHWLI
d.Xohpman-J1sa Pow Jita, Weenyapis, Bypmiceer CH-4303
Karicepayrct, LlBeluapis, LW080 BANYMEHHS 3 Ha3BM BMPOOHWKA
3a3HadeHHs1 KkpaiHu Ta nitep CH 3 iHgekcy agpecu. 3minm Il Tuny -
3miHn 3 sikocTi. FoToBMIN nikapcbkui 3aci6. Onuc Ta cknag. 3miHay
cknagi (AOMOMIXHUX PevOBUHAX) FOTOBOrO NiKapCbKoro 3acoby (iHLui
OOMNOMiXHI peyoBuHY) - 3MiHa y nikapcbkomy 3acobi
©ionoriYyHOro/iMyHOMNOrYHOrO  MOXOOXKEHHS - 3a3HAYEHHs1 y CKNagdi
OOMOMDKHMX PEYOBMH KUCMOTU IMMOHHOI Ge3BofHOI, sika
3aCTOCOBYETLCA Y METOAI MPUroTyBaHHA OythepHOro po3uynHy Ans
pO3BEOEHHST KOHLLEHTPOBaHOI [1it0Y0i pevoBUHU (pUTYKCKUMab) Ha
BUMPOOHWIIN AinbHuLi bkeHeHTek [HK., CLUA, Ha BigmiHy Big ii
BiQCYTHOCTI Y cKnagi AONOMiXHUX pedoBuHax in bulk, ski
3aCTOCOBYETLCA Y METOAi MPUroTyBaHHA OyhepHOro po3umHy Ha
BUMPOGHWYMX AinbHUUsX @. Xoddmar-Ts Pow JlTa, LWseuapis Ta
Pow fiarHocTvke MM6X, HimewumHa. 3MiHM BHECEHI B iHCTpPYKLitO Anst
MeguyHoro 3actocyBaHHa JI3 y p. "Cknaa" (aonomixHi peqoBuHN). Ak
Hacnifgok nosiBa ABOX arlbTEpHATUBHUX TEKCTiB MapKyBaHHs. 3MiHm I
Tuny - 3MiHmM 3 sikocTi. MoToBWA nikapcbkuin 3aci6. 3miHu y
BMPOOHWLTBI. 3MiHa iMnopTepa/3amiHN, L0 CTOCYIOTBCSH BUMYCKY cepil
Ta KOHTPOIO SIKOCTi FOTOBOro fikapcbkoro 3acoby (3amiHa abo
[odaBaHHs OiNbHULI, HAa SKiA 34iACHIOETBCA KOHTPONb
AKOCTi/BMNPODYBaHHA  cepii Ans GionoriyHoro/iMmyHonoriyHoro
nikapcbkoro 3acoby, Ta 6yab-siKoi 4inbHUL, Ha SIKil 3aCTOCOBYETLCS!
BionoriyHA/iMyHONOriYHMA  MeToz BUNPOOYBaHHS) BBEdEHHS
nonarkoBoro BupobHuka Pow dapma AlN, HiMewurHa, sik BUPOG HUYOI
OiNbHULI 3 NPOBEAEHHS KOHTPOMIO SIKOCTi NMPY BUMYCKY 3@ BUHSITKOM
MOKa3HUKiB AKTMBHICTb, BakTepianbHi eHooTokcuHW, CTepunbHICTb
nikapcbkoro 3acoby in bulk
-3Minu Il Tuny - 3miHn 3 sikocTi. [oToBMIA Mikapcbkui 3aci6. 3miHn y
BMPOOHML TBI. 3amiHa abo BBeAEeHHst 00AaTKOBOI AiNbHULL
BMPOOHULTBA A5 YaCTuMHA abo BCbOro BUPOGHWMHYOrO npoLecy
roTOBOrO ikapcbkoro 3acoby (AinbHULS, Sika BUMarae npoBefeHHs!
nepBYHHOI NepeBipk BUPOOHUL TBa abo nepesipku BUPOOHMLTBA
KOHKPETHOro roToBOro fikapcbkoro 3acoby) BBeOAEHHS [,04aTKoBOI
AinbHnudi hkeHeHTek IHK., CLUA, sk ginbHMLi 3 BUpOOHUL TBA
HeposhacoBaHOI MPOAYKLIT Ta NEPBUHHONO MaKyBaHHA fliKapCbKoro
3acoby in bulk 3minm Il Tny - 3miHn 3 akocTi. FoToBMIN Mikapcbkui
3aci6. 3MiHM y BUPOOHMLTBI. 3MiHa iMMopTepa/aMiHK, L0 CTOCYWOTbCS
BUMYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO JiKapCbKOro 3acoby
(3amiHa abo gogaBaHHA AiNbHWLI, HA SKi 34iACHIOETBCS KOHTPOMNb
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AKOCTi/BMNPODYBaHHA  cepii Ans GionoriyHoro/iMmyHonoriyHoro
nikapcbkoro 3acoby, Ta 6yab-sKOi 4inbHUL, Ha SIKil 3aCTOCOBYETLCS!
BionoriyHA/iMyHONOriYHMA  MeTOoz BUNPOOYBaHHS) BBEAEHHS
nonarkoBoro BupobHuka Pow dapma AlL, HiMmewunHa, sk BUPOG HUYOI
AiNbHALI 3 NPOBEAEHHS KOHTPOIIO SKOCTi NPY BUMYCKY 3a BUHATKOM
MOKa3HUKiB AKTMBHICTb, BakTepianbHi eHooTokcuHM, CTepunbHICTb
nikapcbkoro 3acoby in bulk. 3minm Il Tuny - 3MiHm 3 skocTi. MoToBwA
nikapcbkuit 3aci6. 3MiHn y BUpoGHML TBI. 3MiHa iMnopTepa/3amiHy, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIMHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo gogaBaHHA BUPOOHUKA, LLO BiAMOBiAaE 3a
BBe3€eHHA Ta/abo Bumyck cepii) - Bkntoyatoum KOHTponb/BUNpo6 yBaHHs
cepii Ans nikapcbkoro 3acoby 6ionorivyHoro/iMyHonoriYHoro
NOXOMPKEHHS Ta OAWH 3 METOZIB aHani3y, Lo 3aCTOCOBYETbCS Ha
AinbHWLI, € 6ioNoriYHYM/iM YHON O YHUM/iM YHOXIMiYHAM M ETOAOM -
BBeLEHHA AopaTkoBoro BMpobHMKka Pow ®apma AlL, HimeuuuHa, sik
BMPOOHWYOI AiNbHULI 3 MPOBEOEHHA KOHTPOMIO SKOCTi MpW BUMYCKY 3a
NMOKa3HUKOM AKTMBHICTb Jlikapcbkoro 3acoby in bulk
157 CAINNMEPIKC MOPOLLOK A5t SAT "IHTENI JlurBa BUIMYyCK Monblwa BHECEHHSI 3MiH 0 PeeCTpaLiiHux Marepianis: 3a UA/15557/01/01
iHransayin, EHEPUKC Hepo3dhacoBaHol 3MiHU | TUny - NOgaHHs OHOBMEHUX CepTudiKaTiB BiANOBIAHOCTI peuernnom
nosoBaHui, 50 HOPLO" npoayKuii, €Bponevicbkin dapmakonei Ne RO-CEP 2008- 117-Rev 01, Ne R1-CEP
MKr/250 mKr/goasy, nepauHHa 2008-117-Rev 00, Ne R1-CEP 2008-117-Rev 01, Ne R1-CEP 2006-
no 60 pnosy ynakoBka Ta 093-Rev 01, Ne R1-CEP 2006-093-Rev 02 gns fito4oi peqoBuHn
iHransaropi Ne 1 [03BifT HA BMMYCK Fluticasone propionate Bif BXe 3aTBEpAXEHOr0 BUPODHMKA; 3MiHM |
cepii: LUEJIOH TWMy - NodaHHA OHOBIEHOro cepTuddikara BiAnoBiAHOCTI €BponenchbKii
DAPMA C.A, dapmakonei Ne RO-CEP 2011-277-Rev 02 gns 4ito4oi pe4oBuHM
Monblya; Salmeterol xnafoate Big Bxe 3aTBepAMXeEHOr0 BUMPOOHMKA, sIK HACMiZoK
BTOpPWHHA 3MiHa B agpeci BnacHika CEP TaB apgpeci BupobHuyoi  ainaHku AdI;
yriakoBka Ta 3MiHU | Tuny - NogaHHs OHOBMEHUX CcepTudiKaTiB BiANOBIAHOCTI
[A03BiN Ha BUMYCK E€pponevicekin dapmakonei Ne RO-CEP 2011-277-Rev 03, Ne R1-CEP
cepii: LENOH 2011-277-Rev 01, Ne RO-CEP 2010-097-Rev 02, Ne R1-CEP 2010-
SAPMA C A, 097-Rev 00, R1-CEP 2010-097-Rev 01 gns gito4oi pevoBuHmu
MonbLua Salmeterol xinafoate Bif Bxe 3aTBepAXeHOr0 BUPODHUKA
158 CAITOPAIIbK | cynosutopii p. ®anbk Himeuumn BiANOBIAarnbHWA Himevum BHECEHHSI 3MIH [0 PEECTPALiVHUX MaTepianis: 3a UA/3745/03/01
pekTanbHi, no 250 dapma M'M6X Ha 3aBUMYCK cepin Ha/ 3MiHM | TUny - BUNYMEHHS BUMPOOHMKA [Ait040i PEYOBMHM MecanasuHy peuernnom
Mrno 5 KiHL,.eBoro LLserua Bayer Pharma AG, Germany B sikoro HasBHuiA CepTudikar
Cyno3unTopiiB y NPOAYKTY Ta pist BignoBsigHocTi €Bponevicbkoi chapmakonei R1-CEP 2004-308-Rev 04 3
cTpuni; no 2 anbTepHaTVBHe MapKEeTVHIOBMX MipKyBaHb; 3MiHW | Tuny - BBEAEHHS HOBOrO
CTpuUnn B KOpobui BTOpPVHHE BMpPOOHMKa Aitoyoi pevoBuHU MecanasmHy CHEMI SPA, ltaly 3
3 KapTOHY nakysanHs:: [p. nogaHHaM Hoeoro Ceptudpikara BignoBigHOCTI €BponenchbKin
danbk Papma ¢apmakonei Ne R1-CEP 2003-188-Rev 04
M6X, HimeuwunHa;
BUPOB HUK
[,030BaHOi hopMU,
nepeuHHe Ta
BTOPUHHE
nakyBaHHs: Bicdhop
Al
LiBanHigepnaccyH
r Mepnixemi
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ETTiHreH,
LLIBenuapia
159.| CEQANTIH Tabnetkmno 10 TOB "TeBa YkpaiHa BankaHdapma- Bonrapi BHECEHHA 3MiH O peecTpauiiHuX Martepiarnis: bes UA/3271/01/01
nnkoc Tabnertok y YkpaiHa" Oynimusa AT a 3MiHU | TUNy - OHOBMEHHSA BXEe 3aTBEPOXKEHOro TEKCTY MapKyBaHHs peuenma
6nicTepi; no 1a6o MEPBUHHOI Ta BTOPVHHOI YNaKOBKWU JiKapCbKOro 3acoby 3 BHECEHHSM
2, abo 5 6nicTepiB [04aTKOoBOI iHopMaLii (BHECEHHS] MO3HaYeHb OAWMHMLb BUMIipIOBaHHS,
y nayLli KapTOHHIW; 3 BUKOPUCTaHHAM MiTep NaTUHCLKOro andasiTy, TOLLO); BHECEHHA 3MiH
no 20 Tabnerok y 00 po3ainy “MapkyBaHHS” METOAIB KOHTPOMO SKOCTi NiKapCbKoro
6nicTepi; o 1 3acoby. 3anporoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEpOXKEHOro TEKCTY
6nictepy B navui MapKyBaHHs. BBemeHHs 3MiH mpoTarom 6-Tu micsuiB nicns
KapTOHHI 3aTBEPAKEHHSA
160.] CIKAMPOTEK | kpanni ouHi, mo 10 YPCAOAPM Himeyvum YPCAOAPM Himevum BHECEHHSI 3MIiH 40 PEECTPALiHUX MaTepianis: be3 UA/5371/01/01
T M1, Yy pnakoHi- ApuHanmiTTen Ha ApuHaimiTTenb Ha 3MiHU | TUNY - 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKW peyernna
KpanenbH1ui, no 1 bImM6X M6X NiKapCcbKoro 3acoby LWOoA0 3a3HAaYEHHST MiDKHApOO4HMX MO3HaYeHb
dnaKoHy- OOVHVLb BUMipIOBaHHS. BBedeHHs 3MiH npoTarom 6-Tu micsauis nicns
KpanenbHuLi y 3aTBEPAKEHHS!
KapTOHHI kopobui
161 CONMAOEIH TabneTKu Wmmyi makcoCmiTKn Benuka damap AB.E. Mpeuis/ BHECEHHSI 3MiH [0 peecTpaLiviHux marepianis: 3MiHv | Tuny - 3MiHn 3 be3 UA/12392/01/01
® AKTUB no 2 TabneTkuy ANH BputaHi AHTOCa nnaHT, lpnaHgia aKocTi. MloToBwi nikapcbkuii 3aci6. Cuctema peuernma
OararoLiapoBomy KoHcbiomep a Mpeuis KOHT eViHep/3aKyrnoptoBanbH U - 3aci6. 3miHa po3mipy ynakoBku
cTpuni; no 6 Xenckep (HOK) roTOBOrO MiKapCcbKoro 3acoby (3MiHa KinbKOCTi OAMHWLb (HanpuKnaa
cTpuniB y TpengiHr makcoCmiTKnamH Tabnerok, amnyn TOLWO) B yakoBLi:) - 3miHa y Aiana3oHi
KapTOHHI Kopobui Nimiten [aHrapsaH 3aTBEPAKEHNX PO3MIpiB YTAaKOBKW - BBEAEHHS [0AaTKOBOI YaKOBKU
abo no 4 Tabnetku NimiTeq, IpnaHgis no 4 Tabnetkuy 6ararowapoBomy CTpuri; Mo 3 CTpuna y KapTOHHIN
y kopobLui, 6e3 3mMiHu nakyBanbHOro Marepiany, 3 BiANOBIAHAMMN 3MiHAMU
6araroLiaposomy [0 po3diny «YnakoBka». 3MiHN BHECEHO B iHCTPYKLIiKO ANSA MEQUYHOro
cTpwni; no 3 3acToCyBaHHA Mikapcbkoro 3acoby y p. "YnakoBka" (3MiHi y Aiana3oHi
cTpuna y 3aTBepAXeHNX POo3MipiB yNakoBkK). BBedeHHss 3MiH npoTsrom 6-Tu
KapTOHHIV Kopobui MicsiLiB nicns 3aTBEPAKEHHS
162 CTPENTOLUA | Tabnetku no 300 AT Ykpaiva | AT "TlyoHucdapm” YkpaiHa BHECEHHA 3MiH [0 PeecTpaLiHUX MarepianiB: BHECEHHS 3MiH 4O 3a UA/6759/01/01
1 mr, no 10 "INy6Hncpapm" peecTpauifHMX Martepianis: BHECEHHS 3MiH [0 peecTpauliHixX peuennom
Tabnetok y marepianis: 3minu | Tvny - 3miHn Wopo 6e3nekn/edekTMBHOCTI Ta
6nicrepax dapmakoHarnsgy (iHwWwi 3mMiHM) - BHECEHHST 3MiH 40 po3ainy
“MapkyBaHHs” MKA J13. 3MiHM BHeCeHi B TEKCT MapKyBaHHS YMakoBKU
NiKapcbKoro 3acoby LWoA0 3a3Ha4YEHHs MiDKHApOO4HMX MO3HaYeHb
OAVHWLb BUMiptoBaHHA (BBemeHHst 3MiH npoTsarom 6-Tu MicsuiB nicnsi
3aTBepaXeHHs); 3MiHu | Tuny - AOMiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu micus NpoBadXKeHHs AisnbHOCTI
BMPOOHMKa/iMnopTepa rOTOBOro JiKapCbKoro 3acoby, BKOYalo4n
OinbHULi BUNYycKy cepii abo MicLie NpoBEAEHHST KOHTPOSO SIKOCTI.
(pisnbHICTb, 3a sIKy BigMOBIAAE BUPODHUK/IMNOPTEP, BKITOYaoum
BUMYCK Cepill) - 3MiHa HaiMeHyBaHHs BupobHuka 13, 6e3 3MiHM micus
BMpPOGHMLTBa (BBEOEeHHs1 3MiH NpoTsrom 6-Tu MicsiliB nicnsi
3aTBepaXeHHst); 3MiHu | Tuny - AgMiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo afgpecu 3asiBHUKA (BracHUKa peecT paliHoro
NOCBiAYEHHs1) - 3MiHA HANMEHYBaHHST  3asIBHUKA
163.] TEJIMICAPTA | Tabnetknno 80 mr TOB "TeBa YkpaiHa AT YropLim BHECEHHSI 3MIH [0 PEECTPALIVHUX MaTepianiB: 3a UA/14020/01/01
H-TEBA no 7 Tabnerok y YkpaiHa" PapmaL eBTU4HW Ha/ |Hais 3MiHW | Tuny - He3HaYHi_3MiHM B MeTogax BunpobysaHHa AdDI peuernnom
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
6nictepi; no 4 3aeog TEBA, BMpobHuKom [T13, a came oo posginis: «lgeHTudikauis» (3amiHa
6nictepu B YropimHa CTMCMOro Onucy METOAMKW BUMPODYBaHHSI Ha MOCWUMNaHHs Ha 3aranbHy
Kopob L (nepBvHHa Ta crarTio €Bp. ®. 2.2.24 Ta 3a3Ha4eHHs1 MEX CKaHyBaHHA Ans Y-
BTOPVHHA cnekTpoMerTpii), «BTpaTa B Maci npu BUCYLLYBaHHI» (NpUBEOEHHS
ynakoBKa, A03Bin onvcy MeToauku BunpobyBaHHs [0 MoHorpadii €8p. @. Ha API
Ha BUMYCK cepii); «Telmisartan»), «CynpoBigHi AoMilKW» (404aHHA NPUMITKM LWOAO0
TeBacdapm IHgis 3BYKEHHS] MEX iIFTHOpYBaHHS [OMILLOK), «3anuIKOBi KiNbKOCTI
Met. 174, IHaia OpraHiYHMX PO3UMHHUKIB» (BUMYMEHHS MPOLLEOYPU BU3HAYEHHS BMICTY
(BMPOBHUL TBO oUTOBOI kucrotu ons supobHuka APl Glenmark Pharmaceuticals
Hepo3dhacoBaHoi Limited, IHgisa), Ta 3miHa Ha3BM AOKYMEHTY 3 koHTporto AP| BUpoGHMKa
npoayKLuii, roToBOro nikapcbkoro 3acoby 3 «Telmisartan» Ha «Telmisartan Ph.
nepByHHa Ta Eur.»
BTOPWHHA
yrakoBKka
164 TEJINPEC Tabnetku, no 20 "KcaHTic Kinp JTABOPATOPIO IcnaHis BHECEHHSI 3MIH [0 PEECTpaLiviHUX MaTepianis: 3a UA/15893/01/01
mr; no 14 dapma OP. @. 3MiHM | TUny - NOAAaHHA HOBOro cepTudikara BiAMnoBiAHOCTI peuernmom
Tabnertok y TNimiTen" EYEBAPHE, €sponevicbkinn papmakonei Ne R1-CEP 2009-028-Rev 02 gns gitoyoi
6nictepi; no 2 abo AHANICIC, C.A,, peyoBuHM Telmisartan Big HOBOro BMpPOGHMKA
no 7 6nicrepi y IcnaHis (KoHTponb
KapPTOHHIV nadLi SKOCTI);
JIABOPATOPIOC
JIKOHCA, C.A,,
Icnanis (noBHUN
LUK
BMPOOHML TBA,
BUMYCK Cepii)
165 TENINPEC Tabnetku, no 40 "KcaHTic Kinp JIABOPATOPIO IcnaHis BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: 3a UA/15893/01/02
mr; no 14 dapma op. @. 3MiHM | TWNy - NogaHHA HOBOro cepTudikara BignoBigHOCTI peuyernnom
Tabnertok y Nimiten" EYEBAPHE, E€sponevicekin apmakonei Ne R1-CEP 2009-028-Rev 02 ans gitovoi
6nicTepi; no 2 abo AHANICIC, C.A, peyoBuHM Telmisartan Big HoBoro BYpOBHMKa
no 7 6nicrepi y IcnaHis (koHTponb
KapTOHHI nadui AKOCTI);
JIABOPATOPIOC
JIKOHCA, C.A,,
IcnaHis (noBHWIA
LUK
BMPOBHML TBA,
BUIMYCK cepii)
166.| TENNPEC Tabnetku, no 80 "KcaHTic Kinp JTABOPATOPIO IcnaHis BHECEHHS1 3MiH [0 peecTpaLiiHux marepianis: 3a UA/15893/01/03
mr; no 14 dapma OP. @. 3MiHM | TUny - NOAAaHHA HOBOro cepTudikara BiAMnoBiAHOCTI peuernmom
Tabnetok y TNimiTen" EYEBAPHE, €Bponelicbkini papmakonei Ne R1-CEP 2009-028-Rev 02 gns gitoyoi
6nictepi; no 2 abo AHANICIC, C.A,, peyoBuHM Telmisartan Big HOBOro BMpPOGHMKA
no 7 6nicrepi y IcnaHis (KOHTporb
KapPTOHHIV nauLi AKOCTI);
JIABOPATOPIOC
JIKOHCA, C.A,,
Icnanis (noBHWNA
LUK

BMPOOHMLITBA,
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n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
BUMYCK Cepii)
167 TENNPEC Tabnetku no 40 "KcaHTic Kinp JIABOPATOPIO IcnaHis BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: 3a UA/15949/01/01
nnkc Mr/12,5 mr, no 14 dapma OpP. o. 3MiHM | TYNy - NogaHHA HOBOro cepTudikarta BignoBigHOCTI peuernnom
Tabnertok y TNimiTen" EYEBAPHE, €sponevicbkinn papmakonei Ne R1-CEP 2009-028-Rev 02 gns gitoyoi
6nictepi; no 2 abo AHANICIC, C.A,, peyoBuHM Telmisartan Big HOBOro BMpPOGHMKA
no 7 6nicrepi y IcnaHis (KoHTponb
KapTOHHI nayui AKOCTI);
JIABOPATOPIOC
JIKOHCA, C.A,,
Icnanis (noBHUN
LUK
BMPOOHMLLTBA,
BUMYCK Cepii)
168.| TEJINPEC Tabnetkm no 80 "KcaHTic Kinp JIABOPATOPIO IcnaHis BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: 3a UA/15949/01/02
nnoc mr/25 mr, no 14 dapma op. @. 3MiHM | TUny - NogaHHA HOBOro cepTudikaTta BignoBigHOCTI peuernnom
Tabnertok y NimiTen" EYEBAPHE, E€spornievicekin apmakonei Ne R1-CEP 2009-028-Rev 02 ans gitovoi
6nicTepi; no 2 abo AHANICIC, C.A, peyoBuHM Telmisartan Big HoBoro BYpPOBHVKA
no 7 6nicrepi y IcnaHis (koHTponb
KapTOHHI nadui AKOCTI);
JTABOPATOPIOC
JIKOHCA, C.A,
IcnaHis (noBHWIA
LUK
BMPOOHMLITBA,
BUMYCK Cepii)
169.] TEJINPEC Tabnetku no 80 "KcaHTic Kinp JTABOPATOPIO IcnaHis BHECEHHSI 3MIH [0 PEECTpaLiiHUX MaTepianis: 3a UA/15949/01/03
nnkc Mr/12,5 mr, no 14 dapma OpP. o. 3MiHM | TYNy - NogaHHA HOBOro cepTudikarta BignoBigHOCTI peuernnom
Tabnetok y TNimiTen" EYEBAPHE, €sponevicbkin papmakonei Ne R1-CEP 2009-028-Rev 02 gns gitoyoi
6nictepi; no 2 abo AHANICIC, C.A,, peyoBuHM Telmisartan Big HOBOro BMpPOGHMKA
no 7 6nicrepi y IcnaHis (KOHTporb
KapPTOHHIV nadLi AKOCTI);
JIABOPATOPIOC
JIKOHCA, C.A,,
Icnanis (noBHUN
LUK
BMPOOHML TBA,
BUMYCK Cepii)
170 TEHOYEK® Tabnetku, 14 Inka IHais Inka Jlabopatopia IHais BHECEHHSI 3MiH 40 PEECTPALiHUX MaTepianis: 3a UA/8615/01/01
Tabnetok y JlaGopatopia Jlimiteq 3MiHm | TUny - 3minn Wwopo 6e3nekn/ecpekTUBHOCTI Ta hapMakoHarnsay peuyernnom
6nictepi; no 2 TNimiten - 3MiHa BHOCUTBCSA 3 METOIO OHOBITEHHSI BiAMOBIAHOTO Po34iny MeToaiB
6J'IiCTep.MVB KOHTpOnto siKocTi «[padpivHe 300pakeHHsT» Ha po3ain «MapKyBaHHs»
KapTOHHI
yNakoBLi
171 TIOLUETAM® TabneTku, BKpUTI MNAT Ykpaiva | MAT "Tanuwudapm" | YkpaiHa | BHeceHHS 3MiH [0 peecTpauiiHuX MarepianiB: yTOYHEHHSA HanucaHHs 3a UA/0693/01/01
oboroHkoto, no 10 "Tannicgapm” 3asiBHMKa B Haka3i MO3 YkpaiHu peuennom

Tabnetok y
6nictepi; no 3 abo
6 6nicTepiBy
navyi

Ne 2352 Big 28.11.2019 B npoueci BHECEHHS 3MiH (3MiHu | Tuny -

3MiHa agpecn BupobHuka APl MopdoniHieBoi comi Tia3oTHOI KMCMOTH
[N "3aBoa XiMivHMX peakTuBiB" HaykoBO-TEXHOMOriYHOro KOMMmekcy
"IHCTUTYT MOHOKpUCTaniB" HalioHanbHOI akagemii Hayk Ykpainu, 6e3
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
3MiHV Micu s BUPOOHMLTBA: 3MiHW | Tvny - 36inbLUEHHA TepMiHy
npuaatHocTi A®I mopdoniHieBoi coni TiasoTHOI KMCMOTU BUPOGHMKA
«Menadiona S.L.», IcnaHis Ha OCHOBI OTPUMaHUX MO3UTUBHMX
pe3ynbTaTiB AOCNiAXeHHs cTabinbHOCTI: 3anponoHoBaHo:  «[Mepiog Ao
NPOBEAEHHS MOBTOPHMX BUMPODYBaHb - 5 pokiBy). Pepakuis B Hakasi —
AT "lanwnudpapm”, YkpaiHa. 3anponoHoBaHa pegakuis — MAT
"lannidapm”, YkpaiHa.
172 TPUDAC® 10 | Tabnetkmnno 10 MeHapiHi Tllokcem | BEPIIH-XEMI Al | Himeywun BHECEHHS 3MiH 4O peecTpaLiiHMX Marepianis: 3a UA/2540/01/01
mr, no 10 IHTepHeLLoHan 6ypr HimevunHa Ha 3MiHV | TUMY - OHOBNEHHS BXe 3aTBEPLAXEHOro TEKCTY MapKyBaHHs peuerinom
TabneTok y OnepeniLLoHe (BMPOBHUL TBO MepBVHHOI Ta BTOPWMHHOI YNAKOBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
6nictepi, no 3, Tliokcembypr Tabnetok "in bulk', [00aTKOBOI iHpopmaLii (BHECEHHA MO3Ha4YeHb OAVHMLLb BYMipHOBaHHS,
abo 5, abo 10 CA. KOHTpOInb cepii); 3 BUKOPUCTaHHAM MiTep NaTUHCLKOro andasiTy, TOLLO); BHECEHHA 3MiH
GnicTepiBy BEPNIH-XEMI AT, no po3giny “MapkysanHs” MKA N3”; 3anponoHoBaHo:  MapkyBaHHs.
KapTOHHI kopobui HimevwunHa 3rigHO 3aTBepAXEHOro TEKCTY MapKyBaHHS; OHOBIIEHHS BXe
(KiHUeBe 3aTBEPAXEHOr0 TEKCTY MapKyBaHHSI YNakoBKW TikapcbKoro 3acoby 3
nakysaHHs1, BHECEHHAM iHopmaLii L OAO0 3a3Ha4YEHHT OAMHULLb BUMIPIOBaHHA Y
KOHTpOnb Ta cuctemi Sl
BUMYCK Cepii)
173 TPUOPAC® 10 | po3uvH Ans MeHapiHi Jlrokcem A. MeHapiHi ITanis BHECEHHS 3MIH [0 peecTpaLivHux marepianis: 3a UA/2540/03/01
AMMYIU iH'exuin, 10 mr/2 IHTepHeLLoHan Oypr MaHyh ak TypiHr 3MiHU | TUNY - OHOBMEHHA BXE 3aTBEPOXKEHOr0 TEKCTY MapKyBaHHs peuernmm
MN Mo 2 Mn B OnepeniLLoHe JloricTikc eHn NepBVHHOI Ta BTOPWMHHOI YNakoBku J13 3 BHECEHHsM [04aTKOBOI
amnyni; no 5 Tliokcembypr Cepsicec C.p.Jl. iHdbopMaLlii (BHECEHHS] MO3HaYeHb OOMHULb BUMIpHOBaHHS, 3
amnyn y KapTOHHI CA BMKOPUCTaHHSAM NiTep NaTUHCbKOro andasiTy, TOLL0); BHECEHHS 3MiH
KOpob Ui po po3giny “MapkysaHHs” MKA N13”. 3anponoHoBaHo: MapkyBaHHs.
3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHA - OHOBMEHHS BXe
3aTBEPAXEHOr0 TEKCTY MapKyBaHHSI YNakoBKW NiKapcbKoro 3acoby 3
BHECEHHAM iHopmaLii L OAO0 3a3Ha4YEHHS OAMHULLb BUMIPIOBaHHA Y
cuctemi Sl
174 TPUDPAC® 20 | posuvH And MeHapiHi TTiokcem A. MeHapiHi ITanis BHECEHHA 3MiH 4O peecTpauiiHuX Marepiarnis: 3a UA/2540/03/02
AMMYNU iH'ekuin, 20 mr/4 IHTepHeLLoHan Gypr MaHyb ak TypiHr 3MiHU | TUNy - OHOBMEHHSA BXEe 3aTBEPOXKEHOr0 TEKCTY MapKyBaHHs peuernnom
Mn; no 4 mMn B OnepeiLLoHC NoricTikc eHp NEPBUHHOI Ta BTOPWHHOI ynakoBku J13 3 BHECEHHSM [04aTKoBOI
amnyni; no 5 JTlrokcem6ypr Cepsicec C.p.Jl. iHpopmauii (BHeCeHHsI No3HavYeHb OOMHVLL BUMIipIOBaHHS, 3
amnyrn y KapTOHHI CA. BMKOPUCTaHHAM iTep NaTWMHCbKOro andasiTy, TOL0); BHECEHHS 3MiH
Kopobui no po3giny “MapkysanHs” MKA J13”. 3anponoHoBaHo: MapkyBaHHsI.
3rifHO 3aTBEPAXXEHOTO TEKCTY MapKyBaHHs- OHOBMEHHS BXe
3aTBEPOXKEHOrO TEKCTY MapKyBaHHSI YMakoBKW Tikapcbkoro 3acoby 3
BHECEHHAM iHOopMaLlil LWOA0 3a3HA4YEHHS OAMHWLb BUMIPIOBAHHSA Y
cuctemi Sl
175] YPOTOI® TabneTKK, BKpUTI TOB "CaHocbi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHSI 3MIH [0 PEECTpaLiviHUX MaTepianis: 3a UA/6706/01/02
06 oroHKoto, no 2 ABeHTiC Pecnyon 3MiHM | Tuny - 3amiHa po3ainy «padiyHe 0POPMINEHHA YTaKOBKWU» Ha peuermm
Mr Ne 28 (14xX2), YkpaiHa" ika po3ain «MapkyBaHHs», 3 Bi4MOBIAHUM 3MiHaMUn 0O METOAIB KOHTPOrio
Ne 56 (14x4): no SIKOCTi Nikapcbkoro 3acoby; 3anpornoHoBaHo: MapkyBaHHA (3rigHo
14 Tabnetok y 3aTBEPAXEHOr0 TEKCTY MapKyBaHHs)
6nictepi; no 2 abo
no 4 6nicrepu B
KapTOHHI Kopobui
176, YPO®OCUMWUH | rpaHynu gns MAT YkpaiHa MAT YkpaiHa BHECEHHA 3MiH 40 peecTpaLiiHux Marepianis: 3a UA/15454/01/01
® opanbHOro "KviBmegnpen "KviBmegnpenapa 3MiHM | Tuny - 36inblueHHs nepiogy NOBTOPHUX BUNpobyBaHb AN AdI peuy.ernnom
po3ymHy, o 3,0 r apar" T" docomiLmHy TpomeTamony: 3anponoHoBaHo: [epiod NepekoHTponto
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
y nakeTi-cauue, 1 — 3 poku. BeegeHHA 3MiH npoTsaroMm 6-Tu micsAuiB nicns 3aTBepaXeHHs
naker-calle B
navyi
177 ®APMATEKC | Tabnetku Jabopatopisi DdpaHuis IHHoTepa Lyai, DdpaHuis BHECEHHSI 3MiH [0 peecTpaLiviHux marepianis: be3 UA/1340/05/01
BariHanbHi no 20 IHHOT ek PpaHuis 3MiHv | Tuny - npueeaeHHs crneuudikauii Ta MKA J13 yBignosigHicTb peuerima
Mr no 12 Tabnerok IHTepHacbIioH (BUPOB HUK, [0 opuvriHanbHOi AoKyMeHTaLii BUpoOHMKa, acame BUMpaBIEHHs!
y TYOi; mo 1 1y6i y ansb BiANoBiAanbHWA NOMUIKKN B MeTofdi «lgeHTuikaLis» Ta BHECEHHA 3MiH [0 MeToay
KapTOHHI Kopobui 3a BUPOOHMLTBO in «CepenHs Maca»
bulk, KOHTpoOnNb Ta
BUNYCK Cepii);
CTtpagic, ®paHuis
(BMPOBDHMK,
BiANOBigan bHAN
3arnepBuHHe Ta
BTOPVHHE
naKyBaHHs)
178 ®PACTYM® rens 2,5 % no 20 A. MeHapiHi ITania A. MeHapiHi ITania BHECEHHS 3MiH [0 peecTpaLinHuX Martepianis: 3a UA/10841/01/01
FEnb r,abo no 30 r, abo IHaycTpie MaHydbak TypiHr 3MiHM | TUNY - BUNYMEHHA OAHOrO 3 3aTBepa’KeHUX BUPOOHVKIB API peuernmom
no 50 r, a6o 100 r dapmaveyrny JoricTikc eHn KetonpodeH Bidachem S.p.A., Italy
y TYOi; no 1 1y6i B e PiyHiTe Cepsicec C.pJl.
KapTOHHiA C.p.J.
kopobui; no 100 r
Y KOHTeVHepi 3
M eXaHi4YH1M
nosaropom; no 1
KOHTeVHepy B
KapPTOHHI Kopobui
179 ®EPBEKC MOPOLLOK  ASis YMCA CAC PdpaHuis YTCA CAC PdpaHuis BHECEHHS 3MiH [0 peecTpaLiiHux marepianis: be3 UA/7741/01/01
ansa opanbHoro 3Minm | TUny - 3amiHa agpecy BnacHuka ASMF Ta BupobHuka ADI peuerima
OOPOCIUNX po3uvHy; 8 calle y (cbeHipamiHy maneaty ) 6e3 3MiHU MicLS BUPOGHMLTBA
KapTOHHI kopobui
180 ®EPBEKC MOPOLLOK A5t YICA CAC PpaHuis YTCA CAC PpaHuis BHECEHHSI 3MiH O PEECTPALivHUX MaTepianis: be3 UA/3128/01/01
ansa opanbHOro 3MiHM | TUNy - 3MiHW y Npoueci BUPOBHULITBA rOTOBOrO iKapCbKOro peuernma
OOPOCIUNX po3uvHy; 8 cale y 3acoby, BKOYaUM NPOMIDKHUMA MPOAYKT, L0 3aCTOCOBYETLCS MpU
3 KapTOHHI Kopobui BMPOGHML TBI rOTOBOrO fikapcbkoro 3acoby - 3MiHa napameTtpy 4acy
MAITMHOBU 3MOYYBaHHS Ha MapameTp TUCKY Ha eTani BMpoOHMLTBA -
M CMAKOM nynbBepu3auis; 3miHu Il Tuny - BBeAEHHA HagnuKy (36inbLueHHs
KinbkocTi peHipamiHy maneaty) Ha 3% y npoueci BUpobHuLTBa
nikapcbkoro 3acoby
181 ®EPBEKC MOPOLLIOK  AJ151 YINCA CAC, PpaHuis YINCA CAC PpaHuis BHECEHHS 3MIiH [0 PEECTPALiVHUX MaTepianis: bes UA/3128/01/01
onAa opanbHoro dpaHuis 3MiHu | Tuny - 3miHa agpecu BupobHuka APl deHipamiHy maneaty peuenma
AOPOCINX po3unHy, 8 calle y Harika Drugs Private Limited, IHgis, 6€3 amMiHM Micus BUpobHMLTBA
3 KapTOHHIN kopobui
MAITMHOBU
M CMAKOM
182 ®OPKCITA TabneTku, BKpUTI AcTpa3eHeka Benuko6 BupobHuk "in CLUA/ BHECEHHS 3MiH [0 peecTpauitHux Marepianis: 3MiHm | Tuny - 3MiHn 3a UA/13302/01/01
nniBKOBOIO IOK Nimiten puTaHis bulK': Benuka wono 6e3nekn/edpekTMBHOCTI Ta hbapmakoHarnsgy. 3MiHay KOpoTKin peu,ernnmom
oboroHKoto, no 5 Bpicton-Manepc BputaHi XapaKkTepuCTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHsl Ta iHCTpyKLii
mr; no 10 CkBi66 A/ AJ19 MEOVHYHOrO 3aCTOCYBaHHA Ha MiACTaBi PEMYISPHO OHOBITHOBAHOTO
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
Tabnertok y MaHydakTypiHr 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHs 3 6esnekn
6nicTepi; no 3 Komnani, CLUA; 3acToCyBaHHsA fikapcbkoro 3acoby B nicnspeecTpauiiHii nepiod, abo
6nictepny BurpobHuk, SK pe3ynbTar OLiHKW 3BiTy 3 AOCNiAXEHb, NPOBEAEHVX BiAMOBIAHO A0
KapTOHHI Kopobui BiANOBigan bHAN nnaHy nepiatpuaHux pocnigxers (PIP) (3MiHy yarogkeHo 3
3anepBuHHE Ta KOMMETEHTHAM YIOBHOBaXXEHUM OpraHom) 3MiHM BHECEHO [0 po3finy
BTOpWHHE "OcobnueocTi 3acTocyBaHHs" Ta "lMobiyHi peakuii” (YacToTa HeBigoMa:
nakyBaHHs, BUIMyCK [aHrpeHa ®ypHbe) 3rigHo 3 pekomenpauismm PRAC Big 04.01.2019.
cepii: BBegeHHs 3MiH NpoTarom 6 micsauis nicnsa 3atBepgkeHHd. 3MiHn |l
Actpa3eHeka tOK Tuny - 3miHv Wwoao 6e3nekn/edpekTMBHOCTI Ta dhapMakoHarnsagy. 3MiHv
INimiTen, Benuka Y KOPOTKI XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
BputaHis; iHCTPYKLIT ANA MEQUYHOro 3acToCyBaHHs Y 3B'S3KY i3 HOBUMUW AaHNM U
BupobHuk, 3 AKOCTi, AOKMNIHIYHUM W, KNiHIYHUMW aHUMW Ta AaHUMK 3
BiMoBigan bHUN hapmakoHarnsay - 3MiHu BHeceHo [0 po3giny "®apmakoguHamika",
3a KOHTpOnb "OcobnueocTi 3acTocyBaHHA" Ta"Cnocib 3acTocyBaHHs Ta gosu”.
AKOCTI: BBeneHHss 3MiH NpoTarom 6 micAuiB nicns 3arBepaKeHHS.
Actpa3eHeka Ab, "®apmakoguHamika"" OcobnueocTi 3acTtocyBaHHsa", "Cnocib
LBeuis; 3actocyBaHHa Ta go3un” Ta "MobiyHi peakuii” BigNoBiAHO A0
Bupo6Huk "in OCTaKTOYHMX pe3ynbTaTiB gocnigxeHHa D1693C00001 (DEKLARE).
bulK':
AcTpa3eHeka
dapmacbloTuKanc
JIN, CLWA
183.| ®OPKCITA TabneTku, BKpuTi AcTtpa3eHeka Benukob BupobHuk "in CLA/ BHECEHHS 3MiH A0 peecTpauiHnx Marepianis: 3miHu | Tuny - 3miHu 3a UA/13302/01/02
NniBKOBOHO IOK Nimiten puTaHia bulk": Benwvka oo 6e3nekn/edpekTUBHOCTI Ta papmakoHarnsay. 3miHa y KopoTKin peuernnom
oboroHkoto, no 10 BpicTon-Mariepc BpuraHi XapaKTepucTuLi nikapcbKoro 3acoby, TEeKCTi MapKyBaHHA Ta iHCTPyKLii
mr; no 10 CkBib66 a/ ONS MEOWMYHOrO 3aCTOCYBaHHA Ha MiACTaBi PeryrsipHO OHOBIIOBAHOTO
Tabnertok y MaHydakTypiHr 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocnigxeHs 3 6esnekn
6nicTepi; no 3 Komnani, CLUA; 3acToCyBaHHsA fikapcbkoro 3acoby B nicnspeecTpauiiHii nepiod, abo
6nictepny BrpobHuk, SK pe3ynbTar OLiHKM 3BiTy 3 AOCNiAXEHb, NPOBEAEHVX BiAMOBIAHO A0
KapTOHHI Kopobui BiANOBigan bHUN nnaHy nepiatpuaHux pocnigxers (PIP) (3miHy yarogkeHo 3
3anepBuHHe Ta KOMMETEHTHAM YOBHOBaXEHM OpraHom) 3MiHM BHECEHO [0 po3ainy
BTOpWHHE "OcobnueocTi 3acTocyBaHHs" Ta "lMobiyHi peakuii” (YacToTa HeBigoMa:
naKyBaHHs, BUIMyCK [aHrpeHa ®ypHbe) 3rigHo 3 pekomenpauismm PRAC Big 04.01.2019.
cepii: BBegeHHs 3MiH NpoTsrom 6 micsauis nicnsa 3atBepgkeHHd. 3MiHn |l
Actpa3eHeka tOK Tuny - 3miHv Wwopo 6e3nekn/edpekTMBHOCTI Ta dhapMakoHarnsagy. 3MiHv
INimiTen, Benuka y KOPOTKili XapakTepucTuli nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
BputaHis; iHCTPYKLiT ANA MEQUYHOro 3acToCyBaHHs Y 3B'S3KY i3 HOBUMUW AaHNM U
BupobHuk, 3 AKOCTi, AOKMNIHIYHUM W, KNiHIYHUMW aHUMW Ta AaHUMK 3
BiMoBigan bHUN hapmakoHarnsay - 3miHu BHeceHo [0 po3giny "®apmakoguHamika",
3a KOHTpOnb "OcobnueocTi 3acTocyBaHHA" Ta"Cnocib 3acTocyBaHHs Ta gosu”.
SAKOCTi: BBeneHHst 3MiH NpoTsirom 6 MicsauiB nicnsa 3aTBepaKeHHs.
Actpa3eHeka Ab, "®apmakoguHamika"" OcobnueocTi 3acTtocyBaHHs", "Cnocib
LBeuis; 3actocyBaHHa Ta go3un” Ta "MobiyHi peakuii” BigNoBiAHO A0
BupoGHuk "in OCTaKTOYHMX pe3ynbTaTiB gocnigxeHHs D1693C00001 (DEKLARE).
bulK':
AcTpa3eHeka
dapmacbloTuKanc
JIN, CLWA
184 ®YPAMAI® Kancynun no 25 mr AT JlaTBist AT "OnanHgpapm” JlaTBis BHECEHHS 3MIH [0 PEECTPaLivHUX MaTepianis: 3a UA/4301/01/02
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Ne Hazea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/ | nikapcbko20 eionycky peecmpayitiHo2o
n 3acoby noceid4yeHHs1
no 10 kancyn y "OnanHdapm" 3MiHM | TUNY - 3MiHN BHECEHO Y TEKCT MapKyBaHHSA YakOoBKW peuernom
6nicTepi, no 3 nikapcbkoro 3acoby 040 3a3Ha4YeHHs1 MiXHapOO4HUX MO3Ha4YeHb
6nictepny nayui 3 OAVHVLIb BUMIPIOBaHHS. TepMiH BBEAEHHS 3MiH - MpoTArom 6 micauis
KapToHy nicns 3aTBepaXeHHs
185] XEJINEKC® Ma3b o 20 r abo Mogi Xenc [IIEETE) CaBa Xenckea IHais BHECEHHSI 3MIH 0 PEECTPALiVHUX MaTepianis: be3 UA/11390/01/01
E®EKT 40 ry TY6i; no 1 M6X pist Iitg 3MiHM | Tuny - 3miHa Ha3Bu BupobHka APl kamdopa pauemivHa, 6e3 peuenma
TYOi B mayui 3 3MiHM Micu s BUpOOHUL TBa; 3MiHW | Tuny - 3MiHa Ha3BK BUpobHUKa AdPI
KapToHy Onisi TeprneHTuHOBa, 6e3 3MiHM MicL s BUPOOHUL TBa
186 XOMBIO®- TabneTku, no 25 XomBiopa Himevumn MayepmaHH — Himevumn BHECEHHS 3MiH [0 peeCcTpaLiHUX Marepianis: 3MiHu | Tuny - bes UA/7319/01/01
HEPBIH Tabnertok y ApuHanmitTen Ha ApuHanmitTenb KI Ha AnmiHicTpaTvBHi 3mMiHW. 3MiHa HaimeHyBaHHA Ta/abo apgpecun peuerima
6nicTepi; no 2 b [p. 3asiBHVKA (BMacHvKa peecTpauiiHoro MocBiAYeHHs).
6nictepn B XaregopH
KapTOHHI Kopobui 'M6Xi Ko. KI
187.] XOMBIO®- Kpanni oparnbHi, Mo XomBiopa Himeuun CiHtepa [O-p. Himeuun BHECEHHA 3MiH 10 peecTpauiHuX Marepianis: 3MiHu | Tuny - bes UA/7320/01/01
MPOCTAH 50 mn y pnakoHi 3 | ApuHammitTen Ha ®pigpixc MM6Xi Ha AnMmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo appecu peuenma
KpanenbsHWL eto; b Op. Ko. KI 3asBHMKA (BNacHWKa PeecTpauiiHOro MocBiAYEHHs) - 3MiHA
no 1 cnakoHy 3 XarenopH HalilMeHyBaHHS  3asiBHVKA
KpanenbHiu e B M6Xi Ko. KI
KapTOHHI Kopobu,i
188 XOMBIO®- Kpanni oparnbHi no XomBiopa Himeuumn CiHtepa O-p. Himeuumn BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 3MiHu | Tuny - 6e3 UA/7321/01/01
PEBMAH 50 mny pnakoHi - | ApuHaimiTTen Ha ®pigpixc MM6Xi Ha AnmiHicTpaTvBHi 3mMiHW. 3MiHa HaiMeHyBaHHA Ta/abo apgpecu peuerima
KpanenbHuui ; no b [p. Ko. KI 3asiBHMKA (BracHWKa peecTpaliiHoro nocBigyveHHs). 3MiHM BHOCSTbCS
1 donakoHy- XaregopH y 3B’A13KY 3i 3MiHOI0 hopmm BnacHocTi, 6€3 3MiHv lopuandHoOi ocobun
KpanenbHuui B Mm6Xi Ko. KI 3asBHVKa.
KapTOHHIV Kopobui
189.] XOMBIOTEH Tabnetkuno 25 XomBiopa Himeyvum MayepmaHH — Himeyvum BHECEHHS 3MIH A0 peecTpauivHnx Marepianis: 3MiHv | Tuny - be3 UA/7743/01/01
3UH® Tabnetok y ApuHanmiTTen Ha ApuHanmittens KI Ha AnmiHicTpatuBHi 3miHW. 3MiHa HaimeHyBaHHA Ta/abo appecu peuenma
6nictepi, no 4 b Op. 3asBHMKA (BNacHWKa peecTpauiiHoro MocBiAYEHHs1). 3MiHN BHOCATbCS
6nictepu B XarenopH y 3B’513KY 3i 3MiHO0 hopmm BnacHocTi, 6e3 3MiHv lopuanyHoi ocobu
Kopob L 'm6Xi Ko. KIF 3asBHVKA.
190 LEOOKCUM® | nopoiuok ans ABGpun lHAis AypobiHoo dapma IHAis BHECEHHS 3MiH [0 peecTpauitHux Marepianis: 3miHu | Tuny - 3a UA/14455/02/01
oparibHol Dopm yrenuH3 Nra. lOHIT VI, AnmiHicTpaTvBHI 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo agpecn Mmicus peuernmom
cycneHaii, Met. JiTA. Bnok D npoBaKeHH AisNbHOCTI BUPOBHMKa/imnopTepa roTOBOroO JikapCbkoro
40 mr/5 mn, no 3acoby, BKITHOYaouM AiNbHYLL BUMYCKY cepii abo MicLie NpoBEAeHHs
100 mn y donakoHi KOHTPOIMH0 SIKOCTI. (AisiNbHICTb, 3a SKY BignoBiAae BUPobHWK/iMNopTep,
no 1 donakoHy BKITtOHalouM BUMYCK Cepill) 3MiHa Ha3Bu Ta agpecy BupobHuka 13
pasom 3 AypobiHgo Papma Jlta. FOHiT VI, Briok D, IHgis, 6e3 amiHn micus
rpag WioBaHo BMPOOHMLTBA: BBeAeHHst 3MiH npoTsirom 3-x micsauiB nicns
MipHOI MOXKOH Y 3aTBepPAKEHHS
KapTOHHI
YNaKoBLi
191 LEPYKAN® po3unH onsa TeBa I13painb BupoGHMLTBO Himeyun BHECEHHS 3MiH [0 peecTpauivHnx marepianis: 3miHv | Tuny - 3a UA/2297/02/01
iH'exuinno 10 mr dapmavesTika Hepo3dacoBaHoro Ha ApMiHicTpaTvBHi 3MiHW. BunydeHHs BUpOBHWYOI AinbHWLI (BKITHOYa0YM peuernmom
/2mn;no 2 Mn B n IHpacTpi3 NPOOYKTY, AinbHnui gna A®l, npomixHoro npogykTy abo rotToBoro nikapcbkoro
amnyni; no 10 Iira. nepeuHHa Ta 3acoby, AiNbHULI ANS NPOBEAEeHHs MaKyBaHHS, BUMPODHVKA,
amnyn y Kkopobui BTOPVHHA BiANOBIfaNbHOTO 3a BUMYCK CEPIW, MicLe NPOBEAEHHS KOHTPOIo cepii)
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yrakoBKa, A03Bin abo noctavanbHYKa BUXAHOrO Marepiany, peareHTy abo [40noMixHOT
Ha BUMyCK cepii: PEYOBUHM (SIKLLLO 3a3Ha4YeHO Y A0CbE). BunyydeHHs BupobHuka M3 AT
Mepkne 'm6X, ®apmauesTniHi 3asog TEBA, YropuwimHa. 3MiHM BHECEHO B
Hime4yunHa IHCTPYKLit0O ANA MeQMYHOTO 3aCTOCYBaHHS LLOAO0 HAaMMEHYBaHHS Ta
MiCLIE3HAXOOKEHHs1 BMPODHUKA, SIK HAacNigoK — BiAMNOBIgHI 3MiHW y
KoHTpornb cepii: TEKCT MapKyBaHHs YNaKoBKW Mikapcbkoro 3acoby. BeengeHHs 3MiH
Mepkne Nm6X, npoTAromM 3-X MiCsILLiB MiCMs 3aTBEPAKEHHS.
HimevumHa
192| LETNO® TabneTku, BKpUTI OpraHocuH IHgis EBepTopxeH IHgis BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHn | Tvny - 3miHn 3 b6e3 UA/16177/01/01
nniBKOBOIO Jland Jlang CaeHcums sikocTi. FoToBwMM nikapcbkuin 3aci6. CTabinbHiCTb. 3MiHa y TepmiHax peuenma
oboroHKoto, no 5 CageHems MMBT. Jlimiteq npuaatHocTi abo ymoBax 36epiraHHs roToBOro Nikapcbkoro 3acoby
Mmr no 10 Tabnerok Jirao. (3MEHLLEHHA TepMiHy MPUAATHOCTI rOTOBOrO NikapcbKoro 3acoby) -
y 6nicTepi; no 1 [Ins TOproBoi YakoBKW - 3MEHLLEHHA TEepMiHy NpuaaTHOCTI ANS
abo no 3 6nictepu rOTOBOrO MiKapCbKoro 3acoby 3 4-X poKiB A0 2-X POKiB.
Y KapTOHHIV nayui
193, LETNIO® TabneTku, BKpuTI OpraHocuH IHgisa EBepropxeH IHgisa BHECEHHA 3MiH [0 peecTpauiHux marepianis: 3miHn | Tuny - 3miHn 3 - UA/16176/01/01
nniBKOBOIO Tand Jlang CaeHcuns sikocTi. MoToBUM nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
oboroHKot, no 5 CaeHems [BT. NimiTen npuaaTHocTi abo ymoBax 36epiraHHs roToBOro mikapcbKoro 3acoby
Mmr inbulk no 1000 Iira. (3MeHLIeHHsT TepMiHy NpUAATHOCTI rOTOBOrO Jlikapcbkoro 3acoby) -
Tabnerok y [ns TOproBoi yNakoBKW - 3MEHLLEHHA TepMiHy MpUaaTHOCTI ANs
noABIMHNX roTOBOr0 NiKapcbkoro 3acoby 3 4-x pokiB 40 2-X POKiB.
MonieTuneHoBmx
nakerax
194 LE® 1000 MI' | nopowok ans Oxoa Imnekc IHgis HiTiH IHois BHECEHHSA 3MiH [0 peecTpalinHmx martepianis: 3a UA/17126/01/01
NPUroTyBaHHs JlandcaeHces Jta 3MiHu | Tuny - 3MiHW 40 IHCTPYKLUiT NS MeQUYHOro 3acTOCYBaHHSI peyermnom
po3ymHy Ans nikapcbkoro 3acoby y po3ginu "OcobnueocTi 3acTocyBaHHs", "lMoGiyHi
iH'ekuin no 1000 peakuii" BiANOBIAHO 10 OHOBMNEHOI iHdopMaLii 3 6e3neku Aitoyoi
mr; 1 pnakoH 3 PeYoBUHN
MOPOLLKOM Y
KapTOHHIV Kopobui
195 LLE®ENIM MOPOLLIOK MAT YkpaiHa | AypobiHgo ®apma IHgis BHECEHHSI 3MiH [0 PeecTpaLiiHux marepianis: - UA/17315/01/01
onda (cyocTaHuis) y "KviiBmegnpen NimiTen 3MiHu | Tuny - 3miHa HaMMeHyBaHHA Ta/abo agpecu 3asiBHVKA
IH eKUIn antoMiHieBnx apar” (BnacHuka peecTpaLiiHoro MocBiAYeHHs1) - 3MiHa HaviM eHyBaHHS
KaHicTpax ans 3asBHMKA, 6e3 3MiHy MeTodax KOHTPOMO SIKOCTI NiKapCbKoro 3acoby;
dhapmaL,eBTiHOr 3anponoHoBaHo: [oBHa Ha3Ba AKLiOHEpHE TOBApUCTBO
0 3aCTOCYBaHHs "KviBmegnpenapar” CkopodeHa Ha3sa [NAT "KvieBmegnpenapar”
196, LLE®OKTAM® | nopoLuok Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 PeeCTpaLiiHuX MarepianiB: YTOMHEHHS] HanncaHHsS 3a UA/2585/01/02
po3unHy Ans "®apmaLeBTu "®apmaL eBTryHa no3yBaHHA B Hakasi MO3 Ykpainm Ne 2319 Big 21.11.2019 B npoueci peuermm
iHekuivnno 0,75 r; YHa cbipma dipma "OapHuus" nepepeecTpauii. Pegakuis B Hakasi — MOPOLLIOK A5 pO34uHy Ans
1 donakoH 3 "OapHuys” iHexuin no 0,75. 3anponoHoBaHa pepakLis — MOPOLLOK AN PO3YUHY
MOPOLLKOM Y onsidekuinno 0,75 r.
nayui; 5 pnakoHis
3 MOPOLLKOM Y
KOHTYPHIN
YapyHKOBI
ynakosui; no 1
KOHTYPHIl
YapyHKOBI
YNakoBLi Yy nadLi
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n 3acoby noceid4yeHHs1
197.) LLE®OIEPA3 | nopotuok MAT YkpaiHa XapbiH Kuran BHECEHHA 3MiH 4O peecTpauliiHuX Marepianis: - UA/10770/01/01
OHY (cybcTaHuis) y "KwviiBMegnpen PapmactoTikan 3MiHu | TUNy - 3miHa HaliMeHyBaHHs1 Ta/abo agpecn 3asiBHUKA
HATPIEBA BipoHax apar” pyn Ko., NTTA. (BnacHuKa peecTpaLiiHoro MOCBiAYEHHS) - 3MiHa HaViM eHyBaHHSA
Cilib TA anoMiHieBux ang [eHepan ®dapm. 3asiBHUKA, 6e3 3MiHYy MeTofax KOHTPOIo sIKOCTi Nikapcbkoro 3acoby;
CYNbBAKTA | dapmauesTniHor ®akTopi, Kuran 3anporoHoBaHo: [oBHa Ha3Ba AKLiOHEpHE TOBapUCTBO
My 0 3aCTOCyBaHHs "Kuismennperapat" CkopodeHa Hassa [MAT "Kuismennpenapar”
HATPIEBA
Clnb
198 LE®TPUAKC MOPOLLOK  AJ11s1 MpvBaTHe YkpaiHa PetoHr Kuraiicb BHECEHHSI 3MiH [0 peecTpaliiHux Marepiani: 3miHa cunu gii, - UA/17169/01/02
OH po3unHy Ans aKLioHepHe dapmacboTvKan Ka nikapcbKkoi popmu Ta cnocoby 3acTocyBaHHS: 3MiHa abo JoaaBaHHs
iHekuinno0,5 ry TOBapuCTBO Ko., ITA. HapogH HOBOI CWNW Aii/po3BefeHHst (AodaHHA HOBOI cunu Aii)(3aTBepakeHo:
dnakoHi; in bulk "Nekxim - a LledTprakcoH, MopoLwok ANnS po3ynHy Ans iH'ekuinno 1 r)
no 50 dpnakoHiBy Xapkis" Pecnyon
Kopob Ui ika MepiognyHiCTb MogaHHSA PerynspHO OHOBIIOBAHOrO 3BiTY 3 Gesnekun
BiAnoBsiAHO Ao lMopsaaky 3AiNCHEHHA dhapMakoHarnsay,
3aTBepAXeHoro Hakasom MiHicTepcTBa OXOpoHM 340poB’s YKpaiHU Bif
27 rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHuii B MiHiCTepCTBi toCcTuL i
Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa oxopoHu 340poB’s YkpaiHu Big 26 BepecHs 2016 poky
Ne 996), cTaHOBWTb: 3rifHO 3i CTPOKaMW, 3a3Ha4yeHMmn y
NepioaNYHOCTI MOAaHHS PerynsipHUX 3BiTiB 3 6e3neku.
199 LE®TPUAKC MOPOLLIOK MAT YkpaiHa [esyHr bio IHK. Kopes BHECEHHSI 3MIH [0 PEECTPALiVHUX MaTepianiB: - UA/3133/01/01
OHY KpUCTanivHmi "KviiBmegnpen 3MiHu | Tuny - 3miHa HaMMeHyBaHHA Ta/abo agpecu 3asiBHVKA
HATPIEBA (cybocTaHuis) y apar” (BnacHuKa peecTpaliiHoro MocBiAYEHHs1), 3MiHa HalM eHyBaHHs!
Cilnb BipoHax 3asBHMKA, 6e3 3MiHy MeToaax KOHTPOMO SIKOCTI NiKapCbKoro 3acoby;
CTEPUNNbHA | antomiHieBnx ans 3anpornoHoBaHo: [MoBHa HasBa AKLiOHEpPHE TOBapUCTBO
BMPOO HML TBa "KviBmennpenapar” CkopodeHa Ha3sa lNAT "KuvieBmennpenapar”
CTEPUIbHUX
nikapcbkmx dpopm
200 ULUPAM3A KOHLLeHTpaT Ans Eni Ninni Higepna Eni Ninni el CLA/ BHECEHHS 3MIH [0 peecTpaLivHuX marepianis: 3a UA/16889/01/01
po3ynHy Ans Henepnenn HOWN Komnani , CLLUA ITania/ 3MiHu | TUny - 3miHW Wopo 6e3nekn/edh ek TUBHOCTI Ta peuernnom
iHdpysin, 10 mr/mn, B.B. (BMPOBHUL TBO IpnaHgis cdapmakoHarnsay. BeenenHs abo 3MiHM 40 y3aranbHEHVMX OaHWX Npo
no 10 mn t1a50 mn nikapcbkoro / Benvka cuctemy hapmakoHarnsgy (BBeAEHHS y3aranbHeHnX [AaHvX Mnpo
y cbriakoHax Ne1 3acoby, nepsvHHa BpuraHi cucTeMy hapmakoHarnsay, 3MiHa yYoBHOBaxeHOI ocobu,
yMaKoBKa, A BiANOBiAaNbHOI 3a 34iViCHEHHsT dbapMaKoHarnsay, KOHTaKTHOI ocobu 3
KOHTpOnb Ta dapmakoHarnsay 3asiBHMKa A4 34iMCHEHHS dpapmakoHarnsgy B
TEeCTYBaHHS YKpaiHi, SIKLLLO BOHa BigMiHHa BiJ YNIOBHOBaXXE€HOi 0cobu,
cTabinbHOCTI BiANOBIAANbHOI 3a 3AiVicCHeHHs bapMakoHarnsaay (BKoYa4n

nikapcbkoro
3acoby); Eni Minni
Itania C.MN.A.,
ITanisa (koHTponb
SIKOCTi Nnikapcbkoro
3acoby); Eni Minni
KiHcenn Jlimiten,
IpnaHgis
(KOHTpOnb SKOCTI
nikapcbkoro
3acoby); IMKnoH

KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milleHHi macTep-chaiina cuctemu
dapmakoHarnsaay) - 3MiHa YNoBHOBaXEHOI 0CObU 3asiBHUKA,
BignoBsiganbHoOi 3a hapmakoHarnsag. NponoHoBaHa pepakuis: O-p
lepput pay. 3MiHa KOHTAKTHMX OaHUX YTOBHOBAXKEHOI 0COOU
3asBHUKa, BignosiganbHoi 3a dapMmakoHarnsg. MNponoHoBaHa
penakuis: bonko Apocnas AHApioBUY. 3MiHA KOHTAKTHMX OaHWUX
KOHTaKTHOI 0COOM YNIOBHOBaXKEHOI 0cobu 3asiBHWKA, BiAmnoBiganbHoi 3a
30iViCHEHHs cbapmakoHarnsay B YkpaiHi. 3MiHa MiCLe3HaX04KEHHs!

MacTep-ganna cuctemm apmakoHarnsgy




66

[TponoBsxeHHs nogarka 3

Ne
n/

Hasea
JliKkapcbK020
3acoby

®Popma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayitiHo2o
noceid4yeHHs1

Cwucrems JIC,
CLWWA (koHTponb
AKOCTi Ta
TECTYBaHHs
cTabinbHOCTI
nikapcbkoro
3acoby); KoeaHc
Jabopartopis
NimiTen, Benuka
BputaHis
(KOHTpOnb SKOCTi
nikapcbKoro
3acoby); Ninni
C.A,, IcnaHis
(BTOPUHHA
ynakoBkKa,
MapKyBaHHs1,
KOHTpOnb, BUMYCK
cepii nikapcbkoro
3acoby); Yapnbs
Pisep
Jlabopatopia
Anpneng Jlimiteq,
IpnaHgis
(KOHTpOnb SKOCTI
nikapcbkoro
3acoby)

201

WnnwuHn
nnonu

nnogun no 100 r
abo 150 ry
naykax 3

BHYT PiLLHIM
NnaKkeTom

AT
"Tyo Huchapm"

YkpaiHa

AT "IyoHndapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiHux Marepianis: 3MiHuW | Tuny - 3MiHun
oo 6esnekn/edpekTUBHOCTI Ta papmakoHarnsay (iHwi 3MiHu) -
BHeceHHs 3MmiH o p. «MapkyBaHHs» MKSA N13. 3miHn BHeceHi B TekcT
MapKyBaHHS YMakOBKMW MiKapCbKoro 3acoby LL,0A0 3a3Ha4eHHs
MiXHapO4HUX MO3Ha4YeHb OAMHWLbL BUMipiOBaHHA (BBegeHHs 3MiH
npoTArom 6-Tu MicALiB NicNS 3aTBepAXeHHs); 3minu | Tuny -
AnmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHst Ta/abo agpecu Micus
NMPOBaAXeHHS AiSANbHOCTI BUPOOHMKa/iMnopTepa roTOBOrO NiKapcbKoro
3acoby, BKIHOYaouM AinbHULI BUMYCKY cepiil abo MicLie NpoBea eHHs
KOHTPOIIO SIKOCTI. (BisiNbHICTb, 3a SKY Bignosiaae BUPobHWK/iMnopTep,
BKI1I04al04M BUMYCK Cepil) - 3MiHa HaMMeHyBaHHA BupobHuka T3 AT
«JlyoHndapm» 6e3 3miHn MicLs BUpoOHUL TBa (BBeaeHHs 3MiH
npoTsirom 6-Tv MicsuiB NicNsA 3aTBEepAXEHHs); 3MiHn | Tuny -
AnmiHicTpatvBHi 3mMiHW. 3MiHa HaimeHyBaHHS Ta/abo appecu
3asBHMKa (BracHWKa pPeecTpaliiHOro MocBiAYeHHs) - 3MiHa
HallM eHyBaHHsA _3asiBHMKA (BNacHUKa peecTpaLliiHoro NocBigYeHHs)

6e3
peuennma

UA/9376/01/01

HavanbHuK Bigainy 3 nutaHb dpapmae BTMYHOI
AianbHocTi [lenaptamMme HTy peanisauil nonitMK

T.M. JlackoBCbKU#u




