NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUWYHUX IMYHOBIONON4YHUX NMPENAPATIB), LLOAO AKUX BYNN BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIATIB, AKI BHOCATbLCA OO AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

HDopatok 3

po Haka3sy MiHictepcTBa OXOpOHM
3n00poB’s YKpaiHu

20.07.2020 Ne 1637

Ne Hasea ®Popma eunycky 3asieHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauyiliHo2o
n 3acoby noceid4yeHHs1
1. L-MAK Kpanni opanbHi, 5 CninbHe YkpaiHa CninbHe yKkpaiHCbKO- YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 6e3 UA/17438/01/01
mr/mm; no 20 mn B yKpaiHCbKO- icnaHcbke AamiHicTpaTuBHi 3mMiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peuenma
KOHTEeNHepi 3 icnaHcbke nianpuemMcTBO MiCLiSi MPOBaKeHHS AifnbHOCTI BUpobHuMKa/imnopTepa
npobkoto- nignpuemMcTBo "Cnepko YkpaiHa" roTOBOrO NiKapCbKoro 3acoby, BKMOYayu AinbHUL BUNYCKY
KpanensHuLeto, "Cnepko cepii abo micue NnpoBeAEeHHs1 KOHTPOIIO AKOCTI. (QisNbHICTb, 3a
3aKPUTOMY KPULLIKOKO YkpaiHa" SIKy Bignosigae BUpOBHMK/iMNoOpTEp, He BKMOYa4n BUNYCK
i3 3axucTom Big, cepiin). BHeceHHs 3MiH [0 MaTepianiB peecTpauiiHOro 4ocbe
niten; no 1 p. 3.2.P.3.1 Bupo6Huku, a came 3miHa agpecy BUpobHMKa
KOHTEeNHepy y nayui CninbHe ykpaiHcbKo-icnaHcbke nignpuemctso "CMNEPKO
YKPAIHA", YkpaiHa, 3 3a3Ha4eHHAM DYHKLN BXe
3aTBEepAXEeHOro BUpoBHMKa, 6€3 3MiHK MicLiss BUpoBHMLTBA.
2. AFANYPUH® | tabnetku, BKpUTI TOB "CaHodi- | YkpaiHa Bupo6HuuTteo M3, CnoBalbka BHECEHHS 3MiH 4O peecTpaLinHux martepianis: 3MiHu | Tuny - 3a UA/2658/03/01
CP 400 o6onoHkoto, ABeHTIC nepBuHHE Ta Pecny6nia/ 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
NPONOHroBaHoI aji Ykpaina" BTOPUHHE Yecbka 3MiHN) - BHeceHHs 3miH Ao po3giny «MapkyBaHHsi» MKA N13.
no 400 mr; no 10 nakyBaHHS1, Pecny6nika 3arBepaxeHo: Po3gin « MAPKMPOBKA HA YINAKOBKE».
TabneTok y GnicTepi; KOHTPOSb Ta BUMYCK 3anponoHoBaHo: Po3gin «MapkyBaHHsi» BignosigHo go
no 2 Gnictepun y cepin: AT "CaHeka 3aTBEPOYKEHOrO TEKCTY MapKyBaHHsi. OHOBMNEHHSI TEKCTY
KopoobLi dapmacbtoTikana”, MapKyBaHHS1 YaKoBKM Nikapcbkoro 3acoby 3 BHECEHHAM
Cnogaupbka iHbopMaLii LWoAO0 3a3HaYeHHA OQUHNLL BUMIPIOBaHHS Y
Pecny6nika; TOB cuctemi Sl. TepmiH BBeQEHHS 3MiH - NpOTAroM 6 micauis nicns
"3eHTiBa", Yecbka 3aTBEPOKEHHS.
Pecny6nika;
BTOPUHHE
nakysaHHs: OITA
BMPOGHMNYMIA
koonepaTtus
iHBanigis, Yecbka
Pecny6nika
3. ATAMYPUH® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa AT "CaHeka Cnosaupbka BHECEHHS 3MiH 0 peecTpauinHux marepianis: 3a UA/2658/03/01
CP 400 06O0r0oHKO10, ABeHTIC dapmacbtoTikana”, Pecny6nika, 3MiHu | Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHoOCTI/lE- peyernmom
NPOSOHroBaHoI Aji YkpaiHa Cnosaupbka Yecbka cepTudikar BignoBiaHOCTI €BpoNenchKi
no 400 mr, no 10 Pecny6bnika Pecny6bnika hapmakonei/moHorpadii. lMogaHHA HoBOro abo OHOBNEHOro
TabneTok y bnicTepi; (BupobHUYTBO M3, cepTudikaTa BignosigHoCTi abo BUNyyYeHHst cepTudikaTa
no 2 6nictepun y nepBuHHE Ta BignoBigHOCTI €Bponeincbki hapmakonel: ans A®l; ons
KopoOui BTOPUHHE BMXiAHOro Matepiany/peareHTy/NPOMiDKHOro NPOAYKTY, Lo
nakyBaHHS, BMKOPUCTOBYIOTbCH Yy BUPOOHULTBI ADI; Ans AONOMiKHOT
KOHTPOSb Ta BUMYCK pevyoBMHU (CepTrdikaT BigNoBIigHOCTI EBponenchkin
cepin); OITA dapmakonei) - OHOBNEeHW cepTudikaT Bif yxe
BUPOBHUYMIN 3aTBEPAKEHOro BUPOBHWKA;
KoornepaTtus nogaHHsa oHosneHoro CepTudikara R1-CEP 2008-012-Rev 02
iHBaninis, Yecbka anst A®I MeHTokcM@iniH Big BXe 3aTBEpAXEeHOro BUpobHMka




no4, abono 6
bnictepiB y
KapPTOHHIN Kopobui

bulk», nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepivi: MeHapiHi-®oH
XenpgeH MmbX,
HimevunHa

3MmiHu Il Tuny - 3miHn wopao 6esnekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHu y KOpOTKi XxapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLUii Ans
MELMWYHOrO 3aCTOCYBaHHS Yy 3B'A3KY i3 HOBUMW JAHUMM 3
AKOCTi, AOKMiIHIYHUMMU, KNIHIYHUMW JaHUMW Ta AaHUMK 3
dapmakoHarnsigy - 3MiHM BHECEHO A0 iIHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHsI fikapcbKoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactunsocTi", "OcobnumBoCcTi 3acTocyBaHHs",

2 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Pecny6bnika SANOFI INDIA LIMITED, Ingis. 3anponoHoaHo: R1-CEP
(BTOPUHHE 2008-012-Rev 02
nakysaHHs1); TOB
"3eHTiBa", Yecbka
Pecny6bnika
(BpobHuLTBO 113,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOIb Ta BUMYCK
cepiv)
4. ALOEHYPIK® TabneTku, BKpUTI MeHapiHi Iokcembyp Brpo6HMUTBO «in HimeuwunHa/ BHeceHHs 3MiH [0 peecTpauinHux maTepianis: 3MiHu | Tuny - 3a UA/13527/01/01
120 MI NNiBKOBOIO IHTepHelloHan r bulk» Ta koHTpOMbL ®paHuisa 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peyenmom
obonoHkoto, no 120 OnepenwoHc cepin: MNaTteoH 3MiHW) - 3MiHN BHECEHO A0 TEKCTY MapKyBaHHSA yNakoBKu
Mmr, no 14 Tabnetok JTrokcembBypr ®paHuisa, PpaHuis; nikapcbkoro 3acoby (qogaBaHHs oauHWLUb Sl naTuHULE).
y 6nictepi, no 2, abo C.A. BupobHMuTBO «in BBeaeHHs 3MiH NpoTaroM 6 micauiB nicna 3aTBepaAXeHHs.
no4, abono 6 bulk», nepBuHHe Ta 3MmiHu Il Tuny - 3miHn wopno 6e3nekn/edekTUBHOCTI Ta
6nictepiB y BTOPUHHE hapmakoHarnagy. 3mMiH1 y KOpOTKill xapaKTepucTui
KapTOHHi KopobLi nakyBaHHs, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
KOHTPOIb Ta BUMYCK MELWYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMW JAHUMM 3
cepivi: MeHapiHi-®oH SIKOCTi, AOKNIHIYHUMWN, KNiHIMHUMW JaHUMK Ta 4aHUMK 3
XevigeH MM6X, hapmakoHarnagy - 3mMiHvM BHeceHo [0 iHCTpyKUii Ans
HimeuunHa MeAMYHOro 3acTOCYBaHHs! fikapcbkoro 3acoby 4o po3ginis
"®dapmakonoriyHi BnactusocTi", "OcobnumBocTi 3acTocyBaHHA",
"MoGivHi peakuii" 3rigHo 3 pesynbTatamu gocnigxeHs CARES
( ouiHka kapaioBackynsipoHoi 6e3nekun debykocTaTy Ta
annonypuHony). 3MiHu Il Tuny - 3miHn wopno
6e3nekn/edeKkTUBHOCTI Ta hapMakoHarnsgy. 3MiHU y KOpOTKil
XapaKTepucTuui Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT AN MeQNYHOro 3acTocyBaHHS y 3B’A3KY i3 HOBUMM
AaHUMW 3 KOCTI, AOKMIHIYHUMMK, KMiHIYHMMKW JaHUMK Ta
[aHUMK 3 papmakoHarnsagy - 3MiHUM BHECEHO A0 iHCTPYKUT
Ons MeguyHoro 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3gainis
"B3aemMopijs 3 iHWMMK nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnusocTi 3acTocyBaHHs" 3rigHoO 3
OOKMIHIYHMMM Ta KMiHIYHMMYW SOCAIOKEHHSMM LWoA0 NiKapCbKoi
B3aemogii pebykocTaTy 3 asaTionpuHoM Ta
MepKanTonypuHOM.
5. ALEHYPIK® TabneTku, BKPUTI MeHapiHi Tokcembyp BupobHMuTBO «in Himevunna/ BHeceHHs1 3MiH 40 peecTpauiiiux matepianis: 3miHu | Tuny - 3a UA/13527/01/02
80 MI' NNiBKOBOIO IHTepHewoHan r bulk» Ta KOHTpONb dpaHuisa 3MiHu Wwopo Ge3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
obonoHkoto, no 80 OnepewwoHc cepin: MNateoH 3MiHM) - 3MiHW BHECEHO A0 TEKCTY MapKyBaHHS YNakoBK/
Mmr, no 14 Tabnetok TNokcembypr PpaHuiga, PpaHuis; nikapcbkoro 3acoby (nogaBaHHs oguHULb Sl naTuHuLero).
y bnicTtepi, no 2, abo CA BupobHuuTBO «in BBeaeHHs 3MiH npoTsiroM 6 mMicsuiB nicnsa 3aTBepAXeEHHs.
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pO3unHy ansi
iHcpysiit, 1000

dapmakoHarnsigy. BeegeHHs abo 3miHu 4o y3aranbHeHnx
AaHUX Npo cuctemy papmakoHarnsgy (BBegeHHs

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
"Mo6ivHi peakuii" 3rigHo 3 pesynbTatamu gocnigxeHs CARES
( ouiHka kapaioBackynspoHoi 6e3nekn debykocTaTy Ta
annonypuHony). 3MiHu Il Tuny - 3miHn wopao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. 3MiHM y KOpOTKin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta
IHCTPYKUiT ANsi MeQUYHOro 3acTocyBaHHS y 3B’A3KY i3 HOBUMMU
OaHUMU 3 AKOCTIi, AOKNIHIYHUMWN, KNiHIYHUMWN JaHUMK Ta
AaHvMu 3 hbapmakoHarnsgy - 3MiHUM BHECEHO A0 iHCTPYKLi
Ons MeQuYHOro 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3gainis
"B3aemMopis 3 iHWMMK nikapcbkumun 3acobamu Ta iHWi BUuam
B3aemogin", "OcobnmBocTi 3acTocyBaHHA" 3rigHO 3
OOKNIHIYHMMK Ta KNiHIYHUMUW JOCHIOKEHHSIMM LLOA0 MiKapChKol
B3aemogii pebykocTary 3 asationpnHom Ta
MepKanTonypuHOM.
6. AOPUBNACT | niodinisat ans Mdpansep IHk. CLUA AxTasic ITanis ITanisa BHECEHHS 3MiH 10 peecTpaLlifnHnX maTtepianis: 3MiHu | Tuny - 3a UA/4762/01/01
VH pPO34MHY AN C.nA. 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
LWWBUAKOPO3 | iHdysit no 10 mr 1 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA J13”.
YNHHUNA nakoH 3 OHOBMNEHHSI TEKCTY MapKyBaHHS yNakoBKM NikapcbKoro 3acoby
niocpinizatom y 3 BHECEHHAM iHpopMaLii Woao 3a3Ha4YeHHs OAMHULb
KomnnekTi 3 1 BUMiptoBaHHsi y cucteMi S| (BBeaeHHs 3aMiH npoTsarom 6-Tu
amnyrnoto MicsLiB nicnsi 3aTBepAXKEHHS)
PO3YMHHMKA N0 5 MN
(Bopa Ans iH ekuin)
Y KapTOHHil kopobui
7. AOPUBNACT | niodinisat ans Mdpansep IHK. CWA AkTasic ITanis ITanis BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/4762/01/02
VH pPO34MHY Ans C.n.A. 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
LWBWAOKOPO3 | iHdysin no 50 mr, 1 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsa” MKA 113”.
YNHHUNA nakoH 3 OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapcbKoro 3acoby
niocpinizatom y 3 BHECEHHAM iHhopMaLii LWOoAo 3a3HaYeHHs OANHMULb
KapTOHHI kopobLi BUMiptoBaHHs y cuctemi S| (BBeneHHsi 3aMiH npoTtsrom 6-Tu
MicsILiB nicnsi 3aTBEPAXKEHHS)
8. AIMA®IKC NOPOLLOK Ta KenpioH ITania KEOPIOH C.M.A. ITanis BHECEHHSA 3MiH [0 peecTpauinHmMx martepianis: 3a UA/17426/01/01
PO3YUHHUK AN C.n.A. 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
PO34MHY Ans hapmakoHarnsgy. BeegeHHs abo amiHu fo y3aranbHeHux
iHdpysin, 500 MO/10 AaHWX Npo cuctemy dapmakoHarnsgy (BBegeHHs
M, dpnakoH Ne 1.3 y3aranbHeHUX AaHnx npo cuctemy papmakoHarnagy, amiHa
nopotukom no 500 YyNoBHOBaXeHOi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
MO y komnnekTi 3 hapMakoHarnsay; KOHTakTHOi ocobu 3 papmakoHarnsgy
PO34MHHMKOM (BOAA 3asiBHMKa ANA 3A4INCHEHHS hbapMakoHarnagy B YKpaiHi, AKLWo
ans ivekuin) no 10 BOHa BigMiHHa Bif ynoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
Mn y donakoHi Ne 1 3AiNCHEHHs hbapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)
Ta Habopom ans Ta/abo 3miHM y po3milLeHHi MacTep-caina cuctemu
PO3UYMHEHHS i hapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI 0CObU 3asiBHMKa,
BBEAEHHS Y BignoBiganbHoi 3a hapmakoHarnsa:
KapTOHHIN KopobLii MponoHoBaHa pegakuia: AneccaHapo bizappi / Alessandro
Bizzarri. 3miHa KOHTaAKTHMX AaHWUX YNOBHOBaXeHOI 0cobun
3asiBHMKa, BiANOBiAaNbHOI 3a 34iNCHEHHA dpapmakoHarnsay
9. AIMA®IKC NOPOLLOK Ta KeapioH ITanisa KEOPIOH C.IM.A. ITanis BHECEHHS 3MiH 0 peecTpauinHnx maTtepianis: 3a UA/17426/01/02
PO3YNHHUK ANns C.n.A. 3MiHu | TUny - 3MiHM Wopao 6e3nekv/edeKkTMBHOCTI Ta peuyernmom
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MO/10 mn, conakoH y3aranbHeHVX AaHnX Npo cuctemy papmakoHarnsgy, amiHa
Ne 1 3 nopoLikom no yMOBHOBaXKeHOi 0cobu, BiaNoBiAanbHOI 3a 3[iNCHEHHSI
1000 MO y hapmakoHarnsay; KOHTakTHOi ocobu 3 papmakoHarnagy
KOMMNAEKTi 3 3asiBHMKa AN 30iMCHEHHsT dhapmakoHarnsaay B YKpaiHi, sikwo
PO34MHHMKOM (BOAa BOHa BigMiHHa BiJ ynOBHOBaXeHOi ocobw, BianosigansHoi 3a
Ans iH ekuin) no 10 3AiICHEHHS bapmakoHarnsaay (BKYaouy KOHTaKTHI AaHi)
MmNy donakoHi Ne 1 Ta/abo 3miHM y po3milLieHHi MacTep-daina cuctemu
Ta Habopom Ans dapmakoHarnagy) - 3miHa ynoBHOBaXkeHOi 0cobu 3asBHVIKa,
PO3YMHEHHS i BiANoBiAanbHOI 3a hapmakoHarnsa;
BBEOEHHA Y MponoHoBaHa pepakuis: AneccaHapo bisappi / Alessandro
KapTOHHi KopobLi Bizzarri. 3miHa KOHTaKTHMX AaHUX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BiANOBIAANbHOI 3a 3[iNCHEHHS hbapMakoHarnsay
10. | AUNIA® PO34UH ANg iH'eKuUin, Bawvep Al HimeyunHa Bawep Al', HimeuyunHa BHECEHHSA 3MiH [0 peecTpauinHux matepianis: 3a UA/12600/01/01
40 mr/mn; no 0,165 HimeuunHa, BepniH, CLLA 3MiHu |l TUny - 3amiHn Wwopo 6e3nekn/edekTUBHOCTI Ta peyernmom
My nonepeaHbLo HimeyunHa hapmakoHarnagy. 3mMiH1 y KOPOTKill xapaKTepucTui
3anoBHEHOMY (BMPOBHMLTBO nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUil Ans
wnpwuui; no 1 (Bkntoyaroun MELWYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMW JAHUMM 3
wnpuyy (3anasHomy CTEPUNbHY SIKOCTi, AOKNIHIYHUMWN, KNiHIMHUMW JaHUMW Ta AaHUMK 3
y bnicTep) y dinbTpauio, dapmakoHarnsgy - 3MiH1 BHECeHO A0 IHCTPYKLUiT Ans
KapTOHHI ynakoBsLy. HarNoBHEHHS - MEAMYHOro 3acCTOCYBaHHS nikapcbkoro 3acoby Ao po3giny
no 0,278 mny nepsuHHa "®apmakonoriyHi BnacTusocTi".
CKINSAHOMY (hr1aKoHi; ynakoBka),

no 1 conakoHy 3
inbTpyBanbLHO
ronkoto 18 Gy
KapTOHHIN ynakoBLii

BTOPWHHA YMaKoBKa,
KOHTPOIb cepii,
BiANOBiAanbHUIA 3a
BMNYCK cepii Ans
(PNakoHiB, KOHTPOSb
cepii anga
nornepegHbLO
3anoBHEHMX
wnpwuis); Baiiep AT,
HimeyunHa,
BynnepTtans,
HimeyunHa
(koHTpoOnb cepii);
Bawep Al',
HimeyunHa,
JleBepkyseH,
HimevunHa
(KOHTPOMb AKOCTI
Onst pnakoHis);
Bettep ®apma-
®epTiryHr M'm6X i Ko.
K, Hime4yuunHa
(nepBuHHa Ta
BTOPUHHA YMaKoBKa,
KOHTponb cepii); [T
peH3ax
MpoaykTioHc M'M6X ,
HimevunHa
(BignosiganbHuii 3a
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BUMYCK Cepii,
BTOPWHHA yrakoBKa:
Ansa nonepeaHb0
3anoBHEHWX
Lwinpuuis);
PenxeHepoH
dapmacsloTikanc,
IHKk., CLLA
(BMPOBHMLTBO
Hepo3gacoBaHoi
NpOoAYKLii)
11. | AKICTAH Kpanni o4Hi, 50 dapmacenekrt AscTpis BpycwerTiHi C.P.J1,, ITanisa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/16952/01/01
MKr/mMn no 2,5 mn B IHTepHeLwHN ITanisa ABcTpis 3MiHn | Tuny - 3MiHM Wwopo 6e3nekn/edeKTBHOCTI Ta peuernmom
nomnieTuneHoBomy BereniraHrs (BpOBHULTBO, dapmakoHarnagy (iHwi 3miH1) OHOBMEHHS TEKCTY MapKyBaHHS
nakoHi 3 M6X nakyBaHHs, yNaKoBKW fikapcbKoro 3acoby 3 BHeCeHHAM iHdopMaLlii Wwoao
nonieTureHoBo KOHTpOnb cepii); 3a3HaYeHHs! OAMHMLb BUMIpIOBaHHS y cucTemi Sl.
KpanenbHULeto i CrepipxeHikc ITanis BHeceHHs 3MiH go posainy MKA. BeeneHHs 3aMiH npoTarom 6-
noninponineHoBow C.M.A,, Itanis TV MicAUIB MicNa 3aTBEPAXEHHS.
KpuLKoto; no 1 abo (cTepunizauis
no 3, abo no 6 NepBUHHOI
nakoHiB B ynaKoBKu);
KapTOHHI kopobUi dapmacenekt
IHTepHeLWwHN
BeteniraHra M'm6X,
ABCTpIs (BUNYCK
cepii)
12. | ANIONYPUHO | tabnetku no 100 mr; CaHpo3 CnoseHis BMPOGHULTBO 3a HimeyunHa BHECEHHS 3MiH [0 peecTpaliiH1uX maTepianis: 3a UA/9524/01/01
N CAHAO3® no 10 Tabnetok y ®apmacbloTika MOBHUM LIVKIIOM: IHAis 3MiHun | Tuny - 3MiHK 3 sikocTi. oToBMI Nikapcbkui 3aci6. Onuc | peyernmom
Gnictepi; no 5 n3g.ao. Cantotac ®apma CnoseHis Ta cknag. 3miHa cdopmum abo po3mipiB nikapcbkoi hopmu

GnictepiB y
KapTOHHI kopobLi

'm6X, HimeuunHa
BMPOGHMUTBO in bulk
(anbTepHaTMBHa
OiNbHUUS):
CaHpos lNMpariset
Nimiten, IHAis
KOHTPOb cepii
(anbTepHaTuBHa
OinbHUUA):
C.K. CaHgo3 C.P.J1.,
IHAis
NepBUHHE i
BTOPVHHE
nakyBaHHs, 4O3BIN
Ha BMNYycK cepii
(anbTepHaTuBHa
OinbHUUA):
Jlek
dapmauyeBTMyHa
KoMnMaHisa g.4.,
CnoBeHisi

(TabneTky 3 HeraHUM BUBINbHEHHSIM, Kancyrnu, Cyno3uTopii Ta
necapii) 3asiBneHa 3miHa LWoA0 PO3LUMPEHHS MEX
cneundikauii giameTtpy Tabnetok: y po3gini 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOSO NPOLIECY: 3aTBEPAKEHO:
niameTp — 7.9 - 8.1 MM; 3anponoHoBaHo: giameTp — 7.9 - 8.3
MM Ta po3gini 3.2.P.5.1. Cneuundikauis: 3aTBepaXeHo:
niameTp — 8,0+0,1 Mm; 3anponoHoBaHo: giameTtp — 8,1+0,2 mm.
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
13. | AJIMPA3O0OJA | Tabnetku no 0,25 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PeecTpaLiHux Martepianis: 3a UA/16375/01/01
M-3H mr, no 10 TabneTok obmexeHoto obmexeHoto 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenmom
y bnictepi; no 1 abo BignosiaanbHi BiANOBiAanNbLHICTIO dapmakoHarnagy (iHwi 3mMiHW) - BHECEHHS 3MiH A0 po3ainy
3 Bnictepn y CTIO "XapkiBcbke «MapkyBaHHsA» MKA J13. 3anponoHoBaHo MapkyBaHHs.
KopobLi 3 KapTOHY "XapkiBcbke hapmaueBTU4HE BianosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
dapmaueBTny niaNp1MeMcTBO 3MiHV BHECEHI B TEKCT MapKyBaHHS MEePBUHHOI Ta BTOPUHHOI
He "3popoB's Hapoay" YNaKoBKU fikapCbKoro 3acoby LoAo 3a3HavYeHHs MidKHapOaAHMX
nianpvemMcTBO no3HayYeHb OAVHULL BUMipOBaHHA. BBeAeHHS 3MiH NpoTarom
"300poB'sa 6-Tn MicAUiB nicnsa 3aTBepaAXeHHs
Hapoay"
14. | AIINPA3O0NA | tabnetkv no 0,5 mr TosapucTso 3 YkpaiHa TosapucTso 3 BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/16375/01/02
M-3H no 10 Tabnertok y obmexeHoto obmexeHoto 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenmom
6nictepi, no 1 abo 3 BignosiaanbHi BiANOBiAAmNbLHICTIO dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
6nictepu y kopobui 3 cTIO "XapkiBcbke «MapkyBaHHsa» MKA J13. 3anponoHoBaHo MapKyBaHHS.
KapTOHY "XapkiBcbke hapmaLeBTUyHe BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
apmaueBTny nianpuemMcTBo 3MiHV BHECEHI B TEKCT MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI
He "3pnopoB's Hapoay", YyNaKoBKW fikapcbKoro 3acoby LoAo 3a3HavYeHHst MiXkHapoaHMX
nianprMeMcTBO Ykpaina no3HavyeHb OAMHULIL BUMIpOBaHHSA. BBeAeHHsA 3MiH NpoTsarom
"3p0poB'sa 6-Tn MicAUiB nicnsa 3aTBepaAXeHHS
Hapoay",
Ykpaina
15. | AJlIbBYMIH- PO3YMH ANs iHdysin TOB Ykpaina TOB "BIOPAPMA Ykpaina BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 3a UA/15875/01/01
BIO®PAPMA 10 %, no 50 mn, 100 "BIO®APMA MNA3MA", YkpaiHa 3MmiHu | TUny - 3MiHK Wwoao 6e3nekn/eeKTUBHOCTI Ta peuernmom
My cprnakoHi; no 1 MNA3MA" (BpOBHULTBO, hapmakoHarnsigy. BeegeHHs abo 3amiHu g0 y3aranbHEHnx
nakoHy y navui 3 nepBuHHE AaHWUX Npo cucTemy capmakoHarnsay (BBeAeHHs
KapTOHY naKkyBaHHs; y3aranbHeHuUX JaHux nNpo cuctemy papmakoHarnsgy, amiHa
BMPOBHULTBO, yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
nepBuHHE Ta dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnagy
BTOPUHHE 3asBHMKa ANg 34iNCHeHHA dhapmakoHarnagy B YKpaiHi, SKwo
nakyBaHHS, BUNYCK BOHa BigMiHHa Bif ynoBHOBaXeHOi ocobu, BignoBifanbHoi 3a
cepin; 3AiNcHeHHst hapMakoHarnsaay (BKNoYaryn KOHTaKTHI AaHi)
KOHTPOIb SIKOCTI) Ta/abo 3MiHN y po3milLeHHi MacTep-caina cuctemu
hapmakoHarnsgy) 3miHa ynoBHoBaxeHoi ocobu 3asiBHUKa,
BiANOBiAanNbHOI 3a 3AiCHeHHA bapmakoHarnagy: Hitova
peaakuis — Ourac LiaHa OnekcaHgpiesHa. MNponoHoBaHa
peaakuis — LLlep6ak MapuHa OnekciiBHa.
3MiHa KOHTaKTHUX JaHMX YNOBHOBaXeHOI ocobu 3asiBHUKa,
BigNoBiganbHoi 3a 34iiCHEHHS bapmakoHarnsagy.
16. | AlIbBYMIH- PO34MH ANns iHdys3in TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/15875/01/02
BIO®PAPMA 20 %, no 50 mn, 100 "BIO®PAPMA MJNA3SMA", YkpaiHa 3MiHn | TUny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI Ta peyernmom
Mn y drakoHi; no 1 MNA3MA" (BpOBHULTBO, hapmakoHarnagy. BeeaeHHst abo 3aMiHu [0 y3aranbHeHuX
dnakoHy y nayui 3 nepBuHHE AaHnX Npo cuctemy papmakoHarnsagy (BBegeHHs
KapTOHY naKkyBaHHS; y3aranbHeHuX AaHux nNpo cuctemy papmakoHarnsgy, amiHa
BMPOBGHULTBO, yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
nepBuHHEe Ta dapmakoHarnsigy; KOHTakTHoOI ocobu 3 hapMakoHarnagy
BTOPUHHE 3asiBHVKa ANA 34iNCHeHHs bapmakoHarnagy B YKpaiHi, AKLWo
nakyBaHHSl, BUNYCK BOHa BigMiHHA Big ynoBHOBaXeHOi ocobw, BignosigansHoi 3a
cepin; 3AiMCHEHHs hbapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)

KOHTPOSb SIKOCTI)

Ta/abo 3MiHM y po3MilleHHi macTep-carina cuctemm
hapmakoHarnsigy) 3miHa ynoBHOBaXKeHOI 0CObu 3asiBHYKA,
BigNoBiganbHOI 3a 3aiicHeHHa papmakoHarnagy: Hitova
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pepakuis — Ourac OiaHa OnekcaHapisHa. lNponoHoBaHa
penakuis — LLlepbak MapuHa OnekciiBHa.
3MiHa KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0Cobu 3asiBHMKA,
BiANOBiAanbHOI 32 34iCHEHHA hapMakoHarnsagy.
17. | AMAHTUH Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" | YkpaiHa BHECEHHS 3MiH 1O peecTpaLiH1X maTepianis: 3a UA/6991/01/01
nniBKOBOIO YKPAIHA" 3MmiHu | TUny - 3miHK Wwoao 6e3nekn/edeKTUBHOCTI Ta peuernmom
obonoHkoto, no 100 dapmakoHarnagy (iHwi 3miHu) 3amiHa posginy «IpadiyHe
mr no 10 TabneTok y 0obopMIIEHHS ynakoBku» Ha po3ain «MapkyBaHHa» B MKA J13:
6nicTtepi; no 3 abo B3areepaxeHo: Pasgen « FPAONYECKOE OPOPMNEHUE
no 6 Gnictepis B YMNAKOBKW». Npadmyeckoe ocpopmneHune bnvctepa u nadek
KapTOHHIM nayui npunaraetcs. 3anponoHoBaHo: Po3ain « MAPKYBAHHSA».
3rigHO 3aTBEepAXEHOr0 TEKCTY MapKyBaHHSI.
BunyyeHHs iHopmalii woao ynakosku in bulk (no 7 kr
TabneTok B NONieTUNEHOBNX NakeTax, ki BKnagaTbes y
KOHTeNHepW) 3 MaTepianis peecTpaLiiHoro [ocke (po3ainis
«MakyBaHHs», «MapkyBaHHsAA» MKA J13) y 383Ky 3 TUM, L0
njto peecTpauiiHoro noceig4yeHHs Ha AMaHTUH, TabneTtku,
BKpUTi NniBkoBoto obonoHkoto, no 100 mr, in bulk: no 7 kr (PN
Ne UA/6990/01/01 Big 19.07.2012) He Gyno nogoBXeHO.
OHOBMEHHs1 TEKCTY MapKyBaHHS YNakoBKM Nikapcbkoro 3acoby
3 BHECEHHSAM iHpopMaLii Woao 3a3HauYeHHs OAMHULb
BUMiploBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
MicsAUIB NicNsi 3aTBEPAKEHHS.
18. | AMIHOBEH PO3YMH ANs iHdysin ®peseHiyc HimeuunHa ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/4585/01/01
IH®AHT 10 % | no 100 mn abo no Kabi ABcTpist TM6X 3MiHM Wwopao 6e3nekun/edekTnBHOCTI Ta hapMakoHarnagy (iHwi | peyernmom
250 mn y donakoHax HOonunang 3MiHW) - anst onakoHy 100 Mn: 3aTBEPAXEHHS CTMKepa 3
M6X TEKCTOM MapKyBaHHSI YNaKoBKW fikapcbKoro 3acoby 3
BHECEHHAM iHopMaLii Woa0 3a3Ha4YeHHsa oanHULb
BMMIiptOBaHHSA y cuctemi Sl
19. | AMIOOAPOH KpucTaniyHun My6niuHe YkpaiHa YKesaHr XeHrkaHr Kutan BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/15024/01/01
Yy NOPOLLOK akuioHepHe dapmac'oTikan Ko., 3miHu 3 sikocTi. CepTudpikaT BignosigHocTi/E-cepTudikat
FIAPOXJIOPU | (cybeTtaHuis) y TOBapUCTBO Jita. BignoBigHOCTI €Bponelicbkilt apmakonei/MoHorpadii.
i noaginHMx "HaykoBo- MopaHHs HoBOro abo oHoBMNEHOro cepTudikaTa BianoBigHOCTI
nonieTuneHoBnx BUPOBHMYMI abo BunyyeHHs ceptudikaTa BignoBigHOCTi EBponeinchkin
nakeTtax gns LeHTp dapmakonei: ans A®l; ona BuxigHoro
capmaueBTUYHOro "BopLyariBcbk maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LLO
3acTocyBaHHS VI Ximiko- BMKOPUCTOBYIOTbCS Y BUPOBOHULTBI ADI; Ans 4ONOMiKHOI
chapmaueBTmy pevyoBMHU (CepTudikaT BigNoBigHOCTI EBponenchkin
HUI 3aBoa” dapmakonei) - OHOBNEeHW cepTudikaT Bif yxe

3aTBepAXeHOoro BupobHuka. CynyTHs 3MiHa - 3MiHM 3 SKOCTI.
ADI. KoHTponb A®I. 3miHa y napameTpax cneundikauin
Ta/abo JoNyCTUMMX MEX, BU3HAYEHNX y crneundikalisax Ha
AP, abo BMXiAHUA/NPOMIXXHUIA NPOAYKT/peareHT, LWo
BMKOPUCTOBYIOTbCS Y Npoueci BUpobHuutea A®I (BunyveHHs
HEe3HaYHOro NoKa3HWKa SKOCTI (HanpuKnag BUNYyYEHHS
3acTapinoro nokasHuka)) - nogaHHsa oHosrneHoro CepTtudikara
BianosigHocTi €® R1-CEP 2007-187-Rev 03 gna AdI
AmioapoHy rigpoxnopua Bif BXe 3aTBepAXeHOoro BUpobHuka
Zhejiang Sanmen Hengkang Pharmaceutical Co., Ltd., China,
SIK Hacnigok 3miHn B Cneuudikadii AP|, 3okpema: BUNy4YeHHs
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nokasHukiB "Baxki metanun" Ta "3anuwikoBi KinbKocTi
OpraHiYHUX PO3YMHHUKIB"; 3MiHM | TUNY - 3MiHN 3 AKOCTI.
Ceptudikat BignosigHocTi/l'E-cepTudikat BignoBigHOCTI
€Bponevicbkin dhapmakonei/MoHorpadii. NogaHHs HoBoro abo
OHOBINEHOro cepTudikaTa BianoBiAHOCTI abo BUNMyYEHHSsI
cepTudikaTta BignoBigHOCTI €Bponelickkin dapmakonei: Ans
A®I; ans BuxigHOro marepiany/peareHTy/npoMixkHOro
NpOAYyKTY, O BUKOPUCTOBYIOTLCS Y BUPOOHUUTBI ADI; ons
AOMOMDKHOI pe4oBUHM (cepTudikaTt BiANOBIAHOCTI
€Bponevicbkin dhapmakonei) - OHoBneHun cepTudikat Bif yxe
3aTBEPAXKEHOro BUPOOHWMKA ( - NOAaHHS OHOBIIEHOTO
Ceptudikata BignosigHocti €P R1-CEP 2007-187-Rev 04
ana A®l AmiogapoHy rigpoxnopug Big BXe 3aTBepaXKeHoro
BMpobHuka Zhejiang Sanmen Hengkang Pharmaceutical Co.,
Ltd., China, wo 3miH1B Ha3By; 3MiHK | TUNY - 3MiHN 3 SKOCTI.
A®I. KonTponb A®I. 3miHa y napameTpax crneumdikauin
Ta/abo JoNyCTUMNX MEX, BU3HAYEHUX Y cnelundikalisx Ha
A®I, abo BUXiOHUA/NPOMIXKHWIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCS Y NpoLieci BUpobHMLUTBa AD| (BUNyYEHHS
HEe3Ha4YHOro NokasHUKa SKOCTi (Hanpuknaz BUMYYEHHs!
3acTapifnoro NokasHuka)) - BHeceHHsi 3MiH fo Cneuudikauii
A®| AmiogapoHy rigpoxnopug, 3oKkpema: BUy4eHHs1 KOHTPOro
3a nokasHukamu "Temnepartypa nnaesneHHs", "HacunHa
ryctuHa", "Po3mip 4yactok"
AMITPUNTUN | Tabnetku no 25 wr, TosapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis: 3a UA/5160/01/01
IHY no 25 tabnertok y obmexeHoto oBMexeHot 3MiHK | TMnYy - 3mMiHK Wwopao 6eanekn/edekTUBHOCTI Ta peuernmom
FIAPOXJITIOPU | GnicTepi; no 1 BignosiganeHi BiQNOBiAaNbHICTIO hapmakoHarnagy (iHwi 3MiHW)- BHECEHHSI 3MiH [0 po3ainy
i Gnictepy y kopobui; CTIO "XapkiBcbke «MapkyBaHHsi» MKA N13. 3anponoHoBaHo: MapkyBaHHs.
no 10 TabneTtok y "XapkiBcbke apmaueBTUYHE BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHS. 3MiHU
Gnictepi; no 5 chapmaueBTmy nianpuemMcTBo BHECEHi B TEKCT MapKyBaHHs yNakoBKM fikapcbkoro 3acoby
6nictepis y kopobui He "3p0poB'a Hapoay" LLIOAO0 3a3HAYeHHSA MiXKHapOAHWX NO3HaYeHb OAMHULb
nignpuemcTeo BMMIiplOBaHHs. BBegeHHs 3MiH npoTarom 6-Tu micauis nicns
"3popos's 3aTBEPOKEHHS.
Hapoay"
AMITPUNTUN | posunH Ans iH'ekuin, TosapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/5160/02/01
IHY 10 mr/mMn, no 2 Mn B obmexeHot obmMexeHow 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
riAPOXNOPU | amnyni; no 5 amnyn BiagnoBiganbHi BiAnoBiganbHicTO hapmakoHarnsay (iHwWi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
0-3H y 6nictepi; no 2 CTIO "XapkiBcbke «MapkyBaHHs» MKA N13. 3anponoHoBaHo: MapKyBaHHS.
6nictepu y kopobu; "XapkiBcbke apmaueBTUYHE BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
no 2 mn B amnyni; chapmaueBTmy nianpuemMcTBo 3MiHM BHECEHI B TEKCT MapKyBaHHS YNaKoBKM MikapCbKOro
no 10 amnyn y He "3p0poB'a Hapoay" 3acoby LWoA0 3a3HaYeHHs MiXKHapOAHMX NO3Ha4YeHb OAUHULb
KopobLi nignpuemcTeo BMMIiptOBaHHs1. BBeaeHHsA 3MiH NnpoTarom 6-Tu micauis nicns
"3popoB's 3aTBEPAKEHHS
Hapoay"
22. | AHTUDNY® TabneTku, BKPUTI TOB "BAVEP" YkpaiHa KoHTpakT ®apmakan CLUA BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: be3 UA/4910/01/01
NniBKOBOO KopnopenwH, CLIA 3MmiHu | TUny - 3miHKn wono 6esnekn/edeKkTBHOCTI Ta peuyenma
060onoHKoto; no 12 (BUPOBHMLTBO in dapmakoHarnsgy (iHwi 3miHn) BHeceHHs 3miH go po3sginy
TabneTok y 6nicTepi, bulk); KonTpaxkT “MapkyBaHHa” MKA J13: 3atBepaxeHo: Mapkuposka. TekcT
no 1 6nictepy B dapmakan MapKMPOBKN NEPBUYHON N BTOPUYHON YMaKOBKM
KapTOHHiI kopobui KopnopewnwH, CLLUA neKkapcTBEHHOro cpeacTBa npunaraeTcs.
(KOHTPOMb SIKOCTI, 3anponoHoBaHo: MapkyBaHHs1. 3rifHO 3aTBEPAKEHOro TEKCTY
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[03BIN Ha BUMYCK MapKyBaHHS. OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKU
cepii); KoHTpakT nikapcbKoro 3acoby 3 BHeCEHHsM iHdopMaLlii Wwoao
dapmakan 3a3Ha4YeHHsl OQMHWLb BUMIPIOBaHHs y cucteMi Sl. BBeaeHHst
KopnopenwH, CLUA 3MiH MPOTArom 6-Tu MicALIB MiCNA 3aTBEpAXEHHS
(nepBuHHa Ta
BTOPWHHA yraKoBKa)
23. | ACAKON® cynosutopii Tinotc ®apma | LLsenuapisa Tinotc ®apma AT, Lllgetiyapis BHECEHHS 3MiH 1O peecTpaLiH1X maTepiarnis: 3a UA/4770/02/01
pekTanbHi no 500 Al LLisenuapis HimeyunHa 3MiHM | TMNy - 3MiHK Wopao 6esnekn/edeKTMBHOCTI Ta peuernmom
mr; no 5 (BupobHuK, hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
CynosuTopiiB y BiANoBiAanbHWIM 3a MapKyBaHHS yNaKoBKW fikapcbKoro 3acoby 3 BHECEHHAM
6nictepi; no 4 BUMYCK Cepilt); iHcbopmaLii Woao 3a3HaYeHHs OQUHULLL BUMIPIOBaHHS Y
6nictepu B kopobui XaynT ®apma cuctemi Sl. BHeceHHs 3miH fo po3giny MKA "MapkyBaHHS".
3 KapTOHY Btonbdinr MM6X, MponoHoBaHa pepakuis: 3rigHoO 3aTBEPXKEHOrO TEKCTY
HimeyunHa MapKyBaHHS. TepMiH BBEAEHHSI 3MiH - NPOTArom 6 micsauis
(BupobHuk, nicns 3aTBepaKeHHs
BiAnNoBigAanbHM 3a
[030BaHy opmMy Ta
nakyBaHHs1)
24. | BEKNO®OPT | aeposonb ans nakcoCmiTKn Benuka 'nakco Bennkom DdpaHuiga BHECEHHSA 3MiH [0 peecTpaLinHmux martepianis: 3a UA/1203/01/01
™ iHranauin, anH Excnopt BputaHis MpopgakLuH 3MiHM | Tuny - 3miHu 3 gkocTi. CepTudikat BignosigHocTITE- | peyenmom
EBOXANEP™ | posoBaHuii, 250 Nimiten cepTudikaT BiANOBIAHOCTI €BPONENChKin
MKr/0o3y; 1 6anoH 3 hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBEHOro
[,03YH04nM cepTudgikaTa BignoBigHOCTI abo BUNyYeHHst cepTudikaTa
knanaHom Ha 200 BignosigHOCTI €Bponelickkint papmakonei: gna Adl; ans
003 y Kopobui 3 BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro NpoaykKTy, Lo
KapTOHY BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons AonoMibkHOT
peyvoBUHU (cepTudikaT BignoBigHOCTI EBponenchbkin
apmakonei) - OHoOBREeHU cepTudikar Bif yxe
3aTBEpAKEHOro BUPOOHUKa;
noaaHHs oHosneHoro CepTudikaty BiANOBIAHOCTI
€sponewcbkin hapmakonei R1-CEP 2001-315-Rev 02
(nonepepaHs Bepcisa R1-CEP 2001-315-Rev 01) Big Bxe
3aTBepaxeHoro BupobHuka, Farmabios SpA, Italy ana Al
6GeknomeTasoHy aunponioHarty; 3miHu | Tuny - 3MiHK 3 SIKOCTi.
Ceptudikat BignosigHocTi/E-cepTudikat BignoigHoCTi
€Bponeiicbkiii thapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBIEHOro cepTudikaTa BiANoBiAHOCTi abo BUNyYEHHS
cepTudikaTta BignoBiaHoCcTi €Bponencokin hapmakonei: ans
AQI|; ana BuxigHOro matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; Ans
OOMOMDKHOI pevoBuHM (cepTudikat BignoBigHOCTI
€Bponevicbki hapmakonei) - OHOBRNeHU cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOOHUMKA -
nopaHHs oHosneHoro CepTudikary BiANOBIAHOCTI
€sponevicbkin hapmakonei R1-CEP 2001-315-Rev 01
(nonepegHs Bepcis R1-CEP 2001-315-Rev 00) Big Bxe
3aTBepAXeHoro BupobHuka, Farmabios SpA, Italy gna Adl
OeknomeTasoHy AMNpomnioHary.
25. | BEKITO®OPT | aeposonb ans nakcoCwmiTKn Benuka 'nakco Bennkom PdpaHuisa BHECEHHS 3MiH [0 peecTpaLinHMx martepianis: UA/1203/01/01
™ iHranauin, sanH Excnopt BpuTtaHis MpopakwH 3MiHu | Tuny - 3MiHK Wopao 6e3nekv/edeKkTMBHOCTI Ta
EBOXAJIEP™ | posoBaHwuii, 250 Jliviteg dapmakoHarnsgy (iHwi 3MiHK) - OHOBMEHHS TEKCTY
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n 3acoby noceid4yeHHs1
MKr/go3y; 1 6anoH 3 MapKyBaHHS yNaKoBKW MiKkapCbKoro 3acoby 3 BHECEHHAM
[,03YI04UM iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
knanaHom Ha 200 cuctemi Sl. BHeceHHs 3miH fo po3ainy «MapkyBaHHs» MKA
[03 y Kopobui 3 J13: 3anponoHoBaHO: MapKyBaHHS - 3riiHO 3aTBEPAXKEHOTO
KapTOHY 3 TEKCTY MapKyBaHHs. TepmiH BBEAEHHS 3MiH MPOTArom 6
MapKyBaHHAM MicaLiB Nicns 3aTBepaXeHHs.
YKpaiHCbKOI MOBOHO
26. | BETATICTUH | Tabnetku no 8 wmr, TOB "TeBa Ykpaina KataneHT [xepmaHi HimeyunHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3a UA/7806/01/01
-TEBA no 10 Tabnertok y YkpaiHa" LLopHaopd Mv6X, 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 3 HimeyunHa hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
6nictepn y (BMPOBHMLTBO MapKyBaHHS yNaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
KapTOHHi KopobLi Hepo3adacoBaHoi iHcbopmaLii Woao 3a3HaYeHHs OQUHULLL BUMIPIOBaHHS y
no 10 Tabnertok y NpoAyKuii, KOHTPOIb cuctemi Sl. BHeceHHs 3miH fo po3ainy “MapkyBaHHs” MKA N3;
6nictepi; no 3 cepii (okpim 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3aTBepaxeHoro
6nictepn y MikpobionoriyHoro TEKCTY MapKyBaHHs. TepMiH BBeAEHHS 3MiH - NPOTArom 6
KapTOHHi KopobLi TecTyBaHHs); BAB MicaLiB Nicnsa 3aTBepAXeHHS.
IHcTuTyT TirieHn Ta
3abe3neyeHHs
AkocTi MTMBX,
HimeyunHa
(koHTpoOnb cepii
(TinbKkn
MikpobionoriyHe
TECTYBaHHS);
Mepkne M'M6X,
HimeuyuunHa (gossin
Ha BuUnyck cepii);
Mepkne M'M6X,
HimeuwunHa
(nepBWHHa Ta
BTOPWHHA yMaKoBka,
KOHTpOIb cepii)
27. | BETATICTUH | Tabnetku no 16 wr, TOB "TeBa YkpaiHa KataneHT [xepmaHi HimeuunHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/7806/01/02
-TEBA no 10 Tabnetok y YkpaiHa" LWopHaopd Mv6X, 3MiHu | TMny - 3MiHK Wopo 6esnekn/edeKTUBHOCTI Ta peuernmom

Gnictepi; no 3
Gnictepu y
KapPTOHHI kopooLyi

Hime4unHa
(BMPOBHMLTBO
Hepo3dacoBaHoi
npoaykuii, KOHTPOnb
cepii (okpim
MikpobionoriyHoro
TecTyBaHHs); BAB
IHcTuTyT TirieHn Ta
3abesnevyeHHs
AxocTi TMBX,
HimevunHa
(koHTpOMb cepii
(Tinbkn
MikpobionoriyHe
TECTyBaHHS);
Mepkne 'mM6X,

dapmakoHarnsay (iHwWi 3MiHKW) - OHOBMNEHHS TEKCTY
MapKyBaHHS yrakoBKW fikapcbkoro 3acoby 3 BHECEHHAM
iHpopmaLii LWoao 3a3Ha4YeHHs1 OAMHUL BUMIPIOBaHHS y
cuctemi Sl. BHeceHHs 3MiH go po3giny “MapkyBaHHa” MKA J13;
3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBepaxeHoro
TEKCTY MapKyBaHHS. TepMiH BBe4EHHS 3MiH - NPOTArom 6
MicsUIB NiCNsi 3aTBEPLKEHHS.




ITpooBxkeHHs 1oAaTKa 3

KataneHT [ xepmaHi
LLopHaopd MGX,
HimeuunHa
(BMPOBHMLTBO
Hepo3dacoBaHoi
npoAayKuii, KOHTPOnb
cepii (okpim
MikpobionoriyHoro
TECTYBaHHS1):
Mepkne M'M6X,
HimeuyuunHa (gossin
Ha BuUnyck cepii);
Mepkne M'M6X,
HimeyunHa
(nepBWHHa Ta
BTOPWHHA YMaKoBKa,
KOHTpOIb cepii);
BAB IHCTUTYT lirieHn
Ta 3abe3neyeHHs
AkocTi MTMBX,
Hime4unHa
(koHTpOnb cepii
(TinbkM
MikpobionoriyHe
TeCTyBaHHs Ansl
BMPOGHMKa
Hepo3dacoBaHoi
npoaykuii KataneHt
[xepmaHi
WopHaopd M6X);
€BpodiHC
Bio®apma
TecTyBaHHSA
MpoaykTiB MioHXeH

'mM6X, HimeyynHa

MicAUIB NiCNst 3aTBEPAKEHHS.

11
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
HimeuyunHa (nossin
Ha BUNYycK cepii);
Mepkne 'm6X,
HimeyunHa
(nepBuHHa Ta
BTOPWHHA yraKoBKa,
KOHTpOIb cepii)
28. | BETATICTUH | Tabnetku no 24 mr TOB "TeBa YkpaiHa PorTreHpopd ®apma HimeyunHa BHECEHHS 3MiH 1O peecTpaLiH1X maTepianis: 3a UA/7806/01/03
-TEBA no 10 Tabnertok y YkpaiHa" M6X, HimeuunHa 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
6nictepi, no 2 (BMPOBHMLTBO hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
6nictepn y Hepo3adacoBaHoi MapKyBaHHS yNaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
KapPTOHHI kopobui npoaykuii, KOHTPOnb iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
cepii (Okpim cuctemi Sl. BHeceHHs 3miH fo po3giny “MapkyBaHHs” MKA N13;
MikpobionoriyHoro B3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBepaxeHoro
TECTYBaHHS); TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH - NPOTArom 6
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ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
(koHTpOnb cepii
(Tinbkn
MikpobionoriyHe
TEeCTyBaHHSA Ans
BUMPOBHUKa
Hepo3gacoBaHoi
npoayKuii
Pottengopd ®apma
"M6X)
29. | BETAMOA- necapii no 200 wr, TOB Ykpaina TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - be3 UA/13830/01/01
®APMEKC no 7 necapiie y "®APMEKC reyn" 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
6nictepi, no 1 abo 2 reyn" 3MiHW) - BHECEHHS 3MiH A0 po3Ainy "MapkyBaHHs” MKA N3:
GnicTtepn B nayui 3 3anponoHoBaHo: MAPKYBAHHA. BignosigHo ao
KapTOHY 3aTBEPOKEHOro TekcTy MapkyBaHHsi. 3MiHWM BHECEHI B TEKCT
MapKyBaHHS MEepPBUHHOI Ta BTOPUHHOI YNaKoBKM NiKapCbKoro
3acoby oA 3a3HaYeHHs MiXKHapOAHMX NO3Ha4YeHb OANHULIb
BMMIipIOBaHHS
BBeaeHHs1 3MiH NpoTAroM 6-Tu MicAUiB NiCnsa 3aTBepAXeHHS
30. | BIKAINNYTAMI TabneTku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/10546/01/02
O-TEBA NNiBKOBOIO dapmauesTika dapmauesTikan 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
o6onoHkoto, no 150 n lHpacTpis IngacTpis Jita. 3MiHN) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
Mr; o 7 TabneTok y JNita 3acoby 3 BHECEHHsIM iHdopMaLii LLoa0 3a3HavYeHHs1 OaMHULb
GnicTtepi, no 4 BMMiptoBaHHS y cuctemi Sl. BHeceHHsi 3MiH Jo po3giny
Gnictepu B KOpoOLi “MapkyBaHHa” MKA J13: 3atBepaxeHo: MapkyBaHHsi. 3rigHo
abo no 10 Tabnetok TEKCTY, Lo AofaeTbes. 3anpornoHoBaHo: MapkyBaHHs. 3rigHo
y 6nictepi, no 3 3aTBEPAKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBEOEHHS 3MiH:
Gnictepu B kopobui nNpoTAroMm 6 MicsLUiB Nicnsa 3aTBEPAXKEHHS 3MiH.
31. | BIKANIYTAMI TabneTku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/10546/01/01
O-TEBA NNiBKOBOIO dapmauesTika dapmauesTikan 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
obonoHkoto, no 50 n lHgacTpis IHgacTpis NlT4. 3MiHN) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
Mr; no 7 TabneTok y Nto 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEeHHS OQUHULb
GnicTtepi, no 4 BMMIiptoBaHHA y cuctemi Sl. BHeceHHst 3MiH 4o po3giny
Gnictepu B kKOpobUi “MapkyBaHHa” MKA J13: 3aTtBepaxeHo: MapkyBaHHs. 3rigHo
abo no 10 TabneTtok TEKCTY, WO godaeTbes. 3anponoHoBaHo: MapkyBaHHs. 3rigHO
y 6nictepi, no 3 3aTBEpPAXEHOro TeKCTY MapKyBaHHS. TepMiH BBE4EHHS 3MiH:
Gnictepu B kKopobui npoTAroMm 6 MicsaLiB Nicnsa 3aTBEPAXKEHHS 3MiH.
32. | BIOKNOT A® nioginisat Ans TOB YkpaiHa TOB "BIO®PAPMA YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/16249/01/01
PO34MHY OANS iH eKUin "BIO®PAPMA MJNA3SMA", YkpaiHa 3MiHM | TNy - 3amMiHn WwWopo 6e3neku/edekTUBHOCTI Ta peyernmom
no 250 MO, 1 MNA3MA" (BpOBHULTBO, hapmakoHarnagy. BeeaeHHst abo 3aMiHu [0 y3aranbHeHuX
nakoH 3 nepBuHHE AaHnX Npo cuctemy papmakoHarnsgy (BBegeHHs
nioginizatom y nakysaHHs1); TOB y3aranbHeHNX AaHnx npo cuctemy papmakoHarnagy, amiHa
KOMMNMEKTi 3 "BIO®PAPMA yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
PO34MHHMKOM (BOAA MNA3SMA", YkpaiHa dapmakoHarnsigy; KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
ans iv’ekuin) no 5 (BUpPOBHMLTBO, 3asiBHMKa ANA 34iNCHeHHs bapMakoHarnagy B YKpaiHi, AKLWo
Mn y drakoHi; no 1 nepBuHHE Ta BOHa BigMiHHa Bif yNOBHOBa)KeHOi 0cobw, BignosiganesHoi 3a
dnakoHy 3 BTOPVHHE 3AiMCHEHHs hapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)
niocpinisatom Ta no nakyBaHHSl, BUNYCK Ta/abo 3MiHM y po3MilleHHi macTep-carina cuctemm
1 donakoHy 3 cepin); TOB dhapmakoHarnsigy) - 3miHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,




13 IIponosxxenns gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1

PO3YUNHHUKOM pa3oM "BIO®PAPMA BiAMOBiAanNbHOI 3a 3AiNCHEHHA hapMakoHarnsgy:

i3 3acobamu ans MNA3MA", YkpaiHa MponoHoBaHa pepakuis — LLlepbak MapuHa OnekciiBHa. 3miHa

PO3UMHEHHS Ta (KOHTpPOMb AKOCTI) KOHTaKTHUX JaHUX YNOBHOBAaXEHOI 0CObU 3asiBHYMKA,

BBeAEHHs (1 BiANOBiAaNbHOI 3a 34iCHEHHA hapMmakoHarnsay.

dinbTp, 1 Wwnpwuy,

O[IHOPa30BUN 3

rONKO ANs iH'eKUin,

1 kpunbyaTa

iHdpysiiHa cuctema)

y nayui 3 KAPTOHY
33. | BIOKINIOT A® | niodginizat ans TOB YkpaiHa TOB "BIOPAPMA YkpaiHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/16249/01/02

PO34UMHY ANs iH eKuin "BIOGAPMA MNA3MA", YkpaiHa 3MiHu | TMNYy - 3mMiHKn Wwopao 6e3nekn/edekTUBHOCTI Ta peuernmom

no 500 MO 1 MNA3MA" (BpOBHULTBO, dapmakoHarnagy. BeegeHHs abo 3miHu [o y3aranbHeHux

nakoH 3 nepBuUHHE OaHuX Npo cuctemy chapmakoHarnsgy (BBegeHHs

nioginisatom y nakysaHHs1); TOB y3aranbHeHUX faHux Npo cuctemy papmakoHarnagy, amiHa

KOMMNMEKTi 3 "BIO®GAPMA yNoOBHOBaXeHoi 0cobu, BianoBiganbHoI 3a 34iNCHEHHS

PO34MHHMKOM (BOAA MNA3MA", YkpaiHa hapmakoHarnsiay; KOHTaKTHOI ocobu 3 hapMakoHarnsay

anst in’ekuin) no 10 (BUPOGHULTBO, 3asBHMKa ANg 34iNCHEHHA dhapmakoHarnagy B YKpaiHi, SKwo

Mn 'y dprnakoHi; no 1 nepBuHHE Ta BOHa BigMiHHA Bi yNnOBHOBaXeHOi ocobu, BignosigansHoi 3a

dnakoHy 3 BTOPUHHE 3AiNCHeHHs hapmakoHarnsaay (BKNoYaryn KOHTaKTHI AaHi)

nioginisatom Ta no nakyBaHHs1, BUNYCK Ta/abo 3MiHM y po3milLieHHi MacTep-caina cuctemu

1 donakoHy 3 cepint); TOB hapmakoHarnsgy) - 3MiHa ynoBHoOBaXeHOi 0cobu 3asiBHUKA,

PO3YNHHNKOM pPa3oM "BIO®PAPMA Bi4NoBiAanbHOI 3a 34iNCHEHHA bapmakoHarnaay:

i3 3acobamu gns MNA3MA", YkpaiHa MponoHoBaHa pepakuis — LLlep6ak MapuHa OnekciiBHa. 3miHa

PO3YMHEHHS Ta (KOHTpOMb SKOCTI) KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,

BBeAeHHs (1 BiANoBiganbHoI 3a 3aicCHeHHsA bapmakoHarnagy.

dinbTp, 1 Wnpuy,

O[HOpa30BUN 3

rOMnKo AN iH'eKUin,

1 kpunbyarta

iHdpysiiHa cucTema)

y nayui 3 KApTOHY
34. | BIOKNOT A® nioginisat Ans TOB YkpaiHa TOB "BIODAPMA YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx martepianis: 3a UA/16249/01/03

PO34MHY ANs iH eKUin "BIOPAPMA MNA3SMA", YkpaiHa 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernmom

no 1000 MO 1 MNA3SMA" (BpOGHULTBO, hapmakoHarnsgy. BeegeHHs abo amiHu fo y3aranbHeHux

dnakoH 3 nepBuHHE AaHWX Npo cuctemy dapmakoHarnsgy (BBegeHHs

nioginizatom y nakysaHHs1); TOB y3aranbHeHnx AaHnx npo cuctemy papmakoHarnagy, amiHa

KOMMNMEKTi 3 "BIO®PAPMA yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 30iNCHEHHS

PO34MHHMKOM (BOAA MJNA3SMA", YkpaiHa hapMakoHarnsay; KOHTakTHoi ocobu 3 papmakoHarnsgy

ans iv’ekuin) no 10 (BpOBHULTBO, 3asiBHMKa ANA 34iINCHeHHsA bapmakoHarnagy B YKpaiHi, AKwo

Mn y drakoHi; no 1 nepBuHHE Ta BOHa BigMiHHa Bi ynoBHOBaxeHOoi ocobu, BignoBiganbHoi 3a

dnakoHy 3 BTOPVHHE 3AiNCHEHHs hapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)

niocpinisatom Ta no nakyBaHHSl, BUNYCK Ta/abo 3MiHM Y po3MilLeHHi macTep-darina cuctemmn

1 donakoHy 3 cepin); TOB hapmakoHarnsigy) - 3miHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,

PO3YNHHUKOM pa3oM "BIO®PAPMA BiANOBiAaNbHOI 3a 34iNCHEHHA hapmakoHarnsgy:

i3 3acobamu ans
PO3YMHEHHS Ta
BBeAeHHs (1
dinbTp, 1 Wnpuy,
ofHopasoBul 3
ronKow Ans iHeKuin,

MNA3MA", YkpaiHa
(KOHTPOMb AKOCTI)

MponoHoBaHa pegakuisa — LLlepbak MapuHa OnekciiBHa. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOi 0cobu 3asiBHuMKa,
BiANOBiAanNbHOI 3a 34iNCHeHHA hapmakoHarnsgy.




14

ITpooBxkeHHs 1oAaTKa 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

1 kpunbyata
iHdpysiiHa cuctema)
y Nayui 3 KapTOHY

35.

BICONPON®

Tabnetkn no 10 mr;
no 10 Tabnetok y
6nicTtepi; no 2, 3 abo
5 GnicTepiB y nayui

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW)

BHeceHHs 3miH fo po3ainy “MapkyBaHHs” MKA 113:
3arBepaxeHo: MAPKYBAHHA. Bignosigae HagaHoMy TekCTy
MapkyBaHHs. 3anponoHosaHo: MAPKYBAHHA. 3rigHo
3aTBEPAXKEHOro TEKCTY MapKyBaHHs. 3MiHN BHECEHI B TEKCT
MapKyBaHHS yNaKoBKW flikapCbKoro 3acoby LoA0 3a3HayeHHs
MiXXHapOAHUX NO3Ha4YeHb OAVHULE BUMIPOBaHHS. BBeaeHHs
3MiH NpOTArom 6-Tu MicauiB Micnsa 3aTBepAXeHHs. 3MiHu | Tuny
- AgmiHicTpaTuBHi 3mMiHM. 3MiHa HalimeHyBaHHS Ta/abo agpecu
MicLisl MPOBaAXeHHs OisinbHOCTI BUpobHMKa/imnopTepa
roTOBOrO NiKapCbKoro 3aco0y, BKMoYayu AinbHUL BUNYCKY
cepii abo micue NpoBeAEeHHst KOHTPOIIO AKOCTI. (QisNbHICTb, 3a
SIKY BignoBigae BUpoBHUK/iMMoOpTEp, BKNOYaKO4N BUNYCK Cepilt)
3MiHa HallMeHyBaHHs Ta agpecu BUpobHMKa, 6e3 3aMiHu Micust
BMPOOHMLTBA. BBEaeHHS 3MiH NpoTarom 6-Tu micauis nicns
3aTBepaAXeHHs. 3MiHu | Tuny - AaMiHicTpaTMBHI 3MiHWU. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BnacHuUka
peecTpauiiHoro noceigyeHHs) 3miHa HaliMeHyBaHHS Ta
afpecy 3asiBHMKa (BNacHWKa peecTpaLifHoro nocBiaYeHHs)
BBeaeHHs 3MiH NpoTaroM 6-Tu MicAUIB Nicnsa 3aTBEPOKEHHS.

3a
peuernmom

UA/3214/01/02

36.

BICOMNPON®

Tabnetkv no 5 wmr;
no 10 TabneTtok y
GnicTtepi; no 2, 3 abo
5 BnicTepiB y nayui

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny -
3MiHn Wwopo H6esnekn/edekTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW)

BHeceHHs1 3MiH g0 po3gainy “MapkyBaHHa” MKA N3:
3arBepaxeHo: MAPKYBAHHA. Bignosigae HagaHoMy TeKCTy
MapKyBaHHs1. 3anponoHosaHo: MAPKYBAHHA. 3rigHo
3aTBEPAXEHOro TEKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
MapKyBaHHS ynakoBKW fikapCbKoro 3acoby LoA0 3a3Ha4YeHHs
MiXXHapOAHUX NO3Ha4YeHb OAMHWL BUMIPOBaHHS. BBeaeHHs
3MiH NPOTAroM 6-Tn MicAUiB nicnsa 3aTBepAXeHHs. 3MiHn | Tuny
- AgmiHicTpaTuBHi 3mMiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu
MicLa NpoBadXXeHHs OisirbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO NiKapCbKoro 3acoby, BKMOYayu AinbHUL BUNYCKY
cepii abo micLie NpoBEAEHHSI KOHTPOIO AKOCTI. (AisANbHICTb, 3a
sIKy Bignosigae BUpOGHMK/iMNOpTep, BKMHOYaYM BUMYCK Cepilt)
3MiHa HallMeHyBaHHs Ta agpecu BUpobHuka, 6e3 3miHK micus
BMpOGHMUTBA. BBEgeHHs 3miH npoTsirom 6-Tu MicsiliB nicnsi
3aTBepaXeHHs. 3MiHu | Tuny - AOMiHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHMKa (BracHuka
peecTpauinHoro noceig4eHHs1) 3MiHa HaiMeHyBaHHS Ta
agpecu 3asiBHUKa (BNacHUKa peecTpauiiHoro nocBig4eHHs1)
BBegeHHsi 3MiH MpoTAroM 6-Tu MicsUiB Nicns 3aTBEpAXEHHS.

3a
peuernmom

UA/3214/01/01

37.

BICONPON®

TabneTkn no 2,5 wmr;
no 10 TabneTtok y
6nictepi; no 2, 3 abo
5 BnicTepiB y nayui

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MmiHun wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnsay (iHwi
3MiHK)

BHeceHHs1 3MiH go po3giny “MapkyBaHHa” MKA J13:

3a
peuernmom

UA/3214/01/03
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3arBepaxeHo: MAPKYBAHHA. BignoBigae HagaHoMy TEKCTy
MapkyBaHHs. 3anponoHosaHo: MAPKYBAHHA. 3rigHo
3aTBEPAXKEHOro TEKCTY MapKyBaHHs. 3MiHN BHECEHI B TEKCT
MapKyBaHHS yNaKkoBKW flikapCbKoro 3acoby LoA0 3a3HayeHHs
MiXXHapOAHUX NO3HA4YeHb OANHULL BUMIpOBaHHSA. BBeaeHHs
3MiH NpoTArom 6-Tu MicauiB Micnsa 3aTBepAXeHHs. 3MiHu | Tuny
- AgmiHicTpaTuBHi 3mMiHM. 3MiHa HalimeHyBaHHS Ta/abo agpecu
MicLis MPOBaAXeEHHs OisinbHOCTI BUpobHuKa/imnopTepa
roTOBOrO NiKapCbKoro 3aco0y, BKMoYayu AinbHULL BUNYCKY
cepii abo MicLie MpoBeAEHHs1 KOHTPOIO AKOCTI. (AiANbHICTb, 3a
SIKy BiAnosigae BUPOGHMK/iIMNopTep, BKHOYaYM BUMYCK Cepilt)
3MiHa HallMeHyBaHHS Ta agpecy BUpoGHMKa, 6e3 3aMiHu Micusi
BMpOOHMLTBA. BBEaeHHS 3MiH NnpoTarom 6-Tu micauis nicns
3atBepaXeHHs. 3MiHu | Tuny - AaMiHiCTpaTuBHI 3MiHW. 3miHa
HalMeHyBaHHS Ta/abo agpecu 3asiBHUKa (BnacHuUKa
peecTpauiiHoro noceigyeHHs) 3miHa HaliMeHyBaHHs Ta
agpecy 3asiBHUKa (BracHUKa peecTpaLiiHOro nocBig4YeHHs )
BBeAeHHs1 3MiH MpPOTAroM 6-Tu MicsUiB NiCNs 3aTBEpAXEHHS.
38. | BICOMPOJIO TabneTku, BKpUTI TeBa I13painb AT YropwmHa BHECEHHSA 3MiH 0 peecTpaLinHux martepianis: 3a UA/6407/01/01
N-TEBA NNiBKOBOIO dapmauesTika dapmaLeBTUYHUN 3MiHuM | TMNy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peyenmom
obonoHkot, No 5 mr n lHpacTpis 3asop TEBA dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
no 10 Tabnertok y ITA. “MapkyBaHHs” MKA 113; 3anponoHoBaHo: MAPKYBAHHA,
Gnictepi; no 3 3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS. 3MiHU BHECEHI B
6nictepu B TEKCT MapKyBaHHs yNakoBKM fikapcbkoro 3acoby wono
KapTOHHI kopobUi 3a3HaYeHHs1 Mi>XKHAPOA4HUX NO3Ha4YeHb OANHULb BUMIPIOBaHHS.
TepMmiH BBeEHHS 3MiH - NPOTAroM 6 Micsauis nicns
3aTBEPKEHHS.
39. | BICONPOJIO TabneTku, BKpUTI TeBa I13painb AT YroplmHa BHECEHHS 3MiH 4O peecTpaLiiH1ux maTepianis: 3a UA/6407/01/02
N-TEBA NNiBKOBOIO dapmauesTika dapmaueBTU4HUN 3MiHK | TMNYy - 3mMiHKn Wwopo 6eanekn/edekTUBHOCTI Ta peuernmom
obonoHkoto, no 10 n lHgacTpis 3aBop TEBA, hapmakoHarnagy (iHwi 3mMiHW) - BHECEHHS 3MiH A0 po3ainy
mr no 10 TabneTok y Jita. YropwmHa “MapkyBaHHa” MKA J13; 3anponoHosaHo: MAPKYBAHHA,
Gnictepi; no 3 3riAHO 3aTBEPAXEHOro TEeKCTY MapKyBaHHS. 3MiHU BHECEHI B
6nictepu B TEKCT MapKyBaHHs1 yNakoBKM fikapcbkoro 3acoby Loao
KapTOHHI kopobLi 3a3Ha4YeHHs1 Mi>XKHAPOA4HUX NO3HaYeHb OANHMWLb BUMIPIOBAHHS.
TepMiH BBeEHHS 3MiH - NPOTAroM 6 Micsauis nicns
3aTBEPAKEHHS.
40. | BJIOKMAKC cycneHsisi opasbHa ANKANOIO ALl |Pecny6nika AJTKAINOIO AL Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepianis: 6e3 UA/17749/01/01
Ona OITen 100mr/5 mn, no 100 Ckon'e MiBHiYHa Ckon'e MakenoHis 3MiHM | TNy - 3MiHK 3 skocTi. [oToBMIA Nikapcbkuii 3aci6. peuyenma
Mn y drakoHi, no 1 MakepnoHis KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTopax
dnakoHy 3 MipHUM BMNPOGYBaHHsI rOTOBOrO fikapcbKkoro 3acoby (iHLWi 3aMiHW y
LnpuLom B MeToAax BunNpobyBaHb (BkMoYaoum 3amiHy abo
KapPTOHHI kopooLyi OOMOBHEHHS)); METOIO AaHMX 3MiH € 3aTBEpPOXKEHHS
NponoHoBaHOro HoBoro metoay BEPX ansa BuaHaveHHs
nokasHuka «CynyTHi JOMILLKM» Ta 3aMiHi yke 3aTBepaKeHOi
BepCii, KpUTEPii NPUAHATHOCTI 3anuweHi 6e3 3miH.
41. | BOPHA NOPOLLOK MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx martepianis: be3 UA/8303/01/01
KUCINOTA Kpuctaniyium no 10 dapmaueBTny dapmauyeBTMyHa 3MiHu | TUny - 3MiHM Wopao 6e3nekv/edeKkTMBHOCTI Ta peuyenma
I y KOHTenHepax abo Ha dabpuka abpuka "Biona" apmakoHarnsagy (iHwi 3miHK) - 3amiHa po3ainy «I"padivHoro
y 6aHkax; no 10 r "Biona" ocbopMneHHs1 ynakoBkvu» Ha po3ain «MapkyBaHHs» B MKA J13:

abono30ry
nakerax

3anponoHoBaHo: MAPKYBAHHA BignosigHo go
3aTBEPAXEHOr0 TEKCTY MapKyBaHHs.




16 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
OHOBMEHHS TEKCTY MapKyBaHHS NMEPBUHHOI Ta BTOPUHHOI
YNaKoBKU fikapCbKoro 3acoby i3 3a3Ha4YeHHAM MiXKHapOAHUX
no3HayYeHb OAVHULL BUMipOBaHHA. BBeAeHHS 3MiH NpoTArom
6-TV MicAUIB NicNa 3aTBEPAXEHHS.
42. | BPEKCIH® Tabnetku no 20 wmr, K'esi AscTpis K'esi ®apmaveyTuui ITanisa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/4636/01/01
no 10 Tabnetok y dapmac'toTike C.n.A, Itanis 3MiHu | TMNY - 3mMiHKn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 1, 2 abo n3 m6X (BMPOBHMLTBO in hapmakoHarnagy (iHwi 3miHn) — 3amiHa p. «[padiyHe
3 bnictepn B nayui 3 bulk, nepeuHHe Ta 300paXeHHs1 ynakoBKku» Ha p. «MapKyBaHHs»,
KapTOHY BTOPWHHE 3anponoHoBaHo: MapkyBaHHs BignosigHo fo 3aTBepaXeHoro
nakyBaHHS, TEKCTY MapKyBaHHsi. OHOBMEHHSI TEKCTY MapKyBaHHS yNakoBKU
KOHTPOfb Ta BUMYCK nikapcbkoro 3acoby 3 BHeCEeHHAM iHcpopMaLii Wwoao
cepii); K'esi 3a3Ha4YeHHs1 OQMHULb BUMIPIOBaHHs Yy cucteMi Sl. BBegeHHst
dapmaueyTumui 3MiH NPOTArom 6 mMicauiB nicna 3aTBepPOXEHHS
C.n.A,, Itanis
(KOHTpOMb Ta BUMYCK
cepii)
43. | BPOHXONIT TabneTku, BKpUTI AT Ykpaina Brpo6HuuTBO Bonrapis/ BHECEHHS 3MiH O peecTpaLinHux martepianis: 3MiHu | Tuny - 6e3 UA/3119/01/01
WH TAB obonoHkoto, no 10 "BITAMIHWL" Hepo3sdacoBaHol Ykpainun 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay. peuenma
Mmr, no 20 TabneTok NPOoAYKLii, NnepBUHHA BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO cUcTemy
y 6nictepi; no 1 ynakoBka abo hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
6nictepy B nayui BMPOBHMLTBO 3a cucTemy cbapmakoHarnsiay, 3miHa yrnoBHOBaXeHoi ocobu,
NOBHUM LMKIOM: BiANoBiAanbHOI 3a 34iMCHEHHS dhapMaKoHarnsaay; KOHTaKTHOI
AT "Cochapma”, ocobu 3 hapmakoHarnsgy 3asaBHUKa oNns 30iMCHEHHSI
Bonrapis; hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
BTopuHHa ynakoBka, YyNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
[003BiN Ha BUMYCK hapmakoHarnagy (Bknoyar4m KOHTaKkTHi AaHi) Ta/abo 3miHu y
cepii: po3MilleHHi MacTep-dhaiina cuctemu dapmakoHarnsgy) -
AT "BITAMIHWL", 3MiHM [0 y3aranbHEeHUX 4aHux Npo cuctemy papMmakoHarnagy
YkpaiHa (BKIMIOYAKOUM KOHTaKTHI AaHi) Ta 3MiHW Y pO3MiLLLeHHi macTep-
anna cuctemn dbapMakoHarnagy y 3s’a3Ky 3i 3MiHOO TUMy
ToBapwucTBa BignosiaHo fo 3Y «[Mpo akuioHepHi ToBapmcTBa»
Ta 3MiHOI0 HalMeHYBaHHS BYNuLi BiANoOBIgHO A0 3aKOHY
Ykpainu «po 3acyaKeHHs1 KOMYHICTUYHOrO Ta HauioHan-
couianicTUYHOro (HauMCTCbKOro) ToTasniTapHoro pexumis Ta
3abopoHyY nponaraHau iXHbOi CUMBOTIKU» Ta PiLLEHHS]
MiCLIeBOro OopraHy camoBpsgayBaHHs. 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu
MicLa NpoBadXXeHHs OisirbHOCTI BUpobHMKa/imnopTepa
rOTOBOrO NiKapCbKoro 3acoby, BKMOYayu AinbHUL BUNYCKY
cepii abo micLie NpoBeAEHHsS1 KOHTPOIO SKOCTI. (AiSNbHICTb, 32
sIKy Bignosigae BUpOGHMK/iMNopTep, BKHOYaYM BUMYCK CEPilt)
- 3MiHa HallMeHyBaHHs Ta agpecu BupobHuka M3
BiANOBiAANbHOrO 3a BTOPUHHY YNaKOBKY, A03BIiN Ha BUNYCK
cepii, 6e3 3mMiHM Micust BUpoOHMLTBa. BBEaEHHSA 3MiH
npoTarom 6-Tu micsAuis nicns 3aTBepAXeHHs. 3MiHu | Tuny -
AaMiHicTpaTyBHI 3MiHU. 3MiHa HavimeHyBaHHA Ta/abo agpecun
3asiBHMKa (BnacHWKa peecTpauiinHoro noceigveHHst) - 3miHa
HalMeHyBaHHS Ta agpecwu 3asiBHVKa. BBegeHHs 3mMiH npoTarom
6-TW MicsALIB Nicns 3aTBEPAKEHHS.
44. | BPOHXONIT Tabnetku, BKpUTI AT Ykpaina BupobHuutso Bonrapis/ BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny - be3 UA/3119/01/02
WH TAB obonoHkoto, no 40 "BITAMIHN" Hepo3dacoBaHoi Ykpainu 3miHun wopno 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuenma
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Ymosu

Homep

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

sionycky

peecmpauyitiHo2o
noceid4yeHHs1

mr, no 20 TabneTok
y bnictepi; no 1
6nictepy B navui

NpoAyKuUii, NepBnHHa
ynakoBka abo
BMPOBHMLTBO 3a
MOBHVM LIMKITOM:
AT "Codchapma”,
Bonrapis;
BTopuHHa ynakoBka,
[003BiN Ha BUMYCK
cepii:

AT "BITAMIHW",
YkpaiHa

BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHWX NPO cUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cuctemy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 34iCHEHHA bapMakoHarnaay; KOHTaKTHoI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANns 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoYadm KOHTaKTHI AaHi) Ta/abo 3MiHM y
po3MmiLLeHHI MmacTep-darina cuctemu papMmakoHarnsgy) -
3MiHM [0 y3aranbHEeHUX AaHux Npo cucTemy papmakoHarnagy
(BKIMIOYAKOYM KOHTaKTHI AaHi) Ta 3MiHW Y pO3MilLLeHHi macTep-
(panna cuctemun hapMakoHarnagy y 3B’s3ky 3i 3MiHOW TUny
ToBapwucTBa BignoeiaHo 8o 3Y «[po akuioHepHi ToBapucTBa»
Ta 3MiHOI HaiMeHYBaHHS BYNuLi BiANOBIOHO A0 3aKOHY
YkpaiHu «[po 3acyaXeHHst KOMYHICTUYHOrO Ta HauioHar-
couianicTUYHOro (HaLMCTCbKOro) ToTaniTapHoro pexumie Ta
3ab60poHy nNponaraHan iXHbOi CUMBOIKUY Ta PiLLEHHsI
MiCLLeBOro opraHy camoBpsiayBaHHs. 3MiHu | Tuny -
ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu
MicLs NpoBaXeHHs OisinbHOCTI BUpobHMKa/imnopTepa
roTOBOrO NikapCcbKoro 3aco0y, BKMoYayu AinbHUL BUNYCKY
cepii abo micue NpoBeAEeHHsI KOHTPOIMIO SKOCTI. (AisNbHICTb, 3a
SIKy BignoBigae BUpOBHUK/iMNopTep, BKNOYaK4M BUNYCK cepilt)
- 3miHa HaliMeHyBaHHS Ta agpecu BUpoGHuka M3
BiANOBiAaNbHOrO 3a BTOPUHHY YNaKOBKY, A03BIiN Ha BUMYCK
cepii, 6e3 3MiHM Micusa BUpOOHULTBA. BBEaEHHs 3MiH
npoTarom 6-Tu micsauiB nicns 3aTBepAXeHHs. 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHK. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpauiiHoro nocsigyeHHs) - 3miHa
HalMeHyBaHHS Ta agpecu 3asiBHUKa. BBegeHHs 3mMiH npoTarom
6-TW MiCAUIB NicNsA 3aTBEPLAKEHHS.

UA/12631/01/01

45.

BPOHXONIT
NH TAB

TabneTku, BKpUTI
obonoHkoto, no 10
mr, in bulk Ne 4320:
no 20 Tabnetok y
Gnictepi; no 216
GnictepiB y
noninponineHosin
KopobLi

AT
"BITAMIHN"

YkpaiHa

AT "Codapma"

Bonrapis

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YyNoBHOBaXeHOi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
hapMmakoHarnagy (BKnYa4ym KOHTaKTHi AaHi) Ta/abo 3miHu y
po3milleHHi macTep-danna cuctemm papmakoHarnsgy) -
3MiHM [0 y3aranbHeHWX 4aHnx Npo cuctemy hapmakoHarnagy
(BKMOYAIOYM KOHTaKTHi AaHi) Ta 3MiHW y po3MilLleHHi macTep-
anna cuctemun dbapMakoHarnagy y 3s8’a3ky 3i 3MiHOW Tuny
ToBapucTBa BignosigHo 0o 3Y «[Mpo akuioHepHi ToBapucTea»
Ta 3MiHOI0 HaMeHYBaHHs ByNnuLi BignoBigHO A0 3aKOHY
Ykpainm «[po 3acymKeHHs1 KOMYHICTUYHOrO Ta HauioHan-
couianicTUYHOro (HaLMCTCbKOro) ToTaniTapHoro pexumMie Ta
3abopoHy nponaraHam iXHbOi CUMBORMIKM» Ta PiLLEeHHS

MiCLIeBOro opraHy camoBpsiayBaHHs. 3MiHu | Tuny -




18 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
ApamiHicTpaTuBHi 3miHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu
3asBHVKa (BMacHWKa peecTpauliiHoro noceigyYeHHs) - 3miHa
HalilMeHyBaHHS Ta agpecy 3asiBHVKa. BBegeHHs 3mMiH npoTarom
6-TV MicAUIB NicNa 3aTBEPAXEHHS.
46. | BPOHXONIT Tabnetku, BKpUTI AT YkpaiHa AT "Codpapma” Bonrapis BHECEHHS 3MiH 40 peecTpauiHux martepianis: 3miHu | Tuny - - UA/12631/01/02
UH TAB obonoHkoto, no 40 "BITAMIHWL" 3MiHn Wwopo 6esnekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
mr, in bulk Ne4080: BBeneHHst abo 3mMiHM [0 y3aranbHeHUX AaHUX NPO CUCTeMyY
no 20 Tabnetok y papmakoHarnsigy (BBeAeHHs y3aranbHeHUX SaHWX Npo
6nictepi; no 204 cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXeHOi ocobu,
Gnictepn y BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
noninponineHosin ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
KopobLi hapmakoHarnsigy B YkpaiHi, KLWo BOHa BiAMIHHA Bif
yNOBHOBaXKeHOi 0cobu, BianoBiaanbHOI 3a 3AiACHEHHSI
(hapmakoHarnsay (BKoyady KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmiLLeHHI MmacTep-darina cuctemu papmakoHarnsgy) -
3MiHM A0 y3aranbHeHMX faHuX Npo cuctemy dapmakoHarnsay
(BKIMIOYAKOYM KOHTaKTHI AaHi) Ta 3MiHW Y pO3MiLLLeHHi macTep-
dhavina cuctemmn dbapmakoHarnsify y 3B’a3Ky 3i 3MiHOI Tuny
ToBapwucTBa BignosiaHo fo 3Y «[Mpo akuioHepHi ToBapucTBay
Ta 3MiHOI HalMeHYBaHHS BYNuLi BiANOBIOHO A0 3aKOHY
Ykpainu «po 3acymKeHHs1 KOMYHICTUYHOro Ta HauioHan-
couianicTUYHOro (HaLMCTCbKOro) ToTaniTapHoro pexumie Ta
3ab0poHy NponaraHan iXHbOi CUMBOSIKMY Ta PiLLEHHS
MiCLLeBOro OpraHy camoBpsayBaHHs. 3MiHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BnacHWKa peecTpauiiHoro nocsigyeHHs) - 3miHa
HalMeHyBaHHS Ta agpecu 3asiBHUKa. BBegeHHs 3MiH npoTarom
6-TV MicALIB NiCNsA 3aTBEPAKEHHS.
47. | BPOHXOCTO | nactunku no 59,5 mr | Keisga ®apma ABCTpIa Bongep HimeuunHa BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis: 6e3 UA/9915/01/01
ne no 10 nacTunok y M6X ApsHeimitten M6X ABCTpisi 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenma
NACTUITKA 6nictepi; no 2 & Ko.KT", HimeudnHa hapmakoHarnagy (iHwi 3MiHu) - 3MiHN BHECEHI B TEKCT
Gnictepn y (BpOGHULTBO, MapKyBaHHS ynakoBKW fikapCbKoro 3acoby LoA0 3a3HayYeHHs
KapTOHHI kopobui 3 KOHTPOJSb SKOCTI, Mi>)KHapOAHWMX NO3HAYeHb OAMHULE BUMIptOBaHHA. BHeCeHHS
MapKyBaHHAM nepBuHHE Ta 3MiH Ao posginy «MapkysaHHs» MKA J13: 3anponoHoBaHo:
YKPaiHCbKOK MOBOIO BTOPVHHE TekcT mapkyBaHHS. 3rigHO 3aTBEPAXEHOr0 TEKCTY
nakyBaHHs1); Keizga MapKyBaHHs1. BBeAeHHs 3MiH npoTArom 6-tu micauis nicns
dapma Nv6X, 3aTBepPAKEHHS.
ABcCTpis (Bunyck
cepin)
48. | BASAP TabneTku, BKpUTI TOB "TeBa YkpaiHa Axtasic 1T, Bonrapis BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/5463/01/01
NniBKOBOO Ykpaina" ManbTa; ManbTa 3MiHu | Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHoOCTI/lE- peyernmom
06oroHkoto, no 40 BankaHdapma- cepTudikar BignoBiaHOCTI €BpoNenchKin
mr no 10 TabneTok y OynHvua AT apmakonei/moHorpadii. NogaHHs HOBOro abo OHOBMEHOroO

6nictepi, no 3 abo 9
bnictepiB y
KapPTOHHIN Kopobui

cepTudikaTa BignosigHoCTi abo BUnyyYeHHst cepTudikaTa
BignoBigHOCTI €Bponeicbkii hapmakonei: ans A®l; ona
BMXiZHOro Matepiany/peareHTy/NPOMiDKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCH Y BUPOOHULTBI ADI; Ans AONOMiDKHOT
pevyoBMHU (CepTrdikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - OHOBNeHW cepTudikaT Bif yxe
3aTBEepAXEeHOro BUPObHUKa -
nogaHHsa oHosneHoro CEP R1-CEP 2012-338-Rev 00
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Homep
peecmpauyitiHo2o
noceid4yeHHs1

(nonepepnns Bepcia CEP RO-CEP 2012-338-Rev 02) ans
Ailo40i pevyoBMHN BancapTaH Bif 3aTBepAXeHOro BUpobHMKa
“DIVI'S LABORATORIES LIMITED — UNIT II”, IHgis; 3minHu |

TMny - 3MiHun 3 gkocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneumgikauin Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHuX y cneumdikauiax Ha A®I, abo
BUXIQHWA/NPOMDKHWUIA MPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS
y npoteci BupobHuutea APl (qogaBaHHs abo 3amiHa (3a
BMHSATKOM aKTMBHOI pe4oBuHM BionoriyHoro abo
iMyHONOriYHOro NOXOAXKEHHS) NapameTpa creumdikaLii 3
BiANOBIAHMM MeTOAOM BMMPOGYBaHHS 3a pe3ynbTatamu
pocnigxeHb 3 6e3nekn abo SKOCTi) - AogaBaHHA 40

cneundikauii A®| KOHTPOI reHOTOKCUYHMX AoMiLok N-
HiTpo3oamnbyTunamii (NDBA) Ta N-HiTpozomeTundeHinamix

(NMPA) 3 BignoBigHNMM MeXaMm Ta KOHTPOIeM SIKOCTI

49.

BA3AP

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 80
mr no 10 TabneTok y
Gnictepi, no 3 abo 9
GnictepiB y
KapTOHHi KopobLi

TOB "TeBa
YkpaiHa"

Ykpaina

Axtasic JIT[,
ManbTa;
BankaHdapma-
OynHuua AT

Bonrapis
ManbTta

BHECEHHS 3MiH O peecTpaLiH1X maTepianis:
3MiHM | TNy - 3miHmn 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BPONENChKin
hapmakonei/moHorpadii. lMogaHHa HOBOro abo oHOBNEHOro
cepTudikaTta BignosigHocTi abo BUNy4YeHHs cepTudikata
BignoBigHOCTI €Bponelickkin hapmakonei: gns Adl; ans
BUXiQHOrO MaTepiany/peareHTy/npoMi>KHOro NpoaykTy, Lo
BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons LonoMidkHOT
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - OHoBREeHU cepTudikar Bif yxe
3aTBEpPAXKEHOro BUPOBHWMKA -
nogaHHs oHoeneHoro CEP R1-CEP 2012-338-Rev 00
(nonepepaHs Bepcis CEP RO-CEP 2012-338-Rev 02) ans
nitoYoi pevyoBMHN BarcapTaH Bif 3aTBeEpAXeHOro BUpobHMKa
“DIVI'S LABORATORIES LIMITED — UNIT II”, IHgis; 3miHu |
TMNYy - 3MiHK 3 aKkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax crneumdikauin Ta/abo 4ONyCTUMUX MEX,
BM3HaYeHuX y cneumdikauiax Ha A®l, abo
BUXiOHWA/NPOMIDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea APl (qogaBaHHst abo 3amiHa (3a
BMHSITKOM aKTUBHOI pe4oBuHM GionoriyHoro abo
iMyHOMOriYHOro NOXOMAXEHHS) NapameTpa cneundikauii 3
BiANOBIAHMM MeTOoAOM BUMNPOOYBaHHS 3a pe3ynbTatamu
pocnigxeHb 3 6e3nekn abo SKoCTi) - AoAaBaHHs [0
cneuunadikauii AQ| KOHTPOK rEeHOTOKCUYHUX JOMILLOK N-
HiTpo3oambyTunamii (NDBA) Ta N-HiTpo3omeTundeHinamiy
(NMPA) 3 BignoBigHMMN MexXamMu Ta KOHTPOSEM SIKOCTi

3a
peuenmom

UA/5463/01/02

50.

BA3AP

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, no 160
mr no 10 TabneTok y
6nictepi, no 3 abo 9
bnictepiB y
KapPTOHHIN Kopobui

TOB "TeBa
Ykpaina"

YkpaiHa

Aktasic NTN,
ManbTa;
BankaHdapma-
OynHnua AT

Bonrapis
ManbTa

BHECEHHS 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | TNy - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/lE-
cepTudikar BignoBiaHOCTI €BponNenchKin
apmakonei/moHorpadii. NogaHHs HOBOro abo OHOBMEHOTO
cepTudikaTa BignoBigHoCTi abo Buny4eHHs cepTudikara
BigNoBigHOCTI €Bponeicbki hapmakonei: ans A®l; ona
BMXiZHOrO Matepiany/peareHTy/NPOMiDKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCH Yy BUpOOHULTBI ADI; Ans AONOMiKHOT
pevoBMHU (CepTMdiKaT BignoBigHOCTi EBponenchkin

3a
peuenmom

UA/5463/01/03
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

dapmakonei) - OHOBREHU cepTudikat Bif yxe
3aTBEpPAXKEHOro BUPOOHWKA -
nogaHHs oHoeneHoro CEP R1-CEP 2012-338-Rev 00
(nonepepHsi Bepcis CEP RO-CEP 2012-338-Rev 02) ansi
Ailo40i pevyoBMHN BancapTaH Bif 3aTBepAXeHOro BUpobHMKa
“DIVI'S LABORATORIES LIMITED — UNIT II”, IHgis; 3minHu |
TUny - 3MiHun 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneumdgikauin Ta/abo 4ONYCTUMUX MEX,
BM3HaYeHuX y crneumdikauisx Ha A®l, abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npoteci BupobHuutea APl (qogaBaHHs abo 3amiHa (3a
BMHSATKOM aKTMBHOI pe4oBuHM BionoriyHoro abo
iMYHONOriYHOro NOXOAXKEHHS) NapameTpa creumdikauii 3
BiANOBIAHMM MeTOAOM BMMPOGYBaHHS 3a pe3ynbTatamu
pocnigxeHb 3 6e3nekn abo AKOCTi) - AogaBaHHA 40
cneyundikauii AD| KOHTPOK reHOTOKCUYHUX JOMILLOK N-
HiTpo3oamnbytunamin (NDBA) Ta N-HiTpozomeTnndeHinamiu
(NMPA) 3 BignoBigHMMM MeXamMu Ta KOHTPOMNeM SIKOCTI

51.

BA3AP

TabneTku, BKpUTI
NniBKOBOO
o6onoHkoto, no 320
mr no 10 TabneTok y
Gnictepi, no 3 abo 9
GnictepiB y
KapTOHHI kopobUi

TOB "TeBa
YkpaiHa"

Ykpaina

AxTasic JIT[,
ManbTa;
BankaHdapma-
OynHuua AT

Bonrapis
ManbTta

BHECEHHS 3MiH O peecTpaLiH1X maTepianis:
3MiHM | Tuny - 3miHmn 3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BPONENnCchKin
hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBNEHOro
cepTudgikaTa BignoBigHocTi abo BUNy4YeHHst cepTudgikata
BignosigHOCTI €Bponelicbkint papmakonei: gna Adl; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro NpoaykTy, Lo
BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons AonoMibkHOT
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
apmakonei) - OHoBReHuUii cepTudikat Bif yxe
3aTBEPAXKEHOro BUPOBHWMKA -
noaaHHsa oHosneHoro CEP R1-CEP 2012-338-Rev 00
(nonepepHs Bepcis CEP RO-CEP 2012-338-Rev 02) ans
njitoYoi pevyoBMHN BaricapTaH Bif 3aTBepAXeHOro BUpobHuka
“DIVI'S LABORATORIES LIMITED — UNIT II”, IHgis; 3miHu |
TMNYy - 3MiHK 3 aKkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax crneumdikadinn Ta/abo 4onyCTUMUX MEX,
BM3HaYeHuX y crneumndikauisx Ha A®l, abo
BUXiAHWA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuutea APl (qogaBaHHst abo 3amiHa (3a
BMHSITKOM aKTUBHOI pe4oBUHYK GionoriyHoro abo
iMyHOMOriYHOIro NOXOMAXEHHS) NapameTpa cneundikauii 3
BiANOBIAHMM MeTOoAOM BMMNPOGYBaHHS 3a pe3ynbTatamu
pocnigxeHb 3 6e3nekun abo SKoCTi) - AoAaBaHHs [0
cneuundikauii AQ| KOHTPOK rEeHOTOKCUYHUX JOMILLOK N-
HiTpo3oambyTunamid (NDBA) Ta N-HiTpo3omeTundeHinamin
(NMPA) 3 BignoBigHUMU MeXaMn Ta KOHTPONeM AKOCTI

3a
peuernmom

UA/5463/01/04

52.

BAJEPIAHU
HACTOMKA

HacTonka no 25 mny
cnakoHax

MNPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MmiHun wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnsay (iHwi
3MiHW) - 3MiHWN BHECEHi B TEKCT MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby WwoA0 3a3Ha4YeHHS MiDKHapOAHMUX
no3Ha4yeHb OOQMHULL BUMipOBaHHSA. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsuiB nicns 3aTBepaXKeHHS.

be3
peuenma

UA/8139/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
53. | BAnigon- Tabnetku no 60 mr AT YkpaiHa AT "Jly6Hndpapm" Ykpaina BHECEHHS 3MiH 40 PeecTpaLiHux Martepianis: 6es UA/4697/01/01
NYBHU®APM | no 6 a6o 10 "Ny6Hucpapm” 3MiHu | TMNY - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3miHn | peyernma
TabneTtok y y BUpO6HMLTBI. 3MiHa po3mipy cepii (BkMtoYao4m giana3oH
6nictepax po3Mipy cepii) roToBoro fnikapcekoro 3acoby (36inbLueHHs 4o
10 pasiB NOpiBHAHO i3 3aTBEPAXEHVNM PO3MIPOM) - 36iNbLUEHHS
po3Mipy npomucnoBoi cepii [litova penakuisa Posmip cepii: Big
66,20 kr go 67,32 kr abo Big 8,600 T. wT. o 9,350 T. wt. Ne6
Bia 5,150 1. wt. oo 5,600 1. wt. Ne 10 MNMponoHoBaHa pegakuis
Poswmip cepii: Big 198,60 kr go 202,50 kr abo Big 25,800 T. wWrT.
00 28,125 1. wr. Ne6 Big 15,450 T. wt. 0o 16,855 7. wr. Ne 10
54. | BANICKIH mMasb 40 % no50ry MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 6e3 UA/13205/01/01
Ty6i; no 1 Ty6i B "®OITOPAPM" 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
nayui 3 KapToHy 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
nikapcbKoro 3acoby LoAo 3a3Ha4YeHHS MiXXHapOaHWX
no3Ha4yeHb OAMHULL BUMIpHOBaHHA. TepMiH BBEAEHHS 3MiH -
nNpoTAroMm 6 MicsLiB Nicnsa 3aTBEPXKEHHS.
55. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa Axtasic JIT[, ManbTa/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/8900/01/01
H-TEBA NNiBKOBOIO Ykpaina» ManbTa; Bonrapis ApamiHicTpaTuBHi 3MiHW. 3miHa Ha3BwM nikapcbkoro 3acoby - peuernmom
o6onoHkoto, no 320 BankaHdapma- 3MiHM BHeceHi woao Ha3eu J13. 3aTBepaxeHo: BASAP H
mr/12,5 mr; no 10 OynHuus AT, (VAZAR H) 3anponoHoBaHo: BancaptaH H-TeBa (Valsartan H-
Tabnetok y bnicTtepi; Bonrapis Teva) (BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
no 3 abo 9 6nictepis 3aTBEPAKEHHS)
Y KapTOHHI kopobui
56. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa Axtasic [1T[, ManbTta/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/5743/01/02
H-TEBA NniBKOBOO YkpaiHa» ManbTa; Bonrapia AaMiHicTpaTMBHI 3MiHK. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuernmom
o6ornoHkoto, no 160 BankaHdapma- 3MiHN BHeceHi wopao Ha3eu J13. 3aTBepaxeHo: BASAP H
mr/25 mr, no 10 Oynuuus AT, (VAZAR H) 3anponoHoBaHo: BancaptaH H-Tesa (Valsartan H-
TabneTok y GnicTepi; Bonrapia Teva) (BeeaeHHs 3miH npoTarom 6-t1 Micauis nicns
no 3 a6o 9 bnictepis 3aTBEPAKEHHS)
Y KapTOHHI kopobui
57. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa AxTtasic [1T[, ManbTta/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHn | Tuny - 3a UA/5743/01/01
H-TEBA NniBKOBOO Ykpaina» ManbTa; Bonrapis AamiHicTpaTuBHi 3mMiHW. 3miHa Ha3BwW nikapcbkoro 3acoby - peuernmom
o6oroHkoto, no 80 BankaHdapma- 3MiHW BHeceHi wopao Haseu J13. 3atesepaxeHo: BASAP H
mr/12,5mr, no 10 Oynuuus AT, (VAZAR H) 3anponoHoBaHo: BancaptaH H-Tesa (Valsartan H-
Tabnetok y bnicTepi; Bonrapis Teva) (BBeaeHHst amiH npoTsarom 6-Tu Micsuis nicns
no 3 a6o 9 bnictepis 3aTBEPAKEHHS)
Y KapTOHHIl kopobui
58. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa Axtasic 1T, ManbTa/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3mMiHu | Tuny - 3a UA/5744/01/01
H-TEBA NNiBKOBOIO YkpaiHa» ManbTa; Bonrapis AamiHicTpaTuBHi 3mMiHW. 3miHa Ha3BwM nikapcbkoro 3acoby - peuernmom
obornoHkoto, no 160 BankaHdapma- 3MiHW BHeceHi wopao Ha3eu J13. 3ateepaxeHo: BASAP H
mr/12,5 mr, no 10 OynHuusa AT, (VAZAR H) 3anponoHoBaHo: BancaptaH H-Tesa (Valsartan H-
Tabnetok y bnicTepi; Bonrapis Teva) (BBegeHHs 3MiH NpoTaroM 6-Tu micauiB nicns
no 3 abo 9 Gnictepis 3aTBEepPAXEHHS)
Y KapTOHHIN Kopobui
59. | BAIICAPTAH | Tabnetku, BKpUTI TOB «TeBa YkpaiHa Axtasic 1T/, ManbTa/ BHECEHHS 3MiH [0 peecTpauinHnX Matepianis: 3miHu | Tuny - 3a UA/5744/01/02
H-TEBA NNiBKOBOIO YkpaiHa» ManbTa; Bonrapis AaMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - peuernmom
obonoHkoto, no 320 BankaHdapma- 3MiHW BHeceHi wopao Ha3eu J13. 3aTteepaxeHo: BASAP H
mr/25 mr, no 10 OynHuusa AT, (VAZAR H) 3anponoHoBaHo: BancaptaH H-Tesa (Valsartan H-
TabneTok y bnicTepi; Bonrapis Teva) (BBegeHHs 3MiH npoTaromM 6-Tu micauiB nicns

no 3 abo 9 bnictepis
Y KapTOHHIN Kopobui

3aTBEepPAXEHHS)
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
60. | BANICAPTAH | tabnetku, BkpUTi TOB «TeBa YkpaiHa AxTasic 1T, ManbTta/ BHECEHHS 3MiH 4O peecTpaLliHux martepianis: 3miHu | Tuny - 3a UA/5463/01/02
-TEBA NnNiBKOBOIO YkpaiHa» ManbTa; Bonrapis AamiHicTpaTuBHI 3MiHW. 3miHa Ha3BM nikapcbkoro 3acoby - peuenmom
obonoHkoto, no 80 BankaHdapma- 3MmiHM BHeceHi wopao Hasem J13. 3aTtBepaxeHo: BA3AP
mr, no 10 TabneTok OynHuus AT, (VAZAR) 3anponoHoBaHo: BancaptaH-Tesa (Valsartan-Teva)
y bnictepi, no 3 abo Bonrapis (BBeaeHHs 3MiH NpoTAarom 6-Tu MicsLiB nicns 3aTBepAXKEHHS)
9 bnicTepiB y
KapTOHHI KopobLli
61. | BAIICAPTAH | TabneTku, BKpUTI TOB «TeBa Ykpaina Axtasic JIT, ManbTa/ BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/5463/01/03
-TEBA NNiBKOBOIO YkpaiHa» ManbTa; Bonrapis AamiHicTpaTuBHi 3MiHW. 3MiHa Ha3BwW nikapcbkoro 3acoby - peuernmom
obonoHkoto, no 160 BankaHdapma- 3MmiHM BHeceHi wopao Haseu J13. 3aTtBepaxeHo: BA3AP
mr, no 10 TabneTok OynHuus AT, (VAZAR) 3anponoHoBaHo: BancaptaH-Tesa (Valsartan-Teva)
y 6nictepi, no 3 abo Bonrapis (BBeaeHHs 3MiH NpoTAarom 6-Tu MicsLiB nicnst 3aTBepAXKEHHS)
9 bnicTepiB y
KapTOHHI KopobLi
62. | BAIICAPTAH | TabneTku, BKpUTI TOB «TeBa Ykpaina Axtasic JIT[, ManbTa/ BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/5463/01/04
-TEBA NNiBKOBOIO Ykpaina» ManbTa; Bonrapis AamiHicTpaTuBHi 3MiHW. 3miHa Ha3BwM nikapcbkoro 3acoby - peyernmom
o6onoHkot, no 320 BankaHdapma- 3MiHM BHeceHi wopao Haseu J13. 3atBepaxeHo: BASAP
mr, no 10 TabneTok OynHuus AT, (VAZAR) 3anponoHoBaHo: BancaptaH-Tesa (Valsartan-Teva)
y 6nictepi, no 3 abo Bonrapis (BBeaeHHs 3MiH NpoTArom 6-Tu MicsLiB nicnst 3aTBEpAXKEHHS)
9 G6nicTepiB y
KapTOHHI KopobLi
63. | BAJICAPTAH | TabneTku, BKpUTI TOB «TeBa YkpaiHa Axtasic JIT[, ManbTa/ BHECEHHSA 3MiH 0 peecTpaLinHMx martepianis: 3miHum | Tuny - 3a UA/5463/01/01
-TEBA NniBKOBOO YkpaiHa» ManbTa; Bonrapia AaMiHicTpaTyBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro 3acoby - peuernmom
06oroHkoto, no 40 BankaHdapma- 3MiHM BHeceHi wogno Ha3eu J13. 3aTteepaxeHo: BASAP
mr, no 10 TabneTok OynHuua AT, (VAZAR) 3anponoHoBaHo: BancaprtaH-Tesa (Valsartan-Teva)
y bnictepi, no 3 abo Bonrapia (BBegeHHs 3MiH NpoTarom 6-Tu MicsLiB Nicnsi 3aTBepAXKEHHS)
9 GnicTepiB y
KaPTOHHI kKopobLi
64. | BANbLUUT® TabneTku, BKpUTI . XohdmaHH- |Lsenuapisa BupobHuuTBO Kanapa/ BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/14688/01/01
NNiBKOBOIO Jla Pow 1A, Hepo3dacoBaHoi LLseruapis/ AAMiHiCcTpaTuBHI 3MiHW. BunyyeHHs BUpoBHUYOI OinbHUL peuernmom
06oroHkoto, no 450 LLsenuapis npoaykuii, nepeuHHe HimeuunHa (Bkntoyaroum ainbHuLi anst A®I, npomixxHoro npoaykty abo
Mr; no 60 TabneTok nakyBaHHs, roTOBOro Nikapcbkoro 3acoby, AinbHuULi AN NpoBeAeHHs
y nnsawuyi; no 1 BUNPOGYBaHHsI nakyBaHHsl, BAPOOHMKa, BiANOBiganbHOro 3a BUNYycK cepin,
NAALWLI Y KAPTOHHIN KOHTPOSIO SIKOCTi: MicLe NpoBeAEHHsI KOHTpOrto cepii) abo nocTavanbHWKa
ynakosLi MaTeoH IHK., BMXiQHOrO Matepiany, peareHTy abo [ONOMiXKHOI pe4OBUHM
Kanaga; BTopuHHe (SIKLLIO 3@3HaYeHO Y A0Cbe). BunyyeHHs dyHkuUin BUpobHMUTBa
nakyBaHHS, BUNYCK Ta nogpibHeHHs ans BupobHuka APl BanraHumknosip
cepii: ®.XodhdpmaHH- F.Hoffmann-La Roche Ltd, Switzerland, 3anuwaetbcs dyHKuUis
s Pow JiTAa, KOHTPOItO SIKOCTi. BunyyeHHst BUpOBHMUMX AinbHULL
LLisenuapis; npomixHMx npoaykTie Saurefabrik Schweizerhall, Switzerland
BunpobysaHHs Ta Roche Carolina Inc., USA. BBegeHHs 3MiH npoTaroMm 6-tu
KOHTPOSIO SIKOCTi: MicsUIB NiCNsi 3aTBEPLKEHHS.
Pow ®apma Al',
HimevunHa
65. | BISBUPUH PO34MH ANns iH'eKUin, M-IHBECT Kinp BeHyc Pemegic IHais BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/11272/01/01
20 mr/Mnno 5mny NIMITEL NimiTen 3MiHuM wopno 6e3nekw/edpekTMBHOCTI Ta hapmakoHarnsgy. peuyernmom

cnakoHax Ne 1

BBegeHHst abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cucTemy
hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHuX npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA hbapMakoHarnagy; KOHTaKTHOI
ocobu 3 papmakoHarnsgy 3asBHUKa AN 30iNCHEHHS




23 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
hapmakoHarnaay B YkpaiHi, AKLLO0 BOHA BigMiHHa Bif,
yrNoOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
(hapmakoHarnsiay (BKoYady KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MmiLLEeHHI MmacTep-daiina cuctemu papMmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
30iiCHEHHs hapmakoHarnsaay: giroda pefakuis: Penopyyk
10.B. lwyk Hatanka NeTpiBHa. 3MiHa KOHTAKTHUX AaHUX
yrNOBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
dapmakoHarnsgy
66. | BIHNOLUETHU Tabnetku no 5 wmr, ToBapucTso 3 Ykpaina BCi cTagji YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/1272/02/01
H no 10 Tabnertok y obmexeHoto BMPOBHMLTBA, ApamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo agpecu | peyenmom
Gnictepi, no 3 BiANOBiAANbHi KOHTPOSb SKOCTI, MicLis MPOBaXeHHs OisinbHOCTI BUpobHMKa/imnopTepa
6nictepa B kopobui cTIO BUMYCK Cepii: roTOBOrO NiKapCbKoro 3acoby, BKMOYayu AinbHULL BUNYCKY
"[ocnigHnin ToBapucTso 3 cepii abo micue NpoBeaeHHsI KOHTPOIKO SIKOCTI. (AisNbHICTb, 3a
3asof obmexeHoto SIKY BignoBigae BUpOBHUK/iMMopTep, BKNOYaKO4N BUNYCK Cepilt)
"rHUNC" BiANOBiAanNbHICTIO YTOYHEHHS1 agpecy BUpobHMKa roTOBOrO Nikapcbkoro 3acoby
"[locnigHun 3aBoa ToBapucTBo 3 06mexeHoto BignosiaanbHicTio "OAPMEKC
"THUNCT, FPYN", YkpaiHa 6e3 3amiHn Micusi BUpobHULTBa. BBeaeHHs
YkpaiHa; 3MiH NpoTAroM 3-x MiCALB MiCNa 3aTBEPAKEHHS
BCi cTagji
BMPOOHULTBA,
KOHTPOSb SAKOCTI,
BMNYCK Cepii:
ToBapucTso 3
obmexeHoto
BiANOBiAAnNbHICTIO
"®APMEKC I'Pyn",
YkpaiHa;
BCi cTagiji
BMPOGHMLTBA,
KOHTPOSb SKOCTI,
BUMYCK Cepii:
ToBapucTso 3
obmexeHoto
BiAnoBiganbHicTO
"®apmaueBTuyHa
KOMMaHis
"3popos's",
YkpaiHa
67. | BOBEH3UM TabneTtku MYKOC HimeuunHa MYKOC HimeuunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/2842/01/01
KWLLKOBOPO34MHHI no | ®apma Mm6X i EmynbcioHcresenns 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
20 Tabnetok y Ko. KI wadpTt M6X 3MiHW) - BHECEHHS 3MiH 40 po3ainy «MapkyBaHHs» MKA N3:
6nicTepi; no 2 abo 3anpornoHoBaHo: MapKyBaHHs. 3rigHO 3aTBepOXKEeHOro TEKCTY
10 6nicTepis y MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS YNaKkoBKU
KapTOHHIN Kopobui; nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLlii wono
no 800 TabneTok y 3a3HavYeHHs OAMHWLbL BUMIpIOBaHHS y cuctemi Sl. BBegeHHs
B6aHkax 3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPOXKEHHSA
68. | TATA3OJIIH® | renb HasanbHUi BapLuaBcbkun MonbLa MepaHa ®apma Monblua BHECEHHS 3MiH 4O peecTpauiiH1X maTepianis: be3 UA/0401/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
0,05%,nmo10ry dapmaueBTny AKuioHepHe 3MiHn | Tuny - 3MiHK 3 aKocTi. [oToBMI Nikapcbkui 3aci6. peuenma
bnakoHi 3 Hacocom- HUN 3aBog ToBapucTteo 3MiHM y BUpoBHULTBI. 3MiHa po3Mmipy cepii (BKHoYaum
nosatopom; no 1 Monbda AT Jiana3oH po3mipy cepii) roToBoro nikapcbkoro 3acoby
nakoHy B nauui (36inbweHHs Ao 10 pasiB NOPiBHAHO i3 3aTBEPAXEHVM
KapTOHHIN pO3MipOM) BBEAEHHSI [OAATKOBUX PO3MIpiB cepii roToBoro
nikapcbkoro 3acoby. 3arBepaxeHo: ans gosysaHHsa 0,05% 20
000 ynakoBok no 10 r = 200,0 kr
3anponoHoBaHo: Anst fo3yeaHHsA 0,05% 20 000 ynakoBok no
10 r = 200,0 kr 50 000 ynakosok no 10 r = 500,0 kr
69. | TANA3OJNIH® | renb HasanbHui 0,1 Bapluascbkuii Monbla MepaHa ®apma Monbla BHECEHHSA 3MiH 0 peecTpauinHux marepianis: be3 UA/0401/01/02
%,no010ry hapmaueBTny AkUioHepHe 3MiHu | TUNYy - 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkuii 3acib. peuernma
bnakoHi 3 Hacocom- HUM 3aBog ToBapucTeo 3MiHM y BUpoBHULTBI. 3MiHa po3mipy cepii (BkMoYarum
nosatopom; no 1 Monbda AT JianasoH po3mipy cepii) roToBoro nikapcbkoro 3acoby
nakoHy B nauui (36inbweHHs Ao 10 pasiB NOpiBHSAHO i3 3aTBEPAXEHUM
KapTOHHIN pO3MipoM) BBEAEHHSI [OAATKOBUX PO3MIipiB cepii roToBoro
nikapcbkoro 3acoby. 3aTBepaeHo: ans AosyeaHHs 0,1% 20
000 ynakosok no 10 r = 200,0 kr 100 000 ynakosok no 10 r =
1000,0 kr 3anponoHoBaHo: Ans fo3yeaHHs 0,1% 20 000
ynakosok no 10 r = 200,0 kr 100 000 ynakosok no 10 =
1000,0 kr 200 000 ynakosok no 10 r = 2000,0 kr
70. | FAHUUKNOBI | nioginisat gns TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH 0 peecTpaLinHmMx marepianis: 3a UA/14257/01/01
P-®APMEKC PO34nNHY AN "®APMEKC reyn" 3MiHu | TMnYy - 3mMiHKn wopao 6e3nekn/edekTUBHOCTI Ta peyernmom
iHdy3in no 500 mr, 1 reyn" hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
dnakoH 3 MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
niocpinizatom y iHdbopMaLii WoAOo 3a3HaYeHHS OQUHNLL BUMIPIOBaHHS Y
KOHTYPHIl cuctemi Sl. BHeceHHs 3MiH [0 p. «MapKyBaHHsI»:
YapyHKOBIN 3anponoHoBaHo: MapkyBaHHsi BianoBigHo 40 3aTBEPAKEHOTO
ynakosLui; no 1 TekcTy MapkyBaHHs. TepmiH BBEAEHHS 3MiH NPOTSAromM 6
KOHTYPHIl MicAuUiB nicnst 3aTBepaXKEHHSA
YapyHKOBIW ynakoBLi
B Nayui 3 KapToHY
71. | TACTPO- TabneTtkv ons TeBa I13painb TOB TeBa Monbwa BHECEHHSA 3MiH [0 peecTpauinHmMx martepianis: 6e3 UA/0432/01/01
TEBA CMOKTaHHS no 6 dapmauesTika OnepewwH3 MonaHg 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernma
Tabnetok y bnicTepi; n lHgacTpis hapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHI B TEKCT
no 5 abo no 10 ITa. MapKyBaHHS ynakoBKW fikapCbKoro 3acoby LoA0 3a3HayYeHHs
6nictepis y kopobui Mi>)KHapOAHWUX NO3HAaYEeHb OANHMULb BUMIPIOBAHHS.
BHeceHHs1 3MiH Ao po3sginy “MapkyBaHHs”; 3anponoHOBaHoO:
Po3gin MapkyBaHHS, 3rigHO 3aTBEPAXEHOro TeKCTY
MapKyBaHHS1.
TepMmiH BBeAEHHS 3MiH NPOTArom 6 micsuis nicns
3aTBEPAXEHHS.
72. | TEBKAMEH masb no 30 r, abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmux martepianis: be3 UA/7566/01/01
40r y TY6i; no 1 Ty6i | PapmauesTuy dapmaueBTUiHa 3MiHu | TNy - 3MiHK 3 AKocTi. FoToBUI Nikapcbkuin 3acib. peuenma
y nayui 3 KapTOHY; Ha habpuka abpuka "Biona" KoHTponb rotosoro nikapcbkoro 3acoby. 3miHa y MeTogax
no 20 r y Ty6i; no 1 "Biona BMNPOBYBaHHS rOTOBOrO fikapcbKoro 3acoby (ans

Ty6i y nayui 3
kapToHy; no 30 r abo
no 40 r y Tybax; no
20 r y Tybax; no 20 r
abono40ry
KOHTelHepax

npuBegeHHs y BignoBigHicTb 3 JPY abo €Bponencobkoro
hapmakoneeto Ta BUMy4YEHHsI NOCUMaHHA Ha 3acTapinun
BHYTPILLHIN MeToA BUNPOOYyBaHHS i NOr0 HOMEP) - BHECEHHSI
3MiH 4o Cneuundikauii/MeTogiB KOHTPOMO AKOCTI NiKapcbKoro
3acoby 3a nokasHukamu «KinbkicHe BU3HaYEHHSI»,
«MikpobionoriyHa YicToTay, «pH», a came 3amiHa nocunatb 3
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
O®Y 1.0 Ha «gitovy peaakuito» OPY. BunyyeHHss nocunaHHs
Ha O®Y 3 n. «Onucy, «OgHOPIAHICTLY; 3MiHW | TUNY - 3MiHK
wono 6e3nekun/edpekTrBHOCTI Ta papmakoHarnagy (iHwi
3MiHW); OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro
3aco0by i3 3a3HaYeHHAM MiXKHapOAHWMX NO3HAYeHb OAMHULb
BMMipIOBaHHS. 3MiHa go po3ainy MKA J13, a came po3sgin
«[padiyHe oHOPMITEHHS YNMaKoBKM» 3aMiHEHO pO3/inom
«MapkyBaHHsA» (3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS).
BBeAeHHs1 3MiH MpoTAroM 6-Tu MicsLIB NiCns 3aTBepAXEHHS.
73. | FTEMAKCAM PO3YMH ANS iH'eKUIn, TOB YkpaiHa KoHTpons, Bunyck YkpaiHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/13418/01/01
50 mr/mMn no 5 mn B «®PAPMACEN cepii: HimeyunHa 3Minn Il Tuny - 3minun 3 skocTi. A®I. BupobHuuTteo. 3miHa peuernmom
amnyni; no 10 a6o » TOB BMPOBHMKa BUXiAHOro/NPOMIDKHOrO MPOAYKTY/peareHTy, Lo
50 amnyn y nayui 3 «PAPMACE/», BMKOPUCTOBYIOTLCS Y BUpobH1Yomy npoueci AP, abo 3miHa
KapToHy; no 10 mn B YkpaiHa BMpOOHMKa (BKMOYaouu, e HeobxigHo, MicLie NpoBeaeHHS
amnyni; no 5 a6o 10 BTopuHHa ynakoBska, KoHTponto skocTi) A®I (3a BigcyTHOCTI cepTudikata
amnyn y navui 3 KOHTPOIb: BiANoBiAHOCTI €Bponelickbkin dhapmakonei y 3aTBepaXeHoMYy
KapTOHY XOIOMAK [ocbe)(BBEAEHHS HOBOro BUpobHuka A®| 3 HagaHHSM macTep-
depnakyHrcTexHik darina Ha A®Il) BBeaeHHS foaaTkoBoro BUpobHuka AdI
'm6X, HimeuunHa TpaHeKcaMOoBOi KUCNOTH
Brpo6HuuTBO 3atBepaxeHo: Hunan Dongting Pharmaceutical Co., Ltd,
Hepo3dacoBaHoi Kutan 3anponoHoBaHo: Hunan Dongting Pharmaceutical Co.,
npoaykuii, nepBuHHa Ltd, Kutan a6o
Ta BTOPUHHA AMI LIFESCIENCES PVT LTD, Ingis
ynaKkoBKa, KOHTPOrb:
XONOMAK
deprnakyHrcTexHik
'm6X, HimeyynHa
74. | TEMOTPAH® | pos3uuH ans iH’ekuin, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/13975/01/01
50 mr/mn no 5 mn AaMiHicTpaTuBHI 3MiHK. 3MiHa HaliMeHyBaHHS Ta/abo agpecn | peuenmom

abo 10 mn B amnyni;
no5 amnyny
Gnictepi; no 1 abo 2
Gnictepu B nayui 3
KapTOHY

3asiBHUKA (BNacHWKa peecTpauiiHoro nocBigYeHHs ) - 3miHa
HallMeHyBaHHS Ta agpecu 3asBHVKa. BBeageHHst 3aMiH npoTsarom
6-Tn MicsAuiB nicns 3aTBepAXeHHsA. 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHs Ta/abo agpecu
MicLa NpoBaXXeHHs AisiribHOCTI BUpobHMKa/imnopTepa
roTOBOrO NiKapCbKoro 3acoby, BKMOYayu AinbHUL BUNYCKY
cepii abo micLie NpoBeAEHHs1 KOHTPOIO SKOCTI. (AiSNbHICTD, 32
sIKy Bignosigae BUpOGHMK/iMNopTep, BKIOYauM BUMYCK Cepii)
- 3MiHa Ha3BM Ta agpecu BMpobHuka M3, 6e3 amiHu micus
BMpOGHMUTBA. BBEgeHHs 3miH npoTsrom 6-Tu MicsiliB nicnsi
3aTBepaXeHHs. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHu) -
BHECEHHS 3MiH [0 p. «MapKyBaHHsA». 3aTBepa>KeHo:
Bignosigae HagaHOMy TEKCTY MapKyBaHHS; 3anponoHOBaHO:
3rigHo 3aTBEepAXEHOro TeKCTy MapkyBaHHsi. OHOBMEHHSI
TEKCTY MapKyBaHHS YNakoBKM NikapcbKoro 3acoby 3
BHECEHHAM iHbopMaLii Woa0 3a3Ha4YeHHsA OanHULb
BMMIiptoBaHHS y cuctemi Sl. 3miHM BHeCeHi B iHCTPYKLio Ans
MeanyHoro 3actocyBaHHs 13 y p. "Ynakoska", "BupobHuk",
"Micue3HaxoQkeHHs BUPOOHMKA Ta Noro agpeca micusi
NPOBa[KEHHS AiANbHOCTI" 3 BiANOBIAHUMW 3MiHAMW B TEKCTI
MapKyBaHHS1 ynakoBoK. BBeeHHsi 3MiH NpoTsArom 6-Tu Micsauis
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

nicns 3aTBepAXEHHS.
3MiHun | Tuny - 3miHn 3 akocTi. ADIL. KoHTponb ADI (iHLwi 3miHK)
- BHECEHHS 3MiH o Cneumdikauii/MeToaiB BunpobyBaHHs ADI
TpaHekcamoBa KUCNOTa, 30KpeMa: BUNYYEHHS! MOKa3HUKa
"Baxki meTanun". 3minu | Tuny - 3miHu 3 sikocTi. [oToBMI
nikapcbkui 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHWi 3mMiHM y MeToaax BunNpobyBaHb (BKMoYaym 3amiHy abo
[OOMOBHEHHS)) - BHECEHHS 3MiH A0 Cneyudikauii/MeTtoais
BUNpobyBaHHs N. «O6’eM L0 BUTAraeTbCs» (OMOBHEHO B
3B'A3Ky 3 BHECEHHSIM [J0AAaTKOBOI ynakoBku (amnynu no 10
mn)) ans J13 FemoTpaH® , po3uunH ans iH’ekuini, 50 mr/mn.
3MiHu Il Tuny - 3miHu 3 skocTi. FoToBMIA Nikapcbkuii 3acib.
CuvcTema KOHTelHep/3akynoptoBanbHuin 3aci6. 3miHa y
MepBVHHINA yMakoBLi roToBOro nikapcbkoro 3acoby (Tvn
KOHTelHepa abo foaaBaHHs HOBOrO KOHTelHepa) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobu
6ionoriYHOro/iMyHONOriYHOro NOXOAKEHHS. BHECEHHS 3MiH A0
p. 3.2.P.7. Cuctema koHTelHep/ 3akynoproBanbHuUi1 3acio, a
came Ans nikapcbkoro 3acoby MemoTpaH® , po3unH Ans
iH’ekuin, 50 Mr/Mn: [ONOBHEHHS NEPBUHHOrO NakyBaHHs no 10
M B amnyni, 6e3 3aMiHM nakyBarnbHOro marepiany, 3
BiQNOBIAHMMM 3MiHaMK 40 po3ainy «YnakoBkay. BBegeHHs
3MiH NPOTArom 6-TW MicsLIB NicNsi 3aTBEPAXEHHS.

75.

FEMOTPAH®

PO3YUMH ANs iH'EKUiN,
100 mr/mn no 5 mn
a6o 10 mn B amnyni;
no5 amnyny
Gnictepi; no 1 abo 2
Gnictepu B nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHm | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BNacHVKa peecTpauiiHoro nocBigYeHHs ) - 3miHa
HallMeHyBaHHS Ta agpecu 3asiBHVKa. BBeageHHs 3MiH npoTsarom
6-TK MicsiLiB nicns 3aTBepakeHHs. 3MiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHs Ta/abo agpecu
MicLa NpoBadXXeHHs AisiribHOCTI BUpOGHWMKal/imnopTepa
roTOBOrO NiKapCbKoro 3acoby, BKMOYayu AinbHUL BUNYCKY
cepii abo micLie NpoBeAEHHs1 KOHTPOIO SKOCTI. (AiSNbHICTb, 3a
SIKy Bignosigae BUpOGHMK/iIMNopTep, BKMHOYaYM BUMYCK Cepili)
- 3MiHa Ha3BM Ta agpecu BUpobHuka M3, 6e3 amiHu micus
BMpOGHMUTBA. BBEAeHHs 3MiH NpoTsirom 6-Tu MicsiliB nicnsi
3aTBepaxeHHs. 3MiHn | Tuny - 3MiHK Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHu) -
BHECEHHS 3MiH [0 p. «MapkyBaHHsA». 3aTBepAXeHO:
Bignosigae HagaHOMy TeKCTYy MapKyBaHHS; 3anponoHOBaHO:
3rigHO 3aTBepAXeHOro TeKCTy MapKyBaHHS. OHOBNEHHS
TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsA 0anHULb
BMMIiptoBaHHSA y cuctemi Sl. 3MiHM BHeCeHi B iHCTpyKLito Ans
MeanyHoro 3actocyBaHHs 13 y p. "Ynakoska", "BupobHuK",
"Micue3Haxo4keHHs BAPOOHMKa Ta Noro agpeca micust
NPOBaKEHHA OisNbHOCTI" 3 BigNOBIAHNMMW 3MiHAMW B TEKCTI
MapKyBaHHS1 yakoBoK. BBeeHHsi 3MiH npoTArom 6-Tu micsauis
nicnsa 3aTBepaXKEHHS.
3MmiHu | Tuny - 3miHu 3 skocTi. APL. KoHTponb A®I (iHLWi 3MiHK)
- BHeCeHHs1 3MiH go Cneumdikauii/MeTogis BunpobysaHHs API

3a
peuernmom

UA/13975/01/02
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
TpaHekcamoBa KUCNOTa, 30Kpema: BUMyYeHHs NoKa3HUKa
"Baxki meTanun". 3minu | Tuny - 3miHu 3 sikocTi. [oToBMI
nikapcbkui 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUnpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(iHWi 3mMiHM y MeToaax BunNpobyBaHb (BKMoYaym 3amiHy abo
[OOMOBHEHHS)) - BHECEHHS 3MiH A0 Cneyundikauii/MeTtoais
BUNpobyBaHHs N. «O6’'eM L0 BUTAraeTbCs» (AOMOBHEHO B
3B'A3Ky 3 BHECEHHAIM [0AAaTKOBOI ynakoBku (amnynuv no 10
mn)) ans J13 FemoTpaH® , po3uunH ans iH’ekuiv, 50 mr/mn.
3MiHn Il Tuny - 3miHu 3 skocTi. ToToBMIA Nikapcbkuii 3acib.
CuvcTema KOHTelHep/3akynoptoBanbHuUin 3aci6. 3miHa y
MepPBVHHINA yMakoBLi roToBOro nikapcbkoro 3acoby (Tvn
KOHTelHepa abo fJoAaBaHHSA HOBOrO KOHTelHepa) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobu
6ionoriyHOro/iMyHoONOriYHOro NOXO4KEHHS. BHECEHHS 3MiH A0
p. 3.2.P.7. Cuctema koHTelHep/ 3akynoproBanbHuUi1 3acio, a
came Ans nikapcbkoro 3acoby MemoTpaH® , po3unH Ans
iH’ekuin, 50 Mr/Mn: [ONOBHEHHS NEPBUHHOrO NakyBaHHs no 10
M B amnyni, 6e3 3aMiHM nakyBarnbHOro matepiany, 3
BiANOBIAHMMM 3MiHaMK 40 po3ainy «YnakoBkay. BBeaeHHs
3MiH NPOTArom 6-TW MicsALUIB NicNs 3aTBEPAXEHHS.
76. | TENATPOMBI | renb, 30 000 "Xemodapm" Cepbis "Xemodapm" Al Cepbis BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 6e3 UA/3054/01/01
H MO/100rno40ry AL Bpwau, Bigain 3MiHu | TNy - 3MiHK 3 akocTi. FoToBUMIA Nikapcbkuii 3acib. 3MiHKM | peuenma
Ty6i; no 1 Ty6i B BMPOGHMYa Yy BUPOGHMLTBI. 3MiHM ¥ NpoLeci BUPOBHULTBA rOTOBOMO
KapTOHHIN ynakoBLii ninbHuus La6au, nikapcbkoro 3acoby, BKMYa4M NPOMDKHUI NPOAYKT, WO
Cepbis 3aCTOCOBYETHCS NPU BUPOBHULITBI rOTOBOrO NikapCbKoro
(BMPOGHMLTBO 3acoby (He3HayHa 3MiHa y npoLieci BUpOOHMLITBA) - 3MiHW Y
Hepo3dacoBaHoi npoueci BupobHuytea N3, a came: 3amiHa nocnigoBHOCTI
NPOAYKLUii, NnepBUHHaA [oAaBaHHSA CUPOBUHM NPV NPUroTyBaHHi rento. nsa nerworo
Ta BTOPMHHA Ta LWBWALLOro NepeHocy po3ynHy kapbomepy y nocyn ans
ynakoBKa, KOHTPOrb NPUroTyBaHHS rento.
cepii); "Xemochapm"
All, Cepbisi
(koHTpoOnb cepii,
[03BIiN Ha BUMYCK
cepii)
77. | TENMATPOMBI | renb, 50 000 "Xemodapm" Cepbis "Xemodpapm" ALl Cep0is BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: be3 UA/3054/01/02
H MO/100rno40ry ALl Bpwau, Bigagin 3MiHM | Tuny - 3MiHKW 3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. 3MiHn | peuenma
Ty6i; no 1 Ty6i B BUMPOBHMYa Y BUPOGHMUTBI. 3MiHU y NpoLieci BUpOOHMLTBA FOTOBOrO
KapTOHHIN yrnakoBLi ninbHUug LWabau, nikapcbkoro 3acoby, BKIo4akoum NpoMiXKHUA NPOAYKT, Lo
Cep0is 3aCTOCOBYETLCSI MPW BUPOGHULTBI FOTOBOrO MikapcbKoro
(BMPOBHMLTBO 3acoby (He3HayHa 3MiHa y npoLeci BUpobHULTBA) - 3MiHW Y
Hepo3dacoBaHoi npoueci BupobHuutea M3, a came: 3miHa nocnigoBHOCTI

npoaykuii, nepeBuHHa
Ta BTOPMHHA
ynakoBKa, KOHTPOIb
cepii); "Xemodapm"
All, Cepbis
(koHTpOMb cepil,
[03BiN Ha BUMYCK
cepii)

[ofaBaHHs! CUPOBMHMW NPU NPUroTyBaHHI rento. [ns nerworo
Ta LWBUALLOro NepeHocy po3ynHy kapbomepy y nocya Ans
NPUroTyBaHHs renio.




28 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
78. | FIAPOKCU3U | Tabnetku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 40 PeecTpaLiHux Martepianis: 3a UA/16404/01/01
H-3H NnNiBKOBOIO obmexeHoto obmexeHoto 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
obonoHkoto, no 25 BignosiaanbHi BiANOBiAanNbLHICTIO dapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B TEKCT
mr, no 10 TabneTok CTIO "XapkiBcbke MapKyBaHHS yNaKkoBKW flikapCbKoro 3acoby LoA0 3a3HayeHHs
y bnictepi; no 1, 2 "XapkiBcbke hbapmaLeBTMyHe MiXHapPOAHMX NO3HAYeHb OAUHULL BUMIpIOBaHHS. BHeCeHHs
abo 3 6nictepn y bapmaueBTny nianpuemMcTBo 3MiH Ao po3giny "MapkysaHHa” MKA J13: 3anponoHoBaHo:
Kopobui He "3popoB's Hapoay", MapkyBaHHs1. BignosigHo [0 3aTBEpPXXEHOro TEKCTY
nianpuemMcTBO YkpaiHa (Bunyck MapKyBaHHS. BBeieHHs 3MiH NpoTArom 6-Tu Micauis nicns
"3popoB's cepii); ToBapucTBo 3 3aTBEepPAKEHHS.
Hapoay" obmexeHoto
BiANOBIAANbHICTIO
"®APMEKC I'Pyn",
YkpaiHa (Bci cTagii
BMPOBHMLITBA, OKpiM
BUNYCKY cepii,
KOHTPOSIb SIKOCTi))
79. | MMIUEPUH- cynosuTopii no 0,88 TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH O peecTpaLiH1X maTepianis: UA/17198/01/01
CTAOA rno 5 cynosutopiis "®APMEKC reyn" 3MiHM | TMNy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta
y cTpuni 3 reyn" hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
MapKyBaHHSAM MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
YKpaiHCbKO MOBOIO, iHdbopMaUii Woa0 3a3Ha4YeHHA OANHUL BUMIPIOBaHHS Y
no 2 CTpunu B nauui cuctemi Sl. TepmiH BBeeHHS 3MiH NpoTsrom 6 micauis nicns
3aTBEPAKEHHS
80. | MIUEPUH- cynosuTopii no 2,63 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 6e3 UA/17198/01/02
CTAOA r; no 5 cynosuTopiis "®APMEKC reyn" 3MiHu | TMNYy - 3mMiHK wopao 6eanekn/edekTUBHOCTI Ta peuenma
y cTpuni, no 2 reyn" hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
CTPUNK B Navui MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHSM
iHbopMaLii WoA0 3a3HaYeHHA OQUHNLL BUMIPIOBaHHS Y
cuctemi Sl. TepmiH BBeEHHS 3MiH NpoTsrom 6 micauie nicns
3aTBEPAKEHHS
81. | rmoay HacTonka, no 25 mn MAT YkpaiHa MAT YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 6e3 UA/8383/01/01
HACTOMKA abo 100 mn y "Ximcapm3aas "Ximcbapm3aasog peuernma
®nakoHi, no 1 oA "LflepBHOHa "HepeoHa sipka” amiHm | TNy - 3minn WwWoao Geanekn/edekTMBHOCTI Ta
nakoHy B nauui; no 3ipka chapmakoHarnagy (iHwi 3miHm) - 3miHa go posainy MKA N3, a
25 mn a6o 100 Mny came po3ain «IpadiyHe 0thoPMIIEHHSI» 3aMiHEHO PO3LiNoM
¢nakonax; no 100 «MapkyBaHHa» (BianosigHO [0 3aTBEPAXEHOro TEKCTY
My 6aHkax MapKyBaHHs1). 3MiHM BHECEHi B TEKCT MapKyBaHHs yNaKoBKM
nikapcbkoro 3acoby L1oao 3a3HavYeHHs MiXXHapoaHWX
No3Ha4YeHb OAMHULL BUMipHOBaHHSA. BBeAEHHS 3MiH NpoTSarom
6-TW MicsUiB nicns 3aTBepAXeHHS
82. | remnouuTpP crnpen HasanbHWUw, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnx martepianis: be3 UA/11186/01/01
OH PUHIC po34yumH; no 15 mny obmexeHo obmexeHow 3MiHu | TUny - 3miHKn wopno 6esnekn/edeKkTUBHOCTI Ta peuyenma
cnakoHi 3 BignoBiganbHi BiAnoBiganbHicTo apmakoHarnsgy (iHLWi 3MiHX) BHECEHHS 3MiH 40 po3ainy
HacagKoto- cTio "®apmaueBTu4Ha “MapkyBaHHa” MKA J13: 3atBepaxerHo: MAPKYBAHHA Teket
po3nunoBaYem i "dapmaueBTu koMnaHis "3gopos'a” MapKyBaHHs AofaeTtbes. 3anponoHosaHo: MAPKYBAHHA
3aXUCHUM YHa KomnaHis BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
KoBMa4kom; no 1 "3popos'a" OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
dnakoHy y 3 BHECEHHSAM iH(hopMaLii LWOoAO 3a3HAYEHHA OAUHULb

KapTOHHIN kopobuli;

BMMiptOBaHHS y cuctemi Sl. BBegeHHs 3miH npoTsarom 6-x




29

ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
no 15 mn y 6anoHi 3 MicsILiB nicrs 3aTBepAXeHHS
HacazKoto-
po3nunioBayem i
3aXVCHUM
KOBMaykom; rno 1
GanoHy y KapTOHHiW
Kopobui
83. | A3 Kpanni oparnbHi, TOB «TeBa YkpaiHa TOB Tesa Monbla BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3MiHu | Tuny - 3a UA/14871/01/01
KPANENbKA po3uumH 4000 YkpaiHa» OnepenwH3 MonaHa 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peyenmom
MO/mn; no 10 mn y 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
naKkoHi- nikapcbKoro 3acoby LoAo 3a3Ha4YeHHS MiXXHapOaHWX
KpanensHuui, no 1 nosHa4yeHb OAMHULL BUMIpHOBaHHA. BHeceHHs 3MiH o po3ainy
nakoHy- “MapkyBaHHsa” MKA 113: 3atBepaxerHo: MAPKYBAHHA 3rigHo
KpanenbHuui B TEKCTY, Wo aodaetbes. 3anponoHoBaHo: MAPKYBAHHA
Kopobui 3rigHo 3aTBepAXKeHOro TEKCTY MapKyBaHHSA. TepMiH BBeAEHHS
3MiH: NPOTArom 6 MicsLiB NiCNs 3aTBEPOXKEHHS.
84. | OAKAPBA3U NOpOLLIOK Ans Mepak HimeuunHa Mepak Nesenbwadt HimeuunHa BHECEHHSA 3MiH 0 peecTpaLinHmMx marepianis: 3a UA/6987/01/01
H MEOAK npuroTyeBaHHsa [esenbwadpT drop KriHiwe Yecbka 3MiHM | Tuny - 3miHun 3 gkocTi. CepTudikat BignosigHocTi/TE- | peyenmom
PO3YMHY ANS iH'EKLIN rop KniHie LWneuiansnpenapat Pecny6bnika cepTudikaT BiANOBIAHOCTI EBpONeNnchkin
abo iHdysin no 100 LWneuianbnpe e M6X, HimeuunHa hapmakonei/moHorpadii. lMogaHHa HOBOro abo oHOBNEHOro
mr, 10 dprnakoHis 3 napate m6X (BTOPUHHE cepTudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikaTa
NOPOLLIKOM Y KOpoOLyi nakyBaHHs, BianosigHoCcTi €Bponevickbkin dhapmakonei: ana Ad®l; ans
MapKyBaHHS, BUXiQHOrO MaTepiany/peareHTy/MpoMi>KHOro NPOAYKTY, Lo
KOHTPOSb Ta BMMYCK BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons AonoMibkHOT
cepii); OHkomep peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
MeHblohek4epiHr hapmakorei) - oHOBMNeHWI cepTudikar Big yxe
a.c., Yecbka 3aTBEpPAXKEHOro BUPOGHMKa
Pecny6nika nogaHHA OHOBMEHOro cepTudikarta BiaNOBIAHOCTI
(BpoGHULTBO "in €Bponeiicbkin hapmakonei Ne R1-CEP 2008-036-Rev 01
bulk", nepsuHHe Ta (saTBepaxeHo: R1-CEP 2008-036-Rev 00) ans gitoyoi
BTOPUHHE pevoBuHu Dacarbazine Bifg BXe 3aTBEpAeHOro BUpobHMKa
nakyBaHHs, HERAEUS DEUTSCHLAND GMBH & CO. KG, Germany
MapKyBaHHS Ta
KOHTpOIb cepii);
OHkoTek Papma
MpoaakwH M6X,
HimevunHa
(Bpo6HULTBO "in
bulk", nepuHHe
nakyBaHHs Ta
KOHTPOJb cepii)
85. | AAKAPBA3U MNOpOLLOK Ans Mepak HimewyunHa Mepak Nesenbwadt Yecbka BHECEHHS 3MiH [0 peecTpauinHmMx martepianis: 3a UA/6987/01/02
H MEOAK npuroTyeBaHHsA [esenbwadT drop KniHiwe Pecny6bnika 3MiHu | Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/CE- | peuenmom
PO34MHY ANs iH'eKLIN rop KniHiwe LLneuianbnpenapar HimeuunHa cepTudikar BignoBiaHOCTI €BponNencokii

abo iHdysin no 200
mr, 10 ponakoHis 3
NOPOLLKOM Yy KopooLi

Lneuianbnpe
napare m6X

e M6X, HimeudnHa
(BTOpPUHHE
nakyBaHHs,

MapKyBaHHs1,

KOHTPOIb Ta BUMYCK

cepii); OHkomeq

MeHb PeKYepiHr

apmakonei/moHorpadii. NogaHHs HOBOro abo OHOBMEHOrO
cepTudikaTa BignosigHocTi abo BUnyyYeHHst cepTudikaTa
BigNoBigHOCTI €Bponencbkin hapmakonei: ans A®l; ona
BMXiZHOrO Matepiany/peareHTy/NPOMiDKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCH Y BUpOOHULTBI ADI; Ans AONOMiDKHOT
pevyoBMHU (CepTudikaT BignoBigHOCTi €Bponenchkin
dapmakonei) - OHOBNEeHUN cepTudikar Big yxe




30 [TponoBxeHHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
a.c., Yecbka 3aTBEPAXKEHOro BUPOOHWMKa
Pecny6bnika noJaHHA OHOBMNEHOro cepTudikarta BiANOBIAHOCTI
(BpOBHMLTBO "in €sponevicbkin dbapmakonei Ne R1-CEP 2008-036-Rev 01
bulk", nepBuHHe Ta (saTBepmxeHo: R1-CEP 2008-036-Rev 00) ans aitovoi
BTOPWUHHE pevoBuHu Dacarbazine Big BXe 3aTBepaeHOro BUpobHuKa
nakyBaHHS1, HERAEUS DEUTSCHLAND GMBH & CO. KG, Germany
MapKyBaHHS Ta
KOHTpOnb cepii);
OHkoTek Papma
MpopakwH M6X,
HimeuunHa
(BpoBHMLTBO "in
bulk", nepsuHHe
naKyBaHHS Ta
KOHTpOIb cepii)
86. | JAKAPBA3U NOpOLUIOK ANs Mepak HimeuunHa Mepak Nesenbwadt HimeuunHa BHECEHHSA 3MiH 0 peecTpaLinHmMx martepianis: 3a UA/6987/01/03
H MEOAK npuroTyeaHHsa lesenbwadpT drop KriHiwe Yecbka 3MiHM | Tuny - 3miHun 3 gkocTi. CepTudikat BignosigHocTITE- | peyernmom
pO34unHY Ana rop KniHie LWneuiansnpenapat Pecny6bnika cepTudikaT BiANOBIAHOCTI EBpONeNnchki
iHdy3in no 500 mr, 1 LWneuianbnpe e M6X, HimeuunHa hapmakonei/moHorpadii. lMogaHHa HOBOro abo oHOBNEHOro
NakoH 3 MOPOLLKOM napate m6X (BTOPUHHE cepTudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikara
y KOpOOGLii 3 KapTOHY nakyBaHHs, BianosigHoCTi €Bponevickbkin dhapmakonei: ana Ad®l; ans
MapKyBaHHS1, BUXiQHOrO MaTepiany/peareHTy/npoMi>KHOro NpoaykTy, Lo
KOHTPOSb Ta BUMYCK BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons LonoMidkHOT
cepii); OHkomep peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
MeHblohek4epiHr hapmakonei) - oHOBMNeHWIn cepTudikar Big yxe
a.c., Yecbka 3aTBEpAXKEHOro BUPOGHWMKa
Pecny6nika nogaHHA OHOBMEHOro cepTudpikarta BiaNOBIAHOCTI
(BpoBHULTBO "in €Bponeiicbkin hapmakonei Ne R1-CEP 2008-036-Rev 01
bulk", nepsuHHe Ta (3aTBepaxeHo: R1-CEP 2008-036-Rev 00) ans gitoyoi
BTOPUHHE pevoBmHu Dacarbazine Bifg BXe 3aTBEpAXeHOro BUpobHMKa
nakyBaHHs, HERAEUS DEUTSCHLAND GMBH & CO. KG, Germany
MapKyBaHHS Ta
KOHTpOIb cepii);
OHkoTek Papma
MpoaakwH M6X,
HimeyunHa
(Bpo6HULTBO "in
bulk", nepsuHHe
nakyBaHHS Ta
KOHTpOIb cepii)
87. | AAKAPBA3U NOopOLLOK Ans Mepak HimewyunHa Mepak Nesenbwadt Yecbka BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/6987/01/04
H MEOAK npuroTyeBaHHsa [esenbwadpT drop KniHiwe Pecny6bnika 3MiHm | Tuny - 3MiHM 3 akocTi. CepTudikaT BignosigHOcTI/CE- | peuenmom
rop KniHiwe Lneuianbnpenapar HimeuunHa cepTudikar BignoBiaHOCTI €EBpoNenchbKin

po3unHy ansi
iHdysivi no 1000 wr,
1 donakoH 3
NOPOLLKOM Yy KopooLi
3 KapTOHY

Lneuianbnpe
napare m6X

e M6X, HimeuyunHa
(BTOpPUHHE
nakyBaHHs,

MapKyBaHHs,

KOHTPOIb Ta BUMYCK

cepii); OHkomeq

MeHbOEKYEPiHr
a.c., Yecbka

apmakonei/moHorpadii. NogaHHss HOBOro abo OHOBMEHOroO
cepTudikaTa BignosigHoCTi abo BUnyyYeHHst cepTudikaTa
BigNoBigHOCTI €Bponeincbki hapmakonei: ans A®l; ona
BMXiAHOro Martepiany/peareHTy/NPOMiDKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCH Yy BUpOoOHULTBI ADI; Ans gonomixHOT
pevyoBMHU (CepTrdikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - OHOBNeHun cepTudikar Big yxe
3aTBepAXXeHOro BUpobHUKa




31 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Pecny6bnika NnofaHHsA OHOBIEHOro cepTudikaTa BignoBigHOCTI
(BpOBHMLTBO "in €sponevicbkin dapmakonei Ne R1-CEP 2008-036-Rev 01
bulk", nepBuHHe Ta (3atBepaxeHo: R1-CEP 2008-036-Rev 00) ons gitoyoi
BTOPWUHHE pevoBuHu Dacarbazine Big BXxe 3aTBepaeHOro BUpobHuKa
nakyBaHHS1, HERAEUS DEUTSCHLAND GMBH & CO. KG, Germany
MapKyBaHHS Ta
KOHTpOnb cepii);
OHkoTek Papma
MpopakwH M6X,
HimeuunHa
(BpOBHMLTBO "in
bulk", nepsnHHe
nakyBaHHsl Ta
KOHTpOIb cepii)
88. | AANALUWUH KpeMm BariHanbHumn 2 Mdpansep IHk. CLUA ®apmauis i AngxoH CLUA BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MiHu | Tuny - 3a UA/1903/03/01
NMIXBOBUWA %; no 20 r y Ty6i; no Komnani JINC 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KPEM 1 Ty6i pasom 3 3 3MiHM) - OHOBIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
annikatopamu B 3acoby 3 BHECEHHSIM iHdopMaLii LLoao 3a3HauYeHHs1 OAMHULb
KapTOHHi KopobLi BUMiptoBaHHs y cuctemi S| (BBeneHHst 3aMiH npoTarom 6-Tu
MicsILiB nicnsi 3aTBEpAXKEHHS)
89. | AUKNAK® PO3YUH AN iH EKLIR, CaHnpos CnoBeHis Jlek CnogBeHis BHECEHHSA 3MiH 0 peecTpaLinHmMx marepianis: 3a UA/1202/03/01
75 mMr/3 mn; no 3 mn dapmacbtoTika dapmaueBTyHa 3MiHu | TUNYy - 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkuit 3aci6. peuernmom
B amnyni; no 5 n3g.a. KoMnaHisa g.4 KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y MeTogax

amnyn B KapTOHHIN
KopoobLi

BUNPOOYBaHHSA rOTOBOro Mikapcbkoro 3acoby (HeaHa4yHa 3MiHa
y 3aTBepAXKeHNX MeTofax BUNPOoByBaHHsA) BHECEHHS
He3Ha4YHMX 3MiH Yy MeToanKy BunpobysaHHs TLLUX
(ToHKOLIapoBa xpomaTorpadis) 3a NOKasHUKOM
"loeHTndikauis. OuknodeHak HaTpito", 3o0Kkpema: BBe4EHHs
BMKOPUCTaHHA poboyoro ctaHgapTHoro 3paska abo EP CRS
cTtaHgapTy. 3MiHu | Tuny - 3MiHKM 3 AKOCTI. TOTOBUIA MiKapCbKMI
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y
meToAax BUNPoByBaHHS rOTOBOro NikapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXEeHUX MeToAax BUNpobyBaHHS)
BHECEHHSI HE3Ha4YHMX 3MiH Y MeToauKy BUNpobysBaHHs BEPX
(BCOKOEEKTMBHB piaMHHa xpoMaTtorpadis) 3a NokasHuKkamm
"laeHTndikauis. N-auetunuymctein ", "KinbkicHuin BmicT. N-
auetunumcTeiH", 3okpema: BBeAeHHs BUKOPUCTaHHS poboyoro
CTaHOapTHOro 3pas3ka; 3a3Ha4eHHs1 BUKOPUCTAaHHS iHLOI
€KBiBaneHTHOI KOMOHKN. 3MiHu | Tuny - 3MiHW 3 SKOCTI.
["oToBUI Nikapcbkuit 3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa y meToax BUNpoGyBaHHsi rOTOBOrO
nikapcbkoro 3acoby (He3Ha4yHa 3MiHa y 3aTBepaXeHMX
MeToaax BUNpobyBaHHS) BHECEHHS HE3HAaYHWUX 3MiH Y
MeToauKy BunpobysaHHst BEPX (BucokoedekT1BHB pignHHa
Xpomarorpadisi) 3a nokasHukom "CynpoBiaHi AoMmiLlkn",
30Kpema: BBe[eHHs1 BUKOPUCTaHHSA pobo4oro cTaHgapTHOro
3paska Ta EP CRS ctaHgapTty. 3miHu | Tvny - 3MiHM 3 SKOCTi.
[oToBUIA Nikapcbkuii 3acib. KOHTponb rotoBoro nikapcbkoro
3acoby. 3MiHa y meTofax BunpobyBaHHS rOTOBOrO
nikapcbkoro 3acoby (HesHa4yHa 3miHa y 3aTBepOKeHMNX
MeTogax BUnpobyBaHHs)




32 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
BHECEHHS HE3HaYHVX 3MiH Y MeToanKy BunpobysaHHs BEPX
(BCOKOEEKTMBHB piAMHHAa xpomaTtorpadisi) 3a NokasHuKamm
"laeHTndikauisa. AvknodeHak HaTpito. CnnpT 6eH3nnosuin”,
"KinbkicHuii BMicT. [uknodeHak HaTpito. CnupTt 6eHannosunin”,
30KpeMa: BBeAEHHS BUKOPUCTaHHA pobo4voro ctaHaapTHOro
3paska 3amictb EP CRS cTtaHgapTy; 3a3HaveHHs
BMKOPWCTaHHS iHLLOI eKBiBaNEeHTHOI KOMOHKM
90. | AMMEAPON PO3YMH ANS iH'eKUin ToBapucTeo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHSA 3MiH [0 peecTpaLinHmMx marepiarnis: 3a UA/8514/01/01
1%,n01mnB obMeXeHo BMPOOHMLTBA, 3MmiHu | TUNYy - 3miHK Wwoao 6e3nekn/ePeKTUBHOCTI Ta peuernmom
amnyni; no 10 amnyn | BignosiganbHi KOHTPOSIb SAKOCTI, hapmakoHarnagy (iHwi 3miH1) BHeceHHs 3aMiH Jo po3giny
y KOpoO6Lii 3 KapToHY; CTiO BUMYCK Cepii: «MapkyBaHHsa» MKA J13. 3ateBepaxeHo: 'padiyHe
no 1 mn B amnyni; "XapkiBcbke ToBapucTBo 3 ohopMneHHs1 ynakoBku. "padiyHe opOpMNEHHsS YNakoBOK
no5 amnyny bapmaueBTny obmexeHoto BiAnoBiAae HagaHoMy rpadiyHOMyY 306PaKEHHIO YNaKoBKM.
GnicTtepi; no 2 He BiANOBIAANbHICTIO 3anponoHoBaHo: MapkyBaHHsi. BignosigHo [0 3aTBEpAKEHOro
6nictepu y kopobui 3 | nignpuemMcTeo "XapkiBcbke TEKCTY MapKyBaHHs. 3MiHM BHECEHI B TEKCT MapKyBaHHS
KapToOHY; No 1 mn B "3p0poB'sa hapmaueBTU4HE yMaKoBKW MikapCbKoro 3acoby Loa0 3a3HaYeHHs MiDKHapOAHMX
amnyni; no 10 amnyn Hapoay" nianpuemMcTBo nosHa4yeHb OAMHULL BUMIpIOBaHHA. BBeAEeHHs 3MiH NpoTsarom
y 6nictepi; no 1 "3pnopoB's Hapoay", 6-Tn MicsAUiB Micns 3aTBEPAKEHHS.
GnicTepy y kopobui 3 YkpaiHa
KapTOHY BCi cTagii
BMPOOHULTBA,
KOHTPOIb SIKOCTi:
ToBapucTso 3
obmexeHoto
BiANOBIAAnNbHICTIO
"®apmaueBTuyHa
KomnaHis "3gopos's"
91. | AMNPUBAH emynbcisa Ans AcneH ®apma IpnaHgis AcTtpa3eHeka HOK Benuka BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/11592/01/01
iHdpysin, 10 mr/mn no Tpenginr JlimiTen, Benuka BpuTtaHis 3MiHK | TMNYy - 3mMiHKn Wwopo 6eanekn/edekTUBHOCTI Ta peuernmom
20 mn B amnyni; no TNiviteq BpuTtaHis ITanisa hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
5 amnyn y KOHTYpHiIn (BUPOBHWK, MapKyBaHHS ynakoBKW fikapcbKoro 3acoby 3 BHECEHHAM
YapyHKOBIW BignoBiganbHUn 3a iHpopmaLii LWoAo 3a3Ha4YeHHsT OAUHMULL BUMIPIOBaHHS Y
ynakosui; no 1 BUNYCK cepii); cuctemi Sl. BHeceHHs 3MiH fo po3giny "MapkyBaHHa” MKA J13:
KOHTYPHI KopaeH ®apma 3anponoHoBaHo: po3ain «MapkyBaHHs» 3rigHo
YapyHKOBIW ynakoBsLi C.n.A, Itania 3aTBEPAXEHOro TeKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH
Y KapTOHHIl kopobuyj; (BpoGHUMK "in bulk”, NpoTAroMm 6 MicsauiB NicNa 3aTBEPOXKEHHS.
no 50 mn y donakoHi; nakyBaHHs1)
no 1 dpnakoHy 3
yTpUMyBayvem y
KapPTOHHIN KOpooLyi
92. | AIATHOCTUH | nopoLuok Ans ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: be3 UA/15448/01/01
-340POB’A oparnbHOro po3yunHy, oBGMexeHo obMexeHo 3MiHM | TNy - 3amMiHW WwWopo 6e3neku/edekTUBHOCTI Ta peuenma
no 55,318 r BignoBiganbHi BiAnoBiganbHicTo dapmakoHarnsgy (iHwWi 3MiHK) - 3MiHN BHECEHI B TEKCT
NOPOLLKY Y NaKeTi; CTHO "dapmaueBTuyHa MapKyBaHHS MEPBUHHOI Ta BTOPUHHOI YNaKoBKM NiKapCbKoro
no 6 nakeTiB y "dapmaueBTu koMnaHis "3gopos'a” 3acoby LWoa0 3a3HaYeHHs MDKHapOAHNX NO3HaYeHb OAMHMULb
KopoOui YHa KOMMNaHis BMMiptOBaHHS. BHeceHHs 3amiH o po3ainy “MapkyBaHHs” MKA
"3popos'a” J13: 3anponoHoeaHo: MAPKYBAHHA BignosigHo go
3aTBEpAXEeHOro TeKCTYy MapKyBaHHs. BBegeHHs1 3MiH npoTarom
6-TV MicsLiB nicns 3aTBepAXeHHS
93. | AOP30N® Kpanni O4Hi, po3yunH Anpan- Xopsartis ApnpaH-TaneHcbkuii Xopsaris BHECEHHS 3MiH 4O peecTpauiiH1X maTepianis: 3a UA/14027/01/01
2%;no5wmny "aneHcbkui Jlabopartopin g.4. 3MiHM | Tuny - 3miHn Wwopo 6esneku/edekTMBHOCTI Ta peuyernmom




33

ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
drnakoHi- Nabopartopiv hapmakoHarnagy. 3miHa y KOpOTKill xapaKTepucTuLi
KpanenbHuui; no 1 n.o. nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
dnakoHy- MEAVYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
KpanenbHuLi B OHOBINIOBAHOTO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHi KopobLi AocnigxeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiHin nepiod, abo sik pesynbTaT OLiHKU 3BITY 3
[ocnigxeHb, NpoBeAeHuX BiANOBIAHO A0 NnaHy negiaTtpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogXeHo 3 KOMNeTEHTHUM
YMNOBHOBAXXEHUM OpraHoMm) - 3MiHN BHECEHO [0 iHCTPYKUIi Ans
MEAWNYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby y posain
"Mo6ivHi peakuii" BignoBiaHO [0 OHOBMNEHOI iHhopMaLlii 3
6e3neku ailoyoi pevyoBuHU. BBeAeHHs 3MiH NpoTarom 3-x
MicSLIB He pEKOMEHO0BaHO.
94. | AYCNATANIH | Ttabnetku, BKpUTI ABGOTT Hinepnanau Mannax ®paHuis BHECEHHS 3MiH 40 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 6e3 UA/8813/01/01
® obonoHkoto, no 135 Xenckea INNabopatopiz CAC 3MiHu Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
mrno 15 Tabnetoky | lMpogaktc B.B. 3MiHM) - OHOBIEHHSI TEKCTY MapKyBaHHS YNakoBKW NiKkapCbKOro
Gnictepi; no 1 3acoby 3 BHECEHHSIM iHdopMaLii LLoa0 3a3HaYeHHs1 OaUHULb
6nictepy y BUMiploBaHHs y cuctemi Sl. BBegeHHs 3MiH npoTsrom 6
KapPTOHHI kopobLi MicAUiB Nicns 3aTBepaXEeHHSA
95. | AYCNATANIH | kancynu ABGOTT HigpepnaHam Mavinax DdpaHuiga BHECEHHSA 3MiH 0 peecTpaLinHmMx martepianis: 3a UA/8813/02/01
® NPOSIOHroBaHoI Aj, Xenckea Jlabopatopis CAC, 3MiHu | TMnYy - 3mMiHKn wopao 6e3nekn/edekTUBHOCTI Ta peuernmom
TBepai no 200 mr; no | lMpopaktc B.B. DdpaHuiga hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
10 kancyn y MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
Gnictepi; no 3 iHbopMaLii WoA0 3a3HaYeHHA OQUHNLL BUMIPIOBaHHS Y
Gnictepu B cuctemi Sl. BBegeHHs1 3MiH NpoTsiroMm 6 micauis nicns
KapTOHHI kopoobLi; 3aTBEPOKEHHS
no 15 kancyn y
Gnictepi; no 1, 2,
abo 4 Gnictepyu B
KapPTOHHIN kopobLi
96. | EBEPONIMY Tabnetkv no 2,5 mr TOB YkpaiHa CiHToH Xicnatis, C. Icnanis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17149/01/01
C-BICTA no 5 Tabnetok y "®apmaueBTu J1., Icnanis Yuni 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTpornb rotoBoro | peyenmom
GnicTtepi; no 6 YHa KOMNaHis (nepBuWHHE, nikapcbkoro 3acoby. 3miHa napameTpiB cneuundikauin Ta/abo
GnictepiB y Bicta" BTOPVHHE OOMYCTUMMUX MEX FOTOBOTO NiKapCbKoro 3acoby (4O0NOBHEHHS
KapPTOHHI kopooLyi nakyBaHHS, cneuundikalii HOBUM MOKa3HMKOM 3 BiAMOBIAHUM METOAO0M
KOHTPOJSb SKOCTI, BMNPOGYBaHHs1) - oAaBaHHs [0 MeToauku «laeHTudikauis
BUMYCK cepii); eBeponimycy» metog «Y®P-cnekTpodoToMeTpis» y
CiHTOH Yuni Ntaa., cneumadikauito Npu BUNYCKY Ta MeTOA4axX KOHTPOIO SAKOCTi
Yuni (BupobHULTBO,
nepBuUHHE, BTOPUHHE
nakyBaHHs)
97. | EBEPONIMY Tabnetku no 5 mr no TOB YkpaiHa CiHToH XicnaHis, C. Icnanis BHECEHHS 3MiH [0 peecTpauinHuxX Matepianis: 3MiHu | Tuny - 3a UA/17149/01/02
C-BICTA 5 tabnetoky "®apmaueBTu J1., Icnanis Yuni 3MiHK 3 sKoCTi. [0TOBMI Nikapcbkui 3acib. KoHTponb rotToBoro | peyernmom
6nictepi; no 6 YHa KOMMNaHis (nepBuHHe, nikapcbkoro 3acoby. 3miHa napameTpis crneundikauii Ta/abo
bnictepiB y Bicta" BTOPVHHE [0NYCTUMMUX MEX rOTOBOrO fliKapCbKOro 3acoby (4ONOBHEHHSI
KapPTOHHIN Kopobui nakyBaHHS1, cneuundikalii HOBUM MOKaA3HMKOM 3 BiAMNOBIAHUM METOLO0M

KOHTPOJSb SKOCTI,
BUMYCK cepii);
CiHTOH Yuni Ntaa.,
Yuni (BupobHMUTBO,

BMNPOBYBaHHS) - AOAaBaHHA 40 MeToauKM «laeHTndikauis
eBeponimycy» metog «Y®P-cnekTpodoToMeTpis» y
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
nepBUHHE, BTOPUHHE cneumdikauito Npu BUNYCKY Ta METoAax KOHTPOIO SKOCTi
nakyBaHHS)
98. | EBEPONIMY Tabnetku no 10 mr TOB Ykpaina CiHTOH XicnaHis, C. Icnanis BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/17149/01/03
C-BICTA no 5 rabnetok y "®apmaueBtu J1., lcnanis Yuni 3MiHU 3 sKkocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro | peuernmom
GnicTtepi; no 6 YHa KOMNaHiga (nepBuHHE, nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo
6nictepiB y Bicta" BTOPUHHE [OMNYCTUMKX MEX rOTOBOrO NiKapCcbKoro 3acoby (AONOBHEHHS
KapTOHHIN kopobuji nakyBaHHs, cnewumikauii HOBUM NOKaA3HUKOM 3 BigMnoBiAHUM METOAOM
KOHTPOMb AKOCTI, BMNPOBYBaHHS) - AoAaBaHHA 40 MEeToAMKM «laeHTudikalis
BUMYCK cepii); eBepornimycy» meto «Y®D-cnekTpohoToOMEeTpIis» y
CiHToH Yuni NTpa., creymdikaLito npu BUNYCKY Ta MeToAax KOHTPOSO SAKOCTI
Yuni (BMpobHULTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs)
99. | EBKABAN®6 NOPOLLOK Ansa Ecnapma HimevunHa Ningodpapm M6X HimeyunHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - 6e3 UA/16272/01/02
00 CALUE oparnbHOro po3ynHy M6X 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
no 600 mr;no 3re 3MiHM) - OHOBIEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
cawe; no 10, abo no 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHs oaNHULb
20, abo no 50 cawe BUMiptoBaHHs y cuctemi Sl. BBegeHHS 3MiH npoTsrom 6-Tu
B KapTOHHIl MicAUiB Nicns 3aTBepPaXKEHHS
ynakosLi
100., EBKA®IIINT HacTowka; no 100 MAT YkpaiHa MAT YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 6e3 UA/15852/01/01
® My drakoHi; no 1 "Ximcpapmaas "Ximcbapm3aasog 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
cbnakoHy B nayui; no oa "YepsoHa "YepsoHa 3ipka" 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS1 YNakoBKW ikapCbKoro
100 mn y 6aHui; no 1 3ipka" 3acoby 3 BHECEHHsIM iHdhopMaLii LLoao0 3a3HavYeHHs1 OaMHULb
GaHui y nayui BMMiptoBaHHS y cuctemi Sl. BHeceHHst 3miH o po3ainy
“MapkyBaHHa” MKA N13”: 3anponoHoBaHo: MapkyBaHHS1.
BignosigHo Ao 3aTBEPAKXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTAroM 6-TW MicALUIB NicNsa 3aTBepAXeHHs
101, EKBOPAN® Kancynu m'ski no 25 TeBa I13painb Tesa Yex IHgacTpi3 Yecbka BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/7471/02/01
mr, no 10 kancyn y dapmauesTika c.p.o., Yecbka Pecny6bnika 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom
6nictepi; no 5 n lHgacTpis Pecny6bnika hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
6nictepis y kopobui Jita. “MapkyBaHHa” MKA J13: 3anponoHoBaHo: 3rigHo
3aTBEPAXEHOro TeKCTY MapKyBaHHS. 3MiHW BHECEHi B TEKCT
MapKyBaHHS yNakoBKW fikapCbKoro 3acoby LoA0 3a3Ha4YeHHs
Mi>)KHapOAHUX NMO3HAYEHb OAMHULL BUMIpHOBAHHSA. TepMiH
BBEAEHHS 3MiH - NpOTAroM 6 MicsUiB nicnsa 3aTBepAXeHHs
102.| EKBOPAN® kancynu m'ski no 50 TeBa I13painb Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/7471/02/02
mr, no 10 kancyn y dapmaueBTika c.p.o. Pecny6bnika 3MiHM | TNy - 3amMiHK WwWopo 6e3neku/edekTUBHOCTI Ta peyernmom
Gnictepi; no 5 n lHpacTpis hapmakoHarnsay (iHwWi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
GnictepiB y kopobui NTa. “MapkyBaHHs” MKA J13: 3anponoHoBaHo: 3rigHo
3aTBEPAXEHOro TeKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
MapKyBaHHS! YMakoBKM NikapCbKoro 3acoby Lo[0 3a3HavyeHHs
Mi>)XKHapOAHWUX NO3HAYeHb OAMHULL BUMIpIOBaHHS. TepMiH
BBEJEHHSI 3MiH - NPOTAroM 6 MicsLiB nicnsa 3aTBepAXeHHs
103.| EKBOPAN® Kancynu m'sii no TeBa I13painb Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpauinHMx martepianis: 3a UA/7471/02/03
100 mr, no 10 dapmaueBTika c.p.o. Pecny6bnika 3MiHu | TUny - 3MiHM Wopao 6e3nekv/edeKkTMBHOCTI Ta peuyernmom
Kancyn y énictepi; n lHgacTpi3 hapmakoHarnsgy (iHwi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
no 5 6nictepis y ITa. “MapkyBaHHa” MKA J13: 3anponoHoBaHo: 3rigHo

Kopobui

3aTBEPAXXEHOro TeKCTY MapKyBaHHs. 3MiHWM BHECEHI B TEKCT
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n 3acoby noceid4yeHHs1
MapKyBaHHS YNaKoBKM flikapCbKoro 3acoby LoA0 3a3HayeHHs
MiXHapPOAHMX NO3HAYEHb OANHULL BUMIPIOBAHHSA. TepMiH
BBEJEHHS 3MiH - MPOTSAroM 6 MicsALiB Micnsa 3aTBepAXeHHs
104 EMECETPOH | Tabnetku, BKpUTI TosapucTBo 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHux marepianis: 3MmiHu | Tuny - 3a UA/4118/02/01
-300POB'A NnNiBKOBOIO obmexeHoto obmexeHoto 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta dhapMaKkoHarnaay. peuernmom
obonoHkot, No 4 Mr BignosiaanbHi BiANOBiAAnNbHICTIO 3MiHa y KOpOTKil XapaKTepuCTuLi NikapcbKoro 3acoby, TeKCTi
no 10 tabnertok y CTIO "®apmaueBTuyHa MapKyBaHHS Ta iHCTPYKL|i AN MEAUYHOro 3aCToCyBaHHSA Ha
6nictepi; no 1 "®apmauesTn KOMMaHisi niacTaBi perynspHo OHOBIOBAHOrO 3BiTY 3 6e3neku
Gnictepy B YHa KOMNaHiga "3popos'a", YkpaiHa nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHsI
KapTOHHi KopobLi "3popos's" , YkpaiHa (Bci cTagii nikapcbkoro 3acoby B nicnsipeecTpauinHuii nepiod, abo sk
BMPOOHMULTBA, pesynbTaT OLUiHKM 3BITY 3 AOCNIAXeEHb, NPOBEAEHMX BigNOBIAHO
KOHTPOSb SKOCTI, [0 nnaHy negiatpuyHux gocnigpxeHs (PIP) (3miHy y3rogxeHo 3
BUMYCK cepii); KOMMNETEHTHVUM YNOBHOBaXXEHWM OpraHom) - 3MiHW BHECEHI 1O
ToBapucTBo 3 IHCTPYKUIi ANs MeguyYHOro 3acTocyBaHHs Nikapcbkoro 3acoby
obmexeHoto Ao po3sgainy "3actocyBaHHs y nepiod BaritTHOCTi abo rogyBaHHs
BiANoOBiAaNbHICTIO rpyaar” BignosigHo o pekomeHaadin PRAC
"®APMEKC I'Pyn",
YkpaiHa (Bci cTagii
BMPOOHULTBA,
KOHTPOIb SIKOCTi)
105, EMECETPOH | Tabnetku, BKpUTI TosapucTso 3 Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - 3a UA/4118/02/02
-300POB'A NniBKOBOIO obmexeHoo obmexeHoto 3MiHM Wwopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuenmom
060r0oHKOt0, N0 8 Mr BignosiganeHi BiQNoOBiAanbHICTIO 3MiHa y KOpOTKill XapakTepucTULi nikapcbkoro 3acoby, TeKCTi
no 10 Tabnetok y CTIO "®apmaueBTuyHa MapKyBaHHs Ta iIHCTPYKLUIT A4Nns Megu4yHOro 3aCToCyBaHHS Ha
GnicTtepi; no 1 "dapmaueBTu KOMnaHis niacTasi perynsipHoO OHOBOBAHOIO 3BiTY 3 Ge3neku
Gnictepy B YHa KOMNaHis "3popos'a", YkpaiHa nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs!
KapTOHHI kopoOLi "3popos'a" , YkpaiHa (Bci cTagii nikapcbkoro 3acoby B nicnsipeecTpauiHuii nepiog, abo sik
BMPOGHMLTBA, pesynbTaT OLUiHKM 3BITY 3 4OCNIAXEHb, NPOBEAEHMX BigNOBIAHO
KOHTPOSb SKOCTI, 00 nnaHy neaiatpuyHnx gocnigxeHs (PIP) (3miHy y3arogxeHo 3
BUNYCK cepii); KOMMNETEHTHWUM YNOBHOBaXXEHWM OpraHoMm) - 3MiHW BHECEHi 10
TosapucTso 3 IHCTpYKUIi 4Ns MeguyHOro 3acTocyBaHHS fikapcbkoro 3acoby
obmexeHoto 0o po3sgainy "3actocyBaHHs y nepiod BaritTHoOCTi abo rogyBaHHS
BiQNOBiAaNbHICTIO rpyaat” BignosigHo o pekomeHaauin PRAC
"®APMEKC 'PYI",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPOIb SIKOCTi)
106., EMNA Kpem no 5 r y Ty6i; AcneH ®apma IpnaHgis Pecicdapm LLBeuis BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: be3 UA/4596/01/01
no 5 1y6 pasom 3 12 TpewngiHr Kapnckora Ab 3MiHM | TNy - 3amMiHn WwWopo 6e3neku/edekTUBHOCTI Ta peuyenma
OKINIO3INHUMM Niviteq dapmakoHarnsay (iHwWi 3MiHW) - OHOBMNEHHS TEKCTY
Haknewnkamu y MapKyBaHHS yrakoBKW fikapcbkoro 3acoby 3 BHECEHHSM
KapTOHHI kopooLi; iHbopmaLii LWoao 3a3Ha4YeHHs1 OAMHUL BUMIPIOBaHHS y
no 30 r y Ty6i; no 1 cuctemi Sl. BHeceHHs 3MiH fo po3giny "MapkyBaHHa” MKA J13:
TyOi y KApTOHHIN 3anponoHoBaHo: po3gin «MapkyBaHHs». 3rigHo
KopoOui 3aTBEpAXEHOro TeKCTY MapKyBaHHS. TepMiH BBeAEHHS 3MiH
npoTArom 6 MicsLiB Nicnsa 3aTBEPAXKEHHS.
107.| EMOKNOT MOPOLLOK Ta KEOPIOH ITanis KEOPIOH C.M.A. ITanis BHECEHHS 3MiH [0 peecTpauinHnx maTtepianis: 3a UA/17394/01/01
PO3YNHHUK ANns C.MA. 3MmiHu | TUny - 3miHKn wono 6esnekn/edeKkTBHOCTI Ta peuyernmom

PO34MHY Ans
iHdysin, 500 MO/10
M, pnakoH Ne 13

apmakoHarnsgy. BeegeHHs abo 3amiHu A0 y3aranbHeHnx
AaHnX Npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHWX Npo cucTemy capmakoHarnsiay, amiHa
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
nopotukom no 500 YrNOBHOBaXKeHOi 0cobu, BiaNoBiAanbHOI 3a 34iNCHEHHSI
MO y komnnekTi 3 hapmakoHarnsiay; KOHTaKTHOI 0cobu 3 hapmakoHarnsay
PO34MHHMKOM (BOAA 3asiBHMKa AN 30iMCHEHHsT dhapMmakoHarnsay B YKpaiHi, sikwo
anst iv'exuin) no 10 BOHa BigMiHHa BiJ yNnOBHOBaXeHOi ocobw, BianosigansHoi 3a
MmNy donakoHi Ne 1 3AiiCHEHHS bapmakoHarnsaay (BKIYaouy KOHTaKTHI AaHi)
Ta Habopom Ans Ta/abo 3miHM y po3millieHHi MacTep-daina cuctemu
PO3UYMHEHHS i dapmakoHarnagy) 3miHa ynoBHoBaXeHoi ocobu 3asBHUKa,
BBEAEHHS Y BiANoBiAanbHOI 3a hapmakoHarnsa;
KapTOHHI KopobLi Ritoua pepakuis: Pacddaene [li Mapso / Raffaele Di Marzo.
MponoHoBaHa pepakuis: AneccaHapo bisappi / Alessandro
Bizzarri.
3MiHa KOHTaKTHUX JaHUX YMOBHOBaXXEHOI 0CObU 3asiBHMKA,
BiANOBiAanbHOI 3a 34iCHEeHHA hbapMakoHarnsay.
108.| EMOKNOT NOPOLLOK Ta KEOPIOH ITanisa KEAPIOH C.M.A. ITanisa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/17394/01/02
PO3YMHHUK Ans C.M.A. 3MiHn | Tuny - 3MiHM Wwopo G6e3nekn/edeKTBHOCTI Ta peuernmom
pPO34MHY Ans hapmakoHarnsigy. BeegeHHs abo 3amiHu 4o y3aranbHeHux
iHdysin, 1000 AaHWX Npo cuctemy dapmakoHarnsay (BBegeHHs
MO/10 mn, conakoH y3aranbHeHUx AaHnx npo cuctemy papmakoHarnagy, aMmiHa
Ne 1 3 nopoLukom no yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
1000 MO y hapmakoHarnsiay; KOHTaKTHOI ocobu 3 hapMakoHarnsay
KOMMNAEKTi 3 3asBHMKa ANg 34iINCHEHHA dhapmakoHarnagy B YKpaiHi, SKwo
PO34MHHMKOM (BOAA BOHa BigMiHHa B ynoBHOBaXeHOi ocobu, BignosigansHoi 3a
ans iH'ekui) no 10 3AicHeHHs hbapmakoHarnsaay (BKNoYarym KOHTaKTHI AaHi)
My dornakoHi Ne 1 Ta/abo 3MiHM y po3MiLLeHHI macTep-caiina cuctemm
Ta Habopom ans hapmakoHarnagy) 3miHa ynoBHoBaxeHoi ocobu 3asiBHUKa,
PO3YMHEHHS i BignoBiganebHoi 3a hapmakoHarnsa:
BBELEHHS Y [itova pepakuis: Padhdaene i Map3so / Raffaele Di Marzo.
KapTOHHI kopobUi MponoHoBaHa pepakuis: AneccaHapo bisappi/ Alessandro
Bizzarri.
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOI ocobu 3asiBHUKa,
BiANoOBiAanbHOI 3a 3AiNCHEeHHA hbapmakoHarnagy.
109.| EHANANPUN | tabnetku, 10 mr/25 TOB YkpaiHa TOB "®APMEKC BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/17036/01/01
H-®APMEKC mr Ne20 (20x1) y "®APMEKC PYMN", YkpaiHa 3MiHM Wwopao 6e3nekun/edekTnBHOCTI Ta hapmakoHarnaay (iHwi | peyernmom
6nictepax reyn., 3MiHW) - OHOBMEHHSsI TEKCTY MapKyBaHHS yNakoBKM fikapCbKoro
YkpaiHa 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHS OQUHULb
BMMIiptOBaHHSA y cuctemi Sl. TepmiH BBEAEHHSA 3MiH - MPOTArOM
6 micauiB nicnsa 3aTBEpOKEHHS
110, EH3UCTAN® | TabneTku, BKpUTI ToppeHT IHais ToppeHT IHaisa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny: be3 UA/2874/01/01
LyKpOBOO dapmacbtoTika dapmacbtoTikanc 3MiHM | Tuny - 3miHn Wwopo 6e3neku/edekTUBHOCTI Ta peuyenma
060MnOoHKOM, nc Jlta. N1a. hapmakoHarnagy (iHwi 3MiHKn) - BHeceHHsi 3aMiH 4o po3ainy
KULLKOBOPO3YMHHI; MKA: MAPKYBAHHA. OHOBNEHHS TEKCTY MapKyBaHHS
no 10 TabneTtok y yrnakoBKW fikapcbKkoro 3acoby 3 BHeCeHHsAM iHdopMaLlii Wwoao
6nictepi; no 2 abo 8 3a3HavYeHHs OAMHMLL BUMIPIOBaHHS y cuctemi Sl
bnictepiB y
KapTOHHIN ynakoBLi
111 EH3UCTAN® | TabneTtku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny: be3 UA/2874/01/01
LyKpOBOIO dapmacbioTika dapmacbtoTikanc 3MmiHun wopo 6e3nekn/edpekTMBHOCTI Ta papmakoHarnsagy. peuernma
0600oHKol0, nc Jlta. N1a. BBegeHHst abo 3MiHM 40 y3aranbHeHMX gaHWX NPO cucTemy
KULLKOBOPO34MHHI; dapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHux npo

no 10 Tabnetok y

cucteMy pbapMakoHarnagy, 3MiHa ynoBHOBaXXeHOiI ocobu,
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

6nictepi; no 2 abo 8
6nictepiB y
KapTOHHIN yrnakoBsLi

BiANOBiAANbHOI 3a 3AiNCHEHHA hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa ons 34iIACHEHHS
hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
yrNOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS

(hapmakoHarnsay (BKoYady KOHTaKTHI AaHi) Ta/abo 3miHu y

po3MillleHHi MacTep-daiina cuctemu dpapmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOI 0cobU 3asiBHMKA, BiANOBIAANbHOI 3a
3aificHeHHsa dbapmakoHarnsaay B YkpaiHi: [litoya pepakuis — Dr.
Niraj Limbachiya; MponoHoBaHa pepakuis — Dr. Vikas Jain.
3MiHa KOHTaKTHOI ocobu 3asiBHMKA, BiANOBiAanbHOI 3a
3aificHeHHs dbapmakoHarnsaay B YkpaiHi: [litoua pepakuis —
Bagno AxHa MukonaiBHa; MponoHoBaHa pepakuis — XKirap
YKacBaHTCiHx XXagexa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXKEHOi 0cobM 3asiBHMKA, BiANOBIAANbHOI 3a
3aificHeHHs dbapmakoHarnsaay. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsgy B YKpaiHi

112.

EHOKCANAP
NH-
®APMEKC

PO3YUH ANg iH'eKUin,
10000 aHTU-Xa
MO/mn, no 0,2 mn
(2000 aHTK-Xa MO)
ab6o no 0,4 mn (4000
aHTn-Xa MO) abo no
0,6 mn (6000 aHTK-
Xa MO) a6o no 0,8
mn (8000 aHTK-Xa
MO) B nonepeaHbLO
HanoBHEHOMY
wnpuui; no 1
nonepeaHL0
HanoBHEHOMY
LINPULY B KOHTYPHIW
YapyHKOBIW ynakoBLi
abo 6nicTepi; no 1
KOHTYPHI
YapyHKOBIW ynakoBLi
abo Gnictepy B
nayui KapToOHHiIN; No
0,2 mn (2000 aHTK-
Xa MO) a6o no 0,4
mn (4000 aHTH-Xa
MO) a6o no 0,6 mn
(6000 aHTK-Xa MO)
abo no 0,8 mn (8000
aHTK-Xa MO) B
nonepeaHL0
HanoBHEHOMY
wnpuui; no 2
nonepeaHL0
HanoBHEHNX
LNpuLa B KOHTYPHI

TOB
"®APMEKC
rPym"

Ykpaina

TOB "®APMEKC
reyn"

Ykpaina

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MmiHu | Tuny -
3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - BHECEHHS 3MiH A0 p. «MapKyBaHHSI»:
3anponoHoBaHo: MapkyBaHHs. BignoBigHo fo 3aTBEpaXKEHOro
TekcTy MapkyBaHHsi. OHOBINEHHS TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPMHHOI YNaKoBKM Nikapcbkoro 3acoby i3
3a3Ha4YeHHAM MKHapOAHUX MO3Ha4YeHb OANHULIb
BMMIipIOBaHHs. BBegeHHs 3MiH npoTarom 6-Tu micauis nicng
3aTBEpPAKEHHS

3a
peuernmom

UA/14204/01/01
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

YapyHKOBIV yraKoBLi
abo 6nictepi; no 1
KOHTYPHIN
YapyHKOBIN ynakoBLi
abo bnictepy B
nauyui KapToHHIN; No
0,2 mn (2000 aHTK-
Xa MO) a6o no 0,4
mn (4000 aHTK-Xa
MO) a6o no 0,6 mn
(6000 aHTU-Xa MO)
abo no 0,8 mn (8000
aHTn-Xa MO) B
nonepeaHLo
HarnoBHEHOMY
wnpuui; no 5
nonepeaHLo
HamnoBHEHNX
LUNPULIB B KOHTYPHIN
YapyHKOBIN ynakoBLi
abo 6nicTepi; no 2
KOHTYPHi YapyHKOBI
ynakoBku abo
Gnictepu B nayui
KapTOHHIN; no 0,2
Mn (2000 aHTK-Xa
MO) abo no 0,4 mn
(4000 aHTH-Xa MO)
abo no 0,6 mn (6000
aHTu-Xa MO) abo no
0,8 mn (8000 aHTm-
Xa MO) B
nonepeaHLo
HarnoBHEHOMY
wnpwuui; no 10
nonepeaHLo
HarnoBHEHNX
LUNPWLIB B KOHTYPHIN
YapyHKOBIW ynakoBLi
abo 6nictepi; no 1
KOHTYPHI
YapyHKOBI ynakoBLi
abo Gnictepy B
nayui KapTOHHIN

113.

EMINEH

PO34MH ANns iH'eKUin,
0,3 mr/gosy; no 2 mn
PO3UUHY Y
nonepegHbLo
HaNOBHEHIW pyuLyj;
no 1 nonepeaHLo
HaNOBHEHI pyyLi B

MEJA Ab

LLBeuis

BUPOBHMUK,
BianosiganbHUi 3a
BMPOBHULTBO
Hepo3dacoBaHoi
npogykuii
(migroToBka,
acenTuyHa

CLA/
Higepnaxnaun
/

Himevunna/
LaHis/

BHECEHHS 3MiH [0 peecTpauinHuxX Matepianis: 3mMiHu | Tuny -
3MiHu 3 aKocTi. [oToBUI Nikapcbkun 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHSA A0OATKOBOI AiNbHULI
BMPOOHMUTBA AN YacTMHM abo BCbOro BUpOBHMYOro npouecy
roTOBOTO JiKapCbKOro 3acoy (AiNbHUUSA st BTOPUHHOIO
nakyBaHHS) - BBEEHHsI anbTepHaTUBHOI AiNbHUL
BigNoBiganbHOI 33 BTOPMHHE NakyBaHHSA Ta MapkyBaHHa MIM®

3a
peuernmom

UA/14931/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Ty6i; no 1 Ty6i B dinbTpauis, B.B. (ManydakTypiHr MNekemxuHr ®apmaka) Annenbrod 13,
KopoO6Lii 3 KapTOHY HarnoBHEHHA Ta 8465 PX Oynexacke, Hinepnanan; MPF B.V. (Manufacturing
yKynopka): Packaging Farmaca) Appelhof 13, 8465 RX Oudehaske,

Mepigian Megaikan
TekHonogxwmc, IHK.,
CLIA;
BUPOGHWK,
BiAnNoOBiAanbHW 3a
TEeCTyBaHHSA Ta
KOMMIeKTaujto:
Mepigian Megikan
TekHonogxuc, IHK.,
CLIA;
BUPOGHWK,
BiAnNoOBiAanbHW 3a
MapKyBaHHS Ta
BTOPVHHY YNaKOBKY:
MMN® B.B.
(MaHydakTypiHr
MekemXuHr
dapmaka),
HigepnaHau;
KoMnaHis, Wwo
Bignosigae 3a
npoBeAeHHs
KOHTPOSIO SIKOCTi:
€BpogiHc Papma
A/C, OaHisi;
BUMPOBHMUK,
BignoBiganbHUn 3a
BUMYCK Cepii:
MEJA ®apma M'm6X
eng Ko. KT,
HimeyunHa;
anbTepHaTUBHUN
BMPOBHMUK,
BiAnoBiganbHUi 3a
MapKyBaHHS Ta
BTOPVHHY YNaKOBKY:
MMNe b.B.
(MaHydakTypiHr
MekemXuHr
dapmaka),
HigepnaHaw;
anbTepHaTUBHUN
BUPOBHWUK,
BianosiganbHUi 3a
MapKyBaHHS Ta
BTOPVHHY YNaKOBKY:
POLW-OENBTA
'M6X eHp Ko. KT,

Netherlands; amiHu | Tuny - 3miHun 3 akocTi. FoTOBUIA
nikapcbkui 3aci6. 3miHn y BupobHuyTei. 3amiHa abo BBeAeHHs
[04aTKOBOI AiNbHULI BUPOBHULITBA A4S YacTUHU abo BCbOro
BMPOOHMYOro nNpoLecy roToBoro nikapcbkoro 3acoby
(BiNbHWLA ANs BTOPMHHOIO NaKyBaHHs1) - BBEAEHHSI
anbTepHaTMBHOI AiNbHULI BiANOBIigaNbHOI 32 BTOPUHHY
ynakoBky Ta mapkyBaHHs POLL-AENBTA 'm6X eHa Ko. KI
HigeprapTeH 4, 63691 PaHwTaar - MecceH, HimeuyuunHa;
ROSCH-DELTA GmbH & Co. KG Niedergarten 4, 63691
Ranstadt — Hessen, Germany; 3miHu | Tuny - 3MiHK 3 SKOCTI.
["oToBuMiA nikapcbkuii 3aci6. 3miHn y BUpobHMLTBI. 3amiHa abo
BBEIEHHS J0AAaTKOBOI AiNbHULI BUPOGHULITBA ANIS YaCTUHU
abo BcbOro BUpOBHUYOro NpoLiecy roToBOro NikapCbKoro
3acoby (AinbHWUS 4N BTOPUHHOMO NakyBaHHS) - BBEA,EHHS
anbTepHaTMBHOrO BUPOGHMKa, BiANOBIAANbLHOrO 3a
MapKyBaHHS Ta BTOPUHHY yrnakosky ®apmJlor ®apma Jlorictuk
'm6X CimeHcwTp. 1, 59199 BoHH, HimewuunHa; PharmLog
Pharma Logistik GmbH Siemensstr. 1, 59199 Bonen,
Germany; 3MmiHn | Tuny - 3MiHKn 3 sKocTi. [OTOBMIA NikapCbKui
3aci6. 3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHs
[04aTKOBOI AiNbHULI BUPOBHULTBA A1 YacTUHKU abo BCbOro
BMPOBHMYOro NpoLiecy roToBoro nikapcbkoro 3acoby
(BiNbHULSA ANS BTOPUHHOIO NakyBaHHS) - BBEAEHHS
anbTepHaTMBHOrO BUPOBHMWKa, BiANOBIAaNbLHOrOo 3a
MapKyBaHHsi Ta BTOPUHHY ynakosky ®apmilor ®apma Jlorictmk
'M6X, BepkwtarT y6ep aeH TaiixeH O6epesiHrep LLTpacce
149, 44339 OopTtmyHAa, HimewunHa;, PharmLog Pharma
Logistik GmbH, Werkstatt uber den Teichen Oberevinger
Stra?e 149, 44339 Dortmund, Germany; 3MmiHu | Tuny - 3MiHun 3
siKocTi. ToToBWI Nikapcbkuin 3aci6. 3MiHM y BUPOBHULTBI.
3MiHa iMnopTepa/amiHu, L0 CTOCYTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
AofaBaHHA AiNbHULI, Ha AKIN 3AIACHI0ETLCA
KOHTPOIb/BUNPOBYBaHHsI cepii) - 3MiHa anbTepHaTUBHOTO
BMPOGHMKa, BiANOBI4anbHOro 3a MikpoGionorivHi 4oCHiAKEHHSs!
3 Mikpoxem JlabopaTopis IpnaHgis J114. Ha €BpodhiHc ®apma
Keoniti KoHTpon; 3miHu | Tuny - 3MiHn 3 sikocTi. [oToBWiIA
nikapcbkuin 3aci6. 3MiHU y BUpoGHULTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYTbCS BUMYCKY Cepii Ta KOHTPOnio
SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo fofaBaHHs
AiNbHULI, Ha AKIN 34INCHIOETLCSA KOHTPOMbL/BUNPOOYBaHHS
cepii) - 3miHa anbTepHaTUBHOro BUPOBHMKA, BifNoBiganbHOro
3a isnyHi gocnigxeHHs 3 Mikpoxem JlabopaTopis IpnaHgis
JIta. Ha €BpodpiHc Papma Keoniti KoHTpon; 3miHu | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa APl abo BuxigHOro martepiany/npomixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpobHMUTBa A®I (He3HaYHi 3MiHM y 3aTBEpAXEHNX MeTodax
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
HimeuunHa; BMMNPOOYBaHHS) - BHECEHHS HE3HAYHMX 3MiH Y METOANKY
anbTepHaTUBHUIA KoHTponto A®| eniHedpuH 3a MOKa3HNKOM «3anuLLIKOBUX
BUPOGHWK, OpraHiYHUX PO34YMHHUKIB» METOAOM rasoBoi XxpomaTorpadii: -

BiAnNoOBiAanbHW 3a
MapKyBaHHs Ta

BTOPUHHY YNaKOBKY:

dapmilor Papma
Torictuk T'm6X,
HimeyunHa

3MiHW MiAroTOBKM Ta iHXeKLii PO34MHY ANS BU3HAYEHHS
CniBBiAHOLWEHHS curHan/wym (cknag po3yuHy curHan/lwym
3anuLIaeTbCA HE3MIHHMM); MeToauka BUNpobyBaHHS Ta
obnagHaHHS 3anuwaloTbCs He3MiHHMMU. [loaaTKoOBO BHECEHI
peaakuiviHi npaBku Ao cneumndgikauii A®I, a came: nocunaHHs
Ha TeCTyBaHHS 3aNny1LLIKOBOro pO34nHHMKa Byno 3miHeHo 3
«SOP-LAB-RDL-00252-SL» Ha «["azoBa xpomarorpadis» -
nokasHuku cneundikadii APl «lgeHTudikauisy,
«lpeHTngikauis A» Ta «30BHILLHIV BUrNSA po3vnHy» Byno
afanToBaHo BiANOBIAHO A0 ONUCY NPUBEAEHO Y BiANOBIAHICTb
[0 BUMOr MoHorpadii; 3miHu | Tuny - 3miHm 3 sikocTi. [oToBMI
nikapcbkuin 3aci6. 3mMiHM y BUpobHULTBI. 3MiHK BUNpobyBaHb
abo [onycTUMUX MeX, BCTaHOBIEHMX Y cneumndikauisx, nig
Yyac BUpOBHMLTBA rOTOBOrO MikapcbKoro 3acoby (iHLi 3MiHM) -
3MiHa NpoBeAEeHHs1 KOHTPONIO B NpoLieci BUpobHULTBa 3a
nokasHukom «BmicT eniHedpuHy i cynpoBifHi gomilkuy» (SOP-
LAB-RDL-00233-SL) meTogom BEPX: - BBegeHHst
anbTepHaTMBHOI «npoLeaypy NPSIMOro BBEAEHHS», sika Aae
MOXIUMBICTb iHXKeKLii Hepo36aBneHux 3paskiB (3rigHo 3
3aTBEpAXXEHOI0 NpoLeaypoto, 3pa3ok BBOASATh Y PO3BEAEHHI
1:5/1:10); 3miHn | TUNY - 3MiHM 3 AkocTi. FOTOBMI NikapcbkKi
3aci6. KoHTponb rotoBoro fnikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHsS roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHUX MeToaax BUNpobyBaHHs) -
3MiHa npoBeAeHHs kKoHTponto 113 3a nokasHukom «BmicTt
eniHedpuHy i cynposigHi gomilkmy (SOP-LAB-RDL-00233-
SL) metogom BEPX: - BBeAeHHSI anbTepHaTUBHOI «npoLeaypuv
NPSIMOro BBEAEHHAY, ika Jae MOXIMBICTb IHXeKU i
Hepo3baBneHux 3paskiB (3rigHO 3 3aTBEPAXKEHOO
npoueaypoto, 3pasok BBOASATb Yy po3BeaeHHi 1:5/1:10); aminm |
Tuny - 3MiHM 3 sikocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHSI rOTOBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa
y 3aTBEepAXXEHUX MeToAax BUNpoByBaHHs) - 3MiHa NPoOBeAEHHS
koHTponto 113, a came: TecTyBaHHA OYHKLiOHANbHOCTI
aBToiHxekTopiB NGA (SOP-QLC-SQC-00307-SL): -
BUIy4YeHHs TecToBoi cTaHUii Tinius Olsen, ockinbku AgaHa
CTaHUis Ginblue He BUKOPUCTOBYETLCS NPY NPOBEAEHHI
aHani3y Ans TecTyBaHHS OYHKLiOHaNbHWUX aBTOIHXEKTOPIB
NGA, Ta HasBHa py4Ha nNpoLeaypa; - BHECEeHHS 3MiH 4O onucy
py4HOI Npoueaypu (YTOYHEHHSI CTOCOBHO BUKOPUCTOBYBAHOMO
obnagHaHHsA (Barn Mettler Toledo PR502 6yno 3miHeHO Ha
Barn Mettler Toledo XPE603S, moxe O6yTu BUKOPUCTAHO iHLWE
BignoBigHe 0b6nagHaHHA Ta KOpeKList NPOBEAEHHS
TecTyBaHHS); 3MiHu | TUNy - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS AiSNbHOCTI
BMPOOHMKa/imMnopTepa roToBoro nikapcbkoro 3acoby,
BKI0MAKYM AiNbHMLI BUNYCKY cepii abo micLie npoBegeHHs
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n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTPOIIO AKOCTI. (AiANbHICTL, 3a Ky Bignosigae
BMPOBHUK/iIMMOPTEp, HE BKIOYaloun BUMYCK Cepilt) - 3MiHa
Ha3BM BMPOOHUKA, BiANOBIAaNbHOro 3a MikpobionoriyHoro
AocnigxeHHs, 6e3 3amiHu Micusi BUpoBHULITBA
114.| ECMNA-KAPB® | Tabnetku no 5 wr, Ecnapma HimeyunHa Ningodpapm M6X HimeyunHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/12191/01/01
no 25 rabnertok y m6X 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
6nictepi, no 2 abo dapmakoHarnagy (iHwi 3miHu) - 3amiHa posainy «[padiyHe
no 4 6nictepu y 0POpMIIEHHS yNakoBKM» Ha po3ain «MapkysBaHHs» MKA N3;
KapPTOHHI kopobuji 3anponoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS1.
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKM NikapCcbKoro 3acoby
3 BHECEHHAM iH(hopMalLlii WoA0 3a3HaYeHHs OAVNHMLb
BUMiptoBaHHs y cuctemi Sl. BBeaeHHSA 3MiH npoTsrom 6-Tu
MicsAUiB Nicns 3aTBepAXeHHS
115, ECMA-KAPB® | Tabnetku no 10 wmr, Ecnapma HimevunHa Ningodpapm M6 HimeyunHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/12191/01/02
no 25 rabnertok y M6X 3MiHM | TMNy - 3MiHK Wopo 6esnekn/edeKTUBHOCTI Ta peuernmom
6nictepi, no 2 abo hapmakoHarnagy (iHwi 3miHu) - 3amiHa po3giny «padiyHe
no 4 6nictepu y obopMIIEHHS ynakoBku» Ha po3ain «MapkysaHHa» MKA N3;
KapPTOHHI kopobLi 3anponoHoBaHo: MapKkyBaHHs. 3rigHO 3aTBEPOXKEHOTO TEKCTY
MapKyBaHHS1.
OHOBMEHHs TEKCTY MapKyBaHHS YNakoBKM fikapcbkoro 3acoby
3 BHECEHHAM iHhopMaLii Woao 3a3Ha4YeHHs OAMHULb
BMMiptoBaHHS y cuctemi Sl. BBeaeHHs 3MiH NpoTsirom 6-u
MicsUiB nicns 3aTBepPAXXEHHSA
116.| ECNON masb no 30 r y Ty6i MAT YkpaiHa MAT YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMiHu | Tuny - 6e3 UA/8518/01/01
antomiHiesin; no 1 "Ximcpapmsas "Ximcbapm3aasog 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
Ty6i B nayui 3 oa "YepsoHa "YepsoHa 3ipka" 3MiHW) - 3MiHW BHECEHi B TEKCT MapKyBaHHS yNakoBKM
KapTOHY 3ipka" nikapcbkoro 3acoby Loa0 3a3Ha4yeHHs1 MidkKHapOaHMX
no3HavyeHb OAMHULIL BUMIpOBaHHSA. BHeCeHHs 3MiH Ao po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHS.
BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTArom 6-TW MicAUIB NicNsa 3aTBepAXEHHS
117 ECTPOXEJb | renb ans micuesoro BeseH Benbris BeseH Benbris BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/4120/01/01
3acTocyBaHHs, 0,6 Xenckea CA MeHblodekuypiHr 3MiHK 3 skocTi. CepTudpikat BignosigHocTi/lE-cepTndikar peuernmom
Mr/rno80ry Bengxiym CA BigNoBigHOCTI €Bponencoki hapmakonei/moHorpadii.

cnakoHi 3
[03yH4UM
npucTpoem; no 1
dnakoHy B
KapPTOHHI kopooLyi

MonaHHs HoBoro abo oHoBMNeHoro ceptudikaTa BignoBigHOCTI
abo BunyyeHHs ceptudikaTa BignoeigHoCTi EBponeinchkin
dapmakonei: ans A®l; ona BuxigHoro
maTtepiany/peareHTy/npoMiKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUPOBHMLTBI ADI; Anst 4onoMiKHOI
pevyoBMHU (CepTudikaT BigNoBIigHOCTI EBponenchkin
dapmakonei) - OHOBNeHW cepTudikaT Bif yxe
3aTBEPAKEHOro BUpPOBHUMKaA -

MogaHHs oHoBneHoro CepTudikaTy BiANOBIAHOCTI
€Bponevicbkinn hapmakonei R2-CEP 1995-017 Rev 04,
(3atBepaxeHnn R2-CEP 1995-017-Rev 03) Big Bxe
3aTBepaxeHoro BupobHuka Bayer AG, Germany ans A®I
ecTpaaiony remirigpaty. Ak HacnigoK, yTOYHEHHS
HaliMeHyBaHHs BUpobHuka APl ectpagiony remirigpaty 3
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Bayer Pharma AG, Germany Ha Bayer AG, Germany
118, ETONO3UA KOHLleHTpaT Ans Amakca 1T Benuka Crapadapm 'M6X, HimeyunHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/16825/01/01
AMAKCA pPO3UMHY ANst BputaHis HimeyunHa 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnaay (iHwi | peyernmom
iHdpysin, 20 mr/mn, (KOHTpOMb AKOCTI, 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NikapCbKOro
no 5 mn y gnakoHi; BTOPWUHHE 3acoby 3 BHECEHHSIM iHhopMaLil LoA0 3a3HAYEHHST OANHULb
no 10 chnakoHis B nakyBaHHs, BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH fo po3ainy
KapTOHHIl kopoouyj; MapKyBaHHS, BUNYCK “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHS.
no 25 Mn y dnakoHi; cepivt); TumoopraH BignosigHo A0 3aTBEpAXeHOro TEKCTY MapKyBaHHs. BBeaeHHsA
no 1 conakoHy B dapmauie Mb6X, 3MiH NPOTArom 6-Tu MicAUIB NicNga 3aTBepaAXeHHN
KapTOHHi KopobLi HimeyunHa
(BMPOBHMLTBO
po3uunHy bulk,
nepBvHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPOIb SIKOCTi)
119.| EY®PASIA Kpanni O4Hi, po3ynH BAINA HimeuunHa BAINA HimeuunHa BHECEHHSA 3MiH [0 peecTpaLinHMx martepianis: 6e3 UA/17714/01/01
no0,5mn B Xannbmitrens XannbMmitrens TexHiyHa nomurnka (3rigHo Hakady MO3 Big 23.07.2015 Ne 460) | peuyenma
nnacTUKoBNX meX 'M6X, HimeuunHa - BUNPaBIIEHHS TEXHIYHUX NOMUAOK, 3rigHo n.2.4. po3ainy VI
KoHTenHepax Ne 5, (Bunyck Haka3dy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
Ne 10, Ne 30 Hepo3sdacoBaHol Haka3dy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
NpoAYKLii, BTOpUHHA BUNPaBMEHHSA TEXHIYHOI MOMMUIIKWN Y TEKCTIi MapKyBaHHs
ynakoBKa Ta A03Bin nikapcbkoro 3acoby, sika 6yna gonylieHa npv peectpauii M3
Ha BuUnyck cepii); (Haka3 Ne 2205 Big 31.10.2019 p.), a came: - BTOPUHHOI
Xononak ynakoBku 3a n. 10 «[lata 3akiH4eHHa TepMiHy NpUAaTHOCTI
deprnakyHrcTexHik (Micaub/pik (3a3HaYaETbCA OCTaHHIN MicsiLb, KOMW TEPMiH
'm6X, HimeuunHa NpuAaTHOCTI QiNCHUIA)»: 3aTBepAXeHo: «[laTta BUpobHuLTBa:»,
(nepBuHHE «MpuaaTtHmn go:» 3anponoHoBaHo: «lpugatHui fo:» -
nakyBaHHs1) nepBUHHOI ynakoBku 3a n. 2. «Maca, 06’eM, KOHLeHTpaList abo
KinbKiCTb oguHULb Aii Nnikapcbkoro 3acoby» Gyno 3asHavyeHo
«0,5 mn» 3amictb «0,5 mn, 0,5 ml»; 3a n.3. «<Homep cepii
nikapcbkoro 3acoby» 6yrno 3a3HayeHo «HadaeTbCaA» 3aMiCTb
«Lot:»; 3a n.4. «[JaTa 3aKkiH4eHHs TepmiHy npuaaTHoOCTI» Byno
3a3HavYeHo «HapaeTbea» 3aMicTb «Exp:». 3aszHayeHi 3amiHn B
TEKCTi MapKyBaHHs! NikapCbKOro 3acoby He € TEXHIYHO
NMOMMWIIKOI, OCKiNTbKM TEXHIYHA NOMMIKa Lie HEeBIANOBIAHOCTI,
JonylueHi y 3aTBep)KeHnX Npu peecTpauii LoKyMeHTax Ta
BUSIBNSAETLCS NPY NOPIBHAHHI 3aTBEPXKEHNX MPU peecTpauii
OOKYMEHTIB 3 MaTepianamu peecTpauiiHoro Aocb€e 3asiBHUKA.
Ockinbku NPOEKT MapKyBaHHS yNakoBOK fikapcbkoro 3acoby
NnoAaeTbCa Ana NpoBegeHHs eKcnepTMan 3rigHo BUMOT 40
MapKyBaHHs1 ynakoBok [T13 Hakazy MOS YkpaiHu Ne426 Big
26.08.2005 (y pepakuii Hakasy Big 04.01.13 Ne 3) Ta
NoroaxyeTbCcsl BUPOOHMKOM, TO AaHe BUNPaBrEHHs He MOXe
OyTn NnpoBeAeHe LUNSIXOM MOPIBHAHHSA 3 3aTBEPAKEHUMU NPU
peecTpauii AJOKyMeHTaMu
120.| E®EPANIMAH | Tabnetku wwunydi no YTCA CAC ®paHuis YTCA CAC PdpaHuisa BHECEHHS 3MiH [0 peecTpauinHMx martepianis: be3 UA/5237/01/01
500 mr; no 4 3MiHu | Tuny - 3miHn wopao 6esnekn/edekTMBHOCTI Ta peuyenma

TabneTku y cTpuni;
no 4 ctpunu y

hapmakoHarnsgy (iHwWi 3MiHKW) - BHECEHHS 3MiH 4O po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
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Ymosu
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Homep
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noceid4yeHHs1

KapTOHHI Kopobui

3rigHO 3aTBEpAXEHOro TEKCTY MapKyBaHHS. TakoXX OHOBMEHHS
TEKCTY MapKyBaHHSs1 YNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iH(opMaLlii Woa0 3a3HaYeHHs! OAUHNLb
BUMipIoBaHHs y cucteMi Sl. BBegeHHs 3MiH npoTarom 6-Tu
MicsILiB nicns 3aTBepAXeHHS; 3MiHu | Tuny - 3MiHun woao
6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3miHn) -
3MiHM BHECEHIi 40 iIHCTPYKLIi AN MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3gain "3actocyBaHHs y nepioa
BariTHOCTI abo rogyBaHHsA rpyaato” BignoBigHO 4O OHOBMEHO!
iHbopmalii 3 6e3neku aito4oi pe4oBuHU. BBeaeHHs 3MiH
NpoTAroM 6-TW MicALIB Nicna 3aTBepAXEeHHS

121.

E®EPAIIAH

cynosuropii
pekTanbHi no 80 wmr;
no 5 cynosnTopiiB y
6nictepi; no 2
6nictepu B
KapTOHHi KopobLi

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis:
3MiHu | TMnYy - 3miHK Wwopao 6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHsa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
3rigHO 3aTBEepAXEHOro TEKCTY MapKyBaHHs. TakoXX OHOBEHHS
TEKCTY MapKyBaHHs! YraKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsa oanHULb
BUMiploBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
MicaLiB nicns 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHKn Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHn) -
3MiHW BHECEHi 40 iHCTPYKLiT NS Meau4yHOro 3acToCyBaHHs
nikapcbkoro 3acoby y po3agin "3actocyBaHHs y nepios
BariTHOCTI abo rogyBaHHsA rpyaato” BignoBigHO 4O OHOBMEHOT
iHdbopmalii 3 6e3neku aito4oi peqoBuHW. BBeaeHHs 3amiH
NpOTAroM 6-TW MicALIB Nicna 3aTBEpPAXXEHHSA

be3
peuenma

UA/5237/03/01

122.

E®EPAITAH

cynosuTopii
pekTanbHi no 150
mr; no 5
CynosunTopiis y
GnicTtepi; no 2
Gnictepu B
KapTOHHI kopobLi

YMNCA CAC

®paHuisa

YMNCA CAC

DdpaHuisa

BHECEHHSA 3MiH [0 peecTpauinHmux matepianis:
3MiHK | TMnYy - 3mMiHK Wwopao 6eanekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHW) - BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
3rigHo 3aTBepAXKEHOro TEKCTY MapKyBaHHS. TaKkoX OHOBIEHHS
TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHA OanHULb
BMMIiptoBaHHSA y cuctemi Sl. BBegeHHs 3MiH NpoTArom 6-tu
MicaLiB nicns 3aTBepAXeHHs; 3MiHu | Tuny - 3MiHu woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi amiHu) -
3MiHM BHECEHI 40 IHCTPYKUIT ANs MeaWYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y po3gin "3actocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs rpyaar” BianosigHO 40 OHOBIEHO!
iHbopmalii 3 6esnekn aitoyoi pe4oBuHW. BBeaeHHst 3amiH
NpoTAroMm 6-T1 MicaLiB Nicna 3aTBEPAXKEHHSA

6e3
peuenma

UA/5237/03/02

123.

E®EPAITAH

cynosuTopii
pekTanbHi no 300
Mr;no5
CynosunTopiis y
6nictepi; no 2
onictepu B
KapPTOHHIN Kopobui

YMCA CAC

PpaHuis

YMNCA CAC

dpaHuisa

BHECEHHS 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | Tuny - 3MiHK Wopao 6e3neku/edeKkTMBHOCTI Ta
hapmakoHarnsay (iHwi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
3rigHO 3aTBEpAXEHOro TEKCTY MapKyBaHHS. TakoXX OHOBMEHHS
TEKCTY MapKyBaHHS YNakoBKM NikapCbKoro 3acoby 3
BHECEHHAM iHbopMaLii Woa0 3a3Ha4YeHHs OaNHULb
BMMIiplOBaHHS y cuctemi Sl. BBeaeHHs 3MiH NpoTaroM 6-tu
MicaLiB nicns 3aTBepAXeHHs; 3MiHu | Tuny - 3miHun woao
be3nekn/edekTUBHOCTI Ta papmakoHarnagy (iHwi 3miHu) -

be3
peuenma

UA/5237/03/03
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3MiHM BHECEHI 40 IHCTPYKLUIT ANst MeaANYHOro 3acTOCYBaHHsI
nikapcbkoro 3acoby y po3agin "3actocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaar” BiAnoBiAHO 40O OHOBIEHOI
iHcbopmaLii 3 6esneku Ailo4oi pevyoBUHU. BBeaeHHS 3MiH
npoTarom 6-Tv MicsUiB nicns 3aTBEpAXEHHS
124, E®EPANTAH | po3uuH opanbHuii 3 YMNCA CAC ®paHuisa YMNCA CAC ®paHuisa BHECEHHS 3MiH 10 peecTpauinHux marepianis: 3MmiHu | Tuny - 6e3 UA/5237/02/01
%; no 90 mn y 3MiHu wopao 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
dnakoHi; no 1 3MiHW) - BHECEHHS 3MiH A0 po3ainy «MapkyBaHHa» MKA J13:
dnakoHy B 3anponoHoBaHo: MapkyBaHHs 3ridHO 3aTBEepPAXXEeHOro TEKCTY
KOMMMEKTi 3 MipHO0 MapKyBaHHS1. TakoX OHOBIEHHSI TEKCTY MapKyBaHHS YMakoBKW
FNIOXKO Y KapTOHHIN nikapcbkoro 3acoby 3 BHeceHHsIM iHcopmauii woao
KopobLi 3a3Ha4YeHHs1 OQMHULb BUMIPIOBaHHs Yy cucteMi Sl. BBegeHHst
3MiH NPOTArom 6-Tu MicAUIB NicNs 3aTBepAXeHHS; 3MiHu | Tuny
- 3MiHu Wwopo 6e3nekn/edeKTMBHOCTI Ta dhapMakoHarnsay
(iHLWi 3MiHW) - 3MiHWM BHECEHi [0 IHCTPYKUiT AN MeauYHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ain "3actocyBaHHs y
nepion BariTHOCTi abo rogyBaHHs rpyaa” BianoBiaHoO oo
OHOBIEHOI iH(opMalLlii 3 6e3neku fitoyoi peyoBuHN. BBeaeHHs
3MiH NPOTArom 6-TW MicALUIB NicNsa 3aTBepaAXeHHSN
125, 3UBOKC TabneTku, BKpUTI Mdpansep IHK. CLUA BMPOBHMLITBO, CLUA BHECEHHS 3MiH O peecTpaLiiHuX maTepianis: 3a UA/1969/01/01
NNiBKOBOIO nepsuHHe Ta HimeyunHa 3MiHu | TUny - AgMiHicTpaTuBHI 3mMiHW. 3MiHa HalilMeHyBaHHS | peuernmom
o6oroHkoto, no 600 BTOPUHHE Ta/abo agpecu Micusi NpPoBagXeHHs AisribHOCTI BUPOBHMKa
mr; no 10 TabneTok nakyBaHHs, (BKntoyaroun, 3a HeOBXiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO
y 6nictepi; no 1 KOHTPOJSIb SIKOCTI, sikocTi), abo BnacHuka mactep-gaiina Ha A®l, abo
Gnictepy B BMNYCK Cepii: noctayanbHuka A®l/BuxigHoro
KapTOHHI kopoobLi; Mdpansep mMaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LU0
no 10 Tabnetok y dapmactoTikans 3acToCOBYOTbCS Y BUPOOHULTBI AD| (SIKLLIO 3a3HAYEHO Y AOChE
Gnictepi; no 1 JIIC, CLWWA Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikaTa
6nictepy B nepBuHHE, BTOPUHHE BiANOBIAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMY
KapTOHHI kopobLi nakyBaHHs, nocbe, abo BUpoBHMKa HOBOT AOMOMIXKHOI PEYOBUHM (SIKLLLO
KOHTPOSb SKOCTI, 3a3Ha4yeHo y [0CbE) 3MiHa Ha3BW AinbHULI, WO BiANOBIAaE 3a
BUMYCK Cepii: BMpobHuuTBO API niHesonigy, 6e3 3MiHM MicLsa BUpOGHMLTBA
Mdpansep 3arBepaxeHo: Pfizer Asia Pacific Pte Ltd, CuHranyp
MeHtoekyypuHr 3anponoHosaHo: Pfizer Asia Manufacturing Pte Ltd, CuHranyp.
Oonuneng M'moX,
HimevunHa
126.| 3IATEH™ PO34MH opanbHWUK, BiiB Xenckep Benuka nakcoCmiTKnamH KaHaga BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/4163/01/01
20 mr/mn; no 240 mn IOK Nimiten BpuTaHia IHK. 3MiHu | Tuny - 3miHu 3 akocTi. APL. KoHTponb A®I. 3miHa y peyernmom

y dnakoHi; no 1
dnakoHy 3
[03YH4UM LINPULLOM
Ta agantepom Ans
LNpuUa y KapTOHHIN
KopoOui

napameTpax crneumdikadi Ta/abo 4onyCTUMUX MEX,
BM3HAYeHWX y crneumdikauiax Ha A®l, abo
BUXiAHWA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuuTea API (iHwWi 3MiHK) - BBEAEHHS
anbTepHaTUBHOIO BUKOPUCTAHHS BYFiNIbHUX KapTpuaXis
3aMmiCTb NOPOLLKOBOrO BYFifMs Ta JOMNOMKHUX dinbTpiB nig
yac BurotoeneHHsa A®| Abakasipy rntotapary. 3miHu | Tuny -
3MmiHu 3 akocTi. A®l. BupobHuyTBo. 3miHa po3mipy cepii
(Bknovatoum gianadoHun) APl abo NpoMiDKHOTO NPOAYKTY, KN
3acToCOBYETbCA Y Npoleci BUpobHuuTea AP| (3MEHLIEHHs!
obcsry BupobHuutea go 10 pasiB) 3miHa Aiana3oHy BBeAEHHS
BMXigHoro marepiany G1268494A ons BUroTOBNEHHS
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MPOMiXXHOro NPOAYKTY xropnypuHy (26U90) B npoueci B
(cuHTe3 abakasipy cynbdary). (3aTBepaxeHo: 60 — 362 kr;
3anpornoHoBaHo: 60 — 252 «kr). 3miHu | Tuny - 3miHK 3 AKOCTI.

A®|. BupobHuuTBo. 3miHu B npoueci BupobHuutea Ad|

(HesHayHa 3miHa y npoueci BupobHuutea Adl) (b.1.a.2. (a) I1A)
BHECEHO pefaKLiiHi 3MiHM [0 onucy BUPOBGHUYOro npoLecy

CTOCOBHO foaaBaHHs IMS Ha eTtani npouecy B (cuHTe3

abakasipy cynbdary). 3miHu | Tuny - 3minn 3 akocTi. AL
Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (HesHayHa

3MiHa y npoueci BupobHuuTBa APl) BHeCceHO peaakUiviHi 3MiHK
[0 onncy BUPOBGHMYOro NpoLecy CTOCOBHO AoAaBaHHs IMS Ha
eTtani npouecy B (cvHTe3 abakaBipy cynbdary). 3miHu | Tuny -

AAMiHiCTpaTuBHI 3MiHW. BunyyeHHs BUpoOHUYOT AinbHUL
(Bkntovatoum ginbHuui anst A®I, npomixHoro npogykty abo

roTOBOrO NikapCbkoro 3acoby, AinbHULI 4N NPOBEAEHHS

nakyBaHHs1, BUpOGHYMKa, BiANOBiAaNbLHOro 3a BUMNYCK Cepil,

MicLie NpoBeAEHHsI KOHTpOrto cepii) abo nocTavanbHWKa
BUXiQHOrO MaTepiany, peareHTy abo [OMOMiKHOI pe4OBUHM
(SIKLLIO 3@3HAYEHO Y 0CbE) BUMYYEHHS BUPOBOHNYOI AinbHULI

Lonza AG anst npoMi>kHOro NPoAyKTy xroponypuHy (26U90) Ta
BuxigHoro matepiany G1268494A. 3minu | Tuny -
ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu
MicLSi NPOBaAKeHHS AiAnbHOCTI BUpOBHMKa (BKNOYaoun, 3a
HeobXigHOCTI, MicLie MPOBeAEHHS1 KOHTPOIIO SKOCTi), abo
BrnacHuka macTtep-gainna Ha Adl, abo noctayanbHuKa
Adl/BuxigHOro matepiany/peareHTy/NPoOMid>KHOro NPOAYKTY, Lo
3acToCOBYOTbCS Y BUPOOHULTBI AD| (SIKLLIO 3a3HaYEHO Y A0ChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANoBiAHOCTI €Bponencbkilt hapmakonei y 3aTBepaKeHoOMY
nocbe, abo BUpobHMKa HOBOT AOMOMIDKHOI PEYOBUHM (SIKLLO
3a3HaYeHo y Aocbe) 3MiHa agpecyu BUPOBHMKa NPOMIDKHUX
matepianis Ta A®l Abakasipy rntoTapaty Piramal Enterprises
Limited.

127.

3IHHAT™

TabneTku, BKpUTI
06oroHkKoto, no 125
mr; no 10 TabneTok
y 6nictepi; no 1
6nictepy B kopobUi 3
KapTOHY

nakcoCmiTKn
anH Exkcnopt
JlimiTeq

CnonyyeHe
KoponiscTs
o

'nakco OnepenHe
IOK imiTen

Benuka
BpuTtaHis

BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis:
3MiHn | TUny - 3MiHK Wwopo 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu) 3amiHa po3giny «I padiyHe
ochopMneHHs1 ynakoBku» Ha po3ain «MapkyBaHHsA» B MKA J13:
3arBepaxeHo: MpadivyHe odopmneHHs ynakosku Bignosigae
npeacTaBrieHoMy rpadivHOMY 306paXKeHHI0 YNaKoBKU.
"padiuHe 306paxkeHHs ynakoBku 3anpornoHoBaHo:
MapkyBaHHs1 3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS.
OHOBMEHHs1 TEKCTY MapKyBaHHS YNakoBKU flikapcbkoro 3acoby
3 BHECEHHSAM iH(hopMaLlii LWOAO 3a3HAYEHHA 0ANHULb
BMMiptOBaHHS y cuctemi Sl. BBegeHHs 3miH NpoTarom 6-tu
MicaLiB nicns 3aTBepAXeHHS

3a
peuernnmom

UA/5509/02/01

128.

3IHHAT™

TabneTkn, BKpUTI
obonoHkoto, no 250
mr; no 10 Tabnertok
y bnictepi; no 1
6nicTepy B kopobui 3
KapTOHY

nakcoCwmiTKn
K Exkcnopt
Nimiten

CnonyyeHe
KoponiscTB
o

'nakco OnepenHc
IOK Nimiten

Benuka
BpuTtaHis

BHECEHHS 3MiH [0 peecTpaLinHMx martepianis:
3MmiHu | TUny - 3miHKn wono 6esnekn/edekTBHOCTI Ta
apmakoHarnsgy (iHwi 3miHn) 3amiHa po3giny «IpadiyHe
ocbopMneHHs1 ynakoBkvu» Ha po3ain «MapkyBaHHs» B MKA J13:
3arBepaxeHo: MpadivHe odopmneHHs ynakosku Bignosigae
npegcTaBneHomy rpaiyHOMy 306paXKEHHI0 yNaKkoBKMU.

3a
peuernmom

UA/5509/02/02
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
padhiyHe 306paxeHHs1 ynakoBku 3anponoHOBaHO:
MapkyBaHHs 3rigHO 3aTBEpAXXEHOro TEKCTY MapKyBaHHS.
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKM NikapCbKoro 3acoby
3 BHECEHHAM iH(hopMalLlii oo 3a3HaYeHHS OANHMLb
BUMiptoBaHHs y cuctemi Sl. BBeaeHHSA 3MiH npoTarom 6-Tu
MicAUiB Nicng 3aTBepAXEHHS
129.| 3IHHAT™ Tabnetku, BKpUTI makcoCmiTKn |Cnony4eHe "makco OnepenwHc Benuka BHECEHHS 3MiH 1O peecTpaLiH1X maTepiarnis: 3a UA/5509/02/03
obonoHkoto, no 500 anH Exkcnopt | Koponiscts IOK Nimiten BputaHis 3MiHn | Tuny - 3MiHK Wwopo G6e3nekn/edekTUBHOCTI Ta peuenmom
mr; no 10 TabneTok Timiteq [o) dhapmakoHarnagy (iHwi 3miHu) 3amiHa po3giny «IpadiyHe
y 6nictepi; no 1 obopMIIEHHS ynakoBku» Ha po3ain «MapkyBaHHa» B MKA J13:
GnicTepy B kopobui 3 3arBepaxeHo: MpadiuHe odhopmneHHs ynakosku Bignosinae
KapTOHY npeacTaBneHoMy rpadivHOMY 306paXKeHHI0 yNakoBKU.
padhiyHe 306paxkeHHs1 ynakoBku 3anpornoHOBaHO:
MapkyBaHHs 3rigHO 3aTBEpAXXEHOro TeKCTY MapKyBaHHS.
OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKM NikapCcbKoro 3acoby
3 BHECEHHAM iHpopMaLii Woao 3a3Ha4YeHHs OAMHULb
BUMiploBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
MicsAUiB Nicns 3aTBepAXeHHS
130.| 3OBIPAKC™ niodpinisat ans nakcoCmiTKn Benuka nakcoCmiTKnsaiH ITanis BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3a UA/8281/01/01
pO34unHY Ana anH Excnopt BputaHis MaHydakTypuHr 3MiHM | TMNy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peyenmom
iHdysint no 250 mr; 5 Timiteq C.nA. hapmakoHarnagy (iHwi 3miHu) - 3amiHa po3giny «padiyHe
dnakoHis 3 obopMIIEHHS ynakoBku» Ha po3ain «MapkysaHHs» MKA N3:
niocpinizatom y 3anponoHoBaHo: MapkyBaHHsI. 3rigHO 3aTBEPAKEHOIO TEKCTY
KOHTYPHIl KApTOHHIN MapKyBaHHsI.
ynakosLi B OHOBMEHHs TEKCTY MapKyBaHHS YNakoBKM NikapcbKoro 3acoby
KapTOHHI kopobUi 3 BHECEHHAM iHhopMaLii Woao 3a3Ha4YeHHs OAMHULb
BMMiptoBaHHS y cuctemi Sl. BBeaeHHs 3MiH NpoTsirom 6-u
MicAUIB Nicnsi 3aTBEPAKEHHSA
131.| 300AK® TabneTku, BKpUTI TOB "CaHogi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4O peecTpaLiiH1x maTepianis: 6e3 UA/4070/03/01
obonoHkoto, no 10 ABeHTiC Pecny6bnika 3MiHn | TUny - 3MiHK Wwopo 6e3nekn/edeKTMBHOCTI Ta peuenma
mr YkpaiHa" hapmakoHarnagy (iHwi 3miHn) OHOBMNEHHS TEKCTY MapKyBaHHS
Ne 30 (10x3): no 10 yNakoBKK NikapcbKoro 3acoby 3 BHECEHHsM iHdopMalii woao
Tabnetok y 6nicTepi, 3a3HavYeHHs OAMHULb BUMIpIOBaHHS y cucTemi SI. BHeceHHs
no 3 6nictepu y 3MiH o posainy “MapkysaHHs” MKA N3: 3aTBepaxeHo:
KapTOHHI kopobLi Posgin" MapkupoBka Ha ynakoBke" TeKCT MapKyBaHHS y
cknagi MKA. 3anponoHosaHo: Po3ain "MapkyBaHHS"
BignosigHo 40 3aTBEpAXEHOro TEKCTY MapKyBaHHs. TepMiH
BBEAEHHS 3MiH: NPOTArom 6-TW MicAUIB NicNsa 3aTBEPAKEHHS
3MiH.
132.| 30KOP® TabneTku, BKpUTI Mepk Wapn i |Lsenuapis Mepk Wapn i Joym Higepnaxnamn BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/0645/01/02
NniBKOBOO Ooym IOEA B.B., Hinepnangu Benvka 3MiHn | TUny - 3MiHK Wopo G6e3nekn/edekTUBHOCTI Ta peyernmom
o6oroHkoto, no 20 6X (naKyBaHHs, BpuTtaHis dapmakoHarnsgy. 3MiHa y KOpOoTKi xapakTepucTuui

mr, no 14 Tabnertok
y bnictepi; no 2
onictepu B
KapPTOHHIN Kopobui

KOHTPOJSb SIKOCTI,
BUMYCK cepii); Mepk
Wapn i Qoym
NimiTen, Benuka
Bputania (BupobHuk
Hepo3dacoBaHoi
npoaykuii, KOHTPOnb
SIKOCTI)

nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta IHCTPYKLii 4ns
MeONYHOro 3acTOCYBaHHS Ha NiACTaBi perynspHo
OHOBINIOBAHOrO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHS nikapcbKkoro 3acoby B
nicnapeecTpauiiHui nepiod, abo sik pe3ynbTaT OUiHKK 3BiTY 3
pocnigXeHb, NpOBeAeHMX BiAMOBIAHO 40 NnaHy negiatpuydHnx
pocnigxeHb (PIP) (iHwi 3mMiHK) 3MiHM BHECEHI A0 iHCTPYKUiT
ONsi MeQuYHOro 3acTocyBaHHS MikapcbKkoro 3acoby Ao po3ainy
"Mo6ivHi peakuii" BignoBigHO [0 MaTepianiB peecTpauiiHoro
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
AOCbE Ta OHOBIEHOI iHpopmaLii woao 6eaneku aitoyoi
pevoBuHU. BBEeaeHHs 3MiH npoTarom 3-x MicsiliB nicnsi
3aTBepPAKEHHS
133.| 30KOP® TabneTku BKpUTI Mepk Wapn i |LUBenuapis Mepk LWapn i Joym Hinepnanan BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/0645/01/01
®OPTE nniBKOBOIO Ooym IOEA B.B., Hinepnangu Benwvka 3MmiHu | TMny - 3miHK Wwopao 6e3nekn/edPeKTUBHOCTI Ta peuernmom
obonoHkoto no 40 m6X (nakyBaHHs, BputaHis hapmakoHarnagy. 3miHa y KOpOoTKill XapaKTepuCTuLi
Mr, no 14 tabnetok KOHTPOSIb SAKOCTI, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
y bnictepi; no 2 BUNYyCK cepii); Mepk MeANYHOro 3acTOCyBaHHS Ha NifAcTasi perynsipHo
6nictepu B LWapn i Joym OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHI kopobuji JlimiTen, Benuka nocnigxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
BputaHis (BUpobHUMK nicnsapeecTpauiiHii nepiod, abo Sk pe3ynbTaT OLiHKM 3BiTY 3
Hepo3gacoBaHoi [ocnigXeHb, NpoBeAeHUX BiANOBIAHO A0 NnaHy negiaTpuyHnX
NpoAyKuii, KOHTPOIb pocnigxeHb (PIP) (iHwi 3miHWM) 3MiHW BHeceHi Ao iHCTpyKLii
SIKOCTI) Ons MeQUYHOro 3acToCcyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mob6ivHi peakuii" BignoBiaHO [0 MaTepianiB peecTpauiiHoro
[00Cbe Ta OHOBMEHOI iHhopmallii oo 6esneku aitoyoi
peyoBMHU. BBeaeHHA 3MiH npoTarom 3-x Micauis nicns
3aTBEpPAKEHHS
134 3OMETA® KOHLeHTpaT Ans HosapTic LLisenuapis ATEC 'm6X IME[, ABcTpis BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 3a UA/8368/01/01
pO34unHY Ana dapma Al ABCTpIst (KOHTPOMb LLisenuapis 3miHu |l Tvny - 3miHK Wwopo 6e3nekn/edekTUBHOCTI Ta peyenmom

iHoysin, 4 mr/5 mn;
no 5 mn y gnakoHi;
no 1 conakoHy B

KapTOHHI kopobLi

AKOCTi 3a
MOKa3HUKOM
"CTepunbHicTb"(ans
BMPOGHUKa
®peseHiyc Kabi
'M6X, MNpau));
HoBapTic ®apma
LTenn AT,
Llisenuapia
(BMpPOBHMLTBO 3a
MOBHUM LIMKITOM);
®peseHiyc Kabi
ABcTpis T'M6X,
ABcCTpia
(BpOGHULTBO,
nepBuHHE
nakyBaHHs1);
®peseHiyc Kabi
ABcTpis T'M6X,
ABCTpif (BidyanbHun
KOHTPOIb
CTEpPUNi3oBaHmx
dnakoHiB (Ans
BMPOOHUKa
®peseHiyc Kabi
ABcTpia T'm6X,
pau)); ®peseHiyc
Kabi AscTpis TM6X,
ABCTpis (KOHTPOMb
SIKOCTi 3a
MOKa3HUKOM

hapmakoHarnsigy. BHeceHHs abo amiHa(u) go 3060B'3aHb Ta
YMOB BUAaYi peectpauinHoro nocBiavyeHHs, Bkntoyatym MNMnax
yNpaBniHHA pu3nKamu (3acTocyBaHHS 3MiH(1), siki(a)
BMMararTb(€) NofganbLioro obrpyHTyBaHHS HOBUMM
[00aTKOBMM AaHVMW, L0 MaloTb HafaBaTUCS KOMMNETEHTHUM
OopraHoM, OCKinbKv BUMaraeTbCcs CyTTeBa OLiHKa
KOMMNETEHTHUM OpraHoMm) - oHoBrneHo lMnaH ynpasniHHA
pusnkamm o sepcii 12.0. BHeceHi 3MiHK 40 YaCcTuH:
“Cneumdpikauis 3 6esnekn”, “INnaH 3 chapmakoHarnsgy”,
“Mnanu Wwoao nicnspeecTpauiiHix AocnigxeHb
edekTnBHOCTI", “3axoau 3 MiHiMi3auii puaukis”, “Pestome
nnaHy ynpasniHHS pusmkamu” BiANOBIAHO [0 pekomeHaauin
Guideline on good pharmacovigilance practices (GVP) Module
V — Risk management systems (Rev 2).




48

ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
"BakTepianbHi
€HAOTOKCUMHN" (AN
BUMPOBHMKa
®peseHiyc Kabi
ABcTpis TM6X,
Mpau)
135.| IBAHAPOHO KOHLeHTpaT Ans TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 1O peecTpaLiH1X maTepiarnis: 3a UA/15955/01/01
BA KUCJIOTA | posunHy ans "®APMEKC reyn" 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
- PAPMEKC iHdpysin, 1 mr/mn; no reyn" dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
6 Mn y pnakoHi 3 "MapkyBaHHsa” MKA J13: 3anponoHoBaHo: MAPKYBAHHA.
MapKyBaHHAM BignogsigHo Ao 3aTBepaXeHoro TekcTy MapkyBaHHS. Takox
YKPaiHCbKOK MOBOIO; OHOBJIEHHSI TEKCTY MapKyBaHHS yMakoBKM NikapCbkoro 3acoby
no 1 conakoHy B 3 BHECEHHSAM iHhopMaLii LoA0 3a3HAYEHHs1 OAUHMULb
nayui 3 KapToHY; Mo BUMiptoBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
6 Mn y cbrakoHi 3 MicAUiB Nicns 3aTBepaXeHHSA
MapKyBaHHAM
YKPaiHCLKOK MOBOIO;
no 5 dpnakoHis y
KOHTYPHIN
YapyHKOBIN
ynakosLui; no 1
KOHTYPHIN
YapyHKOBIN ynakoBLii
B nauvui
136.| IBYMEHT renb, no 50 r y Ty6i MAT YkpaiHa MAT BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis: 6e3 UA/17281/01/01
Ne 1y nayui "Ximcpapmaas "Ximcbapm3aasog 3MiHK | TMNY - 3mMiHK Wwopo 6eanekn/edekTUBHOCTI Ta peuenma
oa "YepsoHa "YepsoHa 3ipka", hapmakoHarnagy (iHwi 3miHu) - BHECEHHS 3MiH A0 po3ainy
3ipka", YkpaiHa “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
YkpaiHa BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHst 3MiHM
BHECEHi B TEKCT MapKyBaHHs yNakoBKM fikapcbkoro 3acoby
LLLOAO 3a3HaYEeHHS MiXXKHAapPOAHMX MO3Ha4YeHb OANHULb
BMMIiplOBaHHs. BBegeHHsA 3MiH npoTarom 6-Tu micauis nicns
3aTBEpPAKEHHS
137.| IBYHOPM kancynu no 200 mr TosapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 6e3 UA/11677/01/01
no 10 kancyn y obmexeHot BMPOBHMLTBA, 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
Gnictepi, no 1 abo 2 BignosiganeHi KOHTPOJSb SKOCTI, 3MiHW) - OHOBIEHHS! BXXE 3aTBEPXXEHOr0 TEKCTY MapKyBaHHs
Gnictepu B kOpobUi cTio BUMYCK Cepii: ans ynakoku in bulk nikapcbkoro 3aco6y, a came 3a3Ha4YeHHs
"dapmaueBTu ToBapucTso 3 Mi>)KHapOAHWUX NO3HAYEeHb OAMHULL BUMIPHOBAHHSA 3
YHa KOMMNaHis oBMeXeHo BMKOPUCTaHHAM NiTep NaTuHCbKOro andasiTy; BHECEHHS 3MiH
"3popos'a” BiAnoBiganbHicTO o po3ainy "MapkysaHHsa" MKA J13: 3anponoHoBaHo:
"®apmaueBTuyHa MAPKYBAHHA BignosigHO A0 3aTBEpPAXXEHOro TEKCTY
KOMMaHist mapkyBaHHs. MAPKYBAHHA wopo npoaykuii in bulk TekcT
"3popos's", YkpaiHa; MapKyBaHHS AOA3ETbCA. 3MIHN BHECEHi B TEKCT MapKyBaHHS
BCi cTagji yrnakoBKW MikapCbKoro 3acoby LwoA0 3a3HavyeHHs MiKHapOAHUX
BMPOBHULTBA, No3Ha4YeHb OAMHULL BUMIPIOBAHHS.
KOHTPOJSb SIKOCTI: BBeaeHHst 3MiH NpOTSAroM 6-Tu MicAUiB Micnsa 3aTBEPOXKEHHS
ToBapucTso 3
obmexeHot
BiAnoBiganbHicTo
"®APMEKC r'pyn"
138.| IBYHOPM kancynu no 400 mr ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis: 3MiHu | Tuny - 6e3 UA/11677/01/02
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
no 10 kancyn y obmexeHoro BMPOBHMLTBA, 3MiHM Wwoao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
6nictepi, no 1 abo 2 BignosiaanbHi KOHTPOIb SAKOCTI, 3MiHW) - OHOBIIEHHS BXXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS
Gnictepu B KOpobuUi CTi0 BUMYCK Cepii: ansi ynakoku in bulk nikapcbkoro 3acoby, a came 3a3HavyeHHs
"®apmaueBtu ToBapucTso 3 Mi>XKHapOOHWX NO3Ha4YeHb OAMHULL BUMIPIOBAHHSA 3
YHa KOMNaHis obmexeHo BMKOPUCTaHHSAM NiTep NaTUHCLKOro andasiTy; BHECEHHS 3MiH
"3popos's" BiANOBiAAnNbLHICTIO Ao posainy "MapkyeaHHA" MKA J13: 3anponoHoBaHo:
"®apmaueBTnyHa MAPKYBAHHA BignosiaHo 40 3aTBEPOXXEHOro TEKCTY
KOMMaHist mapkyBaHHs. MAPKYBAHHA wopo npoaykuii in bulk TekcT
"3popoB'a”, YkpaiHa; MapKyBaHHS A0A3ETbCS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
BCi cTapgji YNaKoBKU fikapCbKoro 3acoby LLoAO0 3a3Ha4YeHHS! MiXXHapOAHMX
BMPOOHMLTBA, Nno3Ha4yeHb OAMHULIb BUMipHOBaHHS.
KOHTPOSb SKOCTI: BBeaeHHs 3MiH NpoTaromM 6-Tu MicauiB nicnsa 3aTBepaXKeHHS
ToBapucTso 3
obmexeHoto
BiANOBIAANbHICTIO
"®APMEKC r'pyn"
139.| IBYHOPM kancynu no 400 mr TosapucTso 3 Ykpaina BCi cTagiji Ykpaina BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - - UA/14915/01/02
in bulk: Ne 3000 y obmexeHoro BMPOBHMLTBA, 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi
nakeri BignosiaanbHi KOHTPOSIb SAKOCTI, 3MiHW) - OHOBIEHHS BXXE 3aTBEPXXEHOr0 TEKCTY MapKyBaHHs
nonieTuneHoBomy y CTIO BUNYCK Cepii: ansi ynakoBku in bulk nikapcbkoro 3acoby, a came 3a3Ha4yeHHsi
KOHTenHepi "®apmaueBtu TosapucTso 3 MiXXHapPOAHMX NO3HAYeHb OAUHULL BUMIPIOBAHHS 3
nnacTMacoBomy YHa KOMNaHis obmexeHoto BMKOPUCTaHHAM NiTep NaTMHCbKOro andaseiTy; BHECEHHS 3MiH
"3popos'a" BiQNOBiAaNbHICTIO 0o po3ainy "MapkyeaHHs" MKA J13: 3anponoHoBaHo:
"®apmaueBTuyHa MAPKYBAHHA BignosigHo 40 3aTBEPOXKEHOro TEKCTY
KOMnaHis MapkyBaHHs. MAPKYBAHHA wopo npoaykuii in bulk TekcT
"3popos'a", YkpaiHa; MapKyBaHHS J0AAETbCS. 3MIHN BHECEHI B TEKCT MapKyBaHHS
BCi cTagii yMaKoBKW MikapCcbKoro 3acoby Loa0 3a3Ha4yeHHss MidKHapOoaHUX
BMPOBHMLTBA, no3HavyeHb OAMHULIL BUMIPIOBaHHS.
KOHTPOJSb SKOCTI: BBeaeHHs 3MiH NpoTsarom 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS
ToBapucTso 3
obmexeHoto
BiANOBIAAnNbHICTIO
"®APMEKC r'pPyn"
140.| IBYHOPM kancynu no 200 mr ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/14915/01/01
in bulk: Ne 4000 y obMmexeHot BMPOGHMLTBA, 3MiHM Wwopao 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi
nakeri BignosiganbHi KOHTPOSb SKOCTI, 3MiHW) - OHOBIEHHS! BXXE 3aTBEPXXEHOr0 TEKCTY MapKyBaHHs
nonieTurieHoBomy y cTio BUMYCK Cepii: ans ynakoku in bulk nikapcbkoro 3acoby, a came 3a3Ha4YeHHs
KOHTENHepI "dapmaueBTu ToBapucTso 3 Mi>)KHapOAHUX NO3HAYeHb OAMHULL BUMIPHOBAHHSA 3
nnactMacoBomy YHa KOMMNaHiIs oBMeXeHo BMKOPUCTaHHAM NiTep NaTuHCbKOro andasiTy; BHECEHHS 3MiH
"3popos'a” BiAnoBiganbHicTO o po3ainy "MapkysaHHs" MKA N3: 3anponoHoBaHo:
"®apmaueBTuyHa MAPKYBAHHA BignosigHO A0 3aTBEpaXXEHOro TEKCTY
KOMMaHist mapkyBaHHs. MAPKYBAHHA wopo npoaykuii in bulk TekcT
"3popos's", YkpaiHa; MapKyBaHHS AOA3ETbCSA. 3MIHN BHECEHi B TEKCT MapKyBaHHS
BCi cTagji yrnakoBKW MikapCbKoro 3acoby LwoA0 3a3HavyeHHs MiDKHapOAHUX
BMPOBHULTBA, No3Ha4YeHb OAMHULL BUMIDIOBAHHS.
KOHTPOJSb SIKOCTI: BBeaeHHst 3MiH NpoTsaAroM 6-Tu MicauiB Micnsa 3aTBEpaXKEHHS
ToBapucTso 3
obmexeHot
BiAnoBiganbHicTo
"®APMEKC r'pyn"
141.| IKEPBUC® Kpanni oy4Hi, CanteH AT PiHnaHAia EkcenbBixeH, PpaHuis BHECEHHS 3MiH 40 peecTpauiiHuX Matepianis: 3MiHu | Tuny - 3a UA/17100/01/01




50 [TponoBxeHHs noaarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
emynbcid, 1 mr/mn ®paHuisa PiHNaHAiA 3MiHM Wwoao 6e3nekn/edeKkTNBHOCTI Ta dapMakoHarnagy (iHwi | peuernmom
Ne30 (5x6): no 0,3 (BpPOBHULTBO, 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NikapCbKOro
M1 B TIOOMK- KOHTPOIb SIKOCTI, 3acoby 3 BHECEHHAM iHdopMaLlii LWoAo 3a3HaveHHs oaNHULb
KpanenbHuLi Ans nepsuHHe BUMiptoBaHHs y cuctemi Sl. BBegeHHs 3MiH npoTsrom 6-Tu
OOHOKpaTHOro naKkyBaHHSA Ta MicsAUiB nicnsi 3aTBepAKeHHS
3acTocyBaHHs; no 5 BTOPWHHE
TIOOUK-KpanenbH1Lb nakyBaHHS, BUMYCK
y namiHoBaHOMY cepit); CaHTeH AT,
antomiHieBomy diHngaHain
nakeTi; No 6 nakeTis (BTOPUHHE
Y KapTOHHIl kopoOLi nakyBaHHS, BUNYCK
cepint); Cepsainak,
®paHuia (BTOpUHHE
nakyBaHHs)
142.| IMINEHEM/U NopoLUOK ANs MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLinHUX MaTepianis: TEXHIYHa 3a UA/17717/01/01
WNACTATUH pPO34MHY AN aKuioHepHe aKuioHepHe nomwunka (3rigHo Hakady MOS Big 23.07.2015 Ne 460), peuernmom
iHdpysin, 500 mr/500 TOBapuCTBO TOBapuCTBO BunpaBneHo TexHIYHY NOMUIKY B iHCTPYKLIT AN MeauyHoro
mr; no 1 abo 10 abo «J1ekxim- «J1ekxim-XapkiB» 3acTocyBaHHs y po3ginax: "Cknag", "lNikapcbka copma”,
50 cpnakoHis 3 XapkiB» (BUPOGHULTBO 3 "Cnoci6 3acTocyBaHHs Ta go3un", "MobivHi peakuii”,
NOPOLLUKOM Y nayui npoAaykuii in bulk "MicuesHaxomkeHHs1 BUpOOHMKa Ta agpeca Micusi
ipmu-BMpoGHUKa NpoBafXeHHS NOro AisinbHOCTI" (rpamaTuyHi NOMUIKK y
dakTta TEeKCTi).
dapmacboThdi
C.n.A., lTanis)
143, IHNITA TabneTku, BKpUTI Mdpansep Eny. CWA Mdpansep HimeyunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/14080/01/01
NNiBKOBOIO Ci. Mi. MeHtobekyypuHr 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
060roHKo, No 1 Mr; KopnopenwH Donuneng Mv6X 3MiHM) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
no 14 Tabnetok y nikapcbkoro 3acoby LwoA0 3a3Ha4YeHHs MidKHapOAHMX
GnicTtepi; no 2 abo no3HayeHb OAVHULL BUMiptoBaHHS (BBeneHHst 3MiH npoTsarom
no 4 Gnictepu B 6-TV MicsILiB Nicns 3aTBEPAXKEHHS)
KapPTOHHIN KOpoOLi
144, IHNITA TabneTku, BKpUTI Mdpansep Eny. CLWA Mdpansep HimeuunHa BHECEHHS 3MiH [0 peecTpauinHnX Matepianis: 3MiHu | Tuny - 3a UA/14080/01/02
NNiBKOBOIO Ci. Mi. MeHtoekyypuHr 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
obornoHkoto, No 5 mr; KopnopeniH Donuneng M'mbX 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
no 14 tabnertok y nikapcbkoro 3acoby Loao 3a3HavYeHHs MiXXHapoaHWX
Gnictepi; no 2 abo no3HayYeHb OAVHULL BUMiptoBaHHS (BBeaeHHst 3mMiH npoTsrom
no 4 Gnictepu B 6-Tn MicsUiB Nicns 3aTBepOXKEHHS)
KapPTOHHIN kKopobLi
145, IHTErPvniH PO34MH ANs iHdY3iN, nakcoCmiTKn Benuka 'nakco OnepenHc BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/5840/01/01
0,75 mr/mn; no 100 K Exkcnopt BpuTaHia IOK Nimiten Benuka 3MiHM | TNy - 3amMiHK WwWopo 6e3neku/edekTUBHOCTI Ta peyernmom
My dorakoHi 3i Niviteq BputaHis dapmakoHarnsgy (iHLWi 3MiHW) - 3rigHO BUCHOBKY
ckna, no 1 dnakoHy genaptameHTy dpapmaLeBTUYHOI 4iANbHOCTI: BHECEHHS 3MiH
B KapTOHHI kopoOui Ao po3ainy “MapkyBaHHs” MKA 113: 3anponoHoBaHo:
MAPKYBAHHA 3rigHo i3 3aTBepAxeHM TeKCTOM MapKyBaHHs
ynakoBku. 3rigHO BUCHOBKY ynpaBniHHA eKCnepTu3mn iHCTPYKLin
Ta HOMeHKnaTypu:
3MiHM BHECEHI B TEKCT MapKyBaHHS YNMaKoBKM MNikapCbKOro
3acoby LWoa0 3a3HaYeHHS MDKHApOAHNX NO3HaYeHb OAMHULb
BMMIipIOBaHHs1. BBegeHHsA 3MiH NpoTarom 6-tu micauis nicns
3aTBEepAXEHHs
146. IHTErPUINIH PO34MH ANS iH'EKLIN, makcoCmiTKn Benuka "nakco OnepewwHc Benuka BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis: 3MiHu | Tuny - 3a UA/5840/02/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
2 Mr/mn, no 10 mny anH Exkcrnopt Bputanis IOK Nimiten BputaHis 3MiHM Wwoao 6e3nekn/edeKkTNBHOCTI Ta dapMakoHarnagy (iHwi | peuernmom
nakoHi 3i ckna; no Tlimiteq 3MiHK) - 3aMiHa po3ainy «IpadiyHe ohopMNEHHsT yNnakoBKun»
1 cpnakoHy B Ha po3ain «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
KapTOHHi KopobLi MAPKWPOBKA CornacHo yTBepxXaeHHoMY TekcTy
MapK1MpOBKX yrakoBku. OHOBIIEHHSA TEKCTY MapKyBaHHS
yrnakoBKU nikapcbKkoro 3acoby 3 BHECEHHsIM iHdopMaLlii woao
3a3Ha4YeHHsl OQMHWLb BUMIPIOBaHHs y cucteMi Sl. BBeaeHHst
3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEPAKEHHS
147.| IHOY3O0NIA® | po3uuH Ans iHDy3in MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH O peecTpaLiMH1X maTepianis: 3a UA/17022/01/01
2 mr/mn no 300 mny aKuioHepHe akuioHepHe 3MiHu | Tvny - 3mMiHM 3 akocTi. A®L. KoHTponb A®I. 3miHa y peuernmom
nakeri TOBapUCTBO TOBapUCTBO meTofax BunpobysaHHa APl abo BuxigHOro
noniMepHomy, "IHdpysia" "IHdpy3ia" maTepiany/npomixxHoro NpoAyKTy/peareHTy, Lo
noMileHomy y BMKOPUCTOBYETLCA y npoueci BupobHuutea APl (HeaHauHi
naket 3 3MiHW y 3aTBEpAXEeHUX MeToAax BUNnpobyBaHHS) -
MeTanizoBaHUm BHECEHHS HE3HaYHVX 3MiH OO0 YMOB NPOBEAEHHS METOAVKN
NOKPUTTAM BU3HAYeHHS «3anuLLUKOBI KiNlbKOCTi opraHiyHUX PO34YMHHUKIBY Y
cneumndikauii BxigHoro koHTponto A®I niHesonia.
148.| IXTIONOBA masb 10 % no30ry MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH 4O peecTpauinH1X Matepianis: 3MiHu | Tuny - 6e3 UA/8038/01/01
MA3b 10% Ty6ax "®OITOPAPM" 3MiHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenma
BiAnoBigHOCTI €Bponeickbkin dhapmakonei/MmoHorpadii.
MopaHHs HoBoro abo oHoBReHoro cepTudikata BiANoOBiAHOCTI
abo BUNyyYeHHs1 cepTudikaTa BignoBigHoOCTI EBponenchkiin
dapmakonei: ans A®l; ona BuxigHoro
maTepiany/peareHTy/npomMiXHOro NPoAyKTY, Lo
BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons LonoMidkHOT
peyvoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - HoBuii cepTudikat Big HOBOro BUpobHuka
(3amiHa abo AoNOBHEHHS1)- noAaHHs HoBoro CepTudikary
BignoBigHOCTI €Bponencbki apmakonei R1-CEP 2001-274-
Rev 01) ana A®I Ixtion Big HoBoro BupobHuka "EcTepaiixiwe
IxbTtoonb esenbwadt Me be Xa HyHmep Ka e ", ABcTpisi.
3anponoHoBaHo: dipma 3AT “Mepaxim”, Pocia dipma
"EcTepanxiwe IxbTioonb esenbwadpt Me be Xa HyHmep Ka
Ie", ABcTpia
149.| NOKENb NOopOLLOK Ans BPOC NTO Ipeuis BPOC NTL Ipeuis BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/0388/01/01
PO34MHY NS iH'eKUin 3MiHM | TNy - 3amMiHK WwWopo 6e3nekv/edekTUBHOCTI Ta peyernmom

no 750 mry
cnakoHi, no 1

dnakoHy y
KapPTOHHI kopooLyi

hapmakoHarnagy. BeegeHHst abo 3MiHu [0 y3aranbHeHUX
AaHuX Npo cuctemy papmakoHarnsagy (BBegeHHs
y3aranbHeHUX AaHuX Npo cuctemy capmakoHarnsigy, amiHa
yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsgy; KOHTaKTHOI 0cobu 3 dhapMakoHarnsgy
3asiBHMKa ANA 34iNCHeHHs hbapMakoHarnagy B YkpaiHi, AKLwo
BOHa BigMiHHA Big ynoBHOBaXeHOi ocobw, BignosigansHoi 3a
3AiMCHEHHs hbapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilleHHi macTep-carina cuctemm
hapmakoHarnsigy) - 3miHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BiANOBiAanNbHOI 3a 34iCHeHHa hbapmakoHarnsagy B YKpaiHi:
[itoya pepakuis — MaHoniHa KoHtakcaki / Manolina Kontaxaki,
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Chemis; NMponoHoBaHa peaakuis — Apeti Bynomeny/Areti
Voulomenou. 3miHa KOHTaKTHUX JAaHWUX YNOBHOBaXEHOI 0cobu
3asiBHMKA, BiANOBIAANbHOI 3a 3[iNCHEHHs dhbapMakoHarnagy
150. KAQYET 5/10 Tabnetku, BKpUTI Mdpansep IHkK. CLUA Mdpansep HimeyunHa BHECEHHS 3MiH 10 peecTpaLinHux marepianis: 3mMiHu | Tuny - 3a UA/5635/01/02
NnNiBKOBOIO MeHtobekyypuHr 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peuyenmom
obonoHkoto, no 5 Honunena M'mbeX 3MiHW) - BHECEHHS 3MiH A0 po3Ainy “MapkyBaHHs” MKA N13.
mr/10 mr; no 10 OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM Nikapcbkoro 3acoby
TabneTok y 6nicTepi; 3 BHECEHHAM iHhopMaLii LoA0 3a3HAYEHHs1 OOUHMULb
no 3 6nictepu B BUMiptoBaHHs y cuctemi S| (BBeaeHHst 3aMiH npoTarom 6-Tu
KapTOHHI KopobLli MicsLiB nicnsi 3aTBepAXKEHHS)
151.| KANIMIH® 60 | Tabnetku no 60 mr TeBa I13painb Knoke BepnakyHrc- HimeyunHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/9462/01/01
H no 50 a6o no 100 dapmaueBTika Cepsic M6X, 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyermom
TabneTtok y donakoHi; n lHpacTpis HimeyunHa 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3:
no 1 cnakoHy B Nra. (nepBuHHa Ta 3anponoHoBaHo: MapkyBaHHs 3rigHO 3aTBEPAXEHOro TEKCTY
Kopobui BTOPWHHA MapKyBaHHS. 3MiHV BHECEHI B TEKCT MapKyBaHHS YrakoBKu/
ynakoBka); Krnoke nikapcbKkoro 3acoby LoAo 3a3HavYeHHs MiXXHapoaHWX
dapma-Cepsic no3Ha4yeHb OAMHULL BUMIpHOBaHHA. TepMiH BBEAEHHS 3MiH -
'M6X, HimewunHa npoTAroM 6 micsAuis nicnsa 3aTBepAXeHHS
(BMPOBHMLTBO
Hepo3dacoBaHOro
NpOAYKTY, NEepBUHHA
Ta BTOPMHHA
ynakoBka); Mepkne
'M6X, HimeuunHa
(mo3Bin Ha BUNYyCK
cepii)
152.| KANEUWUTABI | Tabnetku, BKpUTI KPKA, o.4., CnoseHis IHTac IHaia BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/15821/01/01
H KPKA NNiBKOBOIO Hoso mecTo dapmacbtoTikana CnogBeHis 3MiHu | TMnYy - 3mMiHKn wopo 6eanekn/edekTUBHOCTI Ta peuernmom
o6onoHkoto, no 150 JlimiTen, IHais ManbTa hapmakoHarnagy (iHwi 3miHW) - BHECEHHS 3MiH A0 po3ainy
mr no 10 TabneTok y ((BignoBiganbHui 3a «MapkyBaHHs» MKA N13: 3anponoHoBaHo: MapKyBaHHs.
GnicTtepi; no 3, 6 abo BMPOGHMUTBO "in 3rigHo 3aTBepaXKeHOro TeKCTy MapkyBaHHSA. OHOBMEHHS
12 GnicTepis B bulk", nepBuHHY TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
KapTOHHI kopobLi yrakoBKY, BTOPUHHY BHECEHHAM iHopMaLii WoA0 3a3Ha4YeHHA OaNHULb
ynakoBky)); KPKA, BMMIiptoBaHHSA y cuctemi Sl.BBegeHHs 3MiH npoTarom 6-tu
n.4a., Hoso mecro, MicAUiB NiCNsi 3aTBEPLKEHHS.
CnoseHis
((BignosiganbHuM 3a
BTOPVHHY
ynakoBky)); KPKA,
n.a., Hoeo mecto,
CnoseHis
(BignosiganbHuii 3a
Ha BMNYycK cepii);
dapmakep MNpemiym
1., ManbTta
(BignosiganbHuii 3a
KOHTpOIb cepii)
153.| KANEUUTABI | Tabnetku, BKpUTI KPKA, o.4a., CnoseHist IHTac IHais BHECEHHS 3MiH [0 peecTpaLinHMx martepianis: 3a UA/15821/01/02
H KPKA NniBKOBOO HoBo mecTo dapmacbtoTikana CnoBeHist 3MiHu | TUny - 3MiHM Wopao 6e3nekv/edeKkTMBHOCTI Ta peuyernmom
obonoHkoto, no 500 Timiteq, IHais ManbTta hapmakoHarnsgy (iHwWi 3MiHKW) - BHECEHHS 3MiH 40 po3ainy

mr no 10 TabneTok y

((BignosiganbHun 3a

«MapkyBaHHsi» MKA 113: 3anponoHoBaHo: MapKyBaHHs.
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

6nictepi; no 3, 6 abo
12 6nicTepis B
KapTOHHi Kopobui

BMPOBHMLTBO "in
bulk", nepBuHHY
yNaKoBKY, BTOPUHHY
ynakoBky)); KPKA,
Aa.4a., Hoeo mecrto,
CnoseHis
((BignoBiganbHWn 3a
BTOPUHHY
ynakoBky)); KPKA,
Aa.4a., Hoeo mecro,
CnoBeHis
(BignosiganbHuii 3a
Ha BUNYyck cepii);
®apmakep Mpemiym
J1a., ManbTta
(BignosigansHuii 3a
KOHTpOIb cepii)

3rigHO 3aTBepAXEHOro TeKCTy MapKyBaHHsi. OHOBMNEHHSI
TEKCTY MapKyBaHHSs1 YNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iH(opMaLlii Woa0 3a3HaYeHHs! OAUHNLb
BUMiptoBaHHs y cucteMi Sl.BBeaeHHs 3MiH npoTtsarom 6-tu
MicAUiB NiCNs 3aTBEPAXKEHHS.

154.

KAPOYPA®

TabneTku no 1 wmr,
no 10 TabneTtok y
Gnictepi; no 3
6nictepu B
KapTOHHIN ynakosLi

MNeANIEP
IHK

CLUA

Mdcpanszep
MeHtobekyypuHr
Lonuneng MoX,

HimeuunHa
(BMPOBHMLTBO
npenapary in bulk,
KOHTPOIb SIKOCTi Npu
BUMYCKY, NaKyBaHHS,
BUNyck cepii); P-
dapm [DxepmaHi
'M6X, HimeuunHa
(BMPOGHMLTBO
npenapary in bulk,
KOHTPOSb SIKOCTi Npu
BUMYCKY, NaKyBaHHS,
BMMYCK cepii)

HimeuyunHa

BHECEHHS 3MiH O peecTpaLiH1X maTepianis:
3MiHu | TMNYy - 3mMiHKn wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
MapKyBaHHS1 YaKkoBKM Nikapcbkoro 3acoby 3 BHECEHHAM
iHdbopMaUii WoA0 3a3Ha4YeHHA OANHWLb BUMIPIOBaHHS Y
cuctemi Sl. TepmiH BBeEHHS 3MiH NpoTsrom 6 micauie nicns
3aTBEPKEHHS.

3a
peuyernmom

UA/5972/01/01

155.

KAPOYPA®

TabneTku no 2 mr,
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN yrnakosLUi

MPOANSEP
IHK.

CLIA

Mdpansep
MeHtoekyypuHr
Oonuneng M'moX,

HimevunHa
(BMPOBHMLTBO
npenapary in bulk,
KOHTPOJSb SKOCTi Npu
BUMYCKY, NaKyBaHHS,
BUMYycK cepii); P-
dapm [xepmaHi
'M6X, Himey4ynHa
(BUPOGHMLTBO
npenapary in bulk,
KOHTPOSb SKOCTi Npun
BUMYCKY, NaKyBaHHS,
BUMYCK cepii)

HimeuunHa

BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW1) - OHOBMEHHS TEKCTY
MapKyBaHHS yrakoBKW fikapcbkoro 3acoby 3 BHECEHHSM
iHpopmaLii LWoao 3a3Ha4YeHHs1 OAMHUL BUMIPIOBaHHS y
cuctemi Sl. TepmiH BBeAEHHS 3MiH NpOTArom 6 micsuis nicns
3aTBEPAXEHHSI.

3a
peuerimom

UA/5972/01/02

156.

KAPOYPA®

Tabnetkn no 4 mr,
no 10 Tabnetok y

NOANIEP
IHK.

CLIA

Mdpansep
MeHo ek4ypuHr

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiH1X maTepianis:
3MiHu | Tuny - 3MiHK wWopo 6e3nekv/edeKkTMBHOCTI Ta

3a
peuenmom

UA/5972/01/03
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
6nictepi; no 3 Honunena M'vbX, hapmakoHarnaay (iHwi 3MiHW) - OHOBMEHHSA TEKCTY
Gnictepu B HimevunHa MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
KapTOHHIN ynakoBLii (BUPOBHMLTBO iHbopmaLii Lo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
npenapary in bulk, cuctemi Sl. TepmiH BBegeHHS 3MiH NpoTsarom 6 micauis nicns
KOHTPOIb SKOCTi Npw 3aTBEPOKEHHS.
BUMYCKY, NaKyBaHHS,
BUNyck cepii); P-
®apm [xepmaHi
'm6X, HimeuunHa
(BMPOBHMLTBO
npenapary in bulk,
KOHTPOJSb SKOCTi Npu
BUMYCKY, NaKyBaHHS,
BUNYCK cepii)
157.| KETANbIruH Tabnetkv no 0,01 r, MpusaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny - - UA/3315/01/01
® in bulk: no 5000 aKuioHepHe aKuioHepHe 3MiHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar
TabneTtok y TOBapUCTBO TOBapUCTBO BiAnoBigHOCTI €Bponeickbkin dhapmakonei/MmoHorpadii.
KOHTEeNHepax "Jlekxim- "INekxim-Xapkis" MopaHHs HoBoro abo oHoBNEHOro cepTudikaTa BiaNoBigHOCTI
Xapkis" abo BunyyeHHs ceptudikaTa BignoBiaHOCTI EBponeinchKin
dapmakonei: ans A®l; ona BuxigHoro
mMaTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LLO
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMKHOI
peyvoBUHU (cepTudikaT BiAnoBiAHOCTI EBponechbkin
apmakonei) - OHoOBREHU cepTudikar Bif yxe
3aTBEPAXKEHOro BUPOBHWMKA -
nogaHHA OHOBMEHOro cepTudikarta BiaNOBIAHOCTI
€Bponeiicbkin hapmakonei Ne RO-CEP 2014-369-Rev 01
(3aTBepaxeHo: RO-CEP 2014-369-Rev 00) ans gitoyoi
peyoBuHM Ketorolac trometamol Big BXe 3aTBEpPOXXEHOrO
BupobHuka VASUDHA PHARMA CHEM LIMITED
158.| KETANbIr'MH Tabnetkv no 0,01 r, MpusaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/3314/01/01
® no 10 Tabnetok y akuioHepHe akuioHepHe 3MiHK 3 skocTi. CepTudpikat BignosigHocTi/lE-cepTndikar peuernmom
Gnictepi; no 1 abo 2 TOBapUCTBO TOBapUCTBO BignoBigHOCTI €Bponelicbkilt papmakonei/MoHorpadii.
6nictepu y nayui "TNekxim- "INekxim-Xapkis" MopaHHs HoBoro abo oHoBMNEHOro cepTudikaTa BianoBigHOCTI
Xapkis" abo BunyyYeHHs ceptudikaTa BignoBiaHOCTI EBponenchbKin
dapmakonei: ans A®l; ona BuxigHoro
maTtepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
BMKOPUCTOBYIOTbCS Y BUPOBHMLTBI ADI; Ansi 4ONOMiKHOI
pevyoBMHU (CepTndikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - OHoBNeHW cepTudikaT Bia yxe
3aTBEepAXEeHOro BUPOGHMKa -
nodaHHsA OHOBMEHOro cepTudpikarta BigNoOBIgHOCTI
€sponevicbkin apmakonei Ne RO-CEP 2014-369-Rev 01
(3atBepaxeHo: RO-CEP 2014-369-Rev 00) ans gitoyoi
peyoBumHu Ketorolac trometamol Big Bxxe 3aTBEpPOKEHOrO
BupobHuka VASUDHA PHARMA CHEM LIMITED
159. KETOKOHA3 necapii no 400 mr no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/13582/01/01
on- 5 necapiiB y "®APMEKC reyn" 3MiHM Wwopo besnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenma
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®APMEKC 6nictepi; no 1 abo 2 rePymn" 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS YNaKoBKU IikapCbKOro
Gnictepn y 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OONHULb
KapTOHHi Kopobui BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH Ao po3ainy
"MapkyBaHHa” MKA J13: 3anponoHoBaHo: MAPKYBAHHA.
BignosigHo fo 3aTBepaxeHoro Tekcty MapkyBaHHSA. TepMiH
BBEJEHHS 3MiH NPOTAromM 6 MicAUIB MiCNsA 3aTBepAXXEHHS
160.| KIBEKCA™ Tabnetku, BKpUTI BiiB Xenckep Benuka Brpo6Hukn Benuka BHECEHHS 3MiH 10 peecTpauinHux marepianis: 3mMiHu | Tuny - 3a UA/11130/01/01
NniBKOBOIO HOK Nimiteq BputaHis Hepo3adacoBaHoi BpuraHis/ ApamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo agpecn | peyenmom
06onoHkoto, no 600 npoayKuii: Monbwa/ MicLisl MPOBaAXeHHs OisinbHOCTI BUpobHuKa/imnopTepa
mr/300 mr, no 10 "makco OnepenHc IcnaHis roTOBOrO NiKapCbKoro 3aco0y, BKMoYayu AinbHULi BUNYCKY
TabneTok y 6nicTepi; IOK Iimiten, cepii abo micue NpoBeAEeHHsT KOHTPOIIO SKOCTI. (AisNbHICTb, 32
no 3 6nictepu B Benuka bputais; SIKy Bignosigae BUPOGHMK/iIMNopTep, BKHOYaYM BUMYCK Cepilt)
KOpobLi 3 KapTOHY; makcoCmiTKnanH - 3MiHa agpecu BupobHuka Mnakco Bennkom C.A., IcnaHisi, 6e3
no 10 Tabnetok y dapmacbloTukans 3MiHU Micusi BUpoBHMUTBA. 3MiHM BHECEHO B iIHCTPYKLiO ANnsi
6nictepi; no 3 C.A., MonbLya; MeANYHOro 3aCTOCYBaHHS LLOAO MICLLEe3HaXOMKEHHS
6nictepu B kopobui Bupo6Huk ans BMPOOHMWKa 3 BiANOBIAHMMM 3MiHAMM Y TEKCTi MapKyBaHHs
3 KapTOHy; No 3 nakyBaHHA Ta ynakoBKu fikapcbkoro 3acoby (BBegeHHs 3MiH npoTsirom 6-Tu
Kopob6ku B BUMYCKY cepil: MicsUiB nicnst 3aTBepAXKeHHS); 3MiHK | Tuny - 3MiHu Wwoao
KOHTENHEPHIN "nakco Bennkom 6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsay (iHwi 3miHn) -
ynakosLi Tuny C.A., IcnaHis OHOBJIEHHSI TEKCTY MapKyBaHHS NePBUHHOI Ta BTOPUHHOT
"MynbTunak" ynakoBku 113, BBegeHHA HanucaHHa oanHUub S| natuHeL e
(BopaTKkoBO A0 KMPUIKL) Y TEKCTI MapKyBaHHs (BBeaeHHs
3MiH NpoTAroM 6-Tu MicsaUiB Nicns 3aTBEPAXEHHS)
161.| KNNOTPEKC Masb, no 25 r y Ty6i; My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/3473/01/01
no 1 1y6i y nayui akuioHepHe akuioHepHe 3MiHu | Tuny - 3MiHM 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peuernmom
TOBapuCTBO TOBapuCTBO napameTpax crneumdikadi Ta/abo 4ONyCTUMUX MEX,
"HaykoBo- "HaykoBo- BM3Ha4eHux y cneumdikaliax Ha A®I, abo
BUPOBHMYMI BUPOBHNYNIA LEHTP BUXiOHWA/NPOMIDKHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYHOTLCS
LeHTp "BopLyariBCbkui y npoueci BupobHuutea AdI (iHwi 3miHn) - B matepianu
"BopLyariBcbk XiMiKO- BXiQHOro KoHTponto APl BHeECEHO NOKa3HUK"3anunLLKOBI
Wn Ximiko- hapmaLeBTUYHMUN KiNIbKOCTi OpraHiYHUX PO34MHHUKIB"- OKPEMO ANSA KOXHOro
chapmaueBTmy 3asog" BUMpo6HUuka ADI; amiHu | Tuny - 3miHK 3 sikocTi. ToToBMIA
HUR 3aBoa” nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.

3MiHa y meToAax BUNpobyBaHHSA roToBOro nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAXeHUX MeToaax BUNpobyBaHHs) -
3MiHM y MmeToai BunpobysanHs 113 1. "MikpobionoriyHa
ymcToTa"- YTOUYHEHHS B MeToauLi BUNpobyBaHHs; amiHm I Tuny
- 3MiHK 3 sikocTi. ADl. BupoGHMuTBO. 3MiHa BUPOGHMKA
BWXiAHOrO/NMPOMIXXHOrO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpoBHMUYomy npoueci Adl, abo 3miHa
BMpPOGHUKa (BKMOYa4m, Ae HeobxiaHo, MicLe NpoBeAEHHS
KOHTponto sikocTi) AP (3a BigcyTHOCTI cepTudikaTta
BiANoBiAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHOMY
[0Cbe)(BBEAEHHA HOBOro BUpobHuka APl 3 HagaHHsIM macTep-
anna Ha; CynyTHA 3MiHa - 3MiHM 3 skocTi. ADl. KoHTponb
AQ®I|. 3miHa y meTogax BunpobysaHHst APl abo BuxigHoro
maTtepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BupobHuuTea AP (iHLwi 3MiHW)
BBegeHHsi gogatkoBoro BupobHuka A®I Knotpumasony
"Halcyon Labs Pvt. Ltd.", IHgisa, Ta sk Hacnigok nocnigoBHa
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n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3MiHa y METOAUL KOHTPOMIO "3anuLLIKOBi KiNbKOCTi OpraHivyHmX
PO3YMHHUKIB" - OMNOBHEHO OKPEMOIO METOAUKOK BUSHAYEHHS
aLeToHy napodasHoi razoBoi xpomarorpadii.
BanponoHoBaHo: Amoli Organics Pvt. Ltd, IHgis, "Halcyon
Labs Pvt. Ltd.", Ingis
162 KOPUHDAP® | Tabnetkmn TeBa I3painb [o3Bin Ha BMNYyCcK Himeuwunna/ BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 3a UA/9902/01/01
YHO 40 NPOJIOHroBaHoI Aji dapmaueBTika cepii: Mepkne M'm6X, Lseuapis/ 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peuenmom
no 40 mr; no 10 n lHpacTpis HimeyunHa; ManbTta/ 3MiHW) - BHECEHHSA 3MiH A0 po3Ainy “MapkyBaHHs” MKA N13:
Tabnetok y bnicTepi; ITp. Brpo6HuuTBO ®paHuisa 3arBepaxeHo: Mapkuposka 3anpornoHoBaHo: MAPKYBAHHA
no 2 abo no 5, abo Hepo3adacoBaHoi 3rigHo 3aTBepAXKeHOro TeKCTy MapkyBaHHA. OHOBNEHHS
no 10 6nictepiB y npoaykuii, nepBuHHa TEKCTY MapKyBaHHs1 YNakoBKM Nikapcbkoro 3acoby 3
Kopobui Ta BTOPWHHA BHECEHHSM iHbopMaLii WoAo 3a3HaYeHHs OQMHULb
yrnakoBKa, KOHTPOIb BUMipIOBaHHs y cuctemi Sl.
cepii: 3ircppig BBeaeHHs 3MiH NpoTaroM 6-Tu MicAUiB NicNa 3aTBEPOXKEHHS.
®apma Al
Lsenuapis;
BupobHuutBO
Hepo3dacoBaHoi
npoaykuii, nepBuHHa
Ta BTOPMHHA
ynakoBKa, KOHTPOrb
cepii: 3ircppin
ManeTa NnT4.,
ManbTa; KoHTponb
cepii: 3irdppig 74,
Lsenuapis;
KoHTponb cepii
(TinbKkn
MikpobionoriyHe
TECTYBaHHS1):
KoHdapma PpaHc,
PpaHuis
163.| KCAPENTO® | TabneTku, BKpUTI Banep Al HimeuunHa Bawvep Al HimeuunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/9201/01/02
NNiBKOBOIO 3MiHM Wwopao 6e3nekun/edekTnBHOCTI Ta hapmakoHarnaay (iHwi | peyenmom
obonoHkoto, no 15 3MiHM) - BHECEHHS 3MiH Ao po3ainy «MapkyBaHHs» MKA N13;
mr; Ne 14 (14x1); Ne 3anponoHoBaHO: MapKyBaHHs. 3rigHO 3aTBepaXKeHOro TEKCTY
42 (14x3): no 14 MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS YNaKkoBKU
Tabnetok y 6nicTepi, nikapcbkoro 3acoby 3 BHECEHHAM iHdopmMaLii Wwoao
no1,abono3 3a3HavYeHHs O4MHWLbL BUMIpIOBaHHS y cuctemi Sl. BBegeHHs
Gnictepu B 3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPAXKEHHSA
KapTOHHIN nadui
164. KCAPENTO® | Tabnetku, BKpUTI Banep Al HimeuunHa Bawvep Al HimeuunHa BHECEHHS 3MiH [0 peecTpauinHuX MaTepianis: 3MiHu | Tuny - 3a UA/9201/01/03
NniBKOBOO 3MiHuM Wwopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom

obonoHkoto, no 20
mr; Ne 28 (14x2); Ne
100 (10x10): no 10,
abo no 14 Tabnertok
y bnictepi; no 2, abo
10 6nicTepis y
KapTOHHIM nayui

3MiHW) - BHECEHHS 3MiH 40 po3ainy «MapkyBaHHsi» MKA J13;
3anponoHoBaHo: MapKkyBaHHs. 3rigHO 3aTBepO>KEHOro TEKCTY
MapkyBaHHs. OHOBMEHHS1 TEKCTY MapKyBaHHs YNaKoBKu
nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLii wono
3a3HavYeHHs OAMHWLL BUMIpIOBaHHS y cuctemi Sl. BBegeHHs
3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPOXKEHHSA
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n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
165.| KCAPENTO® | Tabnetku, BKpUTI Banep Al HimewyunHa Banep Al HimeuyunHa BHECEHHS 3MiH 40 peecTpaLliHux Martepianis: 3miHu | Tuny - 3a UA/9201/01/01

NnNiBKOBOIO 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyernmom

obonoHkoto, no 10 3MiHW) - BHECEHHSA 3MiH A0 po3ainy «MapkyBaHHa» MKA 113;

mr; Ne 5 (5x1): no 5 3anponoHoBaHo: MapKyBaHHSI. 3riHO 3aTBEPAXXEHOro TEKCTY

Tabnetok y bnictepi; MapKyBaHHS. OHOBIEHHS TEKCTY MapKyBaHHS YNaKoBKM

no 1 6nictepy y nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLii Lwoao

KapTOHHIN nadui; Ne 3a3Ha4YeHHsl OQMHWLb BUMIPIOBaHHs y cucteMi Sl. BBeaeHHst

10 (10x1), Ne 100 3MiH MPOTArom 6-Tu MicALIB MiCNA 3aTBEPAXEHHS

(10x10): no 10

TabneTok y 6nicTepi;

no 1 abono 10

6nictepiB y

KapTOHHIM nayui
166., KCENOOA® TabneTku, BKpUTI ®.XodbdpmaHH- | Lseriyapis Brpo6HuuTBO Himeuyunna/ BHECEHHS 3MiH 0 peecTpaLinHux matepianis: 3MiHu | Tuny - 3a UA/5142/01/01

NNiBKOBOIO Jla Pow 1T Hepo3adacoBaHoi LLisenuapis 3MiHn 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTopax peuernmom

obonoHkoto, no 150 npoaykuii, nepuHHe BUNpobyBaHHst AD| abo BuxiAHOro Matepiany/npomMixxHoro

mr, no 10 Tabnetok nakyBaHHS, NpOoAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS Y MPOLIEC]

y 6nictepi, no 6 BTOPVHHE BMpobHuUTBa APl (He3HauHi 3MiHM y 3aTBepAXEHUX MeToaax

6nictepiB y nakyBaHHs, BMNPOOYBaHHSI) - BHECEHHS pefAakLiiH1X 3MiH 40 MeToay

KapTOHHIN ynakosLi BUNPOGYBaHHS rasoBoi xpomaTtorpadii 3a nokasH1kKoMm "BusHayeHHs

KOHTPOJO AKOCTi:
Ekcenna 'm6X eHa
Ko. KT, Himeu4uHa;

MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOBYBaHHS
KOHTPOIIO SIKOCTI,
BUNYCK Cepii:

. XohdMaHH-JTa
Pow I,
LLisenuapis;
BunpobyBaHHs
KOHTPOIIO SIKOCTI:
Pow ®apma Al',
HimeyunHa

3anunLLKOBUX PO3YMHHUKIB" Ta MeTogy BEPX 3a nokasHukom
"CynpoBigHi AOMILLKK", 30Kpema: BUNMY4YeHHS 30BHILLUHbOro
MacLTabHoro dakTopy (ESF, KomnbloTepHWA dhakTop).
BBeaeHHs 3MiH npoTaromM 6 micauiB nicna 3aTBepAXeHHs .
3MmiHu | Tuny - 3miHK 3 sikocTi. APL. KoHTponb A®I. 3miHa y
mMeToaax BunpobyeaHHs APl abo BuxigHoro
maTepiany/npomixxHoro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y npoueci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEPOKEHMX METOAAX BUNPOOYBaHHS) - BHECEHHS
3MiH o0 MeToAy BUNpo6oByBaHHs (MeTod napodasHoi ra3oBoi
xpomarorpadii) A®| KaneuutabiH 3a nokasHukoM
"BMU3HaYEeHHS 3anuLLKOBUX PO3YMHHUKIB". MeToq ra3oBoi
xpomarorpadii 6yno po3wmpeHo Ans NPOMiXKHUX NPOAYKTIB
cuHTe3y Ro 09-2216 (step 1) and Ro 09-2218 (stap 2). Y
3B'AA3Ky 3 HOBUM 0BnagHaHHsAM Afst aBTOMaTUYHOro BigGopy
npo6 3a3HayeHHs 3afaHnx napameTpiB A5 HOBOro
aBTOMAaTM4YHOro Jo3aTopa Ta BHECEHHS 3MiH A0 p. [epeBipka
NPMAATHOCTI CUCTEMM Ta NPONOMNIAroTOBKM PO3YMHIB.
BBeaeHHs 3MiH npoTsirom 6 mMicAuiB nicnsa 3aTBepAXeEHHs.
3MiHu | TUny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkuit 3acib.
3MiHn y BUpo6HULTBI. 3amiHa abo BBeAeHHS [OAaTKOBOI
OiNbHULUI BUPOGHULTBA 45181 YacTMHU abo BCbOro BUPOBHMYOro
npoLecy rotoBoro fikapcbkoro 3acoby (finbHuus ans
BTOPVMHHOIO NaKyBaHHS1) - BBEAEHHS BUPOOHUYOI AiNbHUL
Ekcenna 'm6X eHg Ko.KI™ ansi BTOPMHHOIO nakyBaHHs
roToOBOrO Nikapcbkoro 3acoby. BeegeHHs 3miH npoTarom 6
MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHM 3 SKOCTI.
["oToBUI Nikapcbknn 3aci6. 3miHn y BUpobHuLTBI. 3amiHa abo
BBEAEHHSI [04aTKOBOI AiNbHULI BUPOOHULTBA A4S YacTUHU
abo Bcboro BMpoBHMYOro NpoLecy roToBoro fikapcbKoro
3acoby (AinbHMUS AN NepBUHHOrO NakyBaHHS) - BBEAEHHS
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167.

KCENOAA®

TabneTku, BKpUTI
NNiBKOBOIO

®.XodpmaHH-

LLisenuapis

BupobHuutBo

BMPOOHMYOI AinbHULi Excenna M'm6X enp Ko.KIM ans
NEepPBMHHOIO NakKyBaHHsI FTOTOBOrO fikapCbkoro 3acoby.
BBegeHHs1 3MiH NpoTaroM 6 micauiB nicns 3aTBEPOXKEHHSHO.
3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (BUNyYeHHs

MeToay BUNPOOYBaHHS, AKLLO BXe 3aTBEPAKEHUN
anbTepHaTMBHUIN METOA) - UITyYEHHS1 METOAY CMeKTPOCKonii B
6nvxHin iHppadepBoHin obnacti (NIR) aons nokasHuka
"lgeHTudikalia" Ans rotoBoro nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6 MicauiB nicns 3aTBEPAXEHHS.

obonoHkoto, no 150
mr, in bulk: no 10
TabneTok y
6nictepax

J1a Pow It

Hepo3gacoBaHoi
NpoAayKuii, NepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHS,
BUNPOGYBaHHS
KOHTPOO AKOCTi:
Ekcenna 'm6X eHa
Ko. KI', Hime4uuuHa;
[MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOByBaHHS
KOHTPOIIO SIKOCTI,
BMNYCK Cepii:
. XohdMmaHH-JTa
Pow I,
LLisenuapis;
BunpobyBaHHs
KOHTPOIO SIKOCTI:
Pow ®apma Al',
HimeyunHa

HimevunHa/
LLisenuapis

BHECEHHS 3MiH 10 peecTpaLlinHux Matepianis: 3MiHu | Tuny -
3miHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa ADI abo BuxigHOro martepiany/npomixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLLECI
BMpobHuUTBa APl (He3HauHi 3MiHW y 3aTBepAXEHUX MeToaax
BMNPOBYBaHHS) - BHECEHHS pefakLiiHUX 3MiH O MeToay
rasoBoi xpomaTtorpadii 3a NokasH1KOM "Bu3HavyeHHs
3anunLLKOBUX PO3YMHHUKIB" Ta MeTogy BEPX 3a nokasHukom
"CynpoBigHi AOMILLKK", 30Kpema: BUNMY4YeHHS 30BHILLUHbOro
MacLiTabHoro dakTopy (ESF, KoMnbloTEpHWIA dhakTop).
BBeaeHHs1 3MiH NpoTAroM 6 micsALiB NiCnsa 3aTBepAXEHHS.
3MmiHu | Tuny - 3miHK 3 sikocTi. APL. KoHTponb A®L. 3miHa y
mMeToaax BunpobysaHHs APl abo BuxigHoro
maTepiany/npomixxHoro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y npoueci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEPOKEHMX METOAAX BUNPOOYBaHHS) - BHECEHHS
3MiH o MeToAy BUNpoGoByBaHHs (MeToa napodasHoi razoBoi
xpomarorpadii) A®I KaneuutabiH 3a nokasHUkoM
"BMU3HaYEeHHS 3anuLLKOBUX PO3YMHHUMKIB". MeToq ra3oBoi
xpomarorpadii 6yno po3wmpeHo Ans NPOMiXKHUX NPOAYKTIB
cuHTe3y Ro 09-2216 (step 1) and Ro 09-2218 (stap 2). Y
3B'AA3Ky 3 HOBUM 0bnagHaHHSM Anst aBToMaTuyHoro Biabopy
npo6 3a3HayeHHs 3afaHnx napameTpiB A5 HOBOro
aBTOMaTU4HOro Jo3aTopa Ta BHECEHHS 3MiH Ao p. [Nepesipka
nNpuaaTHOCTI CUCTEMM Ta NPOMOMiArOTOBKU PO3YMHIB.
BBeaeHHs 3MiH NpoTsirom 6 micAuiB nicnsa 3aTBepAXeEHHS.
3MiHu | TUny - 3MiHK 3 sikocTi. [oTOBMI Nikapcbkuii 3acib.
3MiHn y BUpo6HUMLTBI. 3amiHa abo BBeAeHHS [0AaTKOBOI
OinbHUUI BUPOGHULTBA 45181 YacTMHU abo BCbOro BUPOBHMYOro
npoLecy rotoBoro fikapcbkoro 3acoby (finbHuus aAns
BTOPUHHOIO NaKyBaHHS) - BBEAEHHS1 BUPOOHUYOI OinNbHUL
Ekcenna M'M6X eHg Ko.KI™ ans BTOPUHHOrO nakyBaHHs
roToBOroO Nikapcbkoro 3acoby. BeegeHHs 3amiH npoTarom 6
MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHW 3 SKOCTI.
["oToBUI Nikapcbkun 3aci6. 3miHu y BUpobHuLTBI. 3amiHa abo
BBEAEHHS1 [04aTKOBOI AinNbHULi BUPOOHULTBA AN YacTUHM
abo BcbOro BMpoBHMYOro NpoLecy roToBOro fikapCbKoro
3acoby (AinbHMUS AN NepBUHHOrO NakyBaHHS) - BBEAEHHS

BMPOOHMYOI AinbHUUi Excenna M'm6X eng Ko.KIM ans
NEepPBMHHOIO NaKyBaHHsI FTOTOBOrO JlikapCbKoro 3acoby.
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KCENOAA®

TabneTku, BKpUTI
NNiBKOBOIO

®.XodpmaHH-

LLisenuapis

BupobHuutBo

Kutawn/

BBegeHHs1 3mMiH NpoTaroM 6 micsauiB Nicns 3aTBepAXEHHSII0.
3MiHn | Tuny - 3MiHK 3 aKkocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO JikapCbKoro 3acoby (BUNyYeHHs

MeToay BUNPOOYBaHHS, AKLLO BXe 3aTBEPAKEHUN
anbTepHaTMBHUIN METOA) - UITyYEHHS1 METOAY CMeKTPOCKonii B
G6nvxHIn iHppadepsoHin obnacti (NIR) ona nokasHuka
"lgeHTndikauia" Ans rotoBoro nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTArom 6 MicauiB nicns 3aTBEPAXEHHS.

obonoHkoto, no 500
mr, in bulk: no 10
TabneTtok y
6nictepax

J1a Pow It

Hepo3gacoBaHoi
npoaykKuii:
LWaHxan PoLwu
dapmacbloTikana
J1a., Kutan;
BupobHuutBo
Hepo3dacoBaHoi
npoaykuii, nepBuHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs1,
BUNPOGYBaHHS
KOHTPOIIO SIKOCTI:
Ekcenna M'M6X eHg
Ko. KT, Himeu4uHa;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOByBaHHS
KOHTPOIO SIKOCTI,
BUMYCK Cepii:

. XohdMaHH-JTa

Pow I,
Llisenuapis
BunpobyBaHHs
KOHTPOIIO SIKOCTI:
Pow ®apma Al',
HimevunHa

HimevunHa/
LLisenuapis

BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3mMiHu | Tuny -
3miHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa ADI abo BuxigHOro martepiany/npomixxHoro
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETHLCS Y MPOLIECI
BMpobHuuTBa APl (He3HauHi 3MiHM y 3aTBepAXeHUX MeToAax
BUNPOBYBaHHS) - BHECEHHSI pefakLiiHuX 3MiH O MeToay
rasoBoi xpomaTtorpadii 3a nokasH1KoMm "BusHayeHHs
3anunLLKOBUX PO3YMHHUKIB" Ta MeTogy BEPX 3a nokasHukom
"CynpoBigHi AOMILLKK", 30Kpema: BUNMY4YeHHS 30BHILLUHbOro
MacLiTabHoro daktopy (ESF, KoMnbloTEpHWIA dhakTop).
BBeaeHHs1 3MiH NpoTAroM 6 micsALiB NiCnsa 3aTBepAXEHHS.
3MiHn | Tuny - 3miHn 3 sikocTi. A®IL. KoHTponb ADL. 3miHa y
mMeTofax BunpobysaHHs APl abo BuxigHOro
maTepiany/npomixxHoro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y npoueci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEPOKEHVX METOAAX BUNPOOYBaHHS) - BHECEHHS
3MiH o0 MeToay BUNpo6oByBaHHs (MeToa napodasHoi ra3oBoi
xpomarorpadii) A®I KaneuutabiH 3a nokasHUkoM
"BU3HaYeHHS 3anuLLKOBUX PO3YMHHUKIB". MeToa razoBoi
xpomatorpadii 6yno po3LwmMpeHo Anst NPOMIXKHUX NPOAYKTIB
cuHTe3y Ro 09-2216 (step 1) and Ro 09-2218 (stap 2). Y
3B'AA3Ky 3 HOBUM 0bnagHaHHsAM Anst aBTOMaTUYHOro BigGopy
npo6 3a3HayeHHs 3afaHnx napameTpiB A5 HOBOro
aBTOMaTU4HOro fo3aTopa Ta BHECEHHS 3MiH Ao p. [Nepesipka
nNpuaaTHOCTI CUCTEMM Ta NPOMOMiArOTOBKU PO3YMHIB.
BBeaeHHs 3MiH NpoTsaroM 6 micauiB nicnsa 3aTBepAXeHHs.
3MiHu | TUny - 3MiHK 3 sikocTi. oToBMI Nikapcbkuii 3acib.
3MiHn y BUpo6HULTBI. 3amiHa abo BBeAeHHS [0AaTKOBOI
OiNbHULI BUPOGHULTBA 45181 YacTMHU abo BCbOro BUPOBHMYOro
npoLecy rotoBoro fikapcbkoro 3acoby (finbHuus ans
BTOPUHHOIO NaKyBaHHS) - BBEAEHHS BUPOGHUYOI AinbHULi
Ekcenna 'M6X eHg Ko.KI™ ans BTOprHHOro nakyBaHHsi
roTOBOro nikapcbkoro 3acoby. BeBegeHHst amiH npoTtsirom 6
MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHM 3 SKOCTI.
["oToBUI Nikapcbkun 3aci6. 3miHu y BUpobHuLTBI. 3amiHa abo
BBEAEHHS1 [04aTKOBOI AiNbHULI BUPOOHULTBA A4S YacTUHKU
abo BcbOro BMpoBHMYOro NpoLecy roToBOro fikapCcbKoro
3acoby (AinbHWUS AN NePBUHHOrO NakyBaHHS) - BBEAEHHS
BUPOGHMYOI ainbHUUi Ekcenna M'm6X ena Ko.KIM gna
NEepBMHHOIO NaKyBaHHSI rOTOBOrO flikapCbKoro 3acoby.
BBegeHHs1 3mMiH NpoTaroM 6 micAuiB Nicns 3aTBePOXKEHHSHO.

3MiHu | TMny - 3MiHK 3 sikocTi. [0TOBMIA Nikapcbkuii 3acib.
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169.

KCENOAA®

KoHTpornb rotosoro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOOYBaHHS rOTOBOrO fiKapCbKoro 3acoby (BUMyYeHHs
mMeToay BMNPoOyBaHHS, SKLWO BXe 3aTBepAXeHW
anbTepHaTUBHUI MeTOpA) - UyYEeHHS MeTOoAY CreKTpocKonii B
6nvxHin iHppadepsoHin obnacti (NIR) ona nokasHuka
"lgeHTndikalia" Ans rotoBoro nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTAroM 6 MicsLiB nicns 3aTBEpAXEHHS.

Tabnetku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 500
mr, no 10 TabneTok
y bnicTepi, no 12
6nictepiB y
KapTOHHIN yrnakoBsLi

®.XodpmaHH-
J1a Pow It

LLisenuapis

BupobHuutBo
Hepo3gacoBaHoi
npoayKuii:
LWaHxan PoLwu
dapmacbtoTikana
J1a., Kutan;
BupobHuutBo
Hepo3gacoBaHoi
npoaykuii, nepuHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs1,
BUNPOGYBaHHS
KOHTPOJO AKOCTi:
Ekcenna 'm6X eHa
Ko. KT, Himeu4uHa;
MepBuHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOBYBaHHS
KOHTPOIIO SIKOCTI,
BUNYCK Cepii:

. XohdMaHH-JTa
Pow I,
Llisenuapis
BunpobyBaHHs
KOHTPOIIO SIKOCTI:
Pow ®apma Al',
HimeyunHa

Kutawn/
Himeyunna/
LLisenuapis

BHECEHHS 3MiH 1O peecTpaLinHux Marepianis: 3mMiHu | Tuny -
3miHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa ADI abo BuxigHOro martepiany/npomixxHoro
NpoAyKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLIECI
BMpobHuUTBa APl (He3HauHi 3MiHW y 3aTBepAXeHUX MeTofax
BMNPOOYBaHHSI) - BHECEHHS pefAakLiiHUX 3MiH 40 MeToay
rasoBoi xpomatorpadii 3a mokasHnkom "BuaHadyeHHs
3anuLLIKOBUX PO3YMHHMKIB" Ta meTogy BEPX 3a nokasHukom
"CynpoBigHi AOMILLKK", 30Kpema: BUNMY4YeHHS 30BHILLUHbOro
MacLiTabHoro daktopy (ESF, KoMnbloTepHWA hakTop).
BBeaeHHs1 3MiH NpoTAroM 6 micsALiB NiCnsa 3aTBepAXEHHS.
3MiHun | Tuny - 3miHn 3 sikocTi. A®IL. KoHTponb ADI. 3miHa y
mMeTofax BunpobysaHHs APl abo BuxigHOro
maTepiany/npomixxHoro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y npoueci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEpOKEHVX MeToAax BUNPOOYBaHHS) - BHECEHHS
3MiH O MeToAy BUNpoGoByBaHHs (MeToa napodasHoi ra3oBoi
xpomarorpadii) A®I KaneuutabiH 3a nokasHUkoM
"BU3HaYeHHS 3anuLLKOBUX PO3YMHHUKIB". MeToq ra3oBoi
Xpomatorpadii 6yno po3LwmMpeHo Anst NPOMIXKHUX NPOAYKTIB
cuHTe3y Ro 09-2216 (step 1) and Ro 09-2218 (stap 2). Y
3B'A3Ky 3 HOBUM 0bnagHaHHSM Ans aBTOMaTUYHOro BigGopy
npo6 3a3HayeHHs 3afaHnx napameTpiB A5 HOBOro
aBTOMaTU4HOro fo3aTopa Ta BHECEHHS 3MiH Ao p. [Nepesipka
nNpuaaTHOCTI CUCTEMM Ta NPOMOMiArOTOBKM PO3YMHIB.
BBeaeHHs 3MiH NpoTsaroM 6 micauiB nicnsa 3aTBepAXeHHs.
3MiHn | TUny - 3MiHK 3 sikocTi. oTOBMI Nikapcbkui 3acib.
3MiHn y BUpo6HUMLTBI. 3amiHa abo BBeAeHHS [0AaTKOBOI
AinbHWUi BUpobHULTBa ANs YacTuHK abo BCboro BUpobHUYoro
npoLecy rotoBoro nikapcbkoro 3acoby (ginbHuus ans
BTOPUHHOTO NaKyBaHHS) - BBEAEHHS1 BUPOOHUYOI AinbHUL
Ekcenna 'M6X eHg Ko.KI™ ans BTOpvHHOro nakyBaHHsi
roTOBOro nikapcbkoro 3acoby. BeBegeHHst amiH npoTtsirom 6
MicauiB nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHM 3 SKOCTiI.
["oToBwiA nikapcbkuit 3aci6. 3miHn y BUpobHULTBI. 3amiHa abo
BBEEHHS J0AaTKOBOI AiNbHULi BUPOGHULITBA A1 YaCTUHU
abo Bcboro BMpoBHMYOro NpoLecy roToBoro fikapcbKoro
3acoby (AinbHMUS AN NepBUHHOrO NakyBaHHS) - BBEAEHHS
BUPOGHMYOI ainbHUUi Ekcenna M'm6X ena Ko .KIM gna
NepBMHHOIO NaKyBaHHsSI rOTOBOrO MikapCbKoro 3acoby.
BBeaeHHst 3MiH npoTsiroM 6 micsuiB Nicnsa 3aTBEPAXEHHSIIO.
3MiHu | TUNYy - 3MiHK 3 AkocTi. [0TOBMIA Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO JikapCbKOro 3acoby (BUNyYeHHs

3a
peyernmom
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MeToay BUNPOOYBaHHS, SIKLLO BXEe 3aTBEPLAXKEHUN
anbTepHaTMBHUIN METOA) - UITyYEHHS1 METOAY CMeKTPOCKonii B
6nvxHin iHppadepsoHin obnacti (NIR) aona noka3Huka
"logeHTndikalia" Ans rotoBoro nikapcbkoro 3acoby. BeeaeHHs
3MiH NpoTaAroM 6 MicsauiB nicns 3aTBEpAXEHHS.
170.| KYTEPH TabneTku, BKpUTI ACTPA3EHEK LLiBeuis Actpa3eHeka Ab, LLBeuis BHECEHHSA 3MiH 0 peecTpaLinHMx marepianis: 3a UA/17484/01/01
NnNiBKOBOIO A AB LLBeuis (nepBuHHE CLUA 3MiHu | TMny - 3MiHK 3 skocTi. A®l. BupobHuuTBO. 3MmiHa peuernmom
obonoHkoto, 5 mr/10 Ta BTOPUHHE Benuka BMPOOHMKA BUXiZHOrO/MPOMIXKHOrO NPOAYKTY/peareHTy, Lo
Mr; no 14 tabnetok nakyBaHHs, BpuTtaHis BMKOPUCTOBYIOTLCS Y BUpobH1Yomy npoueci AP, abo 3miHa
y bnictepi, no 2 KOHTPOSb AKOCTI, HimeuyunHa BMPOOHMKa (BKMOYaouu, e HeobXigHO, MicLie NpoBeaEeHHS

6nictepn y
KapTOHHi KopobLi

BUMYCK cepii);
Actpa3eHeka 'M6X,
HimeuunHa
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS1, BUMYCK
cepii); AcTpa3eHeka
dapmacbloTuKanc
TN, CWA (B1pobHuk
in bulk, nepsuHHe
nakyBaHHs1,
KOHTPOIb SIKOCTi);
AcTtpa3eHeka HOK
Ilimiteq, Benuka
BputaHis (nepBuHHe
Ta BTOPUHHE
nakyBaHHs1, BUMYCK
cepii)

KoHTponto skocTi) A®I (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI €Bponelickbkin dhapmakonei y 3aTBepaXeHoMy
[0ChE)(3anponoHoBaHu BUPOBHUK HanexuTb Ao Tiei camoi

BMPOBHWYOI rpynu MiANPUEMCTB, LLO I 3aTBEPAXEHUN);
AoaasaHHsa anbTepHaTuBHY AinbHuuto CK biotek Ko. NTa. (SK
Biotek Co. Ltd.) MioHrakcaHmaH-po 80, MloHa0H-MeiioH,
CepnxoH-ci 30068, Pecnybnika Kopesi (80 Myeonghaksandan-
ro, Yeondong-myeon, Sejong-si 30068, Republic of Korea),
sIka BianoBigae 3a ganarnicnosuHy BuxigHuii npogykt BMS-
58724301 Ta npomixxHuii npoaykt BMS-587319-03; 3miHu |
TUNY - aMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu MicLsa NpoBafKeHHs OisanbHOCTI BUPOOHMKa
(BKntoyaroun, 3a HeOBXiAHOCTI, MiCLle MPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHuka mactep-gaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
3acToCOBYOTbCH Y BUPOOHULTBI AD| (SIKLLO 3a3HaYEHO Y AOChE

Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANoBiAHOCTI €Bponencbkilt hapmakonei y 3aTBepaxeHoOMY
aocbe, abo BUpoBHMKa HOBOT AOMOMIXXHOT PEYOBUHM (SIKLLLO
3a3Ha4yeHo y [0Cbe) 3MiHa agpecy AinbHuui, BignosiganbHoi

3a BUPOGHMLTBO, KOHTPOJSIb SIKOCTi Ta BUMYCK MPOMIXXHOTO
npoaykty BMS-587319-03 Ta nocTasKy BXigHOi CUPOBUHU
BMS-587319-01, L0 BUKOPUCTOBYETLCS NPU BUPOBHULTBI
nitoyoi pevoBmHK ganarnicnosuH, CK biotek Ko. 114, 6e3
3MiHM Micus po3TallyBaHHs AinbHuUL Ta BUpoBHUYoi
nisnbHocTi. MponoHoBaHa pepakuis: S.2.1 Manufacturer(s) SK
Biotek Co. Ltd 325, Expo-ro, Yuseong-gu, Daejeon 34124,
Respublic of Korea (Manufacture, quality control testing, and
release of intermediate BMS-587319-03) S.2.3 Control of
Starting Materials-Suppliers Supplier Name SK Biotek Co. Ltd
Manufacturing Facility Address 325, Expo-ro, Yuseong-gu,
Daejeon 34124, Respublic of Korea; 3miHu | Tuny -
agMmiHicTpaTuBHiI 3MiHW. 3MiHa HanMeHyBaHHS Ta/abo agpecu
MicList TPOBaAXeHHSs AisnbHOCTI BUpOBHMKa (BKMoYaouu, 3a
HeobXigHOCTI, MiCLie NPOBEAEHHS KOHTPOIIO SKOCTi), abo
BnacHuka mactep-garnina Ha A®l, abo noctavanbHuka
Adl/BuxigHOro matepiany/peareHTy/npoMidKHOro NPOAYKTY, Lo
3acTocoBYOTbCS Y BUPOOHMUTBI ADI (SKLLO 3a3Ha4YeHo y 4OCbE
Ha nikapcbku1i 3acib) 3a BiagcyTHOCTI cepTudikara
BignoBigHOCTI €Bponencbkin papmakonei y 3aTBepaXeHOMY




62

ITpooBxkeHHs 1oAaTKa 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

Aocbe, abo BUpOOHMKa HOBOT AOMOMIDKHOI PEYOBMHM (SIKLLIO
3a3Ha4YeHo y JOCbE)
3MiHa Ha3BW BUPOBHMYOI AiNbHULI ANS Ailo40i pe4yoBUHN
nanarnicpnosuH Ta NpoMixHMX npoaykTis BMS-587319-03 Ta
BMS-587319-01, 3 Swords Laboratories Ha SK Biotek Ireland
Limited, 3 fogaBaHHSAM NOLWITOBOroO iHAEKCY A0 agpecw, 6e3
3MiHU MiCUsi NPOBa[XEHHS AisiNbHOCTI BUPOOHMKA.
MponoHoBaHa pepakuis: 3.2.S.2.1 Manufacturer(s) SK Biotek
Ireland Limited Watery Lane
Swords County Dublin K67 AY91 Ireland; 3minn | Tuny -
agMiHicTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu
MiCLiSl TPOBaAKeHHS AiANbHOCTI BUPOOHMKa (BKNOYaoun, 3a
HeobXigHOCTI, MicLie NpOBeAEeHHST KOHTPOIO SKOCTI), abo
BrnacHuka mactep-cavina Ha A®l, abo noctayanbHuka
Adl/BnxigHoro matepiany/peareHTy/npoMi>XKHOrO NPOAYKTY, LU0
3aCTOCOBYOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3Ha4YeHo y AOCkE
Ha nikapcbkui 3acib) 3a BiACcyTHOCTI cepTudikara
BiANoBiAHOCTI €Bponelickbkin dhapmakonei y 3aTBepaXeHoMy
nocbe, abo BUpobHMKa HOBOI JOMOMIDKHOI PEYOBUHM (SIKLLLO
3a3HayvyeHo Y [OCbE); 3MiHa Ha3BM BUPOOHUYOI AinbHULI Ans
nilo4oi pevyoBUHU cakcarninTuH, 3 Swords Laboratories Ha SK
Biotek Ireland Limited, 3 fogaBaHHSM NOLITOBOro iHAEKCY A0
agpecu, 6e3 3aMiHN Micus NPOoBaMKEHHS AiANbHOCTI
BMpobHUKa. MponoHoBaHa pepakuis: 3.2.S.2.1 Manufacturer(s)
SK Biotek Ireland Limited
Watery Lane Swords County Dublin K67 AY91 Ireland

171.

NAHBIC™

Tabnetkv no 40 mr
no 25 tabnetok y
cnakoHi; no 1
dnakoHy B
KapTOHHI kopobLi

Acnen ®apma
TpewngiHr
Timitepn,
IpnaHais

IpnaHgis

Ekcenna Mm6X i
Ko.KI', HimeuyunHa

BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis:
3MiHu | TMNYy - 3mMiHK Wwopao 6eanekn/edekTUBHOCTI Ta

hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
MapKyBaHHSI ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LWoAo 3a3Ha4YeHHst OAMHULL BUMIPIOBaHHS Y
cuctemi Sl. BHeceHHs 3MiH fo p. MapkyBaHHa MKA 113;

3anponoHoBaHo: 3rigHO 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS.
TepMiH BBeEHHS 3MiH NPOTArom 6 micsuis nicns
3aTBEPAKEHHS.

3a
peuernmom
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172.

JNNA®EPOH-
DAPMBIOTE
K®

cynosuTopii
pekTanbHi no 250
Tmc. MO; no 5
CynosunTopiis B
KOHTYPHI
YapyHKOBIW
ynakosLi, no 2
KOHTYPHi YapyHKOBI
YNakoBKu B
KapTOHHIN KopobLii

TOB
"HaykoBo-
BMpPOBOHMYa
KOMMaHis
"lHTepdapmbi
oTek"

YkpaiHa

TOB "HaykoBo-
BMPOGHMYa
KOMMaHis
"IHTepcapmbioTek"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3mMiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa HalimeHyBaHHsi Ta/abo agpecu
3asiBHMKa (BracHVKa peecTpauiiHoro NocBig4YeHHs ) - amiHa
agpecu 3asBHUKA; 3MiHu | Tuny - AgMiHICTpaTuBHI 3MiHW. 3miHa
HalMeHyBaHHs Ta/abo agpecu micusi NPOBamKEHHS AisiNbHOCTI
BMpPOGHUWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIHOYao4M AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
KOHTPOSIO AKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOOHMK/iIMNOpTEp, BKIOYa4M BUNYCK Cepilt) - 3MiHa agpecu
BupobHuka M3 TOB "HaykoBo-BMPOGHUYA KOMMaHis
"IHTepdapmbioTek"”, 6e3 3MiHWN MicLa BUPOOHULTBA. 3MiHK
BHECEHO B iHCTPYKLIit0 ANt MEAMYHOrO 3aCTOCYBaHHS LLOA0
MiCLie3Haxo4XXeHHs1 BUPOOHMKa 3 BignoBiAHNUMMN 3MiHAMU Y
TEKCTi MapKyBaHHS1 ynakoBKW nikapcbkoro 3acoby (BeegeHHs
3MiH NPOTAroM 6-TW MiCALIB NiCns 3aTBEPAXEHHS); 3MiHM |
TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo

3a
peuenmom

UA/13825/02/01
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agpecu MicLsa NpoBaKEeHHs OiAnbHOCTI BUpOBHMKa
(BKMtOYaKO4K, 3a HEOBXIAHOCTI, MiCLIe MPOBEAEHHS KOHTPOIHO
sIKoCTi), abo BNnacHuka mactep-darina Ha AdI, abo
noctayanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMiXKHOro NpoAyKTy, Lo
3aCTOCOBYHOTbCS Y BUPOOHULUTBI AP (SKLLO 3a3HA4YEHO Yy 4OChE
Ha nikapcbkui 3acib) 3a BiACyTHOCTI cepTudikara
BiANOBIAHOCTI €BponeVichbkin dhapmakonei y 3aTBepaXXeHoMYy
nocbe, abo BUpoOHMKa HOBOI AOMOMIDKHOI PEYOBWHM (SIKLLIO
3a3HayveHo y [OCbE) - 3MiHa agpecu BUpobHuka Ad|
iHTepdbepoHy anbda-2b pekombiHaHTHOro nioagnHu TOB
"HaykoBo-BupobHuya komnaHis "IHTepdapmbiorek”, YkpaiHa,
6e3 3amiHu Micusi BUpobHMUTBaA

173.

NA®EPOH-
®APMBIOTE
K®

cynosuropii
pekTanbHi no 500
TMc. MO; no 5
CynosuTopiis B
KOHTYPHIN
YapyHKOBIN
ynakosL,i, no 2
KOHTYPHi YapyHKOBI
yNnaKkoBKu B
KapTOHHI kopobUi

TOB
"HaykoBo-
BMpPOGHMYa

KOMMaHis
"lHTepdapmbi
orek"

Ykpaina

TOB "HaykoBo-
BUMPOBHMYa
KOMMaHis
"lHTepcapmbioTek”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHux matepianis: 3MiHu | Tuny -
ApamiHicTpaTuBHi 3miHW. 3MiHa HaimeHyBaHHS Ta/abo agpecu
3asiBHMKA (BMNacHMKa peecTpaliiHoro NocBig4YeHHs ) - amiHa
agpecu 3asiBHUKA; 3MiHu | Tuny - AgMiHiCTpaTuBHiI 3MiHW. 3MmiHa
HaliMeHyBaHHs Ta/abo agpecu Micus NPoBafKeHHS AiSnbHOCTI
BMpOGHUWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIOYaloum AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
KOHTPOSO AKOCTI. (LisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/iIMNOpTEp, BKMOYaO4M BUNYCK Cepili) - 3MiHa agpecu
BMpo6Huka M3 TOB "HaykoBo-BMpOGHUYA KOMMaHis
"IHTepcapmbioTek”, 6e3 3amiHM Micus BUpoGHULTBA. 3MiHK
BHECEHO B iHCTPYKLitO A1 MeANYHOro 3acTocyBaHHS LWoA0
MicLie3HaxXo4XXeHHs1 BUPOBHMKA 3 BignoBigHUMY 3MiHAMM Y
TEKCTi MapKyBaHHs yaKoBKuM nikapcbkoro 3acoby (BeeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicnsa 3aTBepAXeHHS); 3MiHK |
TMNYy - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs1 Ta/abo
agpecu Micusa NpoBafKeHHs OisanbHOCTI BUPOOHMKa
(BkntoYarouK, 3a HeOBXiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHuka macTep-danna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
matepiany/peareHTy/npoMi>KHOro NpoayKTY, Lo
3acToCcoBYTbCH Y BUPOOHULTBI AD| (SIKLLO 3a3HAYEHO Y A0ChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHOMY
nocbe, abo BUpoBHMKa HOBOT AOMOMIDKHOI pEHOBUHM (SIKLLO
3a3Ha4yeHo y Aocbke) - 3miHa agpecy BupobHuka Al
iHTepdepoHy anbda-2b pekombiHaHTHOro noamHn TOB
"HaykoBo-BupobHuya komnaHis "IHTepdapmbiorek”, YkpaiHa,
6e3 3aMiHn Micusi BUpobHMUTBA

3a
peyernmom

UA/13825/02/02

174.

JNNA®EPOH-
®OAPMBIOTE
K®

cynosuTopii
pekTanbHi no 1 mnH
MO; no 5
CynosnTopiis B
KOHTYPHIl
YapyHKOBIW
ynakosLi, no 2
KOHTYPHi YapyHKOBI
YNaKoBKu B

TOB
"HaykoBo-
BUPOOHMYA

KOMMaHis
"IHTepdapmbi
oTek"

YkpaiHa

TOB "HaykoBo-
BMPOGHUYa
KOMMaHis
"IHTepdapmbioTek”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuxX Matepianis: 3mMiHu | Tuny -
AaMiHicTpaTyBHI 3MiHU. 3MiHa HaviMeHyBaHHA Ta/abo agpecu
3asiBHMKa (BnacHVKa peecTpauiiHoro NocBig4yeHHs ) - amiHa
agpecu 3asBHUKA; 3MiHu | Tuny - AgMiHICTpaTuBHI 3MiHW. 3miHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPOBaKEeHHS AiSNbHOCTI
BMPOOHMKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOYAKYM AiNbHWLI BUNYCKY cepii abo micLie npoBegeHHs
KOHTPOIIO AIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOOHMK/iMNOpTEp, BKOYaYM BUNYCK Cepit) - 3MiHa agpecu

3a
peuenmom

UA/13825/02/03
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KapTOHHI Kopobui

BupobHuka [T13 TOB "HaykoBo-BMpOGHMYa KOMMNaHIsA
"IHTepcapmbioTek”, 6e3 3miHM Micusa BUpobHMLTBA. 3MiHK
BHECEHO B iHCTPYKLitO A1 MeANYHOro 3acTocyBaHHs LWoA0
MicLie3HaxX04XXeHHs1 BUPOOHMKA 3 BigNOBIiAHUMY 3MiHAMK Y

TEKCTi MapKyBaHHS YraKoBKW Nnikapcbkoro 3acoby (BeeaeHHs
3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEPAXEHHS); 3MiHu |
TMny - AOMiHicTpaTMBHI 3MiHN. 3MiHa HalMeHyBaHHs Ta/abo
agpecu Micusa NpoBaKeHHs OianbHOCTI BUpobHMKa
(BKMtoYarouK, 3a HEOBXIAHOCTI, MiCLIe MPOBEAEHHSI KOHTPOIO
sKocTi), abo BnacHuka mactep-darina Ha AdI, abo
noctayanbHuka Adl/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPoAyKTY, LU0
3aCTOCOBYHOTbCS Y BUPOOHULUTBI AP (SKLLO 3a3HA4YEHO Yy 4OChE
Ha nikapcbkui 3acib) 3a BiACcyTHOCTI cepTudikara
BiANOBiAHOCTI €BponeVickbkin dhapmakonei y 3aTBepaXeHoMYy
nocbe, abo BUpobOHMKa HOBOT JOMOMIDKHOI PEYOBUHM (SIKLLIO
3a3HayvyeHo y [O0CbE) - 3MiHa agpecy BUpobHuka AdI
iHTepdepoHy anbga-2b pekoMmbiHaHTHOro noanHn TOB
"HaykoBo-BupobHuya komnaHis "IHTepdapmbiorek”, YkpaiHa,
6e3 3aMiHK Micusi BUpobHMUTBaA

175.

NA®EPOH-
®APMBIOTE
K®

cynosuTopii
pekTanbHi No 3 MnH
MO; no 5
Cyno3unTopiiB B
KOHTYPHIl
YapyHKOBIN
ynakosL,i, no 2
KOHTYPHi YapyHKOBI
yrnakoBKu B
KapTOHHI kopobLi

TOB
"HaykoBo-
BMpPOBHMYa

KOMMaHis
"IHTepcapmbi
oTek"

Ykpaina

TOB "HaykoBo-
BUMPOBHMYa
KOMMaHis
"IHTepcapmbioTek"

Ykpaina

BHECEHHS 3MiH 0 peecTpauinHux matepianis: 3MiHu | Tuny -
ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu
3asiBHUKA (BNacHVKa peecTpauiiHoro nocBigYeHHs ) - 3miHa
agpecu 3asiBHUKA; 3MiHK | Tuny - AgMiHicTpaTuBHi 3MiHW. 3miHa
HaliMeHyBaHHs Ta/abo agpecu Micus NPoBaKEeHHS AiSNbHOCTI
BMpOGHMWKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKJOHAO4UM AiNbHMLI BUNYCKY cepii abo micLie npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy BiAnosigae
BMPOBHUK/iIMNOpTEp, BKNOYaYN BUNYCK Cepili) - 3MiHa agpecu
BupobHuka [T13 TOB "HaykoBo-BMpoGHMYa KOMMNaHis
"IHTepcapmbioTek”, 6e3 3amiHM Micus BUpoGHULTBA. 3MiHK
BHECEHO B iHCTPYKLIilo ANst MEAMYHOrO 3aCTOCYBaHHS LLOAO
MicLe3HaX0[4KeHHs1 BUpOBHMKa 3 BigMOBIAHUMM 3MiHAMU Y
TEKCTi MapKyBaHHs1 YakoBKuM Nikapcbkoro 3acoby (BeeaeHHs
3MiH NPOTArom 6-Tu MicsiLiB nicns 3aTBepAXeHHS); 3MiHK |
TUny - AOMiHiCTpaTMBHI 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo
agpecu Micusa NpoBafKeHHs OisanbHOCTI BUpOOHMKa
(BKntoYarouK, 3a HeoB6XiAHOCTI, MicLle MPOBEAEHHSI KOHTPOIO
sikocTi), abo BnacHuka macTtep-danna Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LLO
3acToCcoBYTbCS Y BUPOBHULTBI AD| (SIKLLO 3a3HAYEHO Y 0ChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHOMY
pocbe, abo BUpOOHMKa HOBOI JOMOMIDKHOI PEYOBUHM (SIKLLLO
3a3HayvyeHo y AoCbE) - 3MiHa agpecy BUpobHuka AdI
iHTepdepoHy anbda-2b pekombiHaHTHOro niognHn TOB
"HaykoBo-BMpobHU4a komnaHis "IHTepdapmbiotek”, YkpaiHa,
6e3 3MiHM MicLsi BUpOOHMUTBA

3a
peuenmom

UA/13825/02/04

176.

NNA®EPOH-
DPAPMBIOTE

nioginisat ans
NpUroTyBaHHs

TOB
"HaykoBo-

Ykpaina

TOB "HaykoBo-
BMPOOHMYa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux Matepianis: 3miHu | Tuny -
AaMiHicTpaTvBHI 3MiHW. 3MiHa HaviMeHyBaHHA Ta/abo agpecu

be3
peyenma

UA/15811/01/01
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K®
HA3ANbHUA

Kpanenb HasarnbHUX
no 1 mnH MO; no 1
nakoHy 3
nioginisatom B
KOMMEKTi 3
KPULLIKOO-
KpanenbHuLet y
KapTOHHI Kopobui

BMPOGHMYa
KOMMaHis
"lHTepcapmbi
oTek"

KoMnaHis
"lHTepcapmbioTek”

MiCLit TPOBaAKeHHS AifNbHOCTI BUpObHMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKMOYayu AinbHULL BUMYCKY
cepii abo micLie MpoBeAEHHS KOHTPOIO AKOCTI. (AiANbHICTL, 3a
SIKy BiAnosigae BUPOOHMK/iIMNopTep, BKIHOYaYM BUMYCK Cepilt)
- 3MiHa agpecu BupobHuka 113 TOB "HaykoBo-BMpobHuya
komnaHisa "IHTepdapmbioTek”, 6e3 3MiHM MicLA BUpOBHMLTBA.
3MiHV BHECEHO B iHCTPYKLiO ANA MeANYHOro 3acTOCyBaHHS
LLI0a0 MicLe3HaXO4KeHHS BUPOOHMKa 3 BiAMOBIAHMMUN 3MiHaMK
y TEKCTi MapKyBaHHS ynakoBKM fikapcbkoro 3acoby (BBeaeHHs
3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEPAXEHHS); 3MiHu |
Tuny - AOMiHicTpaTMBHI 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo
agpecy 3asiBHMKa (BMacHMKa peecTpauiiHOro NocBifYeHHs) -
3MiHa agpecy 3asaBHUKA; 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalMeHyBaHHs Ta/abo agpecu MicLsi NPOBaAKEHHS
nisinbHOCTI BUPOBHMKa (BKMOYaum, 3a HeobxigHocTi, Micue
npoBeaeHHs KOHTPOO IKOCTi), abo BnacHuka mactep-darina
Ha A®I, abo noctavyanbHuka Adl/BuxigHoro
mMaTepiany/peareHTy/npoMi>XKHOro NPOAYKTY, LU0
3aCTOCOBYIOTLCS Y BUPOOHULTBI AD| (SKLLO 3a3Ha4YeHo y AOCkE
Ha nikapcbkui 3acib) 3a BiAcyTHOCTI cepTudikara
BiANoBiAHOCTI €Bponelickbkin dhapmakonei y 3aTBepaXeHoMYy
nocbe, abo BUpoOHMKa HOBOI JOMOMIDKHOIT PEYOBUHM (SIKLLLO
3a3HayYeHo y [0CbE) - 3MiHa agpecu BUpobHuka AdI
iHTepdhepoHy anbga-2b pekoMmbiHaHTHOro noanHn TOB
"HaykoBo-BMpoGHUYa koMmnaHis "IHTepdapmbioTek”, YkpaiHa,
6e3 3aMiHK Micusi BUpobHMUTBaA

177.

NEBILUTAM
250

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto, no 250
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
6 bnicTepiB y
KapTOHHIN nadui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis:
3MiHu | Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHoOCTI/lE-
cepTudikaT BiANOBIAHOCTI €BpPONENnchKiin
hapmakonei/moHorpadii. lMogaHHA HoBOro abo OHOBNEHOro
cepTudikaTa BignosigHocTi abo BUNyYeHHs cepTudikaTa
BigNoBigHOCTI €Bponeinchki dhapmakonel: ans A®l; ona
BUXiQHOrO MaTepiany/peareHTy/npoMi>KHOro NpoayKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; Anst 4ONOMiKHOI
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
chapmakonei) - HoBuiA cepTudikat Big HOBOro BUpobHuka
(3amiHa abo JONOBHEHHS) - BBEAEHHS 0AAaTKOBOIO
BupobHuka A®I| nesetupauetramy HETERO LABS LIMITED,
IHAis 3 HagaHHAM HoBoro CEP Ne RO-CEP 2014-113-Rev 04
[0 BXe 3aTBepaeHux BupobHukis Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutan (CEP 2012-325), DIVI'S
LABORATORIES LIMITED (2011-219); 3MiHu | Tuny - 3MiHun 3
sKkocTi. A®Il. KoHTponb A®I. 3miHa y napamerpax
cneumadikauin Ta/abo gonycCTUMUX MEX, BUSHAYEHNX Y
cneuunadikauisix Ha A®l, abo BUXIGHUA/NPOMIXHMWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi
BMpobHMUTBa A®I (iHLWI 3MiHW) - AONOBHEHO cneumdikaLiio
A®I| nesetupaueramy BupobHutea HETERO LABS LIMITED,
IHaia npumiTkamu: - 1- lgeHTudikadito gonyckaeTbcs
npoBoanTu metogom PamaHiBcbkoi cnektpomeTpii (EP
2.2.48). Npouenypa npoBedeHHsi TeCTy Ta Bigbip npob

3a
peuernmom

UA/11396/01/01
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onucani y BignosigHnx COMMax; - 2- KoHTponb napameTpy
30iMCHIOETBCA NPY MEePeKOoHTPOoNi CybCcTaHLii ANs NOKa3HKKIB

«Onucy, «Boaga», «CynpoBigHi gomiwkny, «domiwka Gy,

«MikpobionoriyHa YicToTay, Ta «KinbkicHe BU3HAYEHHS»

178.

JNEBILUTAM
500

Tabnetku, BKpUTI
NnNiBKOBOIO
obonoHkoto, no 500
mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 bricTepiB y
KapTOHHIM nayui

TOB "ACIHO
YKPATHA"

YkpaiHa

TOB "®apma Ctapt"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis:
3miHu | TMny - 3mMiHM 3 akocTi. CepTudikaTt BignosigHocTI/lE-
cepTudikaT BiANOBIAHOCTI €BPOMENChKin
hapmakonei/moHorpadii. [MogaHHA HOBOro abo OHOBEHOro
cepTudikaTta BignosigHocTi abo BUNyYeHHs cepTudikara
BianoBiaHOCTI €Bponeiicbkint hapmakonei: ana Adl; ans
BUXiQHOrO Matepiany/peareHTy/MpoMiXXHOro NpoaykKTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Ans 4ONOMKHOI
pevyoBMHU (CepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei) - HoBuii cepTudikat Big HOBOro BUpobHUKa
(3amiHa abo JONOBHEHHS) - BBEAEHHS A0AaTKOBOro
BupobHuka A®I| nesetupaueramy HETERO LABS LIMITED,
IHais 3 HagaHHAM HoBoro CEP Ne RO-CEP 2014-113-Rev 04
[0 BXe 3aTBepa)eHnx BupobHukiB Zhejiang Huahai
Pharmaceutical Co., Ltd., Kutan (CEP 2012-325), DIVI'S
LABORATORIES LIMITED (2011-219); 3minu | Tuny - 3miHu 3
skocTi. API. KoHTponb A®I. 3miHa y napameTpax
cneuungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneymngikauisx Ha A®I, abo BUXIOHWI/MPOMIDKHWIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpobHuUTBa A®PI (iHLWi 3MiHK) - AONOBHEHO cneundikaLito
A®I| nesetupauetamy BupobHntea HETERO LABS LIMITED,
IHaia npumiTkamu: - 1- |aeHTudikauilo AonyckaeTbcs
npoBoauTn MeToaoM PamaHiBcbkoi cnektpometpii (EP
2.2.48). Npoueaypa npoBefeHHs TecTy Ta Bigbip npob
onucaHi y BignosigHux COllax; - 2- KoHTponb napameTpy
3[AiNCHIOETLCSI MPY NEPEKOHTPONI CyGCTaHLi 4151 NOKa3HMKIB
«Onucy, «Bopa», «CynpoBigHi Aomilkny, «domiwka Gy,
«MikpoGionoriyHa YicToTar, Ta «KinbkicHe BU3HaYeHHsI»

3a
peyenmom

UA/11396/01/02

179.

JNIEBOMEKO
b

Masb, no 25 r abo no
40 y TYy6i; no 1 Ty6i
y nayuij

AT
"JTly6Hncpapm"

YkpaiHa

AT "Jly6Hucpapm"

YkpaiHa

BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLi 3MiHW) BHECEHHS
3MiH Ao meToay BunpobysaHHst 113 3a nokasHukom "KinbkicHe
BM3HaYeHHs", 30Kkpema: 36iNnbLUeHHS BUKOPUCTaHHS KirlbKOCTi
BMNPOGYBanbHOIO PO34MHY Ta PO3YMHY NOPIBHSIHHS, HE3HAYHI
3MiHM Y pO3paxyHKOBi hopMyni

6e3
peuenma

UA/2647/01/01

180.

NEBO®JIOKC
AUNH-
HOBO®APM

PO34MH ANs iHdY3iN,
5 mr/mn, no 100 mn
y nnswuyi; no 1
nnawyi y navui

ToBapucTso 3
oBGMexeHo
BignoBiganbHi
cTio dhipma
"Hosodapm-
BiocuHTes"

YkpaiHa

ToBapucTso 3
oBMeXeHo
BiAnoBiganbHicTo
dipma
"Hosodhapm-
BiocuHTe3"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3mMiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iHCTPYKLii AN MegUYHOro 3acToCyBaHHS
reHepu4Hux/ribpmgHux/GionoaibHmx nikapcbknx 3acobis nicns
BHECEHHS TiEi camoi 3MiHN Ha pedepeHTHUI npenapar (3MiHa
He noTpebye HagaHHs XOAHUX HOBUX A0AATKOBUX AaHUX) -
3MiHM BHECEHI A0 |HCTPYKLUii AN MeAMYHOro 3acToCyBaHHs
nikapcbkoro 3acoby go posainis: "lMNokasaHHa", "OcobnnBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpygar”, "MNobivHi peakuii" BignosigHo Ao

3a
peuenmom

UA/16632/01/01




67 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
iHdopmaLii pedepeHTHOro nikapcbkoro 3acoby (Tavanic)
BBefeHHs 3MiH npoTsarom 3-x MicsLUiB NicnsA 3aTBepAKEHHS
181.| NEAICENT- necapii no 16 mr, no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 1O peecTpaLiH1X maTepiarnis: bes UA/12023/01/01
®APMEKC 5 necapiis y cTpuni; "®APMEKC reyn" 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenma
no 2 CTpunu B navui reyn" hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
3 KapTOHY MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii Lo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. BHeceHHs 3miH fo po3ainy "MapkyBaHHs” MKA J13:
BanponoHoBaHo: MAPKYBAHHA. BignosigHo go
3aTBepakeHoro TekcTy MapkyBaHHs. TepMiH BBeAEHHS 3MiH
NpoTAroM 6 MicsLiB Nicnsa 3aTBepAXKeHHS
182 NEMKOBOPU PO34UH ANg iH'eKuUin, TeBa I13painb AT Higepnanaun BHECEHHSA 3MiH 0 peecTpaLinHux marepianis: 3a UA/5402/01/01
H-TEBA 10 mr/mMn no 5 mn dapmaueBTika dapmaueBTUYHUI YroplmHa 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
abo no 10 mn, abo n lHpacTpis 3aBop TEBA, hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
no 20 mn, abo no 30 Jitg YroplumHa; MapKyBaHHS yNaKoBKW MikapCbKoro 3acoby 3 BHECEHHAM
mn, abo no 50 mny dapmaxemi b.B., iHdbopMaUii Woa0 3a3Ha4YeHHA OANHUL BUMIPIOBaHHS Y
dnakoHi, no 1 Higepnanan cuctemi Sl. BHeceHHs 3amiH fo po3giny “MapkyBaHHs” MKA J13:
rnakoHy B 3anponoHoBaHo: MapKyBaHHSs 3rifHO 3aTBEPAXEHOr0 TEKCTY
KapTOHHi KopobLi MapKyBaHHS. TepMiH BBEAEHHS 3MiH NpPOTAroM 6 micsauis nicns
3aTBEepPAKEHHS.
183, NEMNEXW KopeHesuLia no 30 MpAT Ykpaina MpAT "liktpasn" Ykpaina BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 6e3 UA/5771/01/01
KOPEHEBMUL | r, abono 75r, abo "NikTpasn" peuernma
A no 100 ry nauui 3 3MiHu | TUNY - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
BHYTPILHIM cbapmakoHarnsay (iHLi 3MiHN) - BHECEHHs 3MiH 10 po3ainy
naketom, no 1,51y «MapkyBaHHs» B MKA 113: 3anponoHoBaHo: MapkyBaHHsa Y
QineTp-nakerax No BiANOBIJHOCTI 3 3aTBEPAXXEHIM TEKCTOM MapKyBaHHSI.
20y na4uiaboy PeecTpaLlisi JOAATKOBOro TEKCTY MapKyBaHHs! YNaKoBKM
na4qul 3 BHYTPILIHIM nikapcbKoro 3acoby i3 3a3HaYeHHsAM MiKHAPOAHUX NO3HAYEHb
nakeTom OfVHWL BUMIPIOBaHHS
184, NETPO30I1- TabneTku, BKpUTI TeBa I13painb BMPOBGHMLTBO, I3painb/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/13315/01/01
TEBA NNiBKOBOIO dapmauesTika nepBuHHE Ta YropwmHa 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
o6oroHkoto, 2,5 Mmr, n lHpacTpis BTOPUHHE 3MiHN) - BHeceHHs 3MiH oo po3giny “MapkyBaHHa” MKA J13:
no 10 Tabnetok y Jita. nakyBaHHs, 3arBepaxeHo: MapkyBaHHs [NepBuHHe — 3rigHO rpadiyHoro
Gnictepi; no 3 KOHTPOJSb SKOCTI, 3006paxeHHs, Wo AoaaeTbes. BTopuHHe — 3rigHo TekcTy, LWo
Gnictepu B kOpobUi BUNYyck cepili: TeBa [00aETbCA.
dapmauesTikan 3anponoHoBaHo: MapkyBaHHsi 3rigHO 3aTBEPAXEHOro TEKCTY
IHpacTpis N14., MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS YNaKkoBKU
I13painb; nepBuHHe nikapcbkoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
Ta BTOPUHHE 3a3HavYeHHs OAMHULb BUMIptOBaHHS y cuctemi SI. TepmiH
nakyBaHHS, BBEAEHHS 3MiH - MPOTAroM 6 MicsUiB Nicnsa 3aTBEPAKEHHS.
KOHTPOJSb SKOCTI,
BUMYycCK cepin: AT
dapmauyeBTUYHUI
3aBog TEBA,
YropwmHa
185.| NE®NOUMNH® | posumH ans iHdysin, TOB "HOpis- YkpaiHa TOB "tOpis-®apm" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3miHu | Tuny - 3a UA/8639/01/01
5 mr/mn, no 50 mn dapm” 3MmiHn wopo 6e3nekn/edpekTmBHOCTI Ta hapmakoHarnsgy. peuyernmom

abo no 100 mn, abo
no 150 mn, abo no

3MiHM Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii AN MegnYHOro 3aCTOCYBaHHS
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
200 mMn y nAsLwui; no reHepn4yHNxX/ribpmaHnx/6ionoaibHMx nikapcbkux 3acobis micns
1 nnawuyi B nayyj; no BHECEHHS Tiei camoi 3MiHM Ha pedepeHTHUIA Nnpenapar (3MiHa
100 mn a6o no 150 He noTpebye HagaHHS XOOHUX HOBUX AOAATKOBMX OAHMUX) -
M, abo no 200 mn y 3MiHW BHECEHI [0 iHCTPYKLIii Ana MeAMYHOro 3acToCyBaHHS Ta
KOHTeNHepi; no 1 KOPOTKOI XapaKTepPUCTUKN NikapcbKoro 3acoby y po3ainu:
KOHTENHepYy B nauii "®apmakonorivHi BnactusocTi", "MNMokasaHHs" (iHdopmauis
wono 6e3nekn), "OcobnusocTi 3actocyBaHHs", "Cnoci6
3aCTOCyBaHHS Ta f03K" (YyTOYHEHHS iHdopmalii), "MobiyHi
peakuii" BignosiaHo Ao iHdopMauii Wwono MeguyHoro
3acTocyBaHHS pedepeHTHOro nikapcbkoro 3acoby (Tavanic,
solution for infusion, 5mg/ml He 3apeecTpoBaHwWii B YKpaiHi)
BBeAeHHs1 3MiH MpoTAroM 6-TW MicALIB NICnsa 3aTBepAXEHHS
186.| NIHEKC NOpOLIOK ANs CaHpos CnoBeHist BupobHuuTBo "in CnoBeHist BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3miHum | Tuny - be3 UA/14576/01/01
BEBI® opanbHoi cycneHsii, dapmachbloTika bulk", nepBuHHe Ta ApamiHicTpaTusHi 3miHW. 3miHa kogy ATX - 3MiHM BHeCeHi B peuenma
1 000 000 000 ns a.o. BTOPVHHE po3sain "®apmakoTtepanesTuyHa rpyna. Kog ATX" (3miHa kogy
KYO/naket,no 1,5r nakyBaHHS: ATX) B iHCTPYKLUitO ANs MeanyYHOro 3acTocyBaHHS fikapCbKoro
y naketi; no 10 abo Ilek 3acoby BignoBigHo Ao knacudikatopa dapmrpyn i koais ATX
20 nakerTiB B dapmaueBTuyHa BOOS. 3aTBepaxeHo - AHTUaiapeiHi MikpobHi npenapatu. Koa
KapPTOHHI kopobLi KOMMaHisa 4.4., ATX AO7F A; 3anponoHoBaHoO - AHTUAiapenHi MiKpOOHi
CnoBeHis; npenapatu. Kog ATX A07F AO1 (BBeaeHHs 3aMiH npoTtsrom 6-
KoHTpornb Ta Bunyck TN MiCAILIB MiCNs 3aTBEPAXEHHS)
cepii:
Tlek
dapmauyeBTnyHa
Komnarisa Aa.4.,
CnoBeHis;
KoHTponb cepii:
Tlek
apmaueBTU4Ha
Komnaris A.4.,
CnoseHis
187, MAKCBIPUH Kancynu Teepai no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/10004/01/01
® 200 mr, no 10 "®APMEKC reymn" 3MiHu | TMny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peuyernmom
Kancyn y 6nictepi; reyn" hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH 40 p.
no 3 abo 6 Gnictepis «MapKyBaHHsI»:
y nayui 3 KapTOoHY 3anponoHoBaHo: MapKkyBaHHs BignosigHo Ao 3aTBepAKeHOoro
TekcTy MapkyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS
YNaKoBKU fikapcbKoro 3acoby 3 BHECEHHAM iHdopMaLlii Wwoao
3a3HavYeHHs OAMHULb BUMIpOBaHHS y cuctemi SI. TepmiH
BBEJEHHSI 3MiH - NPOTAroM 6 MicsUiB nicnsa 3aTBepaXeHHs
188.| MAPKAIH PO34MH ANg iH'ekuin, AcneH ®apma IpnaHgis Pecicdbapm MoHTC dpaHuisa BHeceHHs1 3MiH 40 peecTpauiiiux matepianis: 3miHu | Tuny - 3a UA/0663/01/01
5 Mr/mnno 20 mn y TpewngiHr 3MiHu Wwopo G6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
cnakoHi; no 5 JlimiTeq 3MiHW) - BHeceHHs 3miH go p. MapkyBaHHs MKA J13:
dnakoHiB y 3arBepaxeHo: BignosigHo Ao 3aTBepaXeHoro TekeTy
KapTOHHIN KopobLii MapkyBaHHs, LWo goaaeTbcs. 3anponoHoBaHo: 3rigHo
3aTBEpAXEHOro TeKCTy MapKyBaHHS. OHOBNEHHS TEKCTY
MapKyBaHHS! YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHpopmaLii LWoao 3a3Ha4YeHHs1 OANHUL BUMIPIOBaHHS Y
cuctemi Sl. TepmiH BBe4EHHS 3MiH - NPOTAroM 6 micsuis nicns
3aTBEepPAXEHHS.
189.] MAPKAIH PO34MH ANS iH'EKLIN, AcneH ®apma | lpnaHgis CeHekci PpaHuis BHECEHHS 3MiH 40 peecTpauiiHuX Marepianis: 3MiHu | Tuny - 3a UA/0615/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
CMIHAN XEBI | 5wmr/mn, no4 mn B TpewngiHr 3MiHM Wwoao 6e3nekn/edeKkTNBHOCTI Ta dapMakoHarnagy (iHwi | peuernmom
amnyni; no 5 amnyn Jlimiteq 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS yNaKoBKM MikapCbKoro
Y KOHTYPHIN 3acoby 3 BHECEHHAIM iHhopMaLLii LWoa0 3a3HAYEHHS OOUHULb
YapyHKOBIW BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH o p. MapKyBaHHs
ynakosLi; no 1 MKA J13: 3anponoHoBaHo: 3rigHO 3aTBEPAXEHOro TEKCTY
KOHTYPHIN MapKyBaHHS. TepMiH BBeAEHHS 3MiH NpoTarom 6 micauis nicns
YapyHKOBIN ynakoBLi 3arBepa)KeHHsA
B KapTOHHIl kopoOLli
190., MEMAHTWUH- TabneTku, BKpUTI TeBa I13painb AT YropwmHa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/14465/01/01
TEBA NNiBKOBOIO dapmaueBTika dapmaueBTUYHUIA I3painb 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta dapmakoHarnagy (iHwi | peyernmom
obonoHkoto, no 10 n lHpacTpis 3aBop TEBA, 3MiHW) - OHOBITEHHS TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro
mr no 10 TabneTok y J1a. YropwmHa 3acoby 3 BHECEHHAM iHhopMaLil LoA0 3a3HAYEHHST OONHULb
6nictepi, no 3 (nepBuHHa Ta BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH Ao po3ainy
6nictepu B kopobui BTOPMHHA YNakoBka, “MapkyBaHHs” MKA N13: 3anponoHoBaHo: MapkyBaHHS 3rigHo
KOHTPOIb SIKOCTI, 3aTBEPOKEHOTO TEKCTY MapKyBaHHsi. BBe4eHHs1 3MiH NpoTarom
Bunyck cepii); Tesa 6-Tn MicsLiB MicNs 3aTBEpAKEHHS
dapmauesTikan
IHpacTpis JlTa.,
I3painb
(BMPOBHMLTBO 3a
MOBHUM LIMKIIOM);
TeBa
dapmauesTikan
IHpacTpis JlTa.,
I3painb (nepBuHHa
Ta BTOPUHHA
yrnakoBKa, KOHTPOrb
SIKOCTI)
191, MEPUCTAT- Tabnetku 3 CaHoBernb TypevunHa CaHoBenb Inay TypeyunHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/10713/02/01
CAHOBEIb MoaudikoBaHUM Insy Canai Be CaHai Be Tugxapet AamiHicTpaTuBHi 3miHW. 3miHa HaiMeHyBaHHS Ta/abo agpecu | peyenmom
JIOHI BUBISIbHEHHAM NO Tuoxapet A.LL. MicLa NpoBaXXeHHs AisiribHOCTI BUpobHMKa/imnopTepa
500 mr; no 7 AL, roTOBOro NikapcbKoro 3acoby, BKMoYaymn AinbHULL BUNYCKY
Tabnetok y bnicTepi; cepii abo micLie NpoBeAEHHs1 KOHTPOIO SKOCTI. (AiSNbHICTb, 3a
no 1 a6o 2 6nictepu SIKy Bignosigae BUpOGHMK/iIMNopTep, BKMHOYaYM BUMYCK Cepili)
Y KapTOHHIl kopobui - 3MiHa agpecu BUpoGHuka 113 CaHoBenb Insy CaHai Be
TuaxapeTt A.L./Sanovel llac Sanayi ve Ticaret A.S., Turkey,
6e3 3aMiHn Micusi BUpobHMUTBA
192.| MEPKA3O/IN | tabnetku no 5 mr no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/4882/01/01
-340POB'A 50 abo 100 oBGMexeHo obmMexeHo 3MiHM Wwopao 6e3nekun/edekTnBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
TabneTtok y BignosiganbHi BiANOBIAAmNbHICTIO 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
KOHTENHepI cTio "®apmaueBTuyHa 3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb
nnactMacoBomy; no "dapmaueBTu KomMnaHis "3gopos'a” BMMIiptOBaHHSA y cuctemi Sl. BHeceHHst 3miH o po3ainy
1 KOHTelHepy B YHa KOMMNaHis “MapkyBaHHa” MKA J13: 3anponoHoBaHo: MAPKYBAHHA
KapTOHHIN Kopobui; "3popos'a” BignosigHo A0 3aTBepAXEHOro TeKCTY MapKyBaHHs. BBefeHHs
no 10 TabneTtok y 3MiH NPOTAroM 6-Tu MicauiB Nicnsa 3aTBEPOXKEHHSA
6nictepi, no 5 abo
10 6nicTepis y
KapTOHHIN Kopobui
193.| METOKIOIP | posuvH ans iH'ekuin, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx martepianis: 3a UA/4973/01/01
AMIO- 5 mr/mn, no 2 mn B obmexeHot obmexeHo peuernmom
300POB'A amnyni; no 10 amnyn | BignosigancHi BiAnoBiganbHICTIO
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
B KapTOHHIl kopobLi CTIO "®apmaueBTuyHa 3MiHM | TMNy - 3MiHK Woao besnekn/edeKTMBHOCTI Ta
3 neperopoakamu; "®apmauesTn komnarisa "3gopos's" dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
no 2 mn B amnyri; YHa KOMNaHis “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapKyBaHHS.
no5 amnyny "3popos'a" BignosigHo Ao 3aTBEpAXEHOro TEKCTY MapKyBaHHS. BBeaeHHsA
6nictepi; no 2 [,00aTKOBOro TEKCTY MapKyBaHHS BTOPUHHOI ynakoBku Ne 10
6nictepu B (10x1)
KapTOHHI kopobuli;
no 2 mn B amnyri;
no 10 amnyn y
6nictepi; no 1
6nictepy B
KapTOHHI KopobLi
194.| METOTPEKC niodpinisat anga PYM Pecny6nika PYMN Pecny6bnika BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/17469/01/01
AT pO34unHy onsa "Benmennpen Binopycb "Benvennpenapatu” Binopycb 3MiHn Wwopao 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay. peuernmom
iHpy3in no 1000 wr, apatn" BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTeMy
no 1 conakoHy B hapmakoHarnagy (BBeAeHHs y3aranbHeHUX AaHuX npo
KapTOHHIM nayui cucTemy chapmakoHarnsiay, 3miHa yrnoBHOBaXeHOi ocobu,
BiANoOBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa oS 30iNCHEHHSI
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKntoyakum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-dhaiina cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKeHOI 0cobU 3asiBHMKA, BignosigansHoi 3a
dapmakoHarnsg:
[Litova pepakuia: XXykos AHapin Muxannosuy. MNMponoHoBaHa
penakuis: MapuyeHkos Mukuta Bonogumuposuy. 3miHa
KOHTaKTHOI 0cobu ynoBHOBa)eHOI 0cobu 3asBHUKA,
BiANoBiAanbHOI 3a 30iMCHEHHS hapMmakoHarnaay B YKpaiHi.
Hitoya pepgakuis: lwyk HaTtanka MNeTpisHa. MNponoHoBaHa
pefakuis: BonowwvHa AHacTtacia AHaToniiBHa. 3miHa
KOHTaKTHUX JlaHUX KOHTaKTHOI ocoby ynoBHOBaXeHOi 0cobu
3asiBHVKa, BiANOBIAANbHOI 3a 34iNCHEHHA pbapmakoHarnsay B
YkpaiHi
195.| METOTPEKC PO3YMH ANs iH'eKuin, EBEBE ABCTpia EBEBE ®apma ABcCTpis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/0513/02/01
AT "EBEBE" 10 mr/mMn no 1 mn ®apma [ec.m.6.X. Hdr. KT, HimeuunHa 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapMakoHarnsaay. peuernmom
(10 mr), no 5 mn (50 lec.m.6.X. ABCTpis (NOBHUI BeeneHHst abo 3MiHK o y3ararnbHeHUX faHuX NPOo CUCTEMY
Mr) y dnakoHi; no 1 Haoor.KI LMK BUPOGHMLTBA); apmakoHarnsigy (BBe4eHHs y3aranbHeHUX AaHux npo

dnakoHy B
KapTOHHI kopoobLi;
no 0,75 mn (7,5 mr),
no 1 mn (10 mr), no
1,5 mn (15 mr), no 2
mn (20 mr) y
nornepeaHLo
3anoBHEHOMY
wnpwuui; no 1 abo no
5 nonepenHb0
3anoBHEHMX
wnpuuis y
KapTOHHiIN kopobui

Jlabop N1+C Arl',
Hime4unHa
(TecTyBaHHs); MIJ1
Mikpobionoriwec
Mprocnabop MM6X ,
ABcTpin
(TecTyBaHHs)

cucTemy cdhapmakoHarnsigy, 3miHa yrnoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoI
ocobu 3 hapmakoHarnsay 3asBHVUKa A1 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
yrnoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKNoYady KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmilLleHHi macTep-danina cuctemu papmakoHarnsgy) -
3MiHa yNOBHOBaXeHOi 0cobu 3asiBHUKA, BignoBiganbHoi 3a
apmakoHarnsag. [itova pepakuis: Gabriele Hecker-Barth,
M.D., Ph.D. lNponoHoBaHa pegakuisn: David J Lewis, B.Sc
(Hons), Ph. D. 3MiHa KOHTaKTHUX AaHNX YyNOBHOBaXeHOi ocobu
3asBHWVKa, BignoBiganbHOI 3a hapmakoHarnsa. 3MmiHa micus
30iCHEHHS OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy. 3MiHa
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
pa3om 3i MicLLe3HaxXO[KeHHA MacTep-danna
CTEPUIbHO
iH’€KLLiIIHOIO rOMKOt0
Ta cepBeTKaMu
196, METOTPEKC KOHLeHTpaT Ans EBEBE AscTpis EBEBE ®apma ABcTpis BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 3a UA/1209/02/01
AT "EBEBE" pO34unHy onsa ®apma [ec.m.6.X. Hoor. KT, HimeyunHa 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
iHdpysin, 100 mr/mn lec.m.6.X. ABCTpIst (NOBHUIA dapmakoHarnagy. BeegeHHsa abo 3miHu [o y3aranbHeHux
no 5 mn (500 wmr), Haopr.KI LK BUPOGHMLTBA); AaHWX Npo cuctemy dapmakoHarnsay (BBegeHHs
abo no 10 mn (1000 Nabop N+C Al y3aranbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy, amiHa
mr), abo no 50 mn HimeyunHa yrNOBHOBaXKeHOi 0cobu, BiaNoBiganbHOI 3a 34iACHEHHS!
(5000 mr) y (TectyBaHHs); MMJ1 hapmakoHarnsay; KOHTakTHOi ocobu 3 papmakoHarnagy
dnakoHi; no 1 Mikpobionoriwec 3asBHVKa ANs 34iMCHEHHS hapMakoHarnagy B YKpaiHi, SKLo
cnakoHy B Mptocpnabop M6X, BOHa BigMiHHa BiJ ynOBHOBaXeHOi ocobu, BignosigansHoi 3a
KapTOHHi KopobLi ABcTpis 3AiiCHEHHs bapmakoHarnsay (BKIYaoum KOHTaKTHI AaHi)
(TecTyBaHHS) Ta/abo 3MiHM y po3MmilLieHHi MacTep-daina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKa,
BianoBiganbHOI 3a hapmakoHarnag. Litova pegakuis: Gabriele
Hecker-Barth, M.D., Ph.D. MNponoHoBaHa pepakuis: David J
Lewis, B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXKeHOi 0cobu 3asiBHMKA, BiANOBIAanbHOI 3a
hapmakoHarnsg. 3miHa micus 34iCHEeHHs1 OCHOBHOT
nisinbHOCTI 3 hapmakoHarnagy. 3miHa mMicue3HaxoaeHHs
MacTep-canna
197 MET®OPMIH- | TabneTku, BKpUTI TeBa I13painb AT YropwmHa BHECEHHSA 3MiH [0 peecTpauinHnx matepianis: 3a UA/12382/01/01
TEBA NNiBKOBOIO dapmauesTika dapmauyeBTU4HUN I3painb 3MiHu | TMNYy - 3mMiHK wopao 6eanekn/edekTUBHOCTI Ta peuernmom
ob6onoHkoto, no 1000 n lHpacTpis 3aBog TEBA, Yecbka hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
mr no 10 TabneTok y Jita. YropwmHa Pecny6nika MapKyBaHHS1 YNaKoBKM NikapCbkoro 3acoby 3 BHECEHHAM
Gnictepi; no 3 (nepBWHHa Ta iHbopMaLii WoA0 3a3HaYeHHA OQUHNLL BUMIPIOBaHHS Y
Gnictepu y kopobui BTOPMHHA YMNaKoBKa, cuctemi Sl.
KOHTPOJSb SKOCTI Ta BHeceHHs 3MiH Ao po3giny “MapkysaHHs” MKA 113:
[03BiN Ha BUNYCK 3anponoHoBaHo: MapkyBaHHs. 3rifHO 3aTBEPAKEHOro TEKCTY
cepiit); TeBa MapKyBaHHS1.
dapmauesTikan TepMiH BBEEHHS 3MiH - NPOTAroM 6 Micsauis nicns
IHpacTpis JlTa., 3aTBEPOKEHHS.
I13painb
(BMpPOGHMLTBO 3a
MOBHUM LMKIOM;
BMPOBHULITBO
Hepo3dacoBaHoi
npoaykuii, KOHTPOnb
SAKOCTi Ta 403BiN Ha
BUMYCK cepii); TeBa
Yex IHgacTpis c.p.o.,
Yecbka Pecnybnika
(BUPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, KOHTPOnb
SIKOCTi)
198. MOHTEN TabneTku, BKPUTI My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX matepianis: 3MiHu | Tuny - 3a UA/16297/01/01
NniBKOBOIO aKuioHepHe aKuioHepHe Benbris agMmiHicTpaTuBHI 3MiHW. 3MiHa HanMeHyBaHHsi Ta/abo agpecn | peuernmom
obonoHkoto, no 10 TOBapWCTBO TOBapWCTBO IcnaHis MicLis MpOBaAXeHHs OisinbHOCTI BUpobHuMKal/imnopTepa
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Mr no 7 TabneTtok y "HaykoBo- "HaykoBo- rOTOBOrO NiKapCbKOro 3acoby, BKMOYayu AinbHUL BUNYCKY
6nictepi, no 2 abo BMPOGHWYNIA BUMPOBHNYMI LIEHTP cepii abo micLie MpoBeAEeHHs KOHTPOIO AKOCTI. (AiANbHICTL, 3a
no 4 6nictepu B LleHTp "BopLyariBcbkuin SIKy Bignosiaae BUPOOHMK/iIMNoOpTep, He BKMHOYa4n BUNYCK
nayui "BopLyariBcbk XiMiKO- cepivt) - npmBeaeHHs agpecy BupobHuka M3 CiHToH XicnaHis
W1 XimiKo- apmaLeBTUYHUN C.J1.,, IcnaHisi y BignoBigHicTb 40 MaTepianis peecTpauiiHoro
hapmaueBTny 3aBop", YkpaiHa nocbe, 6e3 3MiHM MicLa BUPOBHMLITBA: 3anponoHOBaHO:
HWI 3aBog" (cpacyBaHHs i3 C/Kactenno, Ne 1, CaH bon ge Jlbobperar, bapcenoHa,
dopmu "in bulk" 08830, Icnanisi / C/Castello, n°1, Sant Boi de Llobregat,
BUMPOBHMKiB CaHiko Barcelona, 08830, Spain; 3miHu | Tuny - 3MiHK 3 SKOCTI.
H.B., benbris; Ceptudikat BignosigHocTi/E-cepTudikat BignoBigHOCTI
CiHTOH XicnaHis €Bponevicbkii hapmakonei/moHorpadii. MogaHHa HoBoro abo
C.11., Icnanis) OHOBIIEHOro cepTudikaTa BignoBiAHOCTI abo BUNyYeHHs
cepTudikaTa BignoBigHOCTI €Bponeiickkin dhapmakonei: Ans
A®I; ans BuxigHOro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYOTbCS Y BUpOBHULTBI ADI; Ans
[AOMOMIKHOI pe4oBMHM (cepTudikaTt BiANOBIAHOCTI
€Bponevicbkin dhapmakonei) - HoBui ceptudikat Big HOBOro
BMpPOGHUKa (3amiHa abo [OMNOBHEHHS) - PO3LUMPEHHS PEECTPY
nocTavanbHUKIB; CynyTHS 3MiHa - 3MiHu 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OONYCTUMUX MEX, BU3Ha4YeHuX y cneuudikauisgx Ha AdPl, abo
BUXIQHWA/NPOMIDKHWUIA MPOAYKT/peareHT, LWo BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea AP| (qonoBHeHHst cneundikadii
HOBVM MOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOOYBaHHS1) - BBEAEHHS HOBOrO BUPOGHWKa Ans Aitoyoil
pe4voBnHu Montelukast sodium DR. REDDY'S
LABORATORIES LIMITED, B sikoro HasisBunii CEP R1-CEP
2012-115-Rev 00 3 BignosigH1UMun 3aMiHaMmu B cneuundikauii Ta
meTofax koHTponto APl 3a nokasHMKOM «3anuLLKoBi KifbKOCTi
OpraHi4HUX PO34YMHHUKIBY» (JONOBHEHO BUMOTM ANs [laHoro
BMpobHUKa). MponoHoBaHa peaakuis «Formosa Laboratories,
Inc.», TanBaHb Cneyundikauis APl 3annLwKoBi KinNbKOCTi
opraHiyHnx po3ynHHukiB: MetaHon (I'X) He 6inbwe 0,3 % «Dr.
Reddy's Laboratories Limited», IHgia Cneumndikauis API:
3anuLLKoBi KiNbKOCTi opraHiyHux po3dnHHukiB: MetaHon (IMX)
He 6inbwe 0,3 % OuroBa kucnota (BEPX) He binblue 0,5%

199., MOHTEN TabneTku xyBanbHi My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/16297/02/01
no5wmrno7 akuioHepHe aKuioHepHe Benbris 3MiHu | TUNy - agMiHicTpaTMBHI 3MiHW. 3MiHA HaMeHYyBaHHSA peyernmom
Tabnetok y bnicTepi; TOBapUCTBO TOBapUCTBO Icnanis Ta/abo agpecu Micusi NPoBamXeHHs AisiribHOCTI
no 2 abono 4 "HaykoBo- "HaykoBo- BMpOGHUWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,

Gnictepu B nayui BUPOBHMYMI BMPOBHNYNIA LEHTP BKIHOYao4M AinbHULI BUNYCKy cepii abo MicLie npoBeaeHHs
LeHTp "BopLyariBCbkuin KOHTPOSIO AKOCTI. (AiSNbHICTb, 3a AKY Bignosigae
"BopLyariBcbk XiMiKO- BMPOOHMK/iIMNOPTEpP, HE BKIHOYaUM BUNYCK CEpint) -
Wn Ximiko- hapMaLeBTUYHMUN npveeaeHHs agpecu BupobHuka M3 CiHToH Xicnania C.J1.,
capmaueBTmy 3aBog", YkpaiHa IcnaHis y BignoBigHICTb 4O MaTepianis peecTpauiniHoro gocbe,
HuI 3aBoa” (dpacyBaHHs i3 6e3 3miHK micusi BupobHuuTBa: 3anponoHoBaHo: C/Kactenno,

dopmu "in bulk"
BMPOBHUKIB CaHiko
H.B., Benbris;
CiHToH XicnaHis

Ne 1, Can bow ge Jlbobperat, BapcenoHa, 08830, Icnanisi /
C/Castello, n°1, Sant Boi de Llobregat, Barcelona, 08830,
Spain; 3miHn | Tuny - 3miHn 3 sikocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignosigHocTi €Bponencbkin
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Hazea
JliKapcbKo20
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®Popma eunycky
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Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

C.J11., Icnanis)

dapmakonei/moHorpadii. [ogaHHs HoBoro abo oHOBNEHOro
cepTudikaTta BignosigHOCTi abo BUNyYeHHs cepTudikara
BignoBiaHOCTI €Bponelickkint hapmakonei: ana Ad®l; ons
BUXiQHOrO Marepiany/peareHTy/MpoMiXKHOro NpoaykKTy, L0
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; AN 4ONOMKHOI
pevyoBMHU (cepTudikaT BignoBigHOCTi €Bponenchkin
apmakonei) - HoBuii cepTudikar Big HOBOro BUpobHUKa
(3amiHa abo [ONOBHEHHS); CYNyTHS 3MiHa: - 3MiHN 3 SKOCTI.
A®|. KonTponb A®I. 3miHa y napameTpax cneumdikauin
Ta/abo JoNyCTUMMNX MEX, BU3HAYEHUX Y cnelundikalisx Ha
A®I, abo BUXIOHWA/NPOMIKHWIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCS Y NpoLieci BUpobHMLUTBa AP| (4ONOBHEHHS
cneumgikauii HOBUM NMOKA3HUKOM SKOCTi Ta BiANOBiAHUM
MeTOAOM BUNPobyBaHHs) - BBEAEHHSI HOBOrO BMPOBHMKa Ans
aitoyoi peyosnHn Montelukast sodium DR. REDDY'S
LABORATORIES LIMITED, B sikoro HasiBHuin CEP R1-CEP
2012-115-Rev 00 3 BignosigH1Mn 3aMiHaMu B cneundikauii Ta
mMeToaax KoHTponto A®| 3a nokasHUKOM «3anuLLKOBI KiNbKOCTI
OpraHi4YHUX PO34YNHHUKIBY» (JONOBHEHO BUMOTM AN [aHoro
BMpo6Huka). MponoHoBaHa peaakuis «Formosa Laboratories,
Inc.», TanBaHb Cneuundikauis API: 3anuwkoBi KiNnbKoCTi
opraHiyHux po3unHHukie: Metarnon (IX) He Ginbwe 0,3 % «Dr.
Reddy's Laboratories Limited», IHgisa Cneumndikauis AdI:
3anuLuKoBi KiNbKOCTi opraHiyHux po3ynHHukie: MetaHon (IX)
He Ginbwe 0,3 % Ourtosa kucnota (BEPX) He 6inbwe 0,5%

200.

MOHTEN

TabneTku xyBanbHi
no4 wmr,no 7

TabneTok y GnicTepi;

no 2 abo no 4
Gnictepu B nayui

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOBHMYMI
LeHTp
"BopLyariBcbk

W XiMiKo-

chapmaueBTmy
HWU 3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BUPOBHUYMIA LLEHTP
"BopLyariBCbkui
XimiKo-
hapmaLeBTUYHMUN
3aBog", YkpaiHa
(cbacyBaHHs i3
dopmu "in bulk"
BMPOGHUKiB CaHiko
H.B., Benbris;
CiHTOH XicnaHis
C.J1., IcnaHis)

YkpaiHa
Benbris
Icnanis

BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | TUNy - agMiHicTpaTMBHI 3MiHK. 3MiHa HaiMeHYyBaHHS
Ta/abo agpecu Micusi NPoBagXeHHS AisirbHOCTI
BMpOGHMKa/iMnopTepa roToBOro fikapcbkoro 3acoby,
BKIIOYato4m AinbHuUL BUNYCKy cepii abo MicLie npoBeaeHHs
KOHTPOIIO SIKOCTI. (AisNbHICTb, 3a AKy Bianosigae
BMPOBHMK/IMNOpTEp, HE BKMHOYa4M BUNYCK Cepint) -
npuseneHHs agpecu BupobHuka M3 CiHToH XicnaHis C.J1.,
IcnaHia y BigNoBiAHICTL A0 MaTepianis peecTpauinHoro ocke,
6e3 amiHu micus BUpobHuuTBa: 3anponoHoBaHo: C/KacTenno,
Ne 1, CaH Bon ge Nbobperat, bapcenoHa, 08830, IcnaHis /
C/Castello, n°1, Sant Boi de Llobregat, Barcelona, 08830,
Spain; 3amiHn | Tuny - 3miHn 3 sikocTi. CepTudikar
BignosigHocTi/CE-cepTudpikat BignosigHOCTI €Bponencokin
hapmakonei/moHorpadii. lMogaHHA HoBOro abo OHOBNEHOro
cepTtudikaTa BignosigHocTi abo BUNyYeHHs cepTudikaTa
BigNoBigHOCTI €Bponencbki hapmakonei: ans A®l; ona
BMXiAHOrO Matepiany/peareHTy/MpoOMiKHOro NPOAyKTY, WO
BMKOPUCTOBYIOTbCH Y BUPOOHULTBI ADI; Ans AONOMKHOT
pevyoBMHU (CepTrdikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - HoBuin cepTudikaT Big HOBOro BUpobHMKa
(3amiHa abo AONOBHEHHS); CYNYTHSA 3MiHa: - 3MiHW 3 SKOCTi.
ADI|. KonTponb A®I. 3miHa y napameTpax crneundikauin
Ta/abo JonyCTUMMX MEX, BU3HAYEHNX y cneumndikalisax Ha
A, abo BMXiAHUA/NPOMIXKHUI NPOAYKT/peareHT, LWo
BMKOPUCTOBYIOTbLCS Y npoueci BupobHuutea A®| (1onoBHEHHSsI

3a
peuernmom

UA/16297/02/02
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
cneumdikauii HOBUM NMOKA3HUKOM SIKOCTi Ta BiANOBiAHUM
MeToAOM BUNpobyBaHHS) - BBEAEHHSI HOBOrO BMPOBHMKa Ans
aitoyvoi peyosnHn Montelukast sodium DR. REDDY'S
LABORATORIES LIMITED, B sikoro HasiBHuin CEP R1-CEP
2012-115-Rev 00 3 BignoBigHUMK 3miHaMu B crnieundikauii Ta
mMeToaax koHTponto A®| 3a NokasHMKOM «3anuLUKOBI KiNbKOCTi
OpraHiYHUX PO34YMHHUKIB» (JOMOBHEHO BUMOTYW AN AaHOro
BMpobHUKa). MponoHoBaHa peaakuia « Formosa Laboratories,
Inc.», TarBaHb Cneundikauis API: 3anuwkoBi KiNbKoCTi
opraHiyHux posunHHukie: Metarnon (IX) He Ginbwe 0,3 % «Dr.
Reddy's Laboratories Limited», IHaia Cneumndikauis API:
3anuLLKOoBI KiNbKOCTi opraHiyHux po3ynHHukiB: MetaHon (IX)
He Ginbwe 0,3 % Ouroa kucnota (BEPX) He 6Ginbwe 0,5%
201/ MOHTENYKA | tabnetku, BKpUTI My6niyHe YkpaiHa BCi cTagii Benbris/ BHECEHHS 3MiH 0 peecTpaLinHux matepianis: 3MiHu | Tuny - - UA/16207/01/01
CT NNiBKOBOIO aKuioHepHe BUMpOBOHMLTBA 3a IcnaHis 3MiHn 3 aKkocTi. FoToBMIA Nikapcbkuin 3acib. Cructema
obonoHkoto, no 10 TOBapUCTBO BUHSATKOM BUMYCKY KOHTelHep/3akynoptoBanbHuii 3acib. 3miHa po3mMipy ynakoBku
mr, in bulk: no 50 "HaykoBo- cepint: rOTOBOTO JikapCbKoro 3acoby (iHLi 3MiHW) - BHECEHHS! 3MiH A0
000 TabneTtok* y BUPOGHWYNIA CaHiko H.B., p. YnakoBka, a came yTOMYHEHHS po3Mipy yrnakoBku in bulk
noasinHoMy LLeHTp Benbrig; roTOBOro NikapcbKoro 3acoby
nonieTuneHoBomy "BopLyariBcbk BMPOBHULTBO,
nakeTi; in bulk: no 37 W XiMiKo- aHani3 Ta Bunyck
000 TabneTok* y dapmaueBTny cepin:
noaginHomMy HURM 3aBoa”" CiHTOH XicnaHis
nonieTuneHoBomy C.J1., Icnanis
nakeri; in bulk: no 27
500 TabneTok* y
noaginHomMy
nonieTuneHosomy
nakeri; in bulk: no 20
500 TabneTok* y
noABiNnHOMY
nonieTuneHosomy
nakeri; in bulk: no 15
500 TabneTok* y
noABiNHOMY
nonieTuneHosomy
nakeri; in bulk: no 11
500 Tabnetok* y
noaBinHOMy
nonieTurieHoBomy
nakeri; in bulk: no 8
500 Tabnetok* y
noaBinHOMy
nonieTurieHoBomy
nakeri; in bulk: no 6
500 Tabnetok* y
noasinHoOMy
nonieTurieHoBoMy
nakeTi (*gonyctume
BigxuneHHa +15%)
202.| MOHTENYKA | Tabnetku, xxyBanbHi My6niyHe Ykpaina BCi cTagji Benbris/ BHECEHHS 3MiH 40 peecTpauiiHnX Marepianis: 3MiHu | Tuny - - UA/16207/02/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
CT no 4 wr; in bulk: in aKuioHepHe BMpPOBOHMLTBA 3a Icnanis 3MiHu 3 akocTi. ToToBMI Nikapcbkui 3acib. Cuctema

bulk: no 42 000 TOBapuCTBO BUHSITKOM BUMYCKY KOHTelHep/3akyrnoptoBanbHui 3acib. 3miHa po3mMipy ynakoBku

Tabnetok* y "HaykoBo- cepin: roTOBOroO NikapCbKoro 3acoby (iHLwi 3MiHN) - BHeceHHs 3MiH fo

nogsinHoOMy BUPOBHMYMI Caniko H.B., p. YnakoBka, a came YTOMHEHHS po3Mmipy ynakosku in bulk

nonieTuneHoBomy LeHTp Benbris; roTOBOrO NiKapCbKoro 3acoby

nakerti; in bulk: no 31 "BopLyariBcbk BMPOOHULITBO,

500 TabneTok* y Wi XimiKko- aHania Ta BUMycK

noasinHoMy bapmaueBTny cepin:

nonieTuneHoBomy HUM 3asBoa” CiHTOH XicnaHis

nakeTi; in bulk: no 23 C.N., IcnaHis

500 TabneTok* y

noasinHoMy

nonieTureHoBomMy

nakeri; in bulk: no 17

500 TabneTok* y

noasinHoOMy

nonieTureHoBomy

nakeri; in bulk: no 13

000 TabneTok* y

noAsinHoOMy

nomnieTureHoBomy

nakeri; in bulk: no 10

000 TabneTok* y

noaginHomMy

nonieTureHosomy

nakeTi; in bulk: no 7

500 TabneTok* y

noaginHomMy

nonieTureHoBomy

nakeTi; in bulk: no 6

000 TabneTtok* y

noABiNnHOMY

nonieTurieHoBomy

naketi (*gonyctume

BigxuneHHs +15%)
203./ MOHTENYKA | Ttabnetku xyBarsnbHi My6niuHe YkpaiHa BCi cTagii Benbris/ BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - - UA/16207/02/02

CT no 5 wmr; in bulk: no akuioHepHe BMPOOHMUTBA 3a Icnanis 3MiHu 3 aikocTi. [oToBMI Nikapcbkuii 3acib. Cuctema

34 000 TabneTtok* y TOBapuCTBO BUHSITKOM BUMYCKY KOHTElHep/3aKynoptoBarnbHuii 3acib. 3miHa po3mipy ynakoBku

noaBinHOMy "HaykoBo- cepin: roTOBOroO Nikapcbkoro 3acoby (iHLwWwi 3aMiHu) - BHeceHHs 3MiH fo

nonieTurieHoBomy BUPOGHWYNIA Caniko H.B., p. YnakoBka, a came yTOMHeHHS po3Mipy ynakosku in bulk

nakerti; in bulk: no 25 LeHTp Benbris; roTOBOro Nnikapcbkoro 3acoby

500 Tabnetok* y "BopLyariBcbk BMPOGHULTBO,

noaBinHOMy W XiMiKo- aHani3 Ta Bunyck

nonieTurieHoBomy capmaueBTmy cepin:

nakeTi; in bulk: no 19 HuI 3aBoa” CiHToH XicnaHisa

000 TabneTtok* y C.J1., IcnaHis

noasinHoOMy
nonieTurieHoBoMy
nakeri; in bulk: no 14
500 Tabnetok* y
noasinHoOMy
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nonieTurieHoBomy
nakeri; in bulk: no 11
000 TabneTok* y
noasinHoMy
nonieTureHoBomy
nakerti; in bulk: no 8
500 TabneTok* y
noasinHoMy
nonieTureHoBomMy
nakeri; in bulk: no 6
500 TabneTok* y
noasinHoMy
nonieTureHoBomMy
nakeri; in bulk: no 5
000 TabneTok* y
noasinHoOMy
nonieTureHoBomy
naketi (*gonyctume
BigxuneHHst +15%)

204.

HAOPONAPU
H-®APMEKC

PO3YUH AN iH EKLIN,
9500 MO aHTu-
Xa/mn, no 0,3 mn
(2850 MO aHTK-Xa),
no 0,4 mn (3800 MO
aHTu-Xa), no 0,6 mn
(5700 MO aHTu-Xa)
abo no 0,8 mn (7600
MO aHTun-Xa) B
nonepeaHL0
HanoBHEHNX
wnpuyax; no 2
nonepeaHL0
HanoBHEHNX
npvuax B
KOHTYPHI
YapyHKOBIW ynakoBLi
abo 6nictepi; no 5
KOHTYPHUX
YapyHKOBUX
ynakoBok abo
GnictepiB y nayui
KapTOHHIN; no 0,3
M (2850 MO aHTu-
Xa), no 0,4 mn (3800
MO aHTKn-Xa), no 0,6
mn (5700 MO aHTu-
Xa) abo no 0,8 mn
(7600 MO aHTmn-Xa)
B nonepeaHLo
HanoBHEHNX
wnpuyax; no 5

TOB
"®APMEKC
rPym"

Ykpaina

TOB "®APMEKC
reyn"

Ykpaina

BHECEHHS 3MiH O peecTpaLiH1X maTepianis:
3MmiHu | TUnNy - 3MiHK Wwoao 6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnagy (iHwi 3MiH1) — BHECEHHSI 3MiH [0 p.
«MapkyBaHHsI»: 3aTBepaxxeHo: Mapkuposka. Mpunaraetcs.
3anponoHoBaHo: MapkyBaHHsi. BignosigHo Ao 3aTBepAKEHOro
TekcTy MapKyBaHHS. 3MiHV BHECEHI B TEKCT MapKyBaHHs
YyNaKoBKW MikapcbKoro 3acoby Loao 3a3HavyeHHst MiXkHapoaHMX
no3HayeHb OAMHULIL BUMIPIOBaHHS.
BBeaeHHs 3MiH NpoTsrom 6-Tn MicauiB Nicnsa 3aTBepaXKeHHS

3a
peyernmom

UA/15411/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1

nonepeaHLo

HaNOBHEHMX

LUNPULiB B KOHTYPHIN

YapyHKOBIN ynakoBLi

abo 6nictepi; no 2

KOHTYPHi YapyHKOBI

ynakoBku abo

6nictepu y nayui

KapTOHHIN; no 0,3

mn (2850 MO aHTu-

Xa), no 0,4 mn (3800

MO aHTu-Xa), no 0,6

mn (5700 MO aHTu-

Xa) abo no 0,8 mn

(7600 MO aHTK-Xa)

B nornepeaHLo

HanoOBHEHMX

wnpuvyax; no 1

nonepeaHLo

HanoBHEHOMY

LINPULY B KOHTYPHIl

YapyHKOBIN ynakoBLii

abo 6nictepi; no 1

KOHTYPHIn

YapyHKOBIN ynakoBLii

abo 6nictepy y

nayui KapTOHHIN
205. HA3IK® crpen HasanbHWi, Kaccenna-meq | HimeuunHa KnocTtepdpay HimeuunHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 6e3 UA/9132/01/01

po3yuH; no 10 mny 'M6X eHp Ko. BepniH Mm6X 3miHu | TUny - 3MmiHK 3 sikocTi. CepTudikat BignosigHocTi/IE- peuenma

cnakoHi; no 1 K cepTudikar BignoBiaHOCTI €BPONENnCchKin

dnakoHy 3 hapmakonei/moHorpadii. lMogaHHA HoBOro abo OHOBNEHOro

Hacagkot onsa cepTudikaTa BignosigHocTi abo BUNyYeHHs cepTudikaTa

pPO3NUNeHHA B BigNoBiAHOCTI €Bponenchki hapmakonel: ans A®l; ona

KapTOHHI kKopooLi; BUXiQHOrO Matepiany/peareHTy/npoMiXKHOro NpoaykTy, Lo

no 10 Mn y donakoHi; BMKOPUCTOBYIOTbCS Y BUPOBHMLTBI ADI; Ans fonoMiXHOT

no 1 dnakoHy peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin

pasom 3 dapmakonei) - OHOBMNEeHW cepTudikaT Bif yxe

cbikcoBaHoO 3aTBepAXEeHOro BUPOGHMKa -

Hacagkoto ans nogaHHs oHosneHoro CepTudikaty BiANOBIAHOCTI

pPO3NUIeHHs B €sponeicbkin hapmakonei R1-CEP 2006-233-Rev 01

KapPTOHHI kopooLyi (nonepegHs Bepcis R1-CEP 2006-233-Rev 00) Big Bxe

3aTBepAxeHoro BupobHuka BASF SE ans Adl
[AeKcnaHTeHony.
206. HANBY ®IH- PO34MH ANns iH'eKUin, TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: UA/11606/01/01
OAPMEKC 10 mr/Mn, no 1 mn "OAPMEKC PYN", YkpaiHa (BCi 3MiHu | TUny - 3MiHK Wopao 6e3neku/edeKkTMBHOCTI Ta
abono2mny reyn" cTagii, BKIovaum dapmakoHarnsgy (iHwWi 3MiHKW) - BHECEHHS 3MiH A0 p.

nonepegHbLo
HaroBHEHOMY
wnpwuui; no 1 abo 5
nornepeaHbLo
HaNoOBHEHMX

BUNyck cepii); TOB
"X®I "3nopos's
Hapoay", YkpaiHa
(Bci cTagii, okpim

BUMYCKY cepii);

«MapkyBaHHsI»
3anponoHoBaHo: MapkyBaHHs1. BignoBigHo 4o 3aTBepaXXeHoro
TekcTy MapkyBaHHsi. OHOBNEHHSI TEKCTY MapKyBaHHs
NepBUHHOI Ta BTOPMHHOI YNaKoBKM NikapcbKoro 3acoby i3
3a3HaYeHHsIM MiXXHapOAHMX NO3HaYeHb OANHULb




78 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
LNpuLiB y ToBapucTBo 3 BUMIipIoBaHHs. BBeAeHHs 3MiH mpoTsarom 6-Tv micauis nicns
KOMMEKTi 3 ronikamu obmexeHo 3aTBEPOKEHHS.
Y KOHTYPHIl BiANOBiAanNbLHICTIO
YapyHKOBI ynakoBLi "®apmaueBTuyiHa
abo 6nictepi; no 1 KOMMaHis
KOHTYPHIN "3popos's", YkpaiHa
YapyHKOBI ynakoBLi (Bci cTagii,
abo bnictepy y BKIOYAOYU
nayui; no 1 mn a6o BTOPWHHE
no 2 mn B amnyni; nakyBaHHs Ta
no5 amnyny KOHTPOIb SIKOCTI, 3a
6nictepi; no 1 abo 2 BUHSITKOM BUMYCKY
Gnictepu y nauui; no cepii)
10 amnyn y 6nicTepi;
no 1 6nictepy y
navui
207.| HAPOMIH PO3YUH ANg iH'eKuUin, Acnen ®apma IpnaHais Actpa3eHeka Ab LLBeuis BHECEHHS 3MiH 4O peecTpauinHnx matepianis: 3miHu | Tuny - 3a UA/9670/01/02
7,5 mr/mn no 10 mn Tpenginr 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
B amnyni; no 1 JlimiTeq 3MiHW) - BHeceHHs 3miH fo p. MapkyBaHHa MKA N3:
amnyni B KOHTYPHIN 3aTtBepaxeHo: BianosigHo Ao 3aTBepa)eHoro TekcTy
YapyHKOBIN MapkyBaHHs, Lo goaaeTbcsl. 3anponoHoBaHo: 3rigHo
ynakosLi; no 5 3aTBEPOKEHOrO TEKCTY MapKyBaHHsi. OHOBMEHHS TEKCTY
KOHTYPHMX MapKyBaHHS ynaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
YapyHKOBUX iHbopMaLii LWoA0 3a3HaYeHHA OQUHNLL BUMIPIOBaHHS Y
yMakoBOK y cuctemi Sl. TepmiH BBe4EHHS 3MiH - NPOTAroM 6 micauis nicns
KaPTOHHIN nayui 3aTBEPOKEHHS.
208.| HAPOIMIH PO3YMH ANs iH'eKUin, AcneH ®apma IpnaHgis AcTtpa3eHeka [MTi AscTpanis BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/9384/01/01
2 mr/mn no 100 mn y Tpenginr Jitg 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
KOHTENHepi; no 1 JlimiTeq 3MiHN) - OHOBMNEHHS TEKCTY MapKyBaHHS yNakoBKU MikapCbKoro
KOHTENHepy B 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYeHHS OQUHULb
KOHTYPHI BMMIiptoBaHHSA y cuctemi Sl. BHeceHHs 3MiH 4o posainy
YapyHKOBIW "MapkyBaHHs" MKA J13: 3aTBepaxeHo: "BignosigHo go
ynakosLi; no 5 3aTBepaxeHoro TekcTy MapKyBaHHS, WO AodaeTbes".
KOHTYPHMX 3anponoHoBaHo: "3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS".
YapyHKOBUX TepMmiH BBeAEHHSA 3MiH: NpoTArom 6 micauis nicns
yrnaKkoBOK Y 3aTBEPOKEHHS.
KapTOHHIN nadui
209.| HAPOMNIH PO34MH ANg iH'ekuin, AcneH ®apma IpnaHgis Actpa3eHeka Ab LLBeuis BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/9670/01/03
10,0 mr/mn no 10 mn TpewngiHr 3MiHu Wwopo Ge3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi | peuenmom
B amnyni; no 1 Niviteq 3MiHM) - OHOBIEHHS TEKCTY MapKyBaHHS YNakOBKM fiKapCbKOro
amnyni B KOHTYPHI 3acoby 3 BHECEHHSIM iHbopMalii LLoA0 3a3HaYEHHS OQUHULb
YapyHKOBIW BMMIiptOBaHHSA y cuctemi Sl. BHeceHHs 3MiH o posginy
ynakosLi; no 5 "MapkyBaHHs" MKA J13: 3atBepaxeHo: "BignosigHo oo
KOHTYPHMX 3arBepaxeHoro TekcTy MapKyBaHHS, Lo AodaeTbes".
YapyHKOBUX 3anponoHoBaHo: "3rigHO 3aTBEPAXEHOro TEKCTY MapKyBaHHS".
yNaKkoBOK y BBeaeHHst 3MiH: npoTarom 6-Tn MicauiB nicna 3aTBepaXKEHHS
KapTOHHIM nayuji 3MiH.
210 HEBAHAK® Kpanni OyYHi, HosapTic LLisenuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH [0 peecTpaLinHMx martepianis: 3a UA/13522/01/01
cycnexsis, 1 mr/mn, dapma Al 3MiHu | TUny - 3MiHM Wopao 6e3nekv/edeKkTMBHOCTI Ta peyernmom

no 5 mn y cnakoHi-
KpanenbHuui "Opon-

hapmakoHarnsay (iHwi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHa” MKA J13”: sanponoHoBaHo: MapkyBaHHs. 3rigHo
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
TenHep®"; no 1 3aTBEPAXKEHOro TEKCTY MapKyBaHHS OHOBINEHHSA TEKCTY
dnakoHy B KOpobLii MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM
3 KapTOHY iHbopmaLii Lo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
cuctemi Sl. BBegeHHs 3MiH NpoTsirom 6-Tu micsilie nicns
3aTBEPAKEHHS
211.| HEUPOOAP® | Tabnetku, BKpUTi Amakca Benuka Kycym Xentxkep IHaisa BHECEHHS 3MiH 1O peecTpaLiiHuX maTepianis: 3a UA/10777/01/01
obonoHkoto, no 500 dapma JITO BpuTtaHis Met Nto 3MiHu | TUNYy - 3MiHK 3 sikocCTi. FOTOBMIA Nikapcbkuii 3acib. peuenmom
mr, no 10 TabneTok CucTema KoHTelHep/3aKkynoptoBanbHuUin 3aci6 (iHLwi 3mMiHN)
y 6nictepi, no 1 OHoBreHHs cneundikaLlii BTOPUHHOro nakyBaHHS (KapTOHHa
Gnictepy B kopobka Hevipoanap Tabnetku Ne10, kapToHHa kopobka
KapTOHHII ynakoBsLi, Heviponap Tabnetkn Ne30, kapToHHa Kopobka Helipoaap
no 3 abo 10 Tabnetku Ne100) 3a n. «doBxuHay, n. «lLnpuHax», «Bucortay,
yNaKkoBOK B «Bpak» Ta nepBMHHOrO NakyBaHHS (HagpykoBaHa antoMiHieBa
KapTOHHi KopobLi donbra 252 MM, rnagka anomiHieBa cponebra 252 mm) 3a n.
«LWwupwuHax», «MikpobionoriuHa unctotay, «bpak», «Onucy
(yTOYHEHHs cknagy rnagkoi antoMiHieBoi gonbru).
212 HEMPOPYBIH | posunH ans iH'ekuiit TeBa I13painb Mepkne Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiH1x matepianis: 3miHu | Tuny - 3a UA/10051/01/01
™ no 3 mn B amnyni; dapmauesTika (BupobHuuTtBo 32 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
no5 amnyny n lHpacTpis MOBHWUM LINKIOM; 3MiHN) - BHeceHHs 3MiH Ao po3giny “MapkyBaHHa” MKA J13:
Kopobui ITA. KoHTpornb aKocTi 3arBepaxeHo: Po3ain MapkyBaHHs (BuknageHuii noBHui
TEKCT MapKyBaHHs yrakoBokK). 3anponoHoBaHo: Po3agin
MapkyBaHHs
3rigHo 3aTBepaXKeHoro TeKCTy MapkyBaHHSA. OHOBMNEHHS
TEKCTY MapKyBaHHs! YaKoBKM Nikapcbkoro 3acoby 3
BHECEHHAM iHhopMaLii Woa0 3a3Ha4YeHHsa oanHULb
BMMiptoBaHHS y cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM
6 micauiB nicnga 3aTBepAKEHHS.
213/ HEOTPAHEK PO3YMH ANs iH'eKUin, BioiHgacTpia ITania BioingacTpia ITanis BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/14214/01/01
Cc 500 mr/5mn, no 5 mn Na6opatopio JlabopaTopio 3minu | TUny - 3miHK 3 sikocTi. CepTudikat BignosigHocTI/TE- | peyenmom
B amnyni, no 5 ITaniaHo ITaniaHo Megiuinani cepTudikar BignoBiaHOCTI €BpONenchKin
amnyn y KOHTYPHi Megiuinani C.INA hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBNEHOro
ynakosui, no 1 C.IM.A. cepTudikaTa BignosigHocTi abo BUNy4YeHHs cepTudikata
KOHTYPHIN ynakoBLi BigNoBigHOCTI €Bponenchki hapmakonel: ans A®l; ona
B KapTOHHIl kopobLi BUXiQHOrO Matepiany/peareHTy/MpoMiXKHOro NpoaykTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMiKHOI
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
dapmakonei) - HoBuin cepTudikaT Ha HecTepunbHUN ADI,
SIKMI Byae BUKOPUCTOBYBATUCA ANs BUPOBGHULTBA
CTEpUnbHOro fikapcbkoro 3acoby, sKWwo Boaa
BMKOPUCTOBYETLCA Ha OCTaHHIX eTanax CuHTe3y Ta martepian
He BinbHWUI Big GakTepianbHNX eHOAOTOKCUHIB - OHOBMEHUIA
cepTudikar BignosigHocTi €Bponencoki hapmakonei Ne R1-
CEP 2012-271-Rev 00 (3atBepaxeHo: RO-CEP 2012-271-Rev
01) ons aitoyoi peyosunHU Tranexamic acid Big 3aTBEPAXKEHOTO
BMpobHuka Kyowa Pharma Chemical Co., Ltd., Japan.
214.| HEQANBbXUK | po3unH ans iH'ekuin, BIOKOOEKC ®paHuis BIOKOLEKC, PdpaHuisa BHECEHHS 3MiH [0 peecTpauinHMx martepianis: 3a UA/6564/01/01
20 mMr/2 mn, no 2 mn dpaHuis 3MmiHu | TUny - 3miHKn wono 6esnekn/edekTBHOCTI Ta peuyernmom

B amnyni; no 5
amnyn Ha NigaoHi B
KapTOHHIN yrnakoBuUi

(BignosiganbHuii 3a
BUMYCK cepii);
OENbOAPM TYP,
PpaHuis

hapmakoHarnsagy (iHwi 3miHn) OHOBMNEHHSI TEKCTY MapKyBaHHS
yMakoBKW MiKapCcbKoro 3acoby 3 BHeCeHHsAM iHdopMaLlii Wwoao
3a3HayvYeHHs OAMHWLbL BUMIpOBaHHS y cuctemi Sl. BBegeHHs
3MiH NpOTSAroM 6-TW MiCALIB Nicns 3aTBEpAXEHHS
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
(BMPOBHMLTBO)
215.( HIMECYNnIA- Tabnetku no 100 wmr; MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH 40 peecTpauinHux martepianis: 3miHu | Tuny - 3a UA/2963/01/01
DITODAPM no 12 rabnertok y "®OITOPAPM" 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peuenmom
6nictepi; no 1 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS yNaKkoBKu
6nictepy y navui nikapcbKoro 3acoby LoA0 3asHa4YeHHS MiXXHapOaHWX
Nno3Ha4yeHb OAMHULL BUMIpIOBaHHA. TepMiH BBEAEHHS 3MiH -
npoTarom 6 micsaLiB nicnsa 3aTBepAXEHHS.
216/ HIMOTOMN® PO3YMH ANs iHDY3iN, Banep Al Hime4unHa BECb LMK HimeyunHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/3871/01/01
10 mr/50 mmi; mo 50 BUMpPOBOHMUTBA: 3MiHn | Tuny - 3MiHM Wwopo G6e3nekn/edeKTBHOCTI Ta peuernmom
MI1 PO3YUHY Y (BMpPOBHMLTBO in- dapmakoHarnagy (iHwi 3miHn) BHeceHHs 3aMiH Jo po3giny
dnakoHi; no 1 bulk, neperHHe “MapkyBaHHsa” MKA J13: 3atBepaxeHo: MapKyBaHHS
nakoHy pasom 3 nakyBaHHS, aopaeTbes. 3anpornoHoBaHo: MapkyBaHHS: 3rigHO
nonieTuIeHoBO BTOPWHHE 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS.
crony4Hoto Tpybkoto nakyBaHHS, OHOBMEHHs TEKCTY MapKyBaHHS YNakoBKM NikapCcbKoro 3acoby
ong iHpysomara y KOHTPOSb AKOCTI, 3 BHECEHHSAM iHhopMaLii LWoA0 3a3HAYeHHs1 OAUHULb
KapTOHHIl kopoOLyj; BUNyck cepii): banep BUMiptoBaHHs y cuctemi Sl. TepMiH BBEAEHHS 3MiH - MPOTArom
no 5 kopo6ok B Al', HimeuyunHa 6 micauiB nicnga 3aTBepaKEHHS.
ynakosLi 3 anbTepHaTUBHUN
nonieTuneHy BMPOBHUK (BTOPUHHE
nakyBaHHs1): KBIM
®apma + BetepuHap
Mponykte MmbX,
HimeuyunHa
anbTepHaTMBHUN
BMPOGHMK
(BMpPOBHULTBO in-
bulk, nepsuHHe
naKkyBaHHs,
KOHTPOIb AKOCTI):
Contoapm
dapmauonTiwe
EpuoiirHicce MmoX,
Himeyunna
217, HICNA3M TabneTku, BKpUTI CYH-®APM Monbwa miGe MmM6X HimeuunHa BHECEHHSA 3MiH [0 peecTpauinHmx martepianis: TexHivyHa 6e3 UA/15658/01/01
DOPTE® NNiBKOBOIO Cn.3o0.0. ApuHanmitTens nomwunka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460) peuenma
obonoHkoto, no 80 TexHiYHy NOMUIIKY BUNPaBIEHO B iHCTPYKUIT ANsS MeanyHoro
Mmr no 10 TabneTok y 3acTocyBaHHS, TEKCTi MapKyBaHHs Ta B MKA 113 (nomwunka
GnicTtepi; no 2 OO0 PO3MILLLEeHHS CMMBOIY TOProBoi Mapku) 3aTBepAXXeHO:
6nictepu B HICTTASM® ®OPTE 3anponoHosaHo: HICTIASM ®OPTE®
KapPTOHHI kopooLyi 3asHaveHe BUNpaBfEeHHS BiANOBIAae MmaTepianam
peecTpauinHoro 4ocbe
218.| HITPO-MIK® KOHLUeHTpaT Ansa TOB HB® YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/2622/02/01
pPO34unHY Ansa "MIKPOXIM" aKuioHepHe 3MiHu | Tuny - 3MiHK Wopao 6e3neku/edeKkTMBHOCTI Ta peyernmom
iHdy3in, 1 mr/mn, no TOBapuCTBO dapmakoHarnsigy (iHwWi 3MiHW) - OHOBMNEHHS TEKCTY
5 mn B amnyni; no "Nekxim-Xapkis" MapKyBaHHS! YMakoBKM NikapcbKoro 3acoby 3 BHECEHHAM
10 amnyn y nayui 3 iHpopmaLii LWoao 3a3Ha4YeHHs1 OANHUL BUMIPIOBaHHS Y
KapTOHY cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM 6 micauiB nicns
3aTBEPAXEHHS
219.| HITPOCOPBI Tabnetku no 10 wmr, TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX Matepianis: 3MiHu | Tuny - 3a UA/6831/01/01
a no 50 Tabnetok y "MIKPOXIM" "MIKPOXIM" 3MiHuM Wwopao besnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyernmom

6aHui; no 1 6aHuji B

3MiHM) - OHOBMNEHHSI TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
naJui 3 KapToHy; Mo 3acoby 3 BHECEHHSIM iHdopMaLii Loao0 3a3HavYeHHs OOUHULb
10 Tabnetok y BUMiptoBaHHs y cuctemi Sl. TepMiH BBEAEHHS 3MiH - MPOTArom
6nictepi; no 5 6 micsuiB nicns 3aTBEpAXEHHS
6nictepis y nayui 3
KapTOHY
220.| HITPO®YHTI pPO34MH Ans TOB "TeBa YkpaiHa Tesa Yex IHgacTpis Yecbka BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 6e3 UA/10177/01/01
H 30BHiLUHLOrO YkpaiHa" c.p.o,, Pecny6bnika 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernma
3actocyBaHHs, 10 hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
Mmr/mn; no 25 mn y MapKyBaHHS yNaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
bnakoHi; no 1 iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBaHHS Y
dnakoHy B kopobui cuctemi Sl. BHeceHHs 3MiH fo po3ainy “MapkyBaHHa” MKA J13:
B3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBepaXeHoro
TEKCTY MapKyBaHHs. TepMiH BBeAEHHS 3MiH - NPOTArom 6
MicSAUIB NicNs 3aTBEPAXXEHHS.
221.| HI®EKAPOA® TabneTku, BKPUTI CaHnpos CnoseHis Jlek CnoBeHis BHECEHHSA 3MiH 0 peecTpaLinHux marepianis: 3a UA/9486/01/01
XL NNiBKOBOIO dapmacbioTika dapmMaueBTUYHa 3MiHun | Tuny - 3MiHn 3 sikocTi. CepTudpikaT BignosigHocTi/lE- | peuenmom
obonoHkoto, no 60 ns a.o. Komnarisa a. Aa., cepTudikaT BiANOBIAHOCTI EBpONeENnchkin
mr, no 10 TabneTok CnogBeHis hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBNEHOro
y 6nictepi; no 3 (BMpPOBHMLTBO 3a cepTudikaTta BignosigHocTi abo BUNy4YeHHs cepTudikaTa
Gnictepu B NOBHUM LMKIOM; BignoBigHOCTI €Bponelickkint hapmakonei: gns Adl; ans
KapTOHHi KopobLi nepsuHHe BUXiQHOrO MaTepiany/peareHTy/MpoMiXKHOro NpoaykKTy, L0
nakyBaHHs, BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMKHOI
BTOPUHHE peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
nakyBaHHs!, BUNYCK chapmakonei) - HoBuii cepTudikat Big HOBOro BUpobHuka
cepii) (3amiHa abo [ONOBHEHHS) — MoAaHHSA HOBOro cepTudikaTy
BignosigHocCTi €Bponelicbkoi hapmakonei Ne R1-CEP 1996-
105 Rev 04 Big HoBoro BupobHuka A®I HichegmniHy MOEHS
IBERICA S.L., Spain.
222 HI®EKAPOA® TabneTku, BKpUTI CaHnpos CnoBeHis Jlek CnogBeHis BHECEHHSA 3MiH [0 peecTpauinHmux martepianis: 3a UA/9486/01/02
XL NNiBKOBOIO dapmacbioTika dapmauyeBTryHa 3MiHun | Tuny - 3MiHn 3 sikocTi. CepTudikaT BignosigHocTi/lE- | peuenmom
o6oroHkoto, no 30 n3g.ao. KoMnaHisa a. 4., cepTudikar BignoBiaHOCTI €BpONenchKin
mr, no 10 TabneTok CnoseHis hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBNEHOro
y 6nictepi; no 3 (BMpPOBHMLTBO 3a cepTtudikaTa BignosigHocTi abo BUNyYeHHs ceptudikaTa
Gnictepu B NOBHWUM LMKIOM; BigNoBigHOCTI €Bponencobkin hapmakonei: ans A®l; ona
KapTOHHI kopobLi nepBuHHE BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro NpoaykKTy, Lo
nakyBaHHs, BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Anst 4ONOMKHOI
BTOPUHHE pevyoBMHU (CepTudikaT BigNoBIigHOCTI EBponenchkin
nakyBaHHS, BUNYCK hapmakonei) - HoBuii cepTudikat Big HOBOro BUpobHUKa
cepii) (3amiHa abo [ONOBHEHHS) — NogaHHs HOBOro cepTudikaTy
BignoBigHocTi €Bponeincbkoi hapmakonei Ne R1-CEP 1996-
105 Rev 04 Big HoBoro Bupo6Huka API Hidhegunivy MOEHS
IBERICA S.L., Spain.
223.| HI®YPOKCAS3 | kancynu no 200 mr CninbHe YkpaiHa CninbHe yKkpaiHCbKo- YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/8638/01/01
nAa-CnepPkKko no 12 kancyn B YKpaiHCbKO- icnaHcbke 3MiHu | TUny - 3miHK wono 6esnekn/edeKkTUBHOCTI Ta peuyenmom
KOHTENHepi; no 1 icnaHcbke nianpuemMcTBo dapmakoHarnsgy (iHwi 3miHn) BHeceHHs 3miH Ao po3sginy
KOHTENHepy B nauui nignpuemMcTBo "Cnepko YkpaiHa" “MapkyBaHHa” MKA J13”: 3aTBepaxeHo: TeKCT MapKyBaHHS.
3 KapTOHY "Cnepko MpucyTHin 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
Ykpaina" 3aTBEPAXEHOro TeKCTY MapKyBaHHSI.

OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby
i3 3a3Ha4YEHHAM MiXXHAPOOHMX NO3HAY€Hb OAUHMULb
BMMIipIOBaHHS.
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BBegeHHs1 3MiH NpoTAroM 6-Ty MicsUiB Nicns 3aTBepAXeHHS
224 HOBOEWT NopoLUOK ANs A/T Hoso Haris BiANoOBiganbHUIN 3a HaHis BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny - 3a UA/16751/01/01
pPO3UMHY ANst Hopgaick BUMYCK cepii HimeyunHa 3MiHu 3 akocTi. ToToBMI Nikapcbknil 3acib. KoHTponb rotoBoro | peuyermom
iH ekuin, no 250 MO; roTOBOrO nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo

no 1 dnakoHy 3
NOPOLUKOM Y
KOMMNEKTi 3
po3umHHuKoM (0,9 %
PO3YMH HaTpito
xropuay) no 4 mn y
nonepeaHLo
HarnoBHEHOMY
LINpULi, LUTOKOM
NopLUHS Ta
nepexigHnkom ans
cnakoHa B
iHOMBIgYanbHin
yrnakoBui B
KapTOHHi KopobLi

nikapcbkoro 3acoby:
A/T Hoso Hopgaick,
[aHisa; KOHTponb
SAKOCTi rOTOBOrO
nikapcbkoro 3acoby:
A/T Hoso Hopaick,
[aHia; mapkyBaHHSA
Ta BTOPUHHE
nakyBaHHS FOTOBOro
nikapcbKoro 3acoby,
[0[aBaHHs LKanm
0o wnpuua gns
BBeaeHHs: A/T Hoso
Hopaick, aHis;
NpUroTyBaHHs,
pO3nuB y NepBUHHE
nakyBaHHS,
niodpinisauia Ta
nepesipka roToBoro
nikapcbkoro 3acoby,
KOHTPOIb SIKOCTi
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbkoro 3acoby,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS1 roTOBOro
nikapcbkoro 3acoby,
[ofaBaHHs WKanm
0o wnpuua ans
BBeeHHs: A/T Hoso
Hopaick, [aHis;
BMPOBHULITBO
PO34MHHMKA
(NpuroTyBaHHs,
po3n1B, NepeBipKa,
KOMMeKkTauis,
MapKyBaHHs Ta
nakyBaHHs!
Hepo3dacoBaHoOro
npoaykty): Bettep
dapma-PepTiryHr
'v6X i Ko. K,
HimevunHa

[0NYCTUMMUX MEX FOTOBOTO MiKapCbKOro 3aco0y (3BY>KEHHSI
OONYCTUMUX MEX) - 3MiHa MapameTpiB crneumdikauii rorToBoro
nikapcbKoro 3acoby (3ByXeHHsi JoNyCTUMKX Mex) TecT BmicT
BOAM , 3aTBEPAXKEHO: Ha BUNYycK ?1,1% ; 3anponoHoBaHoO: Ha
Bunyck ? 0,8%. BBeaeHHst 3miH npoTtarom 6-t1 Micauis nicns

3aTBEPOKEHHS; 3MiHM | Tuny - 3MiHN 3 sikocTi. [oToBMI
nikapcbkuit 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo 4ONYCTUMUX MEX
rOTOBOrO NiKapCbKOro 3aco0y (3BY>XEHHS AOMYCTUMUX MEX) -
3MiHK y crneundikaLii rotoBoro nikapcbkoro 3acoby 3a TeCToM
BwmicT gitouoi pevoBuHM: MopoLlok Anst po3dnHy Ans iH eKuin,
no 250 mo; 3anponoHoBaHo: Ha Bunyck 0,027- 0,035
mr/cpnakoH, Ha TepMiH npuaaTHocTi 0,025-0,035 mr/dnakoH
MopoLwok Ana po3ynHy Ang iH ekuin, no 500 Mo;
3anponoHoBaHo: Ha Bunyck 0,054-0,069mr/cnakoH, Ha TepMmiH
npugartHocTi 0,051-0,069 mr/cnakoH. MopoLLok AN po3unHy
ans v ekuin, no 1000 mo; 3anponoHoBaHo: Ha Bunyck 0, 107-
0,139 mr/conakoH, Ha TepMiH npuaatHocTi 0,101-0,139
mr/cpnakoH. BBegeHHs1 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBEPOKEHHS; 3MiHK | Tuny - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro NikapcbKoro
3acoby (36inblueHHs TepMiHY NpuAaTHOCTi rOTOBOro
nikapcbkoro 3acoby) - 36inbLeHHs TepMiHy NpUAaTHOCTI
nikapcbkoro 3acoby 6ionoriyHoro/iMyHONOrYHOro NOXOAXKEHHS
Ha OCHOBI pe3ynbTaTiB focniaXeHb cTabinbHOCTI, NpoBeAeHMX
BiANOBIAHO A0 3aTBEPAXEHOr0 MPOTOKOMY - 36iMNbLUEHHS
TepMiHy npuaaTHocTi po3ynHHuKa (0,9% po3umH HaTpito
xrnopwuay), 3riaHo oHoBreHoro po3ainy 3.2.P.2
hapmMaLeBTUYHa po3pobka; 3anponoHOBaHO: TePMiH
npuaatHocTi po3unHHYK (0,9% po3unH Hatpito xnopuay) 60
micauis npy Temnepatypi 5-30°C. BBegeHHsa 3MiH NpoTArom 6-
TV MicsUiB nicns 3aTBepAXeHHS; 3MiHuM | Tuny - 3MiHK 3 AKocTi.
A®I. BupobHuuTBo. 3miHu B npoueci BupobHuutea A®I (iHwwi
3MiHM) - 3MiHM NPOLECIB y KNITUHHIN NiHii, a came
BMPOGHMUTBO aHTUTIN Anti FVIIIMAb. BBeaeHHst amiH
npoTAroMm 6-Tu micsAuiB nicnsa 3aTBepAXeEHHS; 3MiHM | Tuny -
3MmiHu 3 akocTi. A®Il. KoHTponb A®L. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneuunadikauisix Ha A®l, abo BUXIGHUA/NPOMIXHMWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BMpOoOHMUTBa A®I (3BY)XEHHS AONYCTUMMUX MEX, BUSHAYEHUX Y
cneumaikauii) - 3ByeHHs1 mex crneundikauii A®I ans
KnitnHHux 6inkis, AHTu-dakTopy FVIIImAb Ta BakTepianbHux
€HOO0TOKCUHIB; 3anponoHoBaHo: KniTuHHI Ginkn ?
1300x10ppm, AHTu-cpaktop FVIIImAb ? 1,6 Hr/mn,
BaktepianbHi eHgoTokcuHu < 2 MO/mn. BBegeHHs 3MiH
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NpOTAroM 6-Tu MicAUIB NiCNsA 3aTBEPAXEHHS; 3MiHu || Tuny -

3MiHu Wwopo 6esnekn/edeKTUBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiln XapaKTepuCTuLi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii ANs MeauYHOro 3acTocyBaHHS Yy

[aHUMU Ta JaHUMK 3 hapMakoHarnsay - 3MiHM BHECEHO A0
IHCTPYKUiT NS MeguyHoro 3acTocyBaHHSA Nikapcbkoro 3acoby
0o posainis "®apmakonoriyHi BnactnsocTi", "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un", "MobiyHi
peakuii". BBegeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBepOKEHHS; 3MiHM |l Tuny - 3miHK 3 sikocTi. ToToBUNA
nikapcbkuit 3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npuaartHocTi abo ymoBax 36epiraHHsi FOTOBOrO IikapCbKoro
3acoby (3MiHa B ymoBax 36epiraHHs nikapcbkoro sacoby
6ionoriYyHOro NOXOAXKEHHS, SAKLLO AOCNiAXEHHS cTabinbHOCTI
Oynuv npoBeaeHi He y BianoBIigHOCTI 40 3aTBEPAXKEHOrO
MPOTOKONY) - 3MiHW YMOB 36epiraHHs Ta TepMiHy NpuaaTHOCTI
'N3; 3anponoHoBaHo: TepMiH npuaaTHocTi. TepMmiH
npuaaTHoOCTI roToBOro nikapcbkoro 3acoby — 30 micauis. He
3acTOCOBYBATU MikapCbKWii 3acib nicnsi 3akiHYeHHst TepMiHy
npuaaTHoOCTI 3a3Ha4yeHoro Ha kopobui, hrakoHi, a TakoX Ha
eTukeTyi wnpuua. KiHueBow faTol 3acTocyBaHHA npenapaty
BBAXXaETbCS OCTaHHIM AieHb MOTOYHOro Micsus. YMoBMU
36epiranHs. MNpenapat 36epiraty npu Temnepatypi 2-8° C. He
3amopoxxyBaTu. 36epirati B HE4OCTYMHOMY ANs AiTen micui.
[MpoTtsarom TepmiHy NpuaaTHOCTI Npenapat Mmoxe 36epiraTucs
npu KiMHaTHin Temnepatypi (He Buwe 30°C) NpoTArom ogHoro
nepiogy He GinbLe 9 micauiB; Npenapat moxe 36epiraTucs
npu Temnepartypi, BuLe kimHaTHOI (30-40°C) npoTsirom ogHoro
nepioay He binbwe 3 micauis. MNpenapaT He cnig noBepTaTtu
0o xonoaunbHuka. HeobxigHo 3a3HaunTu Ha kopobui aaTy Ta
TemnepaTtypy BUYyYEHHsi mpenapary 3 XornoAunbHuKka.
36epirati y 30BHiLLHIl ynakoBLi 3 METOK 3aXUCTY BiA CBiTNa.
3MiHM BHECEHO A0 IHCTPYKUii AN MeanyHoro 3acTocyBaHHS
nikapcbkoro 3acoby o po3gainis "TepmiH npuaaTtHocTi",
"YMoBw 36epiraHHs", Ta, Sk Hacnigok, 4O TEKCTY MapKyBaHHS
ynakoBku. BBegeHHs 3MiH NpoTsirom 6-Tv MicsiuiB nicns
3aTBepAXeHHs; 3MiHu Il Tuny - 3miHu 3 akocTi. API.
BupobHunuTBo. 3MiHa BUpOBHMKA BMXiAHOMO/MPOMiXKHOro
NpOAYKTY/peareHTy, Lo BUKOPUCTOBYOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoGHuKa (BKNoYaoun, e
HeobXxiHO, Micue npoBeaeHHs KoHTponto sikocTi) APl (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI €EBpoONencobKin
hapmakonei y 3aTBepa)KeHoMy Aocbe)(3miHa B ADI
BionoriyHoro noxodXeHHst abo BUXigHOMY
maTepiani/peareHTi/MPOMiXXHOMY NPOAYKTI, Lo
BMKOPUCTOBYIOTLCH AN BUPOOHMLTBA
BionoriyHoro/iMmyHonoriYHoro fnikapcbkoro 3acoby ) - ons
po3LmpeHHsi BUpobHuumnx notyxHocTer Novo Nordisk
NepeHoCUTb YacTUHY yHKUin BUpobHuuTea APl 3 Novo

3B'A13KY i3 HOBUMW AaHUMK 3 SIKOCTi, AOKMIHIYHUMM, KITiHIYHUMU

Nordisk A/S, Brennum Park 25K, DK - 3400 Hillerod Denmark
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

Ha HoBy AinsHky Novo Nordisk US Bio, USA. Production Inc. 9
Technology Drive West Lebanon NH 03784 USA ans
BMPOBHMLITBA Ai04OI PEYOBUHN Ta KOHTPOIHO SKOCTI (

i3nyHMIA, XiMiYHUIA , MikpobionorivyHuin) 3aTeepaxeHo: Novo

Nordisk A/S, Denmark; Bioreliance Ltd.,UK 3anponoHoBaHo:
Novo Nordisk A/S, Denmark; Bioreliance Ltd., UK; Novo

Nordisk US Bio, USA. BBeeHHs1 3MiH npoTsirom 6-Tu MicauiB
nicnsa 3aTBepaXeHHst; 3MiHu |l Tuny - 3miHm 3 skocTi. AdDI.
Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (3miHa

CTOCYETbCS aKTUBHOI pe40oBUHU BionoriYHoro/iMyHOnoriYHoro

NMOXOAXKEHHS1 aB0 BMKOPUCTaHHSA XiMiyHUX AP| y BUpOBHULTBI

nikapcbkoro 3acoby 6ionoriyHoro/iMyHONOrYHOro NOXOAXEHHS,
sika MOXKe MaTu 3HaYHWI BMNUB Ha AKiCTb, 6e3neky Ta

eeKTMBHICTb NMikapcbKoro 3acoby, i He cTocyeTbCA
NPOTOKONY) - 3MiHa KNipeHcy inbTpaLii Bij CTOPOHHIX
peyoBuH Ha cTagii «K1» BMpobHULTBa Ait040i peYOBMHM -
TYPOKTOKOT anbda. BBeaeHHst 3MiH NpoTArom 6-tu MicsauiB
nicnsa 3aTBepaXeHHst; 3MiHu |l Tuny - 3miHu 3 sikocTi. AdDI.
Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (3miHa
CTOCYETbCS aKTUBHOI pe4OoBUHM BionoriYHoro/iMyHONoriYHoro
NOXOAXKEHHS1 aB0 BMKOPUCTaHHSA XiMiYHUX ADP| y BUpOBHULTBI
nikapcbkoro 3acoby 6ionoriyHoro/iMyHONOMYHOro0 NOXOMAXKEHHS,
slka MOXKe MaTu 3HaYyHWI BMNUB Ha AKiCTb, 6e3neky Ta
edeKTMBHICTb nikapcbkoro 3acoby, i He cTocyeTbCst
NpOTOKONY) - 3MiHa B npoteci BupobHuutea APl - 3amiHa
NpoLiecy «BUTSXKKU» Ha npouec» 6e3nepepBHOI nepdysii» ans
BUrOTOBIEHHS Ailo40i pevyoBuHU. BBeaeHHsA 3MiH npoTarom 6-
TW MicsiLiB nicns 3aTBepAXeHHs; 3MmiHK || Tuny - 3MiHM 3 SKoCTi.
A®I. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs APl abo
BUXiQHOrO MaTepiany/npomi>kHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y npoLeci BupobHuutea APl (cytteBa
3MiHa y GionoriyHomy/iMmyHoRnoriYyHOMY/iMyHOXIMIYHOMY MeTOA
BMNpoGyBaHHsi abo MeTogj, Y SIKOMY BUKOPUCTOBYETLCS
GionoriyHui peareHT ans GionoriuHoro A®l, abo ioro 3amiHa) -
OHOBIEHHS y MeToaax BunpobyBaHHsA ADI - 3miHK 3a TecTamu
Y9-435 «lpeHTudikauisi», «Muctora» (metog RP-HPLC) Ta
TectoM M042 «BwmicTt» (MeTog SE —HPLC). BBeaeHHs1 3MiH
NPOTAroM 6-Tn MicALiB NicNa 3aTBEPOXKEHHA

225.

HOBOEWT

NMOPOLLOK Ans
PO34nHY Ans

iH ekuin, no 500 MO;
no 1 dnakoHy 3
NMOPOLLKOM Y
KOMMMeKTi 3
po3unHHmkom (0,9 %
PO34MH HaTpito

A/T Hoeo
Hopgaick

LaHis

BianoBiganbHWiA 3a
BUMYCK cepil
roToOBOrO

nikapcbkoro 3acoby:

A/T Hoeo Hopgick,
[aHis; KOHTpONb
SKOCTi rOTOBOrO

nikapcbkoro 3acoby:

LaHis
HimeuunHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis: 3MiHu | Tuny -
3MiHK 3 aKkocTi. FoToBMIA Nikapcbkuii 3acid. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo
[0NYCTUMMUX MEX FOTOBOTO fiKapCbKOro 3acoby (3BY>KEHHSsI

[OoNyCTUMMUX MEX) - 3MiHa mapameTpiB cneumdikaLii roToBoro
nikapcbKoro 3acoby (3BY)XeHHS AonycTUMMX mex) TecT BmicT
BOAM , 3aTBEpAXEHO: Ha Bunyck ?1,1% ; 3anponoHoBaHO: Ha
Bunyck ? 0,8%. BBegeHHs 3amiH npoTarom 6-tm Micsauis nicns

3a
peuenmom

UA/16751/01/02
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xropuay) no 4 mn 'y
nonepegHLo
HanoBHEHOMY
LINpULi, LUTOKOM
NOpLUHA Ta
nepexigHvVKom Ans
dnakoHa B
iHAMBIQYanbHiN
yrnakoBui B
KapTOHHi KopobLi

A/T Hoso Hopaick,
[aHia; mapkyBaHHSA
Ta BTOPWHHE
nakyBaHHsI FOTOBOIo
nikapcbKoro 3acoby,
[ofaBaHHs LWKanm
[0 wnpuua ans
BBeAeHHsi: A/T Hoso
Hopaick, aHis;
NpUroTyBaHHs,
pO3nMB y NEPBUHHE
nakyBaHHs,
nioinisauis Ta
nepesipka rotosBoro
nikapcbKoro 3acoby,
KOHTPOIb AKOCTI
(mikpobionoriyHi
BUNPOGYBaHHS)
roTOBOro
nikapcbkoro 3acoby,
MapKyBaHHs Ta
BTOPWHHE
nakyBaHHS roTOBOro
nikapcbkoro 3acoby,
[ofaBaHHs WKanm
[0 wnpuua ans
BBefeHHs: A/T Hoso
Hopaick, [aHis;
BMPOBHULITBO
PO34YMHHMKaA
(npuroTyBaHHs,
po3nuB, nepesipka,
Komnnekrauis,
MapKyBaHHs Ta
nakyBaHHs!
Hepo3dacoBaHOro
npoaykty): Bettep
dapma-PepTiryHr
'vm6X i Ko. KT,
Hime4unHa

3aTBEPOXEHHS; 3MiHM | Tuny - 3MiHN 3 sikocTi. [oToBMI
nikapcbkui 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuumdgikauin Ta/abo goNycTUMUX MexX
roTOBOrO NiKapCbKOro 3aco0y (3BYXXEHHS [OMYCTUMUX MEX) -
3MiHK y crneundikaLii roToBoro nikapcbkoro 3acoby 3a TeCToMm
BwmicT gitouoi pevoBuHM: MopoLlok Anst po3dnHy Ans iH eKuin,
no 250 mo; 3anponoHoBaHo: Ha Bunyck 0,027- 0,035
mr/dnakoH, Ha TepmiH npuaatHocTi 0,025-0,035 mr/cdnakoH
Mopoluok Anst po3unHy Ans iH ekyin, no 500 mo;
3anpornoHoBaHo: Ha Bunyck 0,054-0,069mr/dnakoH, Ha TepMiH
npugartHocTi 0,051-0,069 mr/cnakoH. MopoLLok AN po3unHy
anst iH ekuin, no 1000 mo; 3anponoHoBaHo: Ha Bunyck 0, 107-
0,139 mr/conakoH, Ha TepMiH npuaartHocTi 0,101-0,139
Mmr/cpnakoH. BBeeHHs1 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBEPOKEHHS; 3MiHM | Tuny - 3MiHN 3 sikocTi. [oToBMI
nikapcbkuin 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHsi FOTOBOrO NikapCbKOoro
3acoby (36inblUeHHs TepMiHY NpuAaTHOCTi rOTOBOro
nikapcbkoro 3acoby) - 36inbLeHHs TepMiHy NpUAaTHOCTI
nikapcbkoro 3acoby 6ionoriYHoro/iMyHONOrYHOro NOXOAXKEHHS
Ha OCHOBI pe3ynbTaTiB AoCNioXeHb CTabiNnbHOCTI, NpoBeaeHMX
BiANOBIAHO A0 3aTBEPAXKEHOrO NPOTOKONY - 36inNbLUEHHSsI
TepMiHy npuaaTHocTi po3ynHHuKa (0,9% po3umH HaTpito
xnopway), 3rigHo oHoBneHoro po3giny 3.2.P.2
hapmaLeBTUYHa po3pobka; 3anponoHOBaHo: TepMiH
npuaaTHocTi po3unHHYK (0,9% po3unH Hatpito xnopuay) 60
micauis npy Temnepartypi 5-30°C. BBeaeHHs 3MiH npoTsirom 6-
TW MicsiLiB nicns 3aTBEepAXeHHS; 3MiHW | Tuny - 3MiHK 3 sKoCTi.
A®I. BupobHuuTBo. 3miHu B npoueci BupobHuutea A®I (iHwwi
3MiHM) - 3MiHW NpoLeciB y KMITUHHI NiHii, a came
BMPO6HMUTBO aHTMTIN Anti FVIIImAb. BBegeHHs 3MmiH
npoTAroM 6-Tu MicsAuiB Nicnsa 3aTBEpAXEHHS; 3MiHuM | Tuny -
3MiHu 3 akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneymngikauisix Ha A®I, abo BUXIGHMI/MPOMIDKHUI
NpPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y MPOLECI
BUPOGHUMUTBa API (3BY)KEHHS [ONYCTUMUX MEX, BU3HAYEHUX Y
cneumaikauii) - 3ByeHHs1 Mex crneundikauii A®I ans
KniTuHHUX 6inkis, AHTU-bakTopy FVIIImAb Ta BakTepianbHux
€HAOTOKCUHIB; 3anpornoHoBaHo: KniTuHHI 6inku ?
1300x10ppm, AHTu-cbaktop FVIIImAb ? 1,6 Hr/mn,
BakTepianbHi eHaoTokcuHn < 2 MO/mn. BBeaeHHs 3MiH
npoTAroMm 6-Tu micsAuiB nicnsa 3aTBepAXeHHs; 3miHm Il Tuny -
3MiHu wopo 6e3nekn/edekTmBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iIHCTPYKLii AN MegUYHOro 3acTocyBaHHS y
3B’513KY i3 HOBUMW AaHUMMW 3 SKOCTI, AOKNIHIYHUMU, KIiHIYHUMMN
OaHUMK Ta AaHuMun 3 papmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUii AN MeguyHOro 3acTocyBaHHS Nikapcbkoro 3acoby
0o posainis "®apmakonoriyHi BnactusocTi", "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3n", "IMobiyHi
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Hasea

peakuii". BBegeHHs 3MiH npoTarom 6-Tu micauis nicns
3aTBepKEHHS; 3MiHn |l Tuny - 3miHK 3 sikocTi. oToBUNI
nikapcbkuit 3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npuaaTtHocTi abo ymoBax 36epiraHHs roTOBOrO NikapCbKoro
3acoby (3MiHa B ymoBax 36epiraHHs nikapcbkoro 3acoby
6ionoriYyHOro NOXoAXKEeHHs, SAKLLO AOCNiAXEHHS cTabinbHOCTI
6ynu npoBeaeHi He y BIANOBIAHOCTI A0 3aTBEPAXEHOr0
MPOTOKONY) - 3MiHW YMOB 36epiraHHs Ta TepMiHy NpuaaTHOCTI
'N3; 3anponoHoBaHo: TepMiH NpuaatHocTi. TepMiH
npuaaTHOCTI FOTOBOro nikapcbkoro 3acoby — 30 micsuis. He
3acToCOBYBaTH Nikapcbkuii 3acib micns 3akiHYeHHs TepMiHy
npuaaTHoOCTI 3a3Ha4yeHoro Ha kopobui, hnakoHi, a TakoX Ha
eTukeTui wnpuua. KiHueBow AaTol 3acToCcyBaHHA npenaparty
BBaXKAETbCHA OCTAHHIN AeHb NOTOYHOro Micaus. YMoBu
36epiranHs. MNpenapart 36epirati npu Temnepatypi 2-8° C. He
3amopoxyBaTu. 36epirati B HE4OCTYMHOMY ANs AiTen Micui.
MpoTarom TepMiHy npuaaTHOCTI NpenapaTt Moxe 36epiratucs
npu KiMHaTHin Temnepatypi (He Buwe 30°C) npoTarom ogHoOro
nepioay He GinbLwe 9 micAuiB; npenapaT moxe 36epiraTucs
npu Temneparypi, Buiie kimHaTHoi (30-40°C) npoTarom ogHoro
nepioay He binbwe 3 micauis. MNpenapat He cnig noBepTaTu
0o xonoaunbHuka. HeobxigHo 3a3HaunTy Ha kopobui aaTty Ta
TemnepaTypy BUMYyYEHHsi NnpenapaTty 3 XONoAurbHUKa.
36epiraTi y 30BHiLUHI yNakoBLi 3 METOK 3aXUCTY Bif CBiTNa.
3MiHM BHECEHO A0 IHCTpyKUii Anst MeguyHoro 3acTocyBaHHs
nikapcbkoro 3acoby ao posginis "TepMiH npugaTHocTi",
"YMoBu 36epiraHHs", Ta, K HacnigokK, 4O TEKCTY MapKyBaHHS
ynakoBku. BBeeHHs1 3MiH npoTsirom 6-Tu Micauis nicns
3aTBepaKeHHS; 3MmiHu |l Tuny - 3miHn 3 sikocTi. ADI.
BupobHunuTBo. 3MiHa BUpOBHMKA BMXiAHOMO/MPOMiXKHOro
NpPOAYKTYy/peareHTy, Lo BUKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoGHuKa (BKNoYaoun, e
HeobXxifHO, Micue npoBeaeHHs KoHTponto sikocTi) APl (3a
BiCYTHOCTI cepTudikata BignoBiaHOCTI €BpoONencobKin
hapmakonei y 3aTBepaxxeHoMy Aocbe)(3MmiHa B ADI
6ionoriyHoro NoxoaxeHHsi abo BUXiAHOMY
maTepiani/peareHTi/MPOMiXXHOMY NPOAYKTI, Lo
BMKOPUCTOBYIOTbCS 4151 BUpOBHULTBA
GionoriyHoro/iMyHomnoriYHoro nikapcbkoro 3acoby ) - aons
po3WwupeHHs BUpobHuYmx notyxHocTen Novo Nordisk
nepeHocuTb YacTuHy dyHKUi BupobHuuTea APl 3 Novo
Nordisk A/S, Brennum Park 25K, DK - 3400 Hillerod Denmark
Ha HoBy AinsHky Novo Nordisk US Bio, USA. Production Inc. 9
Technology Drive West Lebanon NH 03784 USA ans
BMPOOHMLTBA Ai04OI PEYOBUHM Ta KOHTPOIO SKOCTI (
i3nyHMRN, XiMiYHMI , MmikpobionoriyHnin) 3aTBepgkeHo: Novo
Nordisk A/S, Denmark; Bioreliance Ltd.,UK 3anponoHoBaHo:
Novo Nordisk A/S, Denmark; Bioreliance Ltd., UK; Novo
Nordisk US Bio, USA. BBeeHHsi 3MiH NpoTArom 6-Tu micsuis
nicns 3aTBepakeHHs; 3miHu |l Tuny - 3MiHn 3 sikocTi. AdI.
Bupo6bHunuTBo. 3miHn B npoueci BupobHuutea API (3miHa
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CTOCYETBLCS aKTUBHOI pe4OBMHM GiONOriYHOro/iMyHOMNOriYHOro
NMOXOAXKEHHS1 B0 BUKOPUCTAHHA XiMiYHUX AP| y BUPOBHULTBI
nikapcbkoro 3acoby 6ionoriYyHoro/iMyHonoriYHOro MOXOAXKEHHS,
sika MOXKe MaTu 3HaYHWI BMNUB Ha AKiCTb, 6e3neky Ta
ePeKTMBHICTb NMikapcbKoro 3acoby, i He cTocyeTbCA
MPOTOKOIY) - 3MiHa KnipeHcy inbTpaLii Bij CTOPOHHIX
pevoBuH Ha cTagii «K1» BUpOBHULTBA Ail040i PEHOBUHM -
TYPOKTOKOT anbda. BBegeHHs1 3MiH NpoTarom 6-T1 micauis
nicnsa 3aTBepaXeHHst; 3MiHu |l Tuny - 3miHu 3 skocTi. AdI.
Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (3miHa
CTOCYETbCS aKTUBHOI peyoBMHU BionoriyHoro/iMmyHoONoriYHoro
NMOXOAXKEHHS1 aB0 BMKOPUCTaHHSA XiMiyHUX AP| y BUpOBHULTBI
nikapcbkoro 3acoby 6ionoriyHoro/iMyHonoriYHOro MOXOAXKEHHS,
sika MOXKe MaTu 3HaYHWI BMNUB Ha AKiCTb, 6e3neky Ta
eeKTMBHICTb NMikapcbKoro 3acoby, i He cTocyeTbCA
NPOTOKONY) - 3MiHa B npotieci BUpobHuuTBa ADI - 3amiHa
npouecy «BUTSXKKU» Ha npouec» 6e3nepepBHoi nepdysii» ans
BUrOTOBMEHHS Ailo40i pevyoBuHU. BBeaeHHSA 3MiH npoTarom 6-
TV MicsiLiB nicns 3aTBepAXeHHs; 3MmiHK || Tuny - 3MiHM 3 SKoCTi.
A®I. Kontponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BUXiQHOrO MaTepiany/npomi>XHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETBCA Y npoLieci BupobHuutea AP| (cytteBa
3MiHa y GionoriyHoMY/iMyHOMNOriYHOMY/iIMyHOXIMIYHOMY MeToZi
BUNpobyBaHHA abo MeTogi, Y AKOMY BUKOPUCTOBYETHCS
GionoriyHui peareHT ans GionoriuHoro A®I, abo rioro 3amiHa) -
OHOBJEHHS Y MeTogax BunpobysaHHa APl - 3MiHM 3a TecTamu
Y9-435 «lpeHTudikauisi», «Muctora» (metog RP-HPLC) Ta
Tectom M042 «Bwmict» (meTog SE —HPLC). BBegeHHs1 3miH
NPOTAroM 6-Tu MicALIB NiCNa 3aTBEPOXKEHHSA

226.

HOBOEWT

NOPOLLIOK ANsi
pO3unHy ansi

iH ekuin, no 1000
MO; no 1 chnakoHy 3
MOPOLLKOM Y
KOMMNEKTi 3
posunHHukom (0,9 %
PO34MH HaTpIO
xnopuay) no 4 mn y
nornepeaHLo
HaroBHEHOMY
LINpULi, LUTOKOM
NopLUHS Ta
nepexigHnukom gnsa
cdnakoHa B
iHOuBIgYyanbHin
ynakoBLi B

A/T Hoeo
Hopgaick

LaHis

BignoBiganbHUn 3a
BUMYCK cepil
roTOBOrO
nikapcbkoro 3acoby:
A/T Hoso Hopgaick,
[aHis; KOHTpOnb
SIKOCTi rOTOBOrO
nikapcbkoro 3acoby:
A/T Hoeo Hopgick,
[aHis; mapkyBaHHS
Ta BTOPUHHE
nakyBaHHsl rOTOBOro
nikapcbkoro 3acoby,
[o[aBaHHA LWKanm
0o wnpuua gns
BBeaeHHs: A/T Hoso
Hopgaick, OaHis;

LaHis
HimeuunHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. [oToBUMI Nikapcbkuit 3aci6. KoHTporb FoToBOro
nikapcbkoro 3acoby. 3miHa napameTpis cneuundikauin Ta/abo
OOMYCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby (3BY>KEHHS
[OoNyCTUMMUX MEX) - 3MiHa MapameTpiB cneumaikaLii roToBoro
nikapcbkoro 3acoby (3BYXeHHsi onyCcTUMUX mex) TecT BmicT
BOAM , 3aTBepAXXeHO: Ha Bunyck ?1,1% ; 3anponoHoBaHoO: Ha
Bunyck ? 0,8%. BeBegeHHs 3miH npoTArom 6-tu micAuis nicns
3aTBepAXeHHs; 3MiHu | Tuny - 3miHK 3 akocTi. FoToBUIA
nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuundikauin Ta/abo 4ONYCTUMUX MeX
roTOBOTO JiKapCbKOro 3aco0y (3BYXXEHHSI [OMYCTUMUX MEX) -
3MiHM y cneyudikauii roToBoro nikapcbkoro 3acoby 3a TecTom
BwmicT gitoyoi pevoBuHu: MNMopoLwok ANst po3ynHy ANs iH eKUin,
no 250 mo; 3anponoHoBaHo: Ha Bunyck 0,027- 0,035
mr/cpnakoH, Ha TepMiH npugatHocTi 0,025-0,035 mr/dnakoH
Mopowok Ansi po3yrHy Aans iH'ekuint, no 500 mo;

3a
peuenmom

UA/16751/01/03
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KapTOHHI Kopobui NPUroTyBaHHs, 3anponoHoBaHo: Ha Bunyck 0,054-0,069mr/cnakoH, Ha TepMmiH
po3nuB y NepBuHHE npuaatHocTi 0,051-0,069 mr/dnakoH. MopoLLok Ans po3ynHy
nakyBaHHS, anst iH ekuin, no 1000 mo; 3anponoHoBaHo: Ha Bunyck 0, 107-

nioginisauis Ta
nepesipka rotosBoro
nikapcbKoro 3acoby,
KOHTPOIb SKOCTi
(mikpobionoriyHi
BUNPOBYBaHHS)
roTOBOro
nikapcbKoro 3acoby,
MapKyBaHHS Ta
BTOPWHHE
naKkyBaHHS roToBOro
nikapcbKoro 3acoby,
[o[aBaHHs LWKanm
0o wnpuua ans
BBeaeHHs: A/T Hoso
Hopaick, aHis;
BMPOBHULITBO
PO3YMHHMKa
(npuroTyBaHHs,
po3nuB, nepeBipka,
KomnnekTauis,
MapKyBaHHS Ta
nakyBaHHs
Hepo3dacoBaHOro
npoaykTy): Bettep
dapma-dPepTiryHr
vm6X i Ko. KT,
HimeyunHa

0,139 mr/conakoH, Ha TepMiH npuaartHocTi 0,101-0,139
Mmr/cpnakoH. BBefeHHs1 3MiH NpoTsirom 6-Tu MicsiLiB nicnsi
3aTBEPOKEHHS; 3MiHM | Tuny - 3MiHN 3 sikocTi. [oToBMI
nikapcbkuit 3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npuaartHocTi abo ymoBax 36epiraHHsi FOTOBOrO IikapCbKoro
3acoby (36inblUeHHs TepMiHy NpuAaTHOCTi rOTOBOro
nikapcbkoro 3acoby) - 36inbLeHHs TepMiHy NpUAaTHOCTI
nikapcbkoro 3acoby 6ionoriyHoro/iMyHonoriYHOro NOXoAXeHHSst
Ha OCHOBI pe3ynbTaTiB JOCNigXeHb CTabiNnbHOCTI, NpoBeaeHnX
BiANOBIAHO A0 3aTBEPAXKEHOrO NMPOTOKONY - 36inNbLUEHHSsI
TepMiHy npuaaTHocTi po3ynHHuKa (0,9% posunH HaTpito
xnopway), 3rigHO oHoBneHoro po3giny 3.2.P.2
(hapmaLieBTMYHA po3pobKa; 3anponoHOBaHO: TEPMiH
npuaaTHocTi po3unHHUK (0,9% po3unH Hatpito xnopuay) 60
micsuiB npu Temnepatypi 5-30°C. BBefeHHs 3aMiH npoTtsrom 6-
TW MicsiLiB nicns 3aTBepAXeHHs; 3MiHM | Tuny - 3MiHK 3 sKoCTi.
A®I. BupobHuuTBo. 3MmiHM B npoueci BupobHuuytea A®I (iHwwi
3MiHW) - 3MiHW NpoLieciB y KMITUHHI NiHii, a came
BMPO6HMUTBO aHTUTIN Anti FVIIImAb. BBeaeHHst amiH
NPOTAroM 6-Tu MiICALIB NiCNA 3aTBEPOKEHHS; 3MiHM | TUNy -
3MmiHu 3 sikocTi. A®I. KoHTponb A®L. 3miHa y napameTpax
cneyungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneymngikauisx Ha A®I, abo BUXIQHWI/MPOMIDKHUI
NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMPOBHULUTBa API (3BY)KEHHS ONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauii) - 3By)xeHHss Mex cneundikauii A®| ans
KniTuHHUX 6inkis, AHTU-dbakTopy FVIIImADb Ta BakTepianbHux
€HAOTOKCUWHIB; 3anponoHoBaHo: KniTuHHI 6inku ?
1300x10ppm, AHTu-cpaktop FVIIImAb ? 1,6 Hr/mn,
BaktepianbHi eHaoTokcuHu < 2 MO/mn. BBegeHHs 3MiH
npoTAroMm 6-Tu micsAuiB nicnsa 3aTBepAXeHHs; 3miHm I Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKil XapaKTepuCTuLi NnikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS! Ta iIHCTPYKLiT 4N MeQUYHOro 3acToCyBaHHS y
3B’513KY i3 HOBUMW AaHUMMW 3 SKOCTI, AOKNIHIYHUMW, KIiHIYHUMMN
OaHUMK Ta AaHuMK 3 papmakoHarnsay - 3MiHM BHECEHO 0
IHCTpYKUIT ANns MeguyYHOro 3acTocyBaHHst Nnikapcbkoro 3acoby
0o posainis "®apmakonoriyHi BnactusocTi", "OcobnmBocTi
3acTocyBaHHs", "Cnoci6 3actocyBaHHsi Ta 4o3n", "MobiyHi
peakuii". BBeaeHHs 3MiH npoTarom 6-Tun micsuis nicns
3aTBepAXeHHs; 3MiHu Il Tuny - 3miHn 3 akocTi. FoToBMI
nikapcbkuin 3aci6. CtabinbHicTb. 3MiHa y TepMmiHax
npugartHocTi abo ymoBax 36epiraHHsi FOTOBOrO IikapCbKOro
3acoby (3miHa B ymoBax 36epiraHHsi nikapcbkoro 3acoby
6ionoriYyHOro NOXOMAXKEHHS, SIKLO AOCNIAXEHHS CTabinbHOCTI
Oynu npoBefeHi He y BiANoBIgHOCTI 40 3aTBEPAXEHOro
NpOTOKOY) - 3MiHM YMOB 36epiraHHs Ta TepMiHY NpMAATHOCTI
'113; 3anponoHoBaHo: TepMiH npugatHocTi. TepMiH
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NpMAaTHOCTI FOTOBOro Nnikapcbkoro 3acoby — 30 micauis. He
3acTOCOBYBaTW NiKapCbkuii 3acib micnsa 3akiHYeHHs TepMiHy
npuaaTHOCTI 3a3Ha4yeHoro Ha Kopobui, hrnakoHi, a TakoX Ha
eTukeTui wnpuua. KiHueBow AaTol 3acToCcyBaHHA npenapaty
BBaXXaETbCHA OCTaHHIN AeHb NOTOYHOro Micaus. YMoBu
36epiranHs. MNpenapar 36epiratu npu Temnepatypi 2-8° C. He
3amopoxyBaTu. 36epirat B HeQOCTYNHOMY ANs AiTeln MicLi.
[MpoTarom TepMiHy npuaaTHOCTI Npenapat moxe 3bepiratucs
npu KiMHaTHin Temnepatypi (He Buwe 30°C) npoTarom ogHoro
nepioay He binblwe 9 micAuiB; npenapaT moxe 36epiratucs
npu Temneparypi, Buwie kimHaTHoi (30-40°C) npoTarom ogHoro
nepioay He binbwe 3 micauis. MNpenapat He cnipg noBepTaTtu
00 xonoaunbHuka. HeobxigHo 3a3HaunTh Ha kopobui aaTy Ta
TemnepaTtypy BUIyYEHHsI Npenapary 3 XornoausbHuKka.
36epiraT y 30BHiLUHIV YNakoBLi 3 METOK 3aXUCTY Bif CBiTNa.
3MiHM BHECEHO A0 IHCTPYKUIi Anst MeauyHoro 3acTocyBaHHs
nikapcbkoro 3acoby fo posainis "TepmiH npuaaTHocTi",
"YMoBu 36epiraHHs", Ta, K HAacniAokK, 4O TEKCTY MapKyBaHHS
ynakoBku. BBefieHHs1 3MiH NpoTsirom 6-Tu Micauis nicns
3aTBepOKEHHS; 3MiHu |l Tuny - 3miHn 3 sikocTi. AdI.
Brpo6HMuTBO. 3MiHa BUpOBHMKa BMXiAHOro/MpOMiDKHOroO
NpOAYKTYy/peareHTy, Lo BUKOPUCTOBYHOTLCS Y BUPOGHUYOMY
npoueci A®l, abo 3miHa BUpoGHuMKa (BKNoYaoun, e
HeobXxifHO, MicLe NpoBeaeHHs KoHTponto skocTi) APl (3a
BiACYTHOCTI cepTudpikata BignoBiaHOCTI €Bponeincbkin
hapmakornei y 3aTBepaxxeHoMy AocCbe)(3miHa B ADI
GionoriyHoro NoxomkeHHst abo BUXigHOMY
mMaTepiani/peareHTi/MpoOMiXXHOMY NPOAYKT, WO
BMKOPWCTOBYIOTbCS AN BUpOBHULTBA
GionoriyHoro/iMyHomnoriyHoro nikapcbkoro 3acoby ) - ons
po3WwmpeHHs BUpobHMYmx notyxHocTen Novo Nordisk
nepeHocuTb YacTuHy dyHKUi BupobHuuTea APl 3 Novo
Nordisk A/S, Brennum Park 25K, DK - 3400 Hillerod Denmark
Ha HoBy AinsHky Novo Nordisk US Bio, USA. Production Inc. 9
Technology Drive West Lebanon NH 03784 USA ans
BMPOBHMLTBA Ai04O0i PEYOBUHM Ta KOHTPOMHO SKOCTI (
hi3nyHMI, XiMiYHUI , MikpobGionoriyHuit) 3aTeepaxeHo: Novo
Nordisk A/S, Denmark; Bioreliance Ltd.,UK 3anponoHoBaHo:
Novo Nordisk A/S, Denmark; Bioreliance Ltd., UK; Novo
Nordisk US Bio, USA. BBeeHHst 3MiH NpOTArom 6-Tu micsauis
nicns 3aTBepaXeHHs; 3miHn |l Tuny - 3MiHn 3 skocTi. AdI.
Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (3miHa
CTOCYETbCS aKTUBHOI pE4OBUHYM GionoriYHoro/iMmyHomnoriyHoro
noxomkeHHs1 abo BUKOpUCTaHHA XiMiYHUX ADP| y BUPOOHULTBI
nikapcbkoro 3acoby 6ionoriYHoro/iMyHONOrNYHOr0 NOXOAXEHHS,
siKa MOXe MaTu 3Ha4YHUI BNAMB Ha SKICTb, 6e3neky Ta
edeKTMBHICTb nikapcbKoro 3acoby, i He CTocyeTbCA
NpOTOKOMY) - 3MiHa KnipeHcy dinbTpauii Big CTOPOHHIX
peyoBuMH Ha cTagii «K1» BMpobHMLTBa Aito40i pe4oBUHM -
TYpPOKTOKOT anbda. BBegeHHs 3MiH npoTarom 6-Tu micauis

nicns 3aTBepaxeHHs; 3miHu |l Tuny - 3MiHn 3 sikocTi. AdI.
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PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

Brpo6HuuTBO. 3MiHM B npoueci BupobHuutea APl (3miHa
CTOCYETbCS aKTUBHOI pe4oBMHM BioNoriYHoOro/iMyHOnoriYHoro
NMOXOAXKEHHS1 aB0 BMKOPUCTaHHSA XiMiyHUX AP| y BUPOBHWULUTBI

nikapcbkoro 3acoby 6ionori4yHoro/iMyHonoriYHOro MOXOAXKEHHS,
sika MOXKe MaTu 3HaYHWI BMNUB Ha AKiCTb, 6e3neky Ta
eeKTMBHICTb MikapcbKoro 3acoby, i He CTocyeTbCA

MPOTOKOIY) - 3MiHa B npotieci BupobHuutea AP - 3amiHa

npouecy «BUTSXXKU» Ha npouec» 6e3nepepBHOi nepdysii» Ans
BUIOTOBIEHHS Aitloyoi pevyoBuHU. BBegeHHs 3MiH npoTarom 6-
TW MicsiLiB nicns 3aTBepAXeHHs; 3MmiHK || Tuny - 3MiHn 3 KoCTi.
A®I. KonTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo

BUXiQHOrO MaTepiany/npomiXHOro NpoAyKTy/peareHTy, Lo

BMKOPWCTOBYETBCS Y npoLieci BupobHuutea APl (cyttesa

3MiHa y 6ionoriyHomy/iMyHomnoriYyHOMY/iMyHOXIMIYHOMY MeTOA

BMNpobyBaHHst abo MeTofj, Y SIKOMY BUKOPUCTOBYETLCSH

GionoriyHui peareHT ans GionoriyHoro A®I, abo oro 3amiHa) -
OHOBIIEHHS y MeToAax BUNpobyBaHHA ADI - 3miHK 3a TecTamu
Y9-435 «lgeHTudikauis», «ductora» (metog RP-HPLC) Ta
Tectom M042 «Bwmict» (meTog SE —HPLC). BBegeHHs 3miH
NPOTAroM 6-Tu MicALIB NiCNa 3aTBEPOXEHHSA

227.

HONINPEN®
APTIHIH
®OPTE

TabneTku, BKpUTI
NNiBKOBOIO
obonoHkoto; no 14
TabneTtok y
KOHTENHepi; no 1
KOHTENHepy y
KOpoO6Li 3 KapTOHY;
no 30 TabneTtok y
KOHTENHepi; no 1
abo 3 koHTelHepu y
KOpOoOGLi 3 KapTOHY

ne
NABOPATYA
P CEPB'€

®paHuiga

JTabopaTopii Ceps'e
IHaacTpi, ®paHuis
abo
Ceps'e (IpnaHgis)
IngacTpic ITa,
IpnaHais

dpaHuis/
Ipnangis

BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny -
3MiHu 3 aikocTi. oToBMI Nikapcbkuii 3acib. Cuctema
KOHTenHep/3akynoptoBanbHuiA 3acib. 3MiHa poamipy ynakoBku
roTOBOro Nikapcbkoro 3acoby (3miHa KinbKocTi oAnHULb
(Hanpuknag TabneTok, amnyn ToOwo) B ynakosui:) - 3mMiHa nosa
[fiana3oHoM 3aTBEepPAXKEHUX PO3MIpIB YNaKoBKM - BBEAEHHS
popgaTkoBoi ynakosku: no 30 TabneTok y koHTenHepi no 3
KOHTENHepw y kopobLi 3 kapToHy, 6e3 3MiH NepBUHHOrO
nakysanbHOro marepiany Ta 3 BignoBigHMM 3MiHamK B p.
«YnakoBka». 3MiHN BHECEHO B iHCTPYKLIiO AN MegN4HOoro
3acTocyBaHHS y p. "YnakoBka" 3 BignoBigHMMMN 3MiHaMK Y
TEKCTi MapKyBaHHs YakoBKu nikapcbkoro 3acoby (BeegeHHs
3MiH NPOTAroM 9-TW MiCALIB NiCns 3aTBEPAXEHHS); 3MiHM |
Tuny - 3MiHu wopao 6e3nekun/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHK) - 3amiHa posginy «IpadivyHe
ocbopmMneHHs1 ynakoBku» Ha po3ain «MapkyBaHHs» MKA 113.
3aTBepaAXeHHs oAaTKOBOro TeKCTY MapKyBaHHs ynakosku J13
3 BHECEHHSAM iH(hopMaLii LWOoAO 3a3HAYEHHA OAUHULb
BMMiptoBaHHSA y cuctemi Sl (BBegeHHst 3amiH npotarom 9-tu
MicaLiB nicns 3aTBepAXeHHs)

3a
peuernmom

UA/5650/01/02

228.

HO-LUNA®
®OPTE

Tabnetkn no 80 wmr;
Ne 24: no 24
TabneTku y bnictepi;
no 1 6nictepy y
KapTOHHiI kopobui

TOB "CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

XIHOIH 3aBog
dapmaueBTUYHMX Ta
XimivyHnx MNpoaykTis

Mpawmsit Ko. JTa.
MignpuemcTtao 2
(mignpuemcTBo

YropwmHa
Monblia

BHECEHHS 3MiH [0 peecTpauinHux martepianis:
3MmiHu | TUny - 3miHKn wono 6esnekn/edekTBHOCTI Ta
apmakoHarnsgy (iHwi 3miHn) OHOBMEHHSI TEKCTY MapKyBaHHS
yMakoBKW MiKapCcbKoro 3acoby 3 BHeCeHHsAM iHdopMaLlii Wwoao
3a3HayvYeHHs OAMHWLbL BUMIpOBaHHS y cuctemi Sl. BBegeHHs
3MiH NpOTsiroM 6 MicsLiB nicns 3aTBepAKEHHSsI

be3
peuenma

UA/8879/01/01
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Bepelweabxas),
YropwmHa

CaHodi-ABeHTic Cn.

3 0.0.

229.

OBAOXIO®

Tabnetku, BKpUTI
NnNiBKOBOIO
obonoHkoto, no 14
mr; Ne28 (14x2): no
14 Tabnertok,
BKPUTUX MITiBKOBOHO
obonoHkoto, B
GnicTepi 3
antoMmiHito; no 2
6nictepu BknageHo
B YNaKkoBKy TUny
ramaHLs; KoxHa
ynakoBka Tuny
ramaHus posmilieHa
y 3aXUCHOMY
dyTnsapi; no 1
ynakosLi Tuny
ramaHus y dytnapi
BKINaAeHo B
KapTOHHY KOpPOOKY;
Ne84 (14x6): no 14
TabneTok, BKpUTUX
NNiBKOBOIO
obornoHkoto, B
Gnictepi 3
antomiHito; no 2
6nictepw BknageHo
B YNaKkoBKy TUny
ramaHLs; KoxHa
ynakoBka Tuny
ramaHus posmileHa
y 3aXMCHOMY
dyTnsapi; no 3
ynakoBKu TNy
ramaHus y dytnsapi
BKIafEeHo B
KapTOHHY KOPOGKY

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodpi BiHTpon
IHpacTpia

®paHuisa

BHECEHHS 3MiH 40 peecTpauiHux martepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTBHOCTI Ta chapmakoHarnsay (iHLwi
3MiHW) - 3rigHO BUCHOBKY AenapTameHTy dapMaLeBTUYHOI
fisnbHOCTi: BHeceHHs 3MiH Ao po3ainy «MapkysaHHs» MKA
3. 3arBepaxeHo: Mapkuposka. Mpunaraetcs.

Ha kapToHHOW kopobke wpudTtom Bpains HaHocuTtcs:
OBAKIO Tabnetku no 14 mr 3anponoHoBaHo: MapKyBaHHs
BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs1. 3rifHO
BMCHOBKY ynpasniHHA eKCnepTu3aun iHCTPYKLIn Ta
HomeHknaTypy: OHOBNEHHS TEKCTY MapKyBaHHS ynakoBKM
nikapcbkoro 3acoby 3 BHeCEHHsIM iHdopMaLlii Woao
3a3Ha4YeHHs OAMHWLL BUMIPIOBAHHS Y cuctemi Sl.
BBeaeHHst 3MiH MpoTAroM 6-Tu MicAUIB NiCnsA 3aTBEpAXEHHS.

3a
peyenmom

UA/13689/01/01

230.

OBECTUH®

cynosuTopii
BariHanbHi no 0,5
Mr,no5
CynosunTopiis y
6nictepi, no 3
onictepu B kopobui

AcneH ®apma
TpewngiHr
NimiTen

IpnaHgis

BupobHuk
[,030BaHOi hopmu,
BUPOBHMUK,
BianoBiganbHUiA 3a
KOHTPOIb Ta BUMYCK
cepii:
tOHiTep IHaacTpic

dpaHuisa

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MmiHu wopo 6e3nekun/edekTmBHOCTI Ta papmakoHarnsay (iHLwi
3MiHW) - BHeceHHs 3miH go p. MapkyBaHHs MKA J13:
3arBepaxeHo: BignosigHo Ao 3aTBepaxeHoro TekcTy
MapkyBaHHs, LWo gogaeTbcs. 3anponoHoBaHo: 3rigHo
3aTBEPAXEHOr0 TEKCTY MapKyBaHHS. OHOBINEHHS TEKCTY
MapKyBaHHS! YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHpopmaLii LWoao 3a3Ha4YeHHs1 OANHUL BUMIPIOBaHHS Y
cuctemi Sl. TepmiH BBegeHHS 3MiH - NPOTArom 6 micsAuiB nicns
3aTBEPAXEHHS.

be3
peuenma

UA/2281/02/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
231.| OKCANIMNAT | koHueHTpat Ans Tesa I3painb ®apmaxewmi b.B. Hinepnangu BHECEHHS 3MiH 40 PeecTpaLiHux Martepianis: 3a UA/8832/01/01
MH-TEBA pO3uunHy onsa dapmaueBTika 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenmom
iHdpysin, 5 mr/mn; no n lHaacTpis dapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B TEKCT
4 mn (20 mr) abo no Jita. MapKyBaHHS1 YrakoBKM Nikapcbkoro 3acoby Lwono
10 mn (50 mr), abo Mi>KHapOAHMX NO3HaY€eHb OAUHMLbE BUMIpIOBaHHSA. BHeceHHs
no 20 mn (100 wr), 3MiH Ao po3giny “MapkyBaHHa” MKA J13:
abo no 40 mn (200 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3aTBepaxeHoro
Mr) y donakoHi; no 1 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NpoTArom 6
cdnakoHy B kopobui MicSAUIB NicNs 3aTBEPAXXEHHS.
232 ONPEH® nnacTtump TeBa I3painb Mepkne Mm6X, HimeyunHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 6e3 UA/5930/01/01
nikyeansHumn no 140 dapmaueBTika HimeyunHa AnoHis 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenma
Mr/12 roanH Ha 140 n lHpacTpis (BUPOBHWK, AKNIA dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
cm2 Ne2: no 2 ITp. Bignosigae 3a “MapkyBaHHsa” MKA J13: 3anponoHoBaHo: Po3sgin
nnacTupi y nakeTi 3 BUMYCK cepii); MAPKYBAHHSA 3rigHo 3aTBepAXKeHOro TEKCTY MapKyBaHHS.
naneposo- Mepkne Mm6X, 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKM NikapCbKoro
anomiHieBo- HimeuyunHa 3acoby LoA0 3a3HaYEeHHS MiXKHAaPOAHMX MO3HaYeHb OAMHULb
nonieTuneHoBol (BUPOBHWK, AKNIA BMMiptoBaHHS. BBeAeHHs 3MiH NnpoTsarom 6-Tv Micauis nicns
nnieku; no 1 nakety BignoBigae 3a 3aTBepaXeHHs
B KapTOHHIN KOHTpOIb cepii );
Kopo6ui; Ne5: no 5 Tevika
nnacTupis y nakeTi 3 dapmacboTukan
naneposo- Ko., Nta., AnoHis
anomiHieBo- (BUPOBHWK, SKUIA
nonieTnneHosol Bignosigae 3a
nnieku; no 1 nakety BMPOBHULITBO
B KapTOHHIl Hepo3dacoBaHoOro
kopobui; Ne10: no 5 NPOAYKTY; NepBUHHA
nnacTupie y nakeri 3 Ta BTOPUHHA
naneposo- ynakoBKa, KOHTPOrb
anomiHieBo- cepii)
nonieTnneHosol
nniBKK; MO 2 NakeTu
B KAPTOHHIl kopobui
233.| ONPEH® -75 PO3YMH ANs iH'eKuin, TeBa I13painb Mepkne M'M6X, HimeuunHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/5122/01/01
no 2 mn B amnyni; dapmauesTika HimeyunHa 3MiHu | TMny - 3MiHK Wopo 6esnekn/edekTUBHOCTI Ta peuenmom
no5 amnyny n lHgacTpis (BUPOBHWK, SKUIA hapmakoHarnagy (iHwi 3mMiHW) - BHECEHHS 3MiH A0 po3ainy
KopobLi N1a. Bianosigae 3a “MapkyBaHHa” MKA J13: 3anponoHoBaHo: po3ain
BMPOBHULITBO MAPKYBAHHA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
npogykTy in bulk, OHOBMEHHs1 TEKCTY MapKyBaHHS YNaKkoBKM NikapCcbKoro 3acoby
nepBuHHE 3 BHECEHHSAM iH(hopMaLii LWOoAO 3a3HAY€HHA O4NHULb
nakyBaHHS, BMMiptoBaHHSA y cuctemi Sl. BBegeHHs 3miH NpoTArom 6-tu
BTOPUHHE MicsUiB nicnsi 3aTBEPAXKEHHSA
naKkyBaHHS, BUMYCK
cepii; BUPOOHUK,
AKWIA BignoBsigae 3a
KOHTpOIb cepii)
234 ON®EH®-100 | kancynu TeBa I13painb AunHo ®apma Arl, LLiBenuapis BHECEHHS 3MiH 40 peecTpauinHuxX Matepianis: 3MiHu | Tuny - 3a UA/5124/01/01
CP NPONOHroBaHoI Aji dapmaueBTika LLiBenuapis Himeuyunna 3MiHuM wopno 6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi | peyernmom
LOEMOKAINC no 100 mrno 10 n lHpacTpis (BUPOBHMLTBO 3a 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3:
Kancyn y énictepi; ITa. MOBHUM LIMKIIOM); 3anponoHosaHo: Po3gin MAPKYBAHHA 3rigHo

no 2 6nictepu B

YHTEpP3yXyHICIHCTUT

3aTBEPAXEHOro TeKCTY MapKyBaHHs. 3MiHM BHECEHI B TEKCT
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n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Kopobui yT Xennenep, MapKyBaHHS yNaKoBKM fikapCbKoro 3acoby LWoAo 3a3HavyeHHs
HimeyunHa Mi>XXHapOOHWX MO3Ha4YeHb OAMHULL BUMIpIOBaHHA. BBeaeHHs
(oopatkoBa 3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEPAXEHHS
nabopaTopisi, Wwo
npuimae y4acTb B
KOHTponi cepii)
235 OPTO®EH Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny - 3a UA/5047/01/01
o6onoHkoto, "TexHonor" 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy. peuernmom
KULLKOBOPO34MHHI N0 3MiHa y KOPOTKill XapaKTepuCTuLi NikapcbKoro 3acoby, TEKCTi
25 mrno 10 MapKyBaHHS! Ta IHCTPYKLIT AN MeQUYHOro 3acTocyBaHHS Ha
Tabnetok y bnicTepi, niacTaBi perynsipHo OHOBIOBAHOrO 3BiTy 3 6e3neku
no 3 6nictepu y nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
nayui 3 KapToHY; Mo nikapcbkoro 3acoby B nicnsipeecTpauinHuii nepiog, abo sk
10 Tabnertok y pesynbTaT OLUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHMX BigNOBIAHO
6nictepi, no 100 [0 nnaHy neaiatpuyHnx gocnigxeHs (PIP) (3miHy y3rogxeHo 3
6nictepiB y kopobui KOMMNETEHTHUM YNOBHOBaXXEHVM OpraHom) - 3MiHW BHECEHO [0
3 KapToHy; no 10 IHCTPYKUiT ANs MeanyHOro 3acTocyBaHHS fikapcbkoro 3acoby
Tabnetok y bnictepi o posginis "OcobnusocTi 3acTocyBaHHs", "Mo6ivHi peakuii”
BiANOBIAHO 4O OHOBNEHOI iHcbopMaLii 3 6e3neku fir4oi
pPeYoBUHU
236./ OPTATENIb® | renb oyHui, 2,5 mr/r, CaHteH AT PiHNAHAIA CaHteH AT, PiHNAHAIA BHECEHHS 3MiH 0 peecTpauinHux Matepianis: 3MiHu | Tuny - 6e3 UA/6605/01/01
no 10 r y donakoHi, PiHNAHAIA HimeuunHa 3MiHM Wwopo 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
no 1 dnakoHy B (BUPOBHWK, 3MiHW) - OHOBMEHHSI TEKCTY MapKyBaHHS1 YNakoBKW ikapCbKoro
KapTOHHI kopobLi BigNoBiganbHMn 3a 3acoby 3 BHECEHHsIM iHdhopMaLii LLoao0 3a3HavyeHHs1 OaMHULb
BUMYCK); BMMiptoBaHHS y cuctemi Sl. BBeaeHHs 3MiH NpoTsirom 6-u
YPCA®APM MicAUiB nicnst 3aTBEPOKEHHSA
ApuHanmitTens
'M6X, HimewunHa
(BUPOBHWK,
BiANOBiAanNbHUIA 3a
BMPOGHMUTBO in-
bulk, nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPOJSIb SKOCTI)
237.| NAKNITAKCE | koHueHTpart ans EBEBE ABcTpis EBEBE ®apma ABcTpis BHECEHHS 3MiH 40 peecTpauiiH1X Matepianis: 3MiHu | Tuny - 3a UA/0714/01/01
N "EBEBE" PO34mnHY Ansa dapma [ec.m.6.X. Hdr. KT, HimeuunHa 3MiHM Wwopo 6e3nekn/edekTUBHOCTI Ta chapMakoHarnagy. peuernmom
iHdy3in, 6 mMr/mm; no lec.m.6.X. ABCTpis (NOBHUI 3MiHa y KOpOTKill XapaKTepucTuLi nikapcbkoro 3acoby, TeKcTi
5 mn (30 mr), abo Haoor.KI LMK BUPOGHMLTBA); MapKyBaHHS! Ta iIHCTPYKLiT AN MeQUYHOro 3acTocyBaHHS Ha

16,7 mn (100 wmr),
abo 25 mn (150 wr),
abo 35 mn (210 wr),
ab6o 50 mn (300 mr)
y dnakoHi, no 1
dnakoHy B
KapPTOHHIN Kopobui

3enbepcoopd
JTabop M'm6X,
ABcTpin
(TecTyBaHHs);
JTabop J1C CE & Ko.
K, HimewyuunHa
(TecTyBaHHs); MIJ1
MikpoGionoriwec
Mprocnabop MM6X,
ABcTpis
(TecTyBaHHs)

niacTasi perynsipHo OHOBIOBAHOIO 3BiTY 3 Ge3neku

nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs

nikapcbkoro 3acoby B nicnspeecTpauinHui nepiog, abo sk
pe3ynbTaT OUiHKM 3BiTY 3 AOCMiAXeHb, NpoBeAeHMX BiANOBIAHO
00 nnaHy negiatpuyHux gocnigxeHs (PIP) (3miHy yarogxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHNM OPraHoM) - 3MiHW BHECEHI A0
IHCTPYKUii AN MeguyHOro 3acTocyBaHHS Nikapcbkoro 3acoby

0o posainy "Mo6iyHi peakuii” woao 6e3nekn 3acTocyBaHHs
nito40i peyoBuHN. BBEaEHHSA 3MiH NpoTarom 6-Tu micsauis nicns
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3aTBEPAKEHHS
238.| NAKNITAKCE | koHueHTpat Ans TeBa I3painb ®apmaxewmi b.B., Hinepnanan BHECEHHS 3MiH 40 peecTpauinHux martepianis: 3miHu | Tuny - 3a UA/7777/01/01
N-TEBA pPO3UMHY ANst dapmaueBTika Hinepnanau; AT / 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peuenmom
iHdpysin 6 mr/mn; no n lHaacTpis $apmaueBTUYHUNA YroplwmHa 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBK/
5 mn (30 mr) abo no Nra. 3aBoa TEBA, nikapcbKkoro 3acoby o0 3a3HaYeHHs MiDKHapOAHMUX
16,7 mn (100 wr), YropwmHa no3HayYeHb OAVHULIL BUMIpIOBaHHS. 3amiHa po3giny
abo no 50 mn (300 «[padhiyHe ohopMneHHs ynakoBku» Ha po3ain « MapkyBaHHS»
Mr) y donakoHi; no 1 B MKA I13: 3atBepaxero: FTPAGNYECKOE OPOPMITEHUE
¢nakoHy B YMAKOBKW: B cooTBeTCTBUM C NpunaraembiM
KapTOHHIM nayui nsobpaxeHunem. 3anponoHosaHo: MAPKYBAHHA: 3rigHo
3aTBEPXKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH -
NpoTAroM 6 MicsiLiB Nicnsa 3aTBEPAKEHHS.
239./ NAHTEKPEM kpem 5 % no30ry MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 6e3 UA/10978/01/01
® Ty6i; no 1 Ty6i y "®OITOPAPM" 3MiHn Wwopo 6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
nayui 3 KapToHy 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
nikapcbKkoro 3acoby LoAo 3a3HavYeHHs MiXXHapoaHWX
no3Ha4yeHb OAMHULL BUMIpHOBaHHA. TepMiH BBEAEHHS 3MiH -
NpoTAroMm 6 MicsuiB Nicnsa 3aTBEPAKEHHS.
240./ NAPALETAM | kancynu no 500 wr; ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - bes UA/11685/01/01
on no 10 kancyn y obmexeHoo BMPOBHMLTBA, 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay (iHwi | peyenma
6nictepi; no 1 abo 2 BignosiaanbHi KOHTPOSIb SAKOCTI, 3MiHW) - BBeeHHS 4OAaTKOBOro TEKCTY MapKyBaHHS
Gnictepu y kopobui 3 CTIO BMNYCK Cepii: BTOPWHHOI ynakoBku Ans ynakosku Ne 10 (10x1).
KapTOHY "dapmaueBTu ToBapucTso 3
YHa KOMNaHis obmexeHoto
"3popos'a" BiQNOBiAaNbHICTIO
"®apmaueBTuyHa
KOMNaHist
"3popos's", YkpaiHa;
BCi cTagii
BMPOGHMLTBA,
KOHTPOSb AKOCTI:
ToBapucTso 3
obmexeHoto
BiAnoBiganbHicTIo
"®APMEKC 'PYI",
YkpaiHa
241| NAPALUETAM | kancynu no 500 wr; ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: be3 UA/11685/01/01
on no 10 kancyn y oBGMexeHo BMPOGHMLTBA, 3MiHM | TNy - 3amMiHK WwWopo 6e3nekv/edekTUBHOCTI Ta peuyenma
6nictepi; no 1 abo 2 BignosiganbHi KOHTPOSb AKOCTI, dapmakoHarnsay (iHwWi 3MiHW) - OHOBMNEHHS TEKCTY
6nictepu y kopobui 3 cTio BUMYCK Cepii: MapKyBaHHS yrakoBKW fikapcbKoro 3acoby 3 BHECEHHSIM
KapTOHY "dapmaueBTu ToBapucTso 3 iHbopmaLii LWoao 3a3Ha4YeHHs1 OAMHUL BUMIPIOBaHHS y
YHa KomnaHisa obmexeHow cuctemi Sl. BHeceHHs 3MiH fo po3giny "MapkyBaHHa” MKA J13:
"3popos'a” BiAnoBiganbHicTo 3anponoHoBaHo: MapkyBaHHs1. BignosigHo Ao 3aTBepAXKeHoro
"dapmaueBTu4Ha TEKCTY MapKyBaHHs. BBegeHHsi 3miH npoTarom 6-Tu micsuis
KOMMaHist nicns 3aTBEpPOXKEHHS
"3popos's", YkpaiHa;
BCi cTagji
BMPOBHMLTBA,

KOHTPOIb AKOCTi:
ToBapucTBo 3
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obmexeHoto
BiANOBIAANbHICTIO
"®APMEKC r'Pyn"
242/ NAPALETAM | kancynu no 325 wmr, TosapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHux marepianis: 3MmiHu | Tuny - 6e3 UA/11685/01/02
on no 10 kancyn y obmexeHoto BMPOBHMLTBA, 3MiHM wopao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
6nictepi; no 1 abo BignosigancHi KOHTPOMb AKOCTI, 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS yMaKoBKM MikapCbKoro
no 2 6nictepu y CTio BUMYCK cepii: 3acoby 3 BHECEHHAIM iHhopMaLil LoA0 3a3HAYEHHST OONHUL
KopobLi 3 KapTOHY "®apmaueBtu ToBapucTso 3 BMMIiptOBaHHS y cuctemi Sl. BHeceHHs1 3miH 4o po3gainy
YHa KOMNaHis obmexeHoto "MapkyBaHHsa” MKA J13: 3anponoHoBaHo: MapKyBaHHs.
"3popos'a" BiANOBIAANbHICTIO BignosigHo Ao 3aTBEPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
"®apmaueBTuyHa 3MiH NPOTAroM 6-TW MicsAUiB NiCNs 3aTBEpPAXeHHS
KoMnaHis
"3popos'a”, YkpaiHa;
BCi cTagii
BMPOOHMULTBA,
KOHTPOJSIb SIKOCTI:
ToBapucTso 3
obmexeHoto
BiANOBIAANbHICTIO
"®APMEKC r'pyn"
243.| NEHIUUNIH G | nopoLok ans CaHnpos 'm6X ABCTpia CaHnpos 'mbX- ABcTpis BHECEHHSA 3MiH 0 peecTpaLinHmMx marepianis: 3a UA/3977/01/01
HATPIEBA PO3YMHY ANS iH'EKLIN TexOnc 3MiHu | TMNy - 3miHa y MeTofdax BUNpobyBaHHsi FOTOBOroO peuernmom
Cllib no 1 000 000 MO; nikapcbkoro 3acoby (iHLwi 3MiHKM y MeTogax BUnNpobyBaHb
CAHOO3® 100 conakoHiB 3

NMOPOLLKOM Y
KapTOHHI kopobLji

(Bkntoyatoum 3amiHy abo JONOBHEHHST)) - 3 onucy TecTy
"30BHiLLHIN BUrNA4" NPONOHYETLCA BUAANUTU HAAMNWLLIKOBY
iHcbopmaLito. MponoHyeTbca NpuBecTU (pedakuiiHo) onuc

BMICTY cbnakoHa (MopoLLKy) Y BignoBigHiCTb A0 cneumdikauii
['N13. Hemae 3miH y npouenypi TecTyBaHHsi. 3MiHa He BNvBae
Ha siKicTb, 6e3neky Ta edekTuBHICTb J13; 3amiHM | TUNY - 3miHa
napameTpiB crneumndikauin Ta/abo [ONYCTUMMX MEX rOTOBOro
nikapcbkoro 3acoby (AonoBHeHHs cneuundikauii HoBuUM

NMoKa3HUKOM 3 BiANOBIAHUM METOAOM BUNPODBYBaHHS) -

[0noBHEHHA cneumndikauii M3 nokasHukom «lgeHTudikauia
BeHsunneHiuuniHy» metogom Y® cnekrpometpieto (UV)
BiANOBIAHO A0 3aranbHoi ctaTTi EP 2.2.25; amiHu | Tuny -

3MiHa napameTpiB creuundikali Ta/abo 4onyCTUMUX MeX
roTOBOrO NikapCcbKoro 3acoby (BUNyYeHHsi HE3Ha4YHOro
nokasHuka (Hanpvknag 3acTapinoro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikauis GapBHMKIB UM CMaKOBUX
[o6aBok)) — BUNy4YeHHst 3i cneyudikadii M3 nokasHuka
«laeHTndikauia HaTpio, peakuis npeunnitTauii», ineHTudikauis

HaTpito BU3Ha4YaeTbCs 3a AONOMOro MeToay - 3abapBneHHs

nonym'si; 3miHu | Tuny - 3miHa y MeTogax BunpobyBaHHs
roTOBOrO JikapCbKOro 3acoby (Ans npuBegeHHs y

BignosigHicTb 3 [JPY abo €Bponericbkolo hapmakoneeto Ta

BUITyYEHHS MOCUINAaHHS Ha 3acTapinuin BHYTPILWHIA meToa
BMNPOBYBaHHS i MOro Homep) — MeToAanKa BUNpobyBaHHs ANs

113 3a nokasHukom «OOHOPIAHICTL 4030BaHUX OOUHULb»
npoBoanTbCS BignosigHo o ctatTti EP 2.9.40 (gitoua Bepcis),

TOMY NPOMOHYETHCA 3AMMULLNTU TifbKM NOCUMNAHHS Ha

BignoBigHy 3araneHy ctarTio EP, BUny4eHo nocnnaHHsa Ha
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MoHorpadito USP <905>; HopmyBaHHs 3a f@aHWM MOKa3HUKOM
3anuweHo 6e3 3MiH; 3MiHu | Tuny - 3mMiHa y meTtopax
BMNPOGYBaHHSI rOTOBOrO flikapcbkoro 3acoby (ans
npvBEAEHHN Y BiAMoBigHICTL 3 APY abo €BponeinicbKo
hapMakorneeto Ta BUNy4EHHS MOCUIaHHS Ha 3acTapinun
BHYTPILLHI MeToA BUNpobyBaHHS i NOro HoMep)— MeToAMKa
BunpobysBaHHs Ans M3 3a nokasHukom «bakTepianbHi
€HOTOKCUMHMY» MPOBOAUTLCSA BignoBiaHo oo crarti EP 2.6.14
(mitoua Bepcis), metog D, TOMy NPONOHYETLCS 3aNULLIATU
TiNbKW NOCWUNaHHA Ha BiANOBIAHY 3aranbHy cTaTTio EP,
BUJTy4EHO NocunaHHsA Ha MoHorpadito USP <85>;
HOPMYBaHHS 3@ @aHUM NOKa3HMKOM 3anuiueHo 6e3 3MiH; 3MiHK
| TMNy - 3MiHa y MeTofax BUNpobyBaHHsS FOTOBOrO NiKapCbKOro
3acoby (Ans npvBeAeHHs y BiANoBigHicTL 3 APY abo
€Bponeicbkoto hapMakorneeto Ta BUNy4YeHHs NOCUNaHHA Ha
3acTapinuii BHYTPILLHIN MeToA BUNPobyBaHHs i 1oro Homep) -
MeToaunKa BunpobysaHHs Ans 113 3a nokasHyKkom
«[lMpo3opicTb po34MHYy» NpoBOAUTLCSA BiANOBIAHO A0 cTaTTi EP
2.2.1 (pitova Bepcist), TOMY NPOMOHYETHCA 3anMULLUTY TiNbKW
nocunaHHA Ha BignoBigHy 3aranbHy ctatTio EP; HopmyBaHHSA
3a aHUM MOKa3HUKOM 3anuiueHo 6e3 3MiH; 3MiHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHsS roToBOro fnikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEpAXEHNX MeToAax BUNpobyBaHHS) —
3aMiHa y cneumaikauii 113 3aTBepakeHOoro nokasHuka
«BonokHa 1 YacTuupl BelecTBa» Ha NokasHuk «MexaHiyHi
BKIMIOYEHHS — BUAUMI YacTKM» L0 KOHTPOSIOETLCS BiANOBIAHO
EP 2.9.20 (gitoya Bepcist) 3 HOpMYBaHHSAM «NPaKTUYHO BiNbHWIA
Bl 4aCTOK»; 3MiHM | TUNY - 3MiHa y MeToAax BUNpobyBaHHs!
roToBOro NikapcbKoro 3acoby (AnsA NnpuBeaeHHs y
BignosigHicTb 3 [1PY abo €Bponeiicbkoto hapmakoneeto Ta
BUITYYEHHS MOCUNAaHHS Ha 3acTapinuin BHYTPILWHI MmeToAa
BUNPOOYBaHHS i NOro HoMep) — MeToauka BUNPobyBaHHA Ans
113 3a nokazHUKOM «MexaHi4Hi BKNOYEHHS — HEBUAMMI
YacTku» NPOBOAMUTLCS BiANOBIAHO Ao cTatTi EP 2.9.19 (gitova
BEPCisi), TOMY MPOMOHYETLCA 3aNMULLNTY TiNbKN NOCUNAHHA Ha
BiANOBiAHY 3aranbHy cTarTio EP, BUny4YeHo nocnnaHHs Ha
MoHorpadii USP <788>, JP 6.07; HopMyBaHHS 3a AaHUM
NMoKa3HUKOM 3anuiieHo 6e3 3MiH; 3miHu | Tuny - amiHa
napameTpiB crneumndikauit Ta/abo 4ONYCTUMMX MEX rOTOBOroO
nikapcbkoro 3acoby (BUny4eHHs HE3HAYHOro NMokKasHuKa
(Hanpuknag 3acTapinoro NokasHuka, Takoro sk 3anax Ta cMmak,
abo igeHTndikalis 6apBHUKIB Y CMaKoBMX J0GABOK)) —
BUITyYEHHS 3 NPUMITKK Ao cneuudikauii M3 iHdpopmauito npo
meToa membpaHHoi dinbTpadii (cTagis 1) 4nsa nokasHuka
«MexaHi4Hi BKIMOYEHHs1 — HEBUANMI YacTKu» , L0 06YMOBIIEHO
npuBeaeHHs METOAVKN BUNpoOyBaHHS y BignoBigHicTb EP
2.9.19; 3anponoHoBaHo: 4) AKLLO0 BUMOTY AfIA TeCTy
«MexaHi4Hi BKINOYEHHs1 — HEBUAMMI YacTKun» (MeToq
CBITNOGMOKYBaHHS) HE BUKOHYETLCS, BUKOHYETLCS TECT
«MexaHi4Hi BKINOYEHHS1 — HEBUAMMI YacTKn» (MeTogom
MeMbpaHHoi dinbTpadii. PesynbTar mae Bignosigatu
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HacTynHum BuMoram ctaTtTi EP 2.9.19. BunpobyBaHHsi Ha
MexaHiyHi BKIIOYeHHsT MeToAoM MikpocKonii (aitoya Bepcis):
yacTuHku ? 10 Mkm: He Ginblue 3000 Ha drakoH, YacTUHKK ?

25 Mkm: He Ginble 300 Ha chnakoH.

3MiHuM | TMNy - 3MiHK 3 sKoCTi. [oTOBMI NiKapcbkuiA 3acib.

KoHTpornb rotosoro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOBYBaHHSI rOTOBOrO flikapCbKoro 3acoby (He3HavHa 3MiHa

y 3aTBEpAXEHUX MeToAax BUNpoOyBaHHS) — MeToavKa
BunpobyBaHHs ans M3 3a nokasHukom «pH» npoBoanTbCA
BignosiagHo po ctatTi EP 2.2.3 (gitoya Bepcist), Tomy
MPOMNOHYETLCH 3anNULLIMTM TiNIbKU NOCWNAaHHSA Ha BiANOBIAHY
3aranbHy cTatTio EP; HopmyBaHHs 3a AaHVWM noKa3HUKOM
3anuieHo 6e3 3MiH; 3MiHu | Tuny - 3mMiHa y meTtogax
BMNPOGYBaHHSI rOTOBOrO flikapcbkoro 3acoby (ans
npuBeAEeHHs Y BianoBigHicTb 3 APY abo €Bponeiicbkoto
hapmakoneeto Ta BUNy4YeHHs NoCUaHHAa Ha 3acTapinun
BHYTPILLHI MeToA BUNpobyBaHHs i ioro Homep) — MeToamka
BuNpobyBaHHs Ans N3 3a nokasHkom «CTepurnbHICTb»
npoBoauTbCSA BignosiaHo oo ctaTti EP 2.6.1 (aitoua Bepcis),
TOMY NPOMOHYETHCA 3aNMULLNTU TiMbKN MOCUNAHHSA Ha
BiANoBiAHY 3aranbHy ctarTio EP, BunyyeHo nocunaHHg Ha
MoHorpadito USP; HopMyBaHHS 3a f@aHUM NOKa3HWUKOM
3anuweHo 6e3 3MiH; 3MiHu | TUNYy - 3miHa y MeTogax
BMNPOGYBaHHsI rOTOBOrO flikapcbkoro 3acoby (ans
npuBeaeHHs y BignosigHicTb 3 [1PY abo €Bponeiicbko
hapmakoneelo Ta BUMYyYeHHs1 NOCUMaHHA Ha 3acTapinun
BHYTPILLHI MmeToa BUNpobyBaHHs i ioro Homep) — MeToamka
BuMNpobyBaHHsa ans 13 3a nokasHukoM «BmicT Bogun»
nposoauTucs BignosigHo fo ctatTi EP 2.5.12 (gitoya Bepcis)
(meToa B), TOMy NpONOHYETHLCA 3anULIMTU TiNbKW NOCUNaHHS
Ha BiANOBIAHY 3aranbHy cTatTio EP, HopMyBaHHA 3a AaHuMm
NMoKa3HUKOM 3anuiieHo 6e3 3MiH; 3miHu | Tuny - amiHa
napameTpiB crneumndikauin Ta/abo [ONYCTUMMX MEX rOTOBOr0O
nikapcbkoro 3acoby (AonoBHeHHs cneuundikauii HoBuUM
NMoKa3HUKOM 3 BiAMNOBIAHUM METOAOM BUNPOBYBaHHS) -
[0noBHEHHA cneumndikauii M3 nokasHukom «lgeHTudikauia
BeHaunneHiumniHy» metoay iHppayepBoOHOi
cnektpodoTtomeTpii (IR) BignosigHo go ctatTi €8p.®. 2.2.24
(aitoua Bepcis); 3miHn | TUNY - 3MiHa NnapameTpiB cneumdikauin
Ta/abo JoNyCTUMMX MEX rOTOBOrO Fikapcbkoro 3acoby
(BUNYyYeHHS He3Ha4YHOro NokasHMka (Hanpuknag sacTapinoro
nokasHuka, Takoro sik 3anax Ta cmak, abo igeHTudikauis
6GapBHUKIB Y CMaKkoBUX 40OABOK)) - BUNMYYEHHS 3i
cneuundikauii M3 nokasHuka «lgeHTudikauis
BeH3unneHiunniHy HaTpieBoi coni» metogom I4-
crnekTpodoToMEeTpIl; 3MiHuM | TUNY - 3MiHa napameTpis
cneumadikauin Ta/abo onyCTUMUX MEX roTOBOrO MikapCbKoro
3acoby (BHECEHHS 3MiH Y JOCbE ANS NPUBEAEHHS Y
BiANOBIAHICTb A0 3aranbHoi ctatTi 2.9.40 «OaHopigHICTb
[030BaHMX oauHuUby» JdY/EBponencbkoi hapmakonei
3aMmiCTb 3aTBEpAXEHMX 3aranbHux ctaten 2.9.5
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

«OpHopigHicTb macu» Ta/abo 2.9.6 «OgHopiaHICTL 403UY) -
npuBeneHHs cneumdikauii M3 3a nokasHvkom «OaHOPIHICTE
[,030BaHNX OQMHULb» [0 3aranbHoi cTatTi 2.9.40 Ta BUny4YyeHo

nocunaHHs Ha USP <905>; amiHm | Tuny - 3miHa y metogax

BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLWi 3aMiHW y
mMeTofax B1UNpobyBaHb (BKIOYaoun 3amiHy abo [JONOBHEHHS))
— AOAAaTKOBO A0 MeToAy BU3HavyeHHa BmicTy Bogm BignoBigaHO
no cratti EP 2.5.12 (pitova Bepcis) (meTon B) nponoHyeTbes

anbTepHaTUBHUIM MeToA - BignoBsiaHo ao ctarTi EP 2.5.32
(aitoya Bepcis); 3miHM | TUNY - 3MiHa napameTpis cneyudikauin

Ta/abo JoMyCTUMMX MEX FOTOBOTO JikapCcbKoro 3acoby

(BUNYyYEHHS HE3HAYHOrO NoKasHWKa (Hanpwknazg 3acTapinoro

nokasHuKa, Takoro sik 3anax Ta cmak, abo ineHTugikauis

6apBHUKIB 4/ CMaKoBUX A0OABOK)) — BUNYyYEHHS 3i
cneundikauii M3 napametpy «CynyTHS AoMillKa
dheHinouTosa kucnota He binbwe 0,5 %», OCKiNbKM CynyTHI

AOMILLKN KOHTPOSIOIOTLCA Y AitoYi pevoBUHi BiANOBIAHO

KepisHuyTBa Test Procedures And Acceptance Criteria For

New Drug Substances And New Drug Products: Chemical

Substances (Cpmp/Ich/367/96); noaaTkoBo BUNy4YaeTbCs 3i

cneumagikauii M3 nokasHuk «CynyTHi 4OMILLKKW, HEBIAOMI,
BCbOro», ockinbku 3rigHo KepisHuurtea ICH Q3B (R2) BiacyTHs

HeobXigHICTb Y JaHOMY MOKa3HWUKY, KpiM TOro BCi HEBIAOMI

OOMILLKN BKIKOYEHI A0 3aranbHOi CyMU AOMILLIOK.
3anponoHoBaHo: CynpoBigHi AoMilkn CneundikoBaHi:
BeHsunneniunnnosa kvucnota He Ginblwe 1,0 %
BeHsunneninnosa kucnota He GinbLe 0,5 %
BeHsunneninnoesa kvucnota He Ginble 1,0 %
HecneuundikoBaHi:

Byab-Akoi iHwWoi Aomilwku (HanbinbLuoi) He Ginbwe 0,2 %
CneuudikoBaHi i HecneuudikoBaHi: Cyma aomillok He BinbLe
3,0 %; 3minm | TUNY - 3mMiHa napameTpiB cneuudikauin Ta/abo

OOMYCTUMUX MEX FOTOBOrO NiKapCbKoro 3acoby (3BY>KEHHS
AOMYCTUMMUX MEX) —3BY)XEHHSI ONYCTUMOI MeXi Y
cneuundikauii M3 ans nokasHnka «HecneumdikoBaHi 4OMILLKK,
6yab-aKoi iHWOi AoMilukn (HanbinbLwoi)» 3 0,5 % 8o 0,2 %;
3MiHM | TNy - 3MiHa y MmeTogax BUNpoGyBaHHS roTOBOro
nikapcbkoro 3acoby (iHwWi 3MiHu y MeTogax BunpobyBaHb
(BkntoYatoum 3amiHy abo ONOBHEHHS)) — 3aMiHa
3aTBepaxeHoro metogy BEPX KoHTponto cynpoBigHnx
pomiwok B 113 Ha HoBui meTog BEPX; amiHu | Tuny - 3amiHa y
MeToAax BUNpobyBaHHA rOTOBOro Nikapcbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepAXeHUX MeTogax BUNpobyBaHHs) —

3MiHM 4O MeToaunKn BUNpobyBaHHs M3 3a nokasHKoM
«KinbkicHe BU3Ha4YeHHsi» 0o posainy «lMapameTtpu
NPUAATHOCTI CUCTEMMY, Yac NPOBEAEHHSI 3MiHEHMI 3 3,5 xB A0

8 xB, 4OAAHO PO3paxyHoK Ans kinbkocTi APl y rpamax Ta

[oaaHi 3pasku xpomaTtorpam, NpUHLKMN MEeToAUKN He 3MiHUBCS.

244,

NEHTOKCU®

Tabnetkn no 100 mr,

ToBapucTBo 3

Ykpaina

ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnX Marepianis: 3MiHu | Tuny -

3a

UA/5524/01/01
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INIH- no 20 a6o no 30 obmexeHoro obmexeHoto 3MiHM Wwoao 6e3nekn/edeKkTNBHOCTI Ta dapMakoHarnagy (iHwi | peuernmom
300POB'A Tabnetok y brictepi; | BignosiaanbHi BiANOBiAAnNbLHICTIO 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS ynakoBKM
no 1 6nictepy y CTiO "®apmaueBTuyHa nikapcbKoro 3acoby LoA0 3a3Ha4YeHHS MiXXHapOaHWX
KapTOHHI kopobuli; "®apmaueBtu KomnaHis "3gopos'a” no3Ha4yeHb OAMHULL BUMIpHOBaHHSA. BHeceHHs 3MiH o po3ainy
no 10 tabnertok y YHa KOMNaHis “MapkyBaHHsa” MKA 113; 3anponoHoBaHo: MAPKYBAHHA.
6nictepi; no 3 "3popos'a" BignosigHo Ao 3aTBEpPAXEHOro TEKCTY MapKyBaHHs. BBegeHHs
6nictepu B 3MiH MPOTAroMm 6-Tu MicALIB MiCNA 3aTBEPAXEHHS.
KapTOHHI Kopobui
245/ NEPMETPUH | ma3b4 %;no40ry TOB "NMM" IaTtBis TOB "nMM" JlaTBis BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 6e3 UA/3181/01/01
OBA MA3b Ty6i; no 1 Ty6i y 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
4% KapTOHHi KopobLi 3MiHW) - BHeceHHs 3MmiH Ao p. MapkyBaHHs MKA J13:
3arBepaxeHo: TeKCT MapKUpOBK/ NMEPBUYHOW YNaKoBK/
nekapcTBeHHoro cpeactea NepmerpuHoBa Masb 4%; TekcT
MapKMpPOBK/ BTOPUYHOW YNakoBKM NeKapCTBEHHOIO CpeAcTBa
MepmeTpuHoBa Masb 4%. 3anponoHoBaHo: 3rigHo
3aTBEPAXEHOro TeKCTY MapKyBaHHS. 3MiHV BHECEHi B TEKCT
MapKyBaHHS yNaKkoBKW fikapCbKoro 3acoby LoA0 3a3HayeHHs
MiXXHapoAHUX NO3Ha4YeHb OAVMHWLb BUMIPOBaHHS
246, NEPLUIO HacTowka, no 20 mn, MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH 0 peecTpaLinHux martepianis: 3miHum | Tuny - 6e3 UA/7959/01/01
CTPYYKOBO no 25 mn a6o no 50 dapmaueBTuy dapmaueBTuyHa 3MiHu 3 sikocTi. MoToBUMIA Nikapcbkuit 3aci6. KoHTponb roToBoro | peyenma
ro Mn y riakoHax; no Ha ¢abpuka (habpwuka "Biona" nikapcbkoro 3acoby. 3miHa y meTofax BUnpobyBaHHs
HACTOMKA 50 M y donakoHi; no "Biona" roTOBOro NikapcbKoro 3aco0y (Anst NpUBEAEHHS Y

1 cdonakoHy B nayui 3
KapTOHY

BignosigHicTb 3 [1PY abo €Bponelicbkoto hapmakoneeto Ta
BUIYYEHHSI NOCUIaHHS Ha 3acTapinuin BHYTPILHIN MeToA
BMNPOGYBaHHS | NOro HOMep) - BHECEHHS 3MiH 0
Cneuundikauii/MeTogiB KOHTPOMIO SKOCTI NMikapcbkoro 3acoby
3a nokasHukamu «lgeHTudikauis», «ETaHon», «Baxki
meTanuy, «MikpobionoriyHa Ynctota», a came 3aMmiHa
nocunaxb 3 APY 1.0 Ha «aitovy pegakuito» APY; 3miHn | Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - OHOBIEHHS! BXXE 3aTBEPXXEHOr0 TEKCTY MapKyBaHHs
yNaKoBKW fikapcbKoro 3acoby i3 3a3HaYeHHAM MiXXHapOAHUX
no3HavyeHb oAMHULL BUMIiptoBaHHA. 3MiHa Ao posginy MKA N3,
a came po3gin «IpadiyHe opopMMNeHHs ynakoBKn» 3amiHEHO
posainom «MapkyBaHHsi» (BignosigHo Ao 3aTBepAXeHoro
TEKCTY MapKyBaHHs1) BBeaeHHs 3MiH NpoTSArom 6-Tu Micsuis
nicns 3aTBepaKeHHs; 3miHu | Tuny - 3MiHn 3 sikocTi. FoToBMIN
nikapcbkuin 3acib. Cuctema KoHTeHep/3akynopoBanbHUi
3acib. 3miHa po3mipy ynakoBKu roToBOro fikapcbkoro 3acoby
(3miHa macu/o6'emy BMICTYy KOHTeliHepa 6araTogo30BOro
nikapcbkoro 3acoby Ans HenapeHTepanbHOro 3acToCyBaHHS
(abo 04HOA030BOrO, YaCTKOBOrO BUKOPUCTAHHS)) - BBEAEHHS
A00aTKOBMX PO3MipiB ynakoBku no 20 mn y dprnakoHax
CKINSHUX, YKYNOPEeHNX Npobkamu i Kpuwikamm 1a no 25 mny
hnakoHax CKNsiHWX, YKynopeHux npobkamu i kpuikamm, 6e3
3MiH MEepPBMHHOIO NakyBanbHOro Marepiany Ta 3 BianoBigHUMHU
3miHamu o Cneuundpikauii/MeTogiB KOHTPOMO AKOCTI
nikapcbkoro 3acoby (n. O6’em BMICTYy ynakoBku), p.
«YnakoBka», p.Cknag. 3miHu BHeceHi y po3ainu "Cknaa" Ta
"YnakoBka" B iHCTPYKLilO AN MeQUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y 3B's3Ky 3 BBEAEHHAM 00AaTKOBUX
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PO3MIipiB yNakoBKU, Sk HACNIAOK - 3aTBEPAXKEHHS TEKCTY
MapKyBaHHs [104aTKOBMX YNakoBOK Nikapcbkoro 3acoby

247.

NO3UHEr

NMOPOLLIOK ANs
PO3UMHY ANS iH'EKUIN
no 2000 wr, 1
rnaKkoH 3 NOPOLLKOM
Y KapTOHHIl kopooLyi

AypobiHao
dapma Jlta

IHAaia

AypobiHgo Papma
Nimiten, tOHIT-VI

IHAia

BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy.
BBeneHHsi abo 3miHM [0 y3aranbHeHUX AaHWX NPO cUCTeMy
papmakoHarnsigy (BBeAeHHs y3aranbHEeHUX AaHuX Npo
cucteMy chapMmakoHarnsagy, 3MiHa yroBHOBaXXeHOI ocobu,
BiANOBiAanNbHOI 3a 3AiNCHEHHSA hapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa ANs 30iINCHEHHSI
hapmakoHarnsgy B YkpaiHi, SKWwo BOHa BiAMiHHA Bif
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
(hapmakoHarnsay (BKoYady KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLleHHi MacTep-dhaiina cuctemu papmakoHarnsgy) -
3MiHa ynoBHOBaXKeHoi 0cobu 3asiBHMKA, BiANOBIAANbHOI 3a
dapmakoHarnsa.

Jitoya pepakuis: CamonneHko Aptem NaBnosuu.
MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0CobU 3asiBHYMKA,
BigNoBiaanbHoi 3a papMmakoHarnsaa. BeeaeHHA KOHTaKTHOI
ocobu ynoBHoBaXeHoi 0cobu 3asBHUKA, BiANOBIAANbLHOI 3a
apmakoHarnsag B YkpaiHi. [lponoHoBaHa pegakuis:
CamoineHko Aptem NMaBnoBudy. 3MiHa KOHTAKTHUX JaHUX
KOHTaKTHOI 0cobu ynoBHOBa)eHOI 0cobu 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
3AiCHEHHS] OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
MicLe3Haxo4XeHHs1 MacTep-danna cuctemu oapmakoHarnagy

3a
peuernmom

UA/12820/01/02

248.

MNO3UNHEI

NOPOLLIOK ANsi
PO34MHY ANs iH'eKUin
no 1000 wr, 1
rakoH 3 NOPOLLKOM
Y KapTOHHI kopobLi

AypobiHgo
dapma Jltg

IHais

AypobiHgo ®apma
Timiteq, tOHIT-VI

IHaisa

BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3aMmiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs y3aranbHeHUX AaHuX npo
cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
BiANOBiAANbHOI 3a 3AINCHEHHA hbapMakoHarnagy; KOHTakTHol
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
dapmakoHarnsgy B YKpaiHi, SKWwo BOHA BiAMIHHa Bif
YyNoBHOBaXeHOi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
hapMmakoHarnagy (BKnYa4m KOHTaKTHi AaHi) Ta/abo 3miHu y
po3milleHHi macTep-danna cuctemm papmakoHarnsgy) -
3MiHa yroBHOBaXeHOI 0cobu 3asiBHKKa, BignoBifanbHoi 3a
dapmakoHarnsg.

[itova pepakuisi: CamonneHko Aptem Nasnosuy.
[MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi 0cobu 3asiBHWMKa,
BigNoBiganeHoi 3a hapmakoHarnsa. BeeaeHHs KOHTaKTHOI
0ocobu ynoBHOBaXeHOi 0CobM 3asiBHUKA, BiANOBIiAanNbHOI 3a
dapmakoHarnsg B YkpaiHi. lponoHoBaHa pegakuis:
CamonneHko ApteMm NaBnosu4. 3mMiHa KOHTaAKTHUX JAaHUX
KOHTaKTHOi 0coby ynoBHOBaXeHOI 0CobM 3asBHUKA,
BignoBiganesHoi 3a hapmakoHarnsg B YkpaiHi. 3miHa micus
30iCHEHHSI OCHOBHOI AisANbHOCTI 3 hapmakoHarnsigy. 3MiHa

3a
peuernmom

UA/12820/01/01
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MicLle3HaxXO)KeHHA MacTep-dainna cuctemm papmakoHarnsgy

249.

NONIMIK®

Tabnetku, BKpUTI
obonoHkoto, no 10
TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHIN yrnakoBLi

KYCYM
XENTXKEP
nBT NTA

IHAaia

KYCYM XENTXKEP
MBT NTA

IHAia

BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny -
3MiHM 3 gKocTi. [oToBUIA Nnikapcbkuid 3acib. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTofax BUnpobyBaHHs
roTOBOrO NikapCcbKoro 3aco0y (iHLi 3aMiHW y meToaax
BMNpoGYyBaHb (BKMOYa4n 3aMiHy abo AOMOBHEHHS)); CYMYTHS
3MiHa
- 3MiHu 3 sikocTi. [oTOBWMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumgikauinn Ta/abo JonyCTUMUX MEX roTOBOrO MikapCbKoro
3acoby (iHwi 3miHn) (B.11.r.1. (x) IA). 3miHn oo metoais
KOHTPOSIO SKOCTi 3@ NOKa3HWMKOM "OAHOPIAHICTb [030BaHNX
OAVHUUB", a caMme ONTUMI3aLis BUSHAYEHHSA BMICTY Aito4nx
peyoBuH. OdrokcaunHy - METOAOM NPSIMOro BU3HAYEHHS,
OpHiga3sony-po3paxyHKoBO-BaroBUM METOAOM; 3MiHM | Tuny -
3MiHu 3 sikocTi. ToToBMIA Nikapcbkui 3acib. KoHTponb rotToBoro
nikapcbkoro 3acoby. 3miHa y MmeTofax BUnpobyBaHHs
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBepAXeHUX MeToAax BUnNpobyBaHHs) - 3MiHa y MmeToaax
BMNPOGYBaHHSI rOTOBOrO flikapcbKoro 3acoby 3a TecToM
"PO3YMHEHHS" BHECEHHS OMUC MPUrOTYBAHHS XONOCTOro
PO34MHY i 3MiHa KINbKOCTI iHXeKLin; 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBWIA Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHs
roToBOro nikapcbkoro 3acoby (HeaHauyHa 3miHa y
3aTBEPAXEHNX MeToAax BUNpobyBaHHSA) - 3miHa y MeToAax
BUNPOOYBaHHSA rOTOBOro MikapCbkoro 3acoby 3a TecTom
"KinNbKiCHe BU3Ha4YeHHA" BHECEHHSI ONUC NPUroTyBaHHA
XOFIOCTOr0 PO34mMHY i 3MiHa KifnlbKOCTi iHXeKUii; 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBMI Nikapcbkuii 3acib. KOHTporb FroToBOro
nikapcbkoro 3acoby. 3miHa y MmeTogax BUNpobyBaHHs
roToBOro Nikapcbkoro 3acoby (HeaHayHa 3miHa y
3aTBEpAXEHNX MeToAax BUNpobyBaHHSA) - 3miHa y MeToAax
BUNPOOYBaHHSA roTOBOro MikapCbkoro 3acoby 3a TecTom
"CynpoBigHi AOMILLKN" BHECEHO OMUC NPUrOTYBaHHS PO3YUHY
nnauebo, po3yYnHHKKA, XONIOCTOro Po3ymHy Ta ix
XpomatorpadyBaHHs N5 BUKIOYEHHS NiKiB JOMOMIKHUX
PEYOBMH Ta PO3YNHHMKIB

3a
peyernmom

UA/7657/01/01

250.

NPE®EMIH

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 20
mr; no 30 TabneTok
y bnictepi; no 1 abo
3 6nictepu B
KapPTOHHIN Kopobui

Amakca
dapma T

Benuka
BpuTaHia

IHTepnabop benn
Arl, Wsenuapis
(KOHTpONb cepin);
JTabop LlonniHrep
ATl Lsenuapis
(KOHTPOMb SIKOCTI);
Makc Liennep 3b0He
ATl Lsenuapis
(BUPOBHULTBO,
nakyBaHHS,

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM 3 sikocTi. [0TOBMI nikapcbkuii 3aci6. 3miHN y
BMPOOHMUTBI. 3MiHa po3Mipy cepii (BkMo4aoum gianas3oH
po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (36inbLeHHs Ao
10 pasiB NOPIBHSHO i3 3aTBEPAXXEHUM PO3MIPOM) - BBEAEHHSA
A04aTKOBOro po3Mipy Cepii FOTOBOro Nikapcbkoro 3acoby.
3anponoHoBaHo: 1,0 mnH Tabnetok 1,5 mnH Tabnetok 2,0 MnH
TabneTtok

be3
peuenma

UA/14671/01/01
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KOHTPOSb SIKOCTi Ta
Bunyck cepint); Coro
dnopgaic
IHTepHeLwHN
Cgit3epneHga CA,
LLisenuapis
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS1)

251.

NMPE®EMIH

TabneTku, BKpUTI
NniBKOBOIO
obonoHkoto, no 20
mr; no 30 TabneTok
y bnictepi; no 1 abo
3 Bnictepn B
KapTOHHi KopobLi

Amakca
®apma 1TA

Benuka
BputaHis

IHTepnabop benn
Al, Wsenuapis
(koHTpOnb cepii);
Jlabop LlonniHrep
Al, Wsenuapis
(kOHTpOnb AKOCTi);
Makc Liennep 3boHe
Al, lsenuapis
(BpOBHULTBO,
nakyBaHHs,
KOHTPOIb SIKOCTi Ta
Bunyck cepint); Coro
dnopaic
IHTepHeLWwHN
Cait3epneHg CA,
Llisenuapia
(nepBuWHHE Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHs1)

LLisenuapis

BHECEHHS 3MiH 1O peecTpaLiiHuX maTepianis:

3MiHu | TMNYy - 3mMiHKn Wwopao 6e3nekn/edekTUBHOCTI Ta

dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHsa” MKA J13”: 3anponoHoBaHo: MapKyBaHHS.
BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHs
OHOBMEHHs TEKCTY MapKyBaHHS YNakoBKU fikapCbKoro 3acoby

3 BHECEHHSAM iHhopMaLii Woao 3a3Ha4YeHHs OAMHULb

BUMiploBaHHs y cuctemi Sl. BBeaeHHS 3MiH npoTsrom 6-Tu
MicAUiB Nicns 3aTBepaXEeHHSA

be3
peuenma

UA/14671/01/01

252.

NPUCUNKA
ONTAYA

nopotuok no 50 r y
HaHui
nnactmacosiii; no 1
6aHui B nayui 3
KapToHy; no 50y
KOHTENHepax
nonimepHnx

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHN"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnaay (BBe4eHHs y3aranbHeHUX AaHUX Npo
cucTemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 3AINCHEeHH:A hbapMakoHarnagy; KOHTakTHoI
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHa BiAMIHHa Bif
YNOBHOBaXeHOi ocobu, BianoBiganbHoI 3a 3aiNCHEHHs!
hapmakoHarnagy (BKnYa4ym KOHTaKTHi AaHi) Ta/abo 3miHu y
po3milleHHi macTep-danna cuctemmn papmakoHarnsgy) -
3MiHa KOHTaKTHUX flaHMX YNMOBHOBaXeHOI ocobu,
BigNoBiganbHoi 3a hapmakoHarnag. 3MiHa micus 34iMCHEHHs
OCHOBHOI [iiNIbHOCTi 3 hapmakoHarnsgy. 3miHa
MicLie3Haxo4XeHHs macTep-canina; 3amiHu | Tuny -
AaMmiHicTpaTyBHI 3MiHU. 3MiHa HavimeHyBaHHA Ta/abo agpecu
Micus NpoBafXeHHA AisnbHOCTI BUpOOHMKa/imnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIOYayy AifbHULI BUMYCKY
cepii abo micue NnpoBegeHHsI KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a
SIKy Bignosigae BMpoOHMK/iMNopTep, BKNOYaUM BUNYCK Cepilt)

- 3MiHa HaNMeHyBaHHsA Ta agpecu BupobHuka M3, 6e3 3miHn

6e3
peuenma

UA/4889/01/01
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MicLs BUpobHMLTBA (BBEAEHHSA 3MiH NpOTSrom 6-Tn MicsuiB
nicnsa 3aTBepAXeHHs ); 3MiHu | Tuny - AOMiHICTpaTWBHI 3MiHW.
3MiHa HanMeHyBaHHs Ta/abo agpecu 3asBHVKa (BnacHVKa
peecTpauinHOro NocBiAYEHHSs1) - 3MiHa HaMeHyBaHHS! Ta
agpecu 3asiBHUKa (BBegeHHs1 3MiH NpoTarom 6-Tm micauis
nicnsa 3aTBepAXeHHs ); 3aMiHu | Tuny - 3miHn woao
6e3nekn/edeKkTUBHOCTI Ta dhapmakoHarnsgy (iHwi 3mMiHK) -
3MiHN BHECEHI B TEKCT MapKyBaHHS1 YMaKoBKW MikapCbKoro
3acoby LLoA0 3a3HAYEHHST MiXKHAPOAHMX NO3HAYEeHb OOMHULb
BMMiptoBaHHS. OHOBIEHHS BXXe 3aTBEPKEHOrO TEKCTY
MapKyBaHHS BTOPUHHOI Ta MEePBUHHOI YNaKOBKU IiKkapCbKOro
3acoby 3 BHECEHHSIM NO3Ha4YeHb OAMHWLb BUMIPOBAHHS 3a
cuctemoto Sl, 3rigHo BuMor Haka3y MiHicTepcTBa
€KOHOMIYHOro po3BuUTKY i TopriBni Ykpaiiu Ne914 Big
04.08.2015 (BBeaeHHs 3miH npoTAromM 6-Tu micsliB nicns
3aTBEPAKEHHS)
253.| NPOrPA®® KOHUeHTpaT Ansa AcTtennac HigpepnaHam Actennac lpnaHa Ipnangis BHECEHHSA 3MiH [0 peecTpaLinHmux martepianis: 3a UA/4994/01/01
npuroTyBaHHsa ®apma tOpon Ko., Nt 3MiHuM | TMny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta peyernmom
pO34unHY Ana B.B. dapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy
BHYTPILLIHbOBEHHOrO “MapkyBaHHs” MKA N13”: 3anponoHoBaHo: MapkyBaHHs.
BBEAEHHS, 5 Mr/mn MapkyBaHHS BiANOBIAHO 4O 3aTBEPOXKEHOrO TEKCTY
no 1 mn B amnyni; MapKyBaHHS. 3MiHV BHECEHi B TEKCT MapKyBaHHs MEPBUHHOI
no 10 amnyny Ta BTOPMHHOI YMaKoBKM Nikapcbkoro 3acoby Loa0 3a3HavyeHHs
NNacTUKOBI MiXXHapPOAHMX NO3HAYeHb OAUHULIL BUMIpIOBaHHSA. BBeaeHHs
YapyHKOBIN 3MiH NPOTArom 6-Tu MicALIB NiCNs 3aTBEPAKEHHS.
ynakosLui; no 1
yrnakoBui B
KapTOHHIN nadui
254.| NPOrPA®® Kancynu Teepai no AcTtennac Higepnaxnam Actennac lpnaHa Ipnangis BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis: 3a UA/4994/02/01
0,5 mr no 10 kancyn $apma HOpon Ko., Jltg 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
y 6nictepi; no 5 B.B. hapmakoHarnagy (iHwi 3miHu) - BHeceHHst 3amiH fo po3giny
Gnictepis B “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
antomiHieBomy MapKyBaHHS BignoBIigHO A0 3aTBEPAXEHOr0 TEKCTY
nakeri; no 1 nakety MapKyBaHHS. OHOBMEHHSA TEKCTY MapKyBaHHS NEPBUHHOI Ta
B KapTOHHIl kopobLi BTOPUHHOI YNaKoBKM fikapcbKkoro 3acoby i3 3a3HayeHHAM
MiXXHapOAHMX NO3HAYeHb OAUHMULL BUMIPIOBAHHS.
BBeaeHHs 3MiH NpoTAroM 6-Tu MicAUiB Nicna 3aTBEPAKEHHS.
255.| MPOrPA®® Kancynu Teepai no 1 Actennac Hinepnanam Actennac lpnaHa Ipnangis BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/4994/02/02
mr no 10 kancyn y dapma HOpon Ko., Nt 3MiHM | TNy - 3amMiHn WwWopo 6e3neku/edekTUBHOCTI Ta peyernmom
6nictepi; no 5 B.B. hapmakoHarnsgy (iHwi 3miHKn) - BHeCeHHsi 3aMiH 4o po3ainy
Gnictepis B “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
antomiHieBomy MapKyBaHHS BignoBigHO 40 3aTBEPOXKEHOrO TEKCTY
nakeri; no 1 nakety MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS NEPBUHHOI Ta
B KapTOHHI kopoOui BTOPVHHOI YMaKoOBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHAM
Mi>)KHapOAHUX NO3HAYEeHb OAMHULL BUMIPHOBAHHS.
BBeaeHHs1 3MiH NpOTSAroM 6-Tu MiCAUIB Nicns 3aTBEPOKEHHS.
256. MPOrPA®® Kancynu Teepgi no 5 Actennac Hinepnaxnam Actennac lpnaHg Ipnangis BHECEHHS 3MiH [0 peecTpauinHmMx martepianis: 3a UA/4994/02/03
mr no 10 kancyn y dapma HKOpon Ko., Nta 3MiHuM | TUny - 3MiHK Wopao 6e3nekv/edeKTMBHOCTI Ta peuyernmom
6nictepi; no 5 B.B. hapmakoHarnsgy (iHwi 3miHKn) - BHeCeHHsi 3aMiH 4o po3ainy

bnictepis B
antoMiHieBomy

“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
MapKyBaHHS BignoBigHO 40 3aTBEPAXEHOr0 TEKCTY
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nakerti; no 1 nakeTy MapKyBaHHS. OHOBIEHHS TEKCTY MapKyBaHHS MEPBUHHOI Ta
B KapTOHHIl kopooLyi BTOPUHHOI YNaKOBKM JiKapcbKoro 3acoby i3 3a3Ha4yeHHAM
MiXXHapOAHUX NO3HA4YeHb OAVHULL BUMIPOBAHHS.
BBefeHHst 3MiH NpoTArom 6-Tn MicAUiB Micns 3aTBepAXeHHS .
257, NYPU- Tabnetkv no 50 mr AcneH ®apma | lpnaHgis Ekcenna 'm6X i Ko. HimeyunHa BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MmiHu | Tuny - 3a UA/14862/01/01
HETON™ no 25 rabnertok y Tpenginr Kl 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyernmom
dnakoHi; no 1 Jlimiteq 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS YNaKoBKM MikapCbKoro
rnakoHy y 3acoby 3 BHECEHHSIM iHhopMaLlii WoA0 3a3HAYeHHS OOUHMULb
KapTOHHi KopobLi BUMiptoBaHHs y cuctemi Sl. BHeceHHs 3MiH Ao p. MapkyBaHHs
MKA J13 3anponoHoBaHo: 3rigHO 3aTBEPAKEHOro TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSI 3MiH NPOTAroM 6 micsAuis nicns
3aTBEePAKEHHS
258.| PANIMIT Tabnetku, Wo TOB "TeBa Ykpaina AkTasic J1T[ ManbTa BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/8651/01/01
aucnepryloTbes B Ykpaina" 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsay (iHwi | peyenmom
POTOBI NOPOXHMHI, 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
no 2,5 mr; no 2 abo nikapcbKkoro 3acoby LoAo 3a3HavYeHHs MiXXHapoaHWX
6 Tabnetok y no3HavyeHb OAMHULIL BUMIpOBaHHSA. BHeCeHHs 3MiH Ao po3ainy
6nictepi; no 1 “MapkyBaHHs” MKA J13: 3aTtBepaxeHo: TeKCT MapkUpoBKM:
6nictepy B npunaraetcs. 3anponoHoBaHo: MapkyBaHHs. 3rigHo
KapTOHHi KopobLi 3aTBEPAKEHOro TEKCTY MapKyBaHHs.
TepMmiH BBeEHHS 3MiH - NPOTAroM 6 Micsauis nicns
3aTBEPKEHHS.
259, PAMIMIT Tabnetku, Wo TOB "TeBa YkpaiHa AkTasic J1T[ ManbTa BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/8651/01/02
aucnepryotbca B YkpaiHa" 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
POTOBI NOPOXHWHI, 3MiHUM) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
no 5 wmr; no 2 abo 6 nikapcbkoro 3acoby w040 3a3Ha4YeHHs MiXkKHapOOHMX
TabneTok y GnicTepi; no3Ha4yeHb OAMHULL BUMipHOBaHHA. BHeceHHs 3MiH o po3ainy
no 1 6nictepy B “MapkyBaHHa” MKA J13: 3aTtBepaxeHo: TeKCT MapKMpoBKU:
KapPTOHHI kopobLi npunaraetcs. 3anponoHosaHo: MapkyBaHHs. 3rigHO
3aTBEPXKEHOrO TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsAuis nicns
3aTBEPOKEHHS.
260.| PEOOUTYKC KOHLeHTpaT Ansa O-p Peppi'c IHais O-p Pepai'c IHaisa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3mMiHu | Tuny - 3a UA/12905/01/01
PO34mnHY Ana Na6opatopic Jlabopatopic 1o 3MiHu 3 akocTi. A®I. KoHTponb A®I. 3miHa y meTogax peuernmom
iHdysin, 10 mr/mn; Nita BUNpobyBaHHst AD| abo BuUxiaHOro Matepiany/npomMixxHoro

no 10 mn (100 mr)
abo no 50 mn (500
Mr) y dnakoHi; no 1
dnakoHy B
KapTOHHI kopooLi;
no 1 KapTOHHiIN
Kopobui y
nnacTuKoBoMy
MiLLKY

npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y MPOLECi
BMpoGHMUTBa A®I (iHWi 3MiHM Y MeTofax BUNPoGyBaHHs
(Bkntovatoum 3amiHy abo gonosHeHHs ) A®l abo
BWXiZAHOrO/NMPOMIXXHOrO MPOAYKTY) - BHECEHHS 3MiH Y MeToam
KoHTponto skocTi A®I y BigNoBIigHOCTI 40 BUMOr €BPonencbKoi
dapmakonei Ta NoB'A3aHMX 3i 3MiHaMu y cneumadikauii
(BBeaeHHs 3MiH NpoTArom 6-Tu MicsLiB NiCNsi 3aTBEPAKEHHS);
3MiHu | Tuny - 3miHK 3 AkocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb rotosoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO fikapCbKoro 3acoby (iHLWi 3MiHW y
MeToaax BunpobyBaHb (BkNoYaum 3amiHy abo AONOBHEHHS))
- 3MiHK B meToaax BunpobysaHHs T13 3a nokazHukamu
«Onucy Ta «OCMOonANbHICTbY, WO 06YMOBMEHO 3MiHOK B
cneumndikauii M3 (BBeaeHHst 3MiH npoTArom 6-Tn micsauis
nicns 3aTBepakeHHs); 3MiHm | Tuny - 3miHu 3 akocTi. [oToBUM
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nikapcbkuit 3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npuaatHocTi abo ymoBax 36epiraHHs roToBOro NnikapcbKoro
3aco0by (36inblUeHHs TepMiHy NpuAaTHOCTi rOTOBOro
nikapcbkoro 3acoby) 36inbleHHa TepMiHy NpuaaTHOCTI
nikapcbkoro 3acoby 6ionori4yHoro/iMyHonoriYHOro MOXOAXKEHHS
Ha OCHOBI pe3ynbTaTiB AOCNiAXeHb CTabinbHOCTI, NpoBeAeHMX
BiANOBIAHO A0 3aTBEPAXEHOro MPOTOKOMY - 30iMbLUEHHS
TepMiHy 36epiraHHs nikapcbkoro 3acoby: 3aTBepaxeHo: 2
pokn 3anponoHoBaHo: 3 pokn. 3MiHN BHECEHO B iHCTPYKLIitO
ANA MeANYHOro 3acTOCyBaHHs Nikapcbkoro 3acoby y p.
"TepmiH npuaaTtHocTi" (BBEAEHHS 3MiH NpoTArom 6-Tu micsiuis
nicnsa 3aTBepaXeHHs1); 3aMiHu |l Tuny - 3MiHm 3 akocTi. API.
Bupo6HuuTBO. 3MiHM B npoueci BupobHuutea AP (iHwwi 3miHW)
- BHECEHHS 3MiH y BUPOGHM4MiA npouec APl ans
3abesneyeHHs NiABULLEHOI MPOAYKTMBHOCTI Ta MOKpaLleHHS
KOHTPOSIO Nif, Yac npouecy BUpobHuLTBa (BBEaeHHs 3MiH
npoTsiroM 6-Tu micsAUiB Nicns 3aTBepAXeHHS); 3MiHu |l Tuny -
3MmiHu 3 akocTi. A®l. BupoGHULTBO. 3MiHU B NpoLeCi
BMpobHuUTBa A®PI (iHWi 3miHK) - JoaaHHsa cTagii
3aMOpOXyBaHHS akTUBHOI cybcTaHuii (BBeaeHHS 3MiH
npoTsiroM 6-Tu micsAUiB Nicns 3aTBepAXeHHS); 3MiHu |l Tuny -
3MiHun 3 akocTi. A®Il. BupobHuuTBo. 3miHa po3mipy cepii
(Bkntoyatoun aianasoHu) A®l abo NPOMiXXHOrO NPOAYKTY, SKWI
3acTOCOBYETbLCS Y NpoLeci BUpobHMUTBa AP (iHLWi 3MiHK) -
36inbLieHHst po3mipy cepii A®| 3ateepaxeHo: 200 L
3anponoHoBaHo: 200 L and 1000 L (BBeaeHHs 3MiH NpoTsirom
6-Tu micsLiB nicns 3aTBepAXKeHHs); 3MiHu |l Tuny - 3MiHn 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneumngikauisix Ha A®I, abo BUXIgHWI/MPOMIDKHUIA
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMpobHuUTBa AP (iHLWi 3MiHW) - 3MiHK Y cneundikauii APl y
BiANOBIAHOCTI 40 BUMOr €BponencbKkol hapmakonei Ta'y
BianosigHocTi o pekoMmeHgauin WHO (BegeHHs 3MiH
npoTsiroM 6-Tu micsLiB Nicns 3aTBepAXeHHs); 3MiHu |l Tuny -
3MiHu 3 sikocTi. ToToBMIA Nikapcbkuit 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHM Y Npoueci BUpobHULTBa rOTOBOroO
nikapcbkoro 3acoby, BKIo4aoum NpoMiXKHUA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULITBI rOTOBOrO MikapcbKoro
3acoby (nikapcbkuii 3acib € nikapcbkum 3acobom
6ionoriYHOro/iMyHOMOrYHOro MOXOMAXKEHHS Ta 3MiHa BMMarae
npoBeAeHHS NOPIBHAMBHUX JOCHIAXEHb) - YAOCKOHANEHHS
BMPOBHMYOro npouecy 3 AoaaBaHHsSM [oAaTKOBOI cTagil
dinbTpauii nepeg camvm HanoBHeHHsIM (BBeaeHHsi 3MiH
npoTaroMm 6-Tu micsAuiB nicns 3aTBepAXeHHs); 3miHu Il Tuny -
3MiHu 3 aKocTi. [oToBUI Nikapcbkui 3aci6. 3mMiHn y
BMPOOHMUTBI. 3MiHa po3Mipy cepii (Bkrtovaloum gianasoH
po3Mmipy cepii) roToBOro nikapcbkoro 3acoby (3miHa Bumarae
OLJiHKM MOPIBHAHHOCTI (NpOBeAEeHHS NOPIBHAMBHUX
pocnigxeHb) nikapcbkoro 3acoby GionoriyHoro/iMmyHomnorivHoro
noxogkeHHsi abo 3miHa y po3Mipi cepii BUMarae npoBeAeHHst
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HOBOro A0CMiAXeHHs1 6ioekBiBaN€eHTHOCTI) - 36iNnbLUEeHHS

po3mipy cepii 113 no 50 mn (500 mr) y donakoHi 3aTBepaKeHO:
75 niTpiB 3anponoHoBaHo: 75 niTpie Ta 225 niTpis (BBeaeHHs

3MiH NpOTAroM 6-Tu MicsUiB Nicnsi 3aTBEPAXXEHHS); 3MiHu ||

T1ny - 3MiHM 3 AKocTi. ToToBMI NMikapcbkuii 3aci6. KoHTponb

roToBOro nikapcbkoro 3acody. 3miHa napameTpis
cneumgikauin Ta/abo JonyCTUMUX MEX roTOBOrO MikapCbKoro
3acoby (iHLWi 3MiHW) - 3MiHW, LLIO NOB'sA3aHi 3 MPUBEAEHHSIM [0
BMMOT €Bponencbkoi dhapmakonei Ta AaHUMK pedepeHTHOro
npenapary.

3MiHV BHECEHO B iHCTPYKLiO AN MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y p."OCHOBHI ¢i3nko-xiMidHi BnacTmBocTi"
(BBegeHHs 3MiH npoTarom 6-Tu MicsUiB nicns 3aTBepAXKEHHS)

261.

PEAOUTYKC

KOHLIeHTpaT Ans
po3unHy Ans
iHdpysin, 10 mr/mn; in
bulk: no 10 mn (100
mr) a6o 50 mn (500
Mr) y donakoHi; no
1000 dpnakoHis y
KopoobLi

O-p Peppi'c
Jlabopatopic
Ntg

IHAaia

[-p Peppi'c
Jlabopatopic 1o

IHAia

BHECEHHS 3MiH 0 peecTpaLinHux matepianis: 3MiHu | Tuny -
3miHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa APl abo BuxigHOro matepiany/npomixxHoro
NpOoAYKTYy/peareHTy, L0 BUKOPUCTOBYETHLCS Y MPOLIEC]
BMpobHMUTBa A®PI (iHLWi 3MiHKM Y MeTofax BUNpobyBaHHS
(Bkntoyatoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiAHOrO/MPOMIXXHOr0 MPOAYKTY) - BHECEHHS 3MiH Y METOAM
KOHTponto sikocTi A®I y BignoBigHOCTI 40 BUMOr €BponencbKoi
dapmakonei Ta NoB'A3aHMX 3i 3MiHaMu y cneumaikadii
(BBegeHHs 3MiH NpoTarom 6-Tu MicsLiB nicnsi 3aTBEpAXKEHHS);
3MiHK | TMny - 3MiHK 3 sikocTi. FoToBMI Nikapcbkuii 3acib.
KoHTponb rotosoro nikapcbkoro 3acoby. 3miHa y meTopax
BMNPOGYBaHHSI rOTOBOrO fikapcbKoro 3acoby (iHLWi 3MiHW y
mMeTofax BunNpobyBaHb (BKMYaoum 3amiHy abo [,ONOBHEHHS))
- 3MiHM B MeTogax BunpobysaHHsa 113 3a nokazHukamu
«Onucy Ta «OcMonAnbHICTEY, WO 06YMOBIEHO 3MiHOK B
cneundikauii M3 (BBegeHHs 3MiH NpoTarom 6-Tu micsuis
nicns 3aTBepaXeHHs1); 3MiHu | Tuny - 3miHn 3 skocTi. FoToBMNI
nikapcbkuin 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHsi FOTOBOro NikapCbKoro
3acoby (36inblUeHHs TepMiHY NpuAaTHOCTI rOTOBOro
nikapcbkoro 3acoby) 36inbLleHHs TepMiHy NpuaaTHOCTI
nikapcbkoro 3acoby 6ionoriyHoro/iMyHonoriYHOro NOXOAXKEHHS
Ha OCHOBI pe3ynbTarTiB foCHiAXeHb cTabinbHOCTi, NPOBEAEHUX
BiANOBIAHO 40 3aTBEPAXXEHOr0 MPOTOKOMY - 36iMNbLUEHHS
TepMiHy 36epiraHHsl nikapcbkoro 3acoby: 3aTBepaxeHo: 2
poku 3anponoHoBaHO: 3 PoKK.; 3MiHK Il Tuny - 3MiHK 3 AKOCTI.
A®I. BupobHuuTBo. 3miHu B npoueci BupobHuutea A®I (iHwwi
3MiHW) - BHECEHHS! 3MiH Yy BUPOGHMYMIA npouec AD| ans
3abe3neyeHHs NigBuLLEHOT NPOAYKTUBHOCTI Ta NOKpaLLEHHS
KOHTPOIO Nif Yac npouecy BupobHuuTBa (BBeaeHHs 3MiH
npoTaroMm 6-Tu micsAuis nicnsa 3aTBepAXeHHs); 3MiHu Il Tuny -
3MiHn 3 akocTi. A®l. BupobHuuteo. 3MiHM B NpoLeci
BMpobHuuTBa A®I (iHWi 3miHK) - JlogaHHs cTagii
3aMOpOXXyBaHHS akTUBHOI cybcTaHuii (BBegeHHs 3MiH
npoTaroMm 6-Tu micsAuiB nicnsa 3aTBepAXeHHs); 3miHu Il Tuny -
3MmiHu 3 akocTi. A®l. BupobHuuTBo. 3miHa po3mipy cepii
(Bknovatoum gianazoHun) APl abo NpoMixKHOTO NPOAYKTY, SKWN

UA/12906/01/01
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3acToCOoBYETbCS Yy npoueci BUpobHuuTBa AP (iHLWi 3MiHK) -
36inbLeHHs posmipy cepii A®| 3atBepaxeHo: 200 L
3anponoHosaHo: 200 L and 1000 L (BBeaeHHs 3MiH npoTsarom
6-TV MicALiB nicns 3aTBepAXKeHHs); 3MiHu |l Tuny - 3MiHn 3
skocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumngikauin Ta/abo oNyCTUMUX MEX, BUSHAYEHUX Y
cneumngikauisx Ha A®l, abo BUXIOHWI/MPOMIDKHUN
NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpobHuuTBa API (iHLWi 3MiHW) - 3MiHK Y cneundikauii APl y
BiANOBIAHOCTI 4O BUMOr €Bponencbkol hapmMakonei Ta'y
BignosigHoCTI 8o pekomenaauin WHO (BeeneHHs1 3MiH
NpoTSAroM 6-Tu micsAUiB Nicns 3aTBepAXeHHS); 3MiHu |l Tuny -
3MiHu 3 skocTi. ToToBMIA Nikapcbkui 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHM Y Npoueci BUpoBHULTBa rOTOBOrO
nikapcbKoro 3acoby, BKIo4aoym NPOMiXKHUIA MPOAYKT, L0
3aCTOCOBYETHCS NPY BUPOBHULITBI rOTOBOrO fikapCbKoro
3acoby (nikapcbkuii 3acib € nikapcbkum 3acobom
6ionoriyHOro/iMyHoONOriYHOro NOXO4XKEHHSI Ta 3MiHa BUMarae
NPOBEAEHHS MOPIBHANBHUX AOCMIAXEHb) - YA,O0CKOHaNEeHHs
BMPOBGHMYOro npouecy 3 4oaaBaHHSAM Ao4aTKoBol cTagil
dinbTpaLii nepen camum HanoBHeHHsIM (BBefeHHS 3MiH
npoTsiroM 6-Tu micsAUiB Nicns 3aTBepAXeHHS); 3MiHu |l Tuny -
3MiHu 3 sikocTi. FoToBMI Nikapcbkuit 3aci6. 3MiHK y
BMPOBHMUTBI. 3MiHa po3mipy cepii (Bkntoyaroum gianas3oH
po3Mipy cepii) roroBoro nikapcekoro 3acoby (3miHa Bumarae
OLIIHKM MOPIBHAAHHOCTI (NpOBeAEeHHS NOPIBHANBHUX
AocnifxeHb) nikapcbkoro 3acoby bionoriyHoro/imyHonoriYHoro
NoxomkeHHs1 abo 3miHa y po3mipi cepii BUMarae npoBeaeHHst
HOBOro AocnigkeHHs 6ioekBiBaneHTHOCTI) - 36inbLUEeHHS
po3mipy cepii M3 no 50 mn (500 mr) y donakoHi 3aTBepaXeHo:
75 niTpis 3anponoHoBaHo: 75 niTpie Ta 225 niTpis (BBegeHHs
3MiH NpOTArom 6-Tu MicsLiB nicns 3aTBepaXeHHs); 3miHu ||
Tuny - 3MiHM 3 sikocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONYCTUMUX MEX FOTOBOrO NikapCbKoro
3acoby (iHLWi 3MiHK) - 3MiHW, LLLO NOB'A3aHi 3 NPUBEAEHHSIM [0
BMMOr €Bponercbkoi bapmakonei Ta gaHumm pedepeHTHOro
npenapary.

262.

PEMOTIB

TabneTku, BKPUTI
NniBKOBOO
o6oroHkoto, no 500
mr, no 10 TabneTok
y 6nictepi; no 3 abo
6 6nictepiB y
KapTOHHIN KopobLii

Amakca
dapma T

Benuka
BpuTaHia

IHTepnabop benn
Arl, Wsenuapis
(KOHTPOMb SIKOCTI);
Jla6op LlonniHrep
Arl, Wsenuapis
(KOHTPOMb SIKOCTI);
Makc Liennep 3b0He
ATl Lsenuapis
(BUPOBHMLTBO 3a
MOBHUM LIMKIIOM);
Coro ®nopgaic
IHTepHeLWwHn
Cait3epneHg CA,

LLisenuapis

BHECEHHS 3MiH [0 peecTpauinHmMx marepianis:

3MiHM | TNy - 3amMiHW WwWopo 6e3neku/edekTUBHOCTI Ta

hapmakoHarnsay (iHwWi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
BignoBigHo A0 3aTBEPAXEHOro TEKCTY MapKyBaHHS
OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby

3 BHECEHHSAM iH(hopMaLii LWOoAO 3a3HAYEHHA OAUHULb

BMMIiptOBaHHS y cuctemi Sl. BBegeHHs 3miH NpoTarom 6-tu
MicsAUiB Nicnsi 3aTBEPOKEHHSA

be3
peuenma

UA/16299/01/01
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BTOPWHHE
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263./ PEHHI® 3 TabneTku xyBarnbHi Banep LLisenuapis Henbdapm Manapa ®paHuisa BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 6e3 UA/7798/01/01
MEHTONOBWU | no 12 tabneTtok y KoHcblomep 3MiHun 3 skocTi. CepTudikaT BignosigHocTi/lE-cepTudikat peuernma
M CMAKOM 6nictepi 3 Kep Al BiAnoBiAHOCTI €Bponeiickkin dhapmakonei/MmoHorpadii.
nepcdopadieto, no 1 MopaHHs HoBOro abo OHOBNEHOrO cepTudikaTa BigNoOBIAHOCTI
abo no 2 6nictepu B abo BunyyeHHs ceptudikaTa BignoBiaHOCTI EBponenchKin
KapTOHHI kopobuli; dapmakonei: ans A®l; ona BuxigHoro
no 6 TabneTtok y maTepiany/peareHTy/npoMiXKHOro NPpoAyKTY, L0
6nictepi, no 2 abo BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; ANt 4ONOMIKHOI
no 4 6nictepu B peyoBUHU (cepTudikaT BiaNoBiQHOCTI €BponechbKin
KapTOHHi KopobLi dapmakonei) - OHoOBREeHUA cepTudikar Bif yxe
3aTBEpPAKEHOro BUPOOHWKA -
nogaHHs oHoBneHoro CepTudikaTty BiANoOBIAHOCTI
€Bponevicbkin hapmakonei R1-CEP 2001-366-Rev 02
(nonepepaHs Bepcia R1-CEP 2001-366-Rev 01) Bia Bxe
3aTBepakeHoro BupobHuka OMYA SAS, France gns Ad|
KanbLito kapboHaTy, sk Hacnigok 3amiHa agpeca BnacHuka CEP
264/ PUBOMYCTWM | nopowiok ans AcTtennac Higepnanam BMPOGHUK roToBOI Benbris BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3aMiHu | Tuny - 3a UA/11584/01/01
H npuroTyeBaHHsa ®apma tOpon nikapcbkoi oopm HimeyunHa 3MiHK 3 skocTi. APl BupobHuuTBo. 3MiHa BUPOGHUKa peuernmom
KOHLeHTpaTy ans B.B. (Bci cTagii BMXiZAHOrO/MPOMIXKHOrO MPOAYKTY/peareHTy, Lo
npuroTyBaHHs BMPOGHMLTBA, BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY npouieci AdI, abo 3miHa
pPO34MHY Ans BTOPVHHA BMPOGHMKa (BKMoYato4m, e HeobxigHo, MicLie NpoBedeHHs
iHdy3in no 25 mr, no ynakoBka): CeHekci- KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudikata
55 Mr nopoLuky y JTabopaTtop TucceH BiANOBIAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMY
cnakoHi; no 1, 5,10 C.A., benbris; [0Cbe)(3anponoHOBaHMI BUPOOHMK HanexuTb 4o Tiei camoi
abo 20 cpnakoHiB y OHkoTek Papma BMPOBHMWYOI rpynu NiANPUEMCTB, LUO 1 3aTBEPIAXEHWN) -
KapTOHHI kopoOLyi MpoaykuioH M6X, AofdaBaHHS HOBOI AiNbHULi Mo BUpoGHUUTBY AdI
HimeyunHa; (6eHpamycTuHy rigpoxnopuay) (3 Tiel ) camoi rpynu komnaHin
BTOPVHHA YNaKoBKa, Carbogen Amcis AG) Dishman Pharmaceuticals and
[03BiN Ha BUNYCK Chemicals Ltd, skuin oxonnoe CUHTE3 YOTUPbOX NPOMIXKHNX
cepii: Xaynt ®apma npoaykTis - M000271 go M 000274. 3miHn y cneumdikauii ADI
BonbdparcxayseH He Big6ynwucs; amiHu | Tuny - 3miHu 3 sikocTi. API. KoHTponb
'm6X, HimeuunHa A®I. BmiHa y meTofax BunpobysaHHa APl abo BuxigHoro
maTtepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETHCA y npoueci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEPOKEHUX METOAAX BUNPOOYBaHHSI) - OHOBMEHHSI
Banigauii aHaniTMYHOT MeTOoAMKM 3i 3MIHOK HOMEpY MeToay
ONS QiroYvoi pevyoBUHN: BU3HaYeHHs MNManagio Ta BU3Ha4YeHHs
TMAC ta TYMC
265.| PUBOMYCTWU | nopoLuok Ans AcTtennac Hinepnaxnam BMPOBHUK roTOBOI Benbris BHECEHHS 3MiH 40 peecTpauinHuX matepianis: 3MiHu | Tuny - 3a UA/11584/01/02
H npuroTyeBaHHsA ®apma HOpon nikapcbkoi oopm HimeuunHa 3MiHK 3 sikocTi. A®I. BupobHuuteo. 3miHa BUpobHuMKa peuernmom
KOHLUEHTpaTy Ans B.B. (Bci cTagii BWXiAHOrO/MPOMIXXHOrO MPOAYKTY/peareHTy, Lo
NPUroTyBaHHs BMPOOHMLTBA, BMKOPUCTOBYIOTLCH Y BUPOBHNYOMY npoueci ADI, abo 3miHa
pO34MHY Ans BTOpVHHA BMPOOHMKa (BKMOYakoyu, ge HeobxigHo, MicLie NpoBedeHHS
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266.

P

MBACTUIMI

no 220 Mr NOpoOLUKY
y dnakoHi; no 1 abo
no 5 dpnakoHis y
KapTOHHi KopobLi

Kancynu TBele,i no

ynakoBka): CeHekci-
JlabopaTtop TucceH
C.A., benbrisi;
OHkoTek Papma
MpoaykuioH MM6X,
HimevunHa;
BTOPVHHA YMNaKoBKa,
[003BiN Ha BUMYCK
cepii: Xaynt ®apma
BonbdparcxayseH
'm6X, HimeuunHa

KoHTponto AkocTi) A®I (3a BigcyTHOCTI cepTudikara
BiANOBIAHOCTI €BponeVichbkin dhapmakonei y 3aTBepaXeHoMy
[0ChE)(3anponoHOBaHMA BUPOOHMK HanexuTb Ao Tiei camoi

BMPOBHMWYOI rpynu MiANPUEMCTB, LU0 1 3aTBEPAXEHUN) -
Ao0aBaHHS HOBOI AinbHULUI No BUpoOHMUTBY ADI|
(6beHpamycTuHy rigpoxnopuay) (3 Tiei ) camoi rpynu KounaHin
Carbogen Amcis AG) Dishman Pharmaceuticals and
Chemicals Ltd, Skuii oxonnioe CUHTE3 YOTMPbLOX MPOMIKHUX
npoaykTis - M000271 no M 000274. 3miHn y cneumdikauii AdI
He Big6ynucs; amiHu | Tuny - 3miHn 3 skocTi. A®|. KoHTponb
A®|. 3miHa y meTofax BunpobysaHHa APl abo BuxigHoro
maTepiany/npomixxHoro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCS Y NpoLieci BupobHuutea APl (HeaHauHi
3MiHW y 3aTBEpAXeHNX MeToAax BUNpobyBaHHS) - OHOBIEHHS
Banigauii aHaniTMyHoi MeToarKHM 3i 3MiHOIO HOMepy MeToay
OnNA Qilo4oi pevyoBUHK: BU3HadeHHs MNanagilo Ta BU3HavYeHHs
TMAC ta TYMC

H

1,5 mr; no 14 kancyn
y 6nictepi; no 2
6nictepu B
KapTOHHI kopobUi

OpioH
Kopnope#niuH

QiHNARAIN

En.Mi.En. Ceict
Cepsicec (ManbTa)
JIta, ManbTa
(anbTepHaTMBHUI
BMPOGHMUK, L0
3AINCHIOE KOHTPOSb
sikocTi); OpioH
KopnopeniuH,
PiHNAHAIA
(anbTepHaTMBHUI
BMPOGHMUK, L0
3[iCHIOE BTOPUHHE
nakyBaHHs Ta
BUMYCK Cepilt);
OpioH KopriopeliLuH,
PiHNaHAIA
(BMPOBHUK, L0
3[iACHIOE BTOPUHHY
yNaKoBKY, KOHTPOJ1b
SIKOCTi, BUMYCK
cepin); ToppeHT
dapmacbtoTikanc
NimiTen — 3aBog B
IHapag , IHais
(BUPOBHUK, WO
30iMCHI0E
BMPOBGHULTBO,
NEPBUHHY, BTOPUHHY
YNaKoBKY, KOHTPOJ1b
SIKOCTI)

ManbTa
QiHNAHAINA
IHAia

BHECEHHS 3MiH O peecTpaLiH1X maTepianis:
3MiHM | TUNy - AOMiHiCTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHs!
Ta/abo agpecu Micusi NPoBagXeHHs AisribHOCTI BUPOBHMKa
(BKMtOYarouK, 3a HEOBXIAHOCTI, MiCLle MPOBEAEHHSI KOHTPOIHO
sikocTi), abo BnacHuka mactep-gaiina Ha A®l, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
3acToCOBYOTbCS Y BUPOOHULTBI AD| (SIKLLIO 3a3HaYEHO Y A0ChE
Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
BiANOBIAHOCTI €BponeNcbki hapmakonei y 3aTBepaxeHoMy
nocbe, abo BUpobHMKa HOBOT JOMOMIDKHOI PEYOBUHM (SIKLLLO
3a3HaYeHo y 0CbE) - HE3HAYHI 3MiHU [0 agpecu
3apeecTpoBaHoi AinbHuLi Ana BupobHuuTea Adl:
3aTBepaxeHo: Torrent Pharmaceuticals Limited (TPL, Indrad)
Ahmedabad-Mehsana highway Taluka-Kadi, Dist-Mehsana,
Indrad-382721 Gujarat, India 3anponoHoBaHo: Torrent
Pharmaceuticals Limited— Indrad Plant Near Indrad Village,
Taluka Kadi, Distict: Mehsana, Gujarat- 382721 India; 3MiHu |
TMny - 3MiHu 3 AkocTi. A®Pl. KoHTponb A®I. 3miHa y
napameTpax crneumdikadi Ta/abo 4oNyCTUMUX MEX,
BM3HAYeHUX y crneumdikauisx Ha A®l, abo
BUXiAHWA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuutea APl (BUNy4EHHS HE3HAYHOrO
noKasHuKa SIKOCTi (Hanpukiag BUIy4YeHHs 3actapinoro
NOKa3HMKa)) - BUNY4YeHHS HE3Ha4YHOro NoKasHu1ka siKocTi
(koHTponb BMICTY AoMmilwku N- eTun- N-meTtun
kapbamoinxnopuay) y cneundikauii A®I npotarom
cTabinbHocTi; 3MiHu | TNy - 3miHK 3 skocTi. APl Cuctema
KOHTenHep/3akynoptoBasnbHui 3acib. 3miHM napameTpis
cneumadikauin Ta/abo 4ONYCTUMUX MEX, 3a3HaYEHMX Y
cneumadikauisx, ans 6esnocepedHboi ynakoku AdDI
(monoBHeHHs crneundikaLii HOBUM MOKa3HWKOM Ta

BiAMNOBiAHMM MeTOAOM BUNPOOYyBaHHS) - 40AaBaHHSA HOBUX

3a
peuenmom

UA/11943/01/01
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napameTpiB y cneuudikaLito nakyBanbHOro marepiany ans
AilY40i peyoBMHM (NPO30POro NomMieTUNEeHOBOro nakeTa
HM3bKOI LWinbHOCTI ), a came ldentification, Non volatile
Residue, Sealing quality; 3miHn | Tuny - 3miHm 3 sikocTi. API.
Bupo6HMuTBO. 3MiHM BUNpoGyBaHb abo AONYCTUMUX MEX Y
npoueci BupobHuutea AdI, o BcTaHoBNEHI y cneundikauisx
(BMNY4EHHSI HECYTTEBOrO BMMPOOYBaHHS) - BuAANEeHHs
HecyTTEBOro BUMNpobyBaHHS y npoveci BupobHuuytea A®I Ha
OCHOBI OLIiHKM HasiBHUX faHux, a came T.Water content, R-
isomer, KOHTPOIb NPOBOAUTLCSA MICNA OYULLIEHHS Ta CYLLIKK;
SKICTb MATPYMYETHCSA iHLLIMMM NapaMeTpaMu TECTYBaHHS Y
npoteci BUpOGHULTBA; 3MiHM | TUNY - 3MiHKM 3 akocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin ta/abo
[ONYCTUMUX MEX, BU3HA4YeHnX y cneuudikauisx Ha APl abo
BUXIQHWA/NPOMDKHUIA MPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npoteci BUpobHuuTBa APl (3BYXKEHHS A0MYCTUMUX MEX,
BM3HAYeHWX Y creumndikalii) - 3ByXXeHHst Mex cnevumdikauii
AD| ans cneumdivHoi gomiwkn A (3- 1S)-1-
dimethylamino)ethyl)phenol) (meton BEPX), (3aTBEpaeHO:
nmt 0,3%, 3anponoHoBaHo: nmt 0,10%); 3miHu | TUNy - 3MiHK 3
skocTi. API. KoHTponb A®I. 3miHa y napameTpax
cneuungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneymgikauisx Ha A®l, abo BUXIGHWIA/MPOMIDKHUI
NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y MPOLIECI
BUPOGHMLTBA AP (3BY)KEHHSI AOMYCTUMUX MEX, BUSHAYEHNX Y
cneundikauii) - 3ByxeHHsI Mex cneundikauii ADI ans T.
EHaHTiOMepHa uncToTa (MeTog BEPX), (3aTBepaxeHo: nmt
0,3%, 3anponoHoBaHo: nmt 0,10%); 3miHu | TUNy - 3miHK 3
akocTi. A®l. KoHTponb A®I. 3miHa y MeTogax BUNpobyBaHHs
A®| abo BuxigHOro matepiany/npomixHoro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCH Y NPOLIEC
BMpobHUMUTBa APl (He3HaYHi 3MiHM y 3aTBEPAXEHUX MeToaax
BUNPOOYBaHHS) - HE3HAYHI 3MiHW Y MeTofax BUNpobyBaHHS
BMXiAHMX MaTepianis 3a Tectom Chromatographic purity ans
Auetony, InmeTtuncynedokenay, Etunauerary, Meranony,
MeTtunen guxnopuay, Tonyony; ansa Hatpito cynbdary
npuBeneHHs Tecty Assay go sumor EP; ans Hatpito xnopuay
BBeAeHHs TecT Solubility; amiHu | Tuny - 3miHun 3 akocTi. ADI.
KoHTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BMXiAHOrO Matepiany/npoMipkKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETBCA Y npoLeci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEPOKEHUX METOAAX BUNPODBYBaHHS) - HE3HAYHiI
3MiHM 0 3aTBepaXeHUx metopis BuNnpobyBaHHs Related
substances, Assay BuxigHoro matepiany (3- 1-gumeTunamiHo -
eTun - dpeHony) rigpoxnopua, oHoBneHHs poaginy 3.2 S.2.3
ASMF; 3miHu | Tuny - 3miHm 3 skocTi. A®L. KoHtponbs AdI.
3miHa y meTogax BunpobysaHHa APl abo BuxigHoro
maTepiany/npoMikHOro NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y Npoueci BUpobHuutea APl (He3HauHi
3MiHM Y 3aTBEPAXEHNX MeToAax BUNPOOYBaAHHST) - HE3HAYHI

3MiHM OO 3aTBepAXeHMX MeTogiB BunpobysaHHsa Enantiometric
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purity, Related substances, Assay, Limit of N- Ethyl-N metrhyl
carbamoyl chloride Ha npomixHuX eTanax BupobHuuTea AdI, a
came OHOBIeHHS po3ainy 3.2 S.2.4 ASMF; amitu | Tuny -
3miHu 3 sikocTi. A®L. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa ADI abo BuxigHOro martepiany/npomixxHoro
NpOoAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLIECI
BMpobHuUTBa APl (He3HaYHi 3MiHW y 3aTBepAXeHUX MeToaax
BUNpOoBbyBaHHS) -He3HayHi 3aMiHM y MeToaax BunpobyBaHHSA
A®| - BHeCEHHS YyTOYHEHHS (POPMYMIOBaHHS 40 METOAIB
BunpobysaHHst Water (by KF), Sulphated Ash, Enantiometric
purity (By HPLC), Related Substances (by HPLC), Assay;
3MiHu | Tvny - 3miHm 3 AkocTi. A®|. KoHTponb A®L. 3miHa y
napameTpax cneumgikauin Ta/abo 4ONYCTUMUX MEX,
BM3HaYeHuX Yy crneumdikauisx Ha A®l, abo
BUXIQHWA/NPOMDKHUIA MPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npoteci BupobHuutea APl (qonoBHeHHs cneundikaii
HOBMM MOKa3HWMKOM SIKOCTi Ta BiANOBIAHMM METOAOM
BMNPOBYBaHHS) - 3MiHN y NnapameTpax crneumdikadii AdDI
(PuBacTurmiH rigpotapTpar), a came BBe[EeHHS HOBOrO
TecToBOro napameTpa MikpobionoriyHa YncToTa;
3MiHM | Tuny - 3miHn 3 sikocTi. A®L. KoHtponb A®L. 3miHa y
napameTpax cneumgikauin Ta/abo 4ONYCTUMUX MEX,
BM3Ha4YeHuX y cneumdikauiax Ha A®I, abo
BUXiZHUA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea AP| (qonoBHeHHst cneundikadii
HOBVM MOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHSI) - 3MiHU y NapameTpax crneumndikauii ADI
(PuBacTurmiH rigpotapTpart), AoAaBaHHsA HOBOrO TECTOBOIO
napameTpy "Po3mip YacTok" (MeTog Malven particle size
analyzer).
3MiHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax crneumdikadinn Ta/abo 4onyCTUMUX MEX,
BM3HaYeHuX y crneumndikauisx Ha A®l, abo
BUXiOHWA/NPOMIDKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npoueci BupobHuutea AP®| (qonoBHeHHs cneundikauii
HOBVM MOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNPOGYBaHHSI) - AONOBHEHHS cnevuundikalii HoBUM
MOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOAO0M BUMNPOGYBaHHS
Content of Carbon tetrachloride Ha meTuneH guxnopua, Wo
BMKOPUCTOBYIOTbCS Y BUpoBHULTBI A®| (PuBacTurmiu
rigparapTpar); oHoBneHo po3gin 3.2.S.2.3

267.

PUBACTUIMI
H

Kancynu Teepai no
3,0 mr; no 14 kancyn
y bnictepi; no 2
onictepu B
KapPTOHHIN Kopobui

OpioH
KopnopenwH

QiHNARAiN

En.Mi.En. CeidT
Cepsicec (ManbTa)
Ntp, ManbTa
(anbTepHaTUBHUI
BUPOBHUK, O
30iNCHIOE KOHTPOSb
sKocTi); OpioH
Kopnope#niuH,
QiHnAHAiNA
(anbTepHaTUBHUI

ManbTa
QiHNAHAINA
IHais

BHECEHHS 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | Tuny - AaMiHICTpaTuBHI 3MiHW. 3MiHa HaNMeHyBaHHs
Ta/abo agpecu Micua NpoBagXXEHHNA OifnNbHOCTI BUPOOHMKa
(BKMOYato4m, 3a HeobXigHOCTI, MicLle NPOBEAEHHS KOHTPOSO
SKOCTi), abo BnacHvka macTep-danna Ha AP, abo
noctavanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NPOAYKTY, LUO
3acToCOBYOTbCH Y BUPOOHMUTBI ADI (SKLLO 3a3Ha4YeHo y OCbE
Ha nikapcbku1i 3acib) 3a BiagcyTHOCTI cepTudikara
BignoBigHOCTI €Bponencbkin papmakonei y 3aTBepaXeHOMY

3a
peuenmom

UA/11943/01/02
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BMPOOHWUK, LLIO

30ICHIOE BTOPUHHE
naKkyBaHHSA Ta
BUMYCK Cepilt);
OpioH KopriopeliLuH,
OiHnaAnaisa
(BMPOBHWK, L0
3[1iIICHIOE BTOPUHHY
yNaKkoBKY, KOHTPOIb
SAKOCTi, BUMYCK
cepin); ToppeHT
dapmacbloTikanc
JlimiTeq — 3aBog B
IHapaa , IHais
(BMPOBHUK, L0
3[iCHIOE
BMPOBHULTBO,
NEePBUHHY, BTOPUHHY
yNaKoBKY, KOHTPOIb
SIKOCTI)

Aocbe, abo BUpOOHMKa HOBOT AOMOMIDKHOI PEYOBMHM (SIKLLIO
3a3Ha4YeHO Yy JOChE) - HE3HAYHI 3MiHM 0 agpecu
3apeecTpoBaHoOi AinbHuLi Ans BupobHuutea AdI:

3atBepaxeHo: Torrent Pharmaceuticals Limited (TPL, Indrad)

Ahmedabad-Mehsana highway Taluka-Kadi, Dist-Mehsana,

Indrad-382721 Gujarat, India 3anponoHoBaHo: Torrent

Pharmaceuticals Limited— Indrad Plant Near Indrad Village,

Taluka Kadi, Distict: Mehsana, Gujarat- 382721 India; 3MiHu |
Tuny - 3miHn 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneumdgikauin Ta/abo 4ONYCTUMUX MEX,
BM3HaYeHuX y crneumdikauisx Ha A®l, abo
BUXIQHWA/NPOMIDKHUIA MPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npoteci BupobHuutea AP| (BUNyYEHHS HE3HAYHOrO
nokasHuKa SKOCTi (Hanpuknaz BUnMy4YeHHs 3acTtapinoro
MoKasHWKa)) - BUITyYEHHS! HE3HAYHOro NoKasHKKa SKOCTi
(koHTponb BMicTy AoMiwku N- eTun- N-meTtun
kapbamoinxnopuay) y cneuudikadii A®I npotsrom
cTabinbHocTi; 3MiHK | TNy - 3MiHK 3 sikocTi. AL, Cuctema
KOHTenHep/3akynoptoBasnbHuii 3acib. 3miHM napameTpis
cneumgikauin Ta/abo JonyCTUMUX MEX, 3a3HaYEHUX Y
cneumikauisx, ans 6esnocepenHboi ynakosku AdD|
(monoBHeHHs cneundikaLii HOBMM MOKa3HWKOM Ta
BiANOBIAHUM METOAOM BMMPOOYBaHHS) - AOAABaHHS HOBUX
napameTpiB y cneundikauito nakyBanbHOro marepiany ons
Ailo40i peyoBMHM (NMPO30POro NonieTUIIEHOBOrO NakeTa
HM3bKOI LWinbHOcTi ), a came ldentification, Non volatile
Residue, Sealing quality; amiHu | Tuny - 3miHu 3 sikocTi. ADI.
Bupo6bHnuTBO. 3MiHN BUNpobyBaHb abo 4ONYCTUMUX MEX Y
npoueci BupobHuytea AdI, Wwo BcTaHoBNEHI y cneundikauisx
(BMNYYEHHS1 HECYTTEBOTO BUNPOOYBaHHS) - BUAANEHHS
HecyTTEBOro BUNpobyBaHHs y npoueci BupobHuuytea A®I Ha
OCHOBI OLiHKN HasiBHWX AaHux, a came T.Water content, R-
isomer, KOHTPOMb NPOBOAUTLCS MICMS OYULLEHHS Ta CYLLKW;
AKICTb MATPUMYETHCS IHWUMMK NapameTpaMu TeCTyBaHHSA y
npoueci BUpobHuLTBa; 3MiHKM | TUNy - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikauin Ta/abo
OOMNYCTUMUX MEX, BU3HA4YeHuX y cneuundikadisx Ha A®l, abo
BUXiAHWA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuuTea APl (3BY>KEHHS ONYCTUMUX MEX,
BM3HaYeHuX y cneundikauii) - 3ByXXeHHS Mex cneumdikauii
A®| ans cneumdivHoi gomiwkn A (3- 1S)-1-
dimethylamino)ethyl)phenol) (meTog BEPX), (3aTBEpAXeHO:
nmt 0,3%, 3anponoHosaHo: nmt 0,10%); 3miHu | Tuny - 3miHn 3
sKkocTi. A®Il. KoHTponb A®I. 3miHa y napameTtpax
cneumadikauin Ta/abo gonycCTUMUX MEX, BUSHAYEHNX Y
cneyungikauisix Ha A®l, abo BUXIGHUA/NPOMIXHMWIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTHCS Y NPOLECi
BMpoOHMUTBa A®I (3BY)XEHHS AONYCTUMMUX MEX, BU3HAYEHUX Y
cneumaikauii) - 3By)KeHHs1 mex crneundikadii A®I gna T.
EHaHTioMepHa uncToTa (Metog BEPX), (3aTBepaxeHo: nmt

0,3%, 3anponoHosaHo: nmt 0,10%); 3miHuM | Tuny - 3miHn 3
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n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
akocTi. A®l. KoHTponb A®I. 3miHa y MeToaax BunpobyBaHHS

A®| abo BMxigHOro marepiany/npomixxHoro
NpOoAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLIECI
BMpobHuUTBa APl (He3HaYHi 3MiHM y 3aTBepAXeHUX MeToaax

BMNPOBYBaHHS) - HE3HAYHI 3MiHM Y MeToAax BUNpobyBaHHSA
BUXiQHMX MaTepianis 3a Tectom Chromatographic purity ans
Auetony, QumeTtuncynbdokenay, ETunauetarty, MetaHony,
MeTtunen guxnopuay, Tonyony; ans Hartpito cynedary
npuseneHHs Tecty Assay o sumor EP; ans Hatpito xnopuay
BBefAeHHs TecT Solubility; 3miHn | Tuny - 3MiHu 3 sikocTi. AdDI.
KoHTponb A®I. 3miHa y meToaax BunpobysaHHs APl abo
BUXiQHOrO MaTepiany/npomiXHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCS y npoueci BupobHuutea APl (HeaHauHi
3MiHW Yy 3aTBEpAXEeHUX MeToAax BUNpobyBaHHS) - HE3HaYHI
3MiHU O 3aTBepAKeHUX MeTogaiB BunpobyeaHHs Related
substances, Assay BuxigHoro matepiany (3- 1-guMeTunamio -
eTun - peHony) rigpoxnopua, oHoBMNeHHs po3ainy 3.2 S.2.3
ASMF; 3MmiHu | TUny - 3MiHm 3 sikocTi. A®Il. KoHntponb AdI.
3MiHa y meTofax BunpobysaHHst AP| abo BuxigHoro
maTepiany/npomixxHoro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA y npoueci BupobHuutea APl (HeaHauHi
3MiHW Y 3aTBEpAXEHVX MeTofax BUNPOOyBaHHs) - HE3HaYHi
3MiHM [0 3aTBepaKEHMX MeToAiB BunpobyBaHHsa Enantiometric
purity, Related substances, Assay, Limit of N- Ethyl-N metrhyl
carbamoyl chloride Ha npomixxHMXx eTanax BupobHuuTea AdI, a
came oHoBreHHs1 po3giny 3.2 S.2.4 ASMF; 3aminu | Tuny -
3miHu 3 sikocTi. A®I. KoHTponb AdI. 3miHa y meTogax
BMNpobyBaHHa APl abo BuxigHOro matepiany/npomixxHoro
NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpobHUuUTBa APl (He3HauHi 3MiHM y 3aTBEpAXEeHMX MeToaax
BUNpobyBaHHs) -HesHauHi 3aMiHK y MeTogax BuNpobyBaHHs
AD| - BHECEHHSI YTOYHEHHSI (hOPMYFIOBaHHA 4O METOAIB
BunpobysaHHst Water (by KF), Sulphated Ash, Enantiometric
purity (By HPLC), Related Substances (by HPLC), Assay;
3MiHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®L. 3miHa y
napameTpax crneumdikadinn Ta/abo 4onyCTUMUX MEX,
BM3HAYeHuX y crneumdikauiax Ha A®l, abo
BUXiAHWA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuutea AP| (qonoBHeHHsi cneundikaii
HOBWM MOKa3HMKOM SIKOCTi Ta BiANOBiAHNM METOA0OM
BMNPOGYBaHHS1) - 3MiHU y NnapameTpax crneumndikauii ADI
(PuBacTurmiH rigpotapTpar), a came BBeAeHHA HOBOro
TecToBOro napameTpa MikpobionoriyHa 4YncToTa;
3MiHu | Tuny - 3miHn 3 akocTi. A®l. KoHTponb A®IL. 3miHa y
napameTpax cneumdikaui Ta/abo AONYCTUMUX MEX,
BM3Ha4yeHux y cneumdikauiax Ha A®I, abo
BMXiAHUA/NPOMIKXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuuTea AP| (gonoBHeHHs cneyudikauii
HOBWM MOKa3HMKOM SKOCTi Ta BiAMNOBiAHNM METOAOM
BMNPOBYBaHHS) - 3MiHM Y napameTpax cneundikauii A®I

(PvBacTurmiH rigpotapTpar), 404aBaHHs HOBOro TECTOBOr0O
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n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
napameTpy "Po3mip Yactok" (metog Malven particle size
analyzer).
3miHu | Trny - 3mikm 3 AkocTi. A®|. KoHTponb A®L. 3miHa y
napameTpax cneumgikauin Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHuX Yy crneumdikauiax Ha A®l, abo
BUXIQHWA/NPOMDKHWUIA MPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npoteci BupobHuutea APl (qonoBHeHHs cneundikaii
HOBMM MOKa3HWKOM SIKOCTi Ta BiANOBIAHMM METOA0M
BMNPOOYBaHHS) - AOMOBHEHHS cneuudikaLii HoBUM
MOKa3HUKOM SKOCTi Ta BiANoOBiAHUM MEeTOA0M BUMPOGYBaHHSA
Content of Carbon tetrachloride Ha meTuneH anxnopua, Wo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AD| (PrBacTurmin
rigpatapTpar); oHoBneHo po3gin 3.2.S.2.3
268/ PUCCET® PO34MH opanbHui, 1 TeBa I3painb Mepkne Mm6X, HimeyunHa BHECEHHS 3MiH 1O peecTpaLiH1X maTepianis: 3a UA/13379/01/01
mr/mn no 30 mn y dapmaueBTika HimeuunHa 3MiHu | TMNYy - 3miHKn Wwopao 6e3nekn/edeKkTUBHOCTI Ta peyernmom
cnakoHi; no 1 n lHpacTpis (BinbHUUSA, sika dapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHI B TEKCT
nakoHy pasom i3 ITA. Bignosigae 3a MapKyBaHHS yNakoBKW fikapCbKoro 3acoby o0 3a3HayeHHs
afanTepom i BUMPOBHMLITBO MiXXHapOAHUX NO3HAa4YeHb OAVHULE BUMIPIOBAHHS.
[03yo4nMm Hepo3dacoBaHol BHeceHHs 3miH go po3ainy “MapkyBaHHs” MKA 113;
MPUCTPOEM Y NPOAYKLIT, NepBUHHY 3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBepaxeHoro
KopobLi; Ta BTOPUHHY TEKCTY MapKyBaHHsI.
no 100 mny ynakoBky); Mepkne TepMiH BBeEHHS 3MiH NPOTArom 6 micauis nicns
cbnakoHi; no 1 'm6X, HimeuunHa 3aTBEPOKEHHS.
cnakoHy pa3om i3 (BinbHUUSA, sika
aganTepom i Bignosigae 3a
[03y04nM [03BIN Ha BUMYCK
NPUCTPOEM Y cepii); TpaHcdapm
KopoobLi TloricTik F'MBX,
HimeuwunHa
(BinbHUUSA, sika
Bignosigae 3a
BTOPWHHY YMaKoBKy)
269.| PO3TOPON nnoaw no 50 r abo MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx martepianis: 6e3 UA/3912/01/01
i nnoaun no 100 r, abo 200 r "OITOPAPM" 3MiHM | TUNY: agMmiHicTpaTuBHI 3MiHWU. BunydeHHst BUpobHUYoi | peyenma

y naykax 3
BHYTPILLHIM NakeToMm

AinbHuui (Bkmoyaroum ainbHuui ons A®l, npomixHoro
npoaykTy abo rotoBoro nikapcbKoro 3acoby, AinbHWLI Ans
npoBefeHHs NakyBaHHs, BUPOBOHWMKa, BiANOBifanbHOro 3a

BUMYCK CepilA, MicLie NpOBEAEHHSI KOHTPOnto cepii) abo

rocTavarnbHuKa BUXiZHOro maTepiany, peareHTy abo

OOMNOMDDKHOI PEYOBMHM (SIKLLIO 3a3HAY€HO Y A0CbE) - BunyyeHHs
3aTBepaxeHoro BupobHuka A®| postoponium nnogu ©Or
Mpyausyc C. M., YkpaiHa; 3MiHu | Tuny: agMiHicTpaTuBHiI
3MiHW. Buny4eHHs BUpOOHMYOI AinbHULI (BKIOYaouM AinbHULI
ans A®l, npomixHoro npoaykTy abo rotToBoro nikapcbkoro
3acoby, AiNbHWLI ANa NpoBeAeHHs1 NakyBaHHS, BUPOOHWMKa,

BiAMNOBiAaNbLHOroO 3a BUNYCK Cepili, MicLe NpoBeAeHHs

KOHTpONto cepii) abo nocTavanbHMKa BUXiZHOTO Marepiany,
peareHTy abo JONOMIXXHOI PEYOBUHM (SIKLLO 3a3HAYeHO Y
aocbe)(A.7.,1A)

BunyyeHHs 3aTBepaxeHoro BupobHuka A®| poatoponium
nnogu ®OIM MannwwuH O. M., YkpaiHa; 3anponoHoBaHo: POl
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Hamexin I'. O., YkpaiHa ®OI JamekiHa K. M., YkpaiHa TOB
«Cymuditocdapmauis», Ykpaina ¢OI JpoboHor O. M.,
YkpaiHa ®OIM Mpyausyc M. M., Ykpaina TOB «®itocsit JTTO»,
YkpaiHa ®OIM Oomiwik . B., Ykpaina MM Mporpec, YkpaiHa
®Or Nanumwwmx M.O., YkpaiHa
270.| PO3YBACTA TabneTku, BKpUTI CaHnpos CnoBeHis Jlek CnoBeHis BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/12605/01/01
TWUH NnNiBKOBOIO dapmachbtoTika dapmaueBTUYHa 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hbapmakoHarnsagy. peuernmom
CAHOO3® 000M0oHKOt0, No 5 Mr, n3g.a. KoMnaHis a.4., BBeneHHst abo 3miHM A0 y3aranbHeHUX AaHUX NPO CUCTEMY
no 7 TabneTtok y CnoBeHis hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
6nictepi; no 4 (BMPOBHMLTBO in cucTemy cbapmakoHarnsay, 3miHa yrnoBHOBaXXeHOi ocobu,
Gnictepn y bulk, TecTyBaHHS, BiANOBiAanNbHOI 3a 34iCHEeHHs bapMakoHarnaay; KOHTaKTHoI
KapTOHHIl kopoOLyj; nakyBaHHs1, BUNYCK ocobu 3 hapmakoHarnsay 3asBHUKa ANs 30INCHEHHS
no 10 Tabnertok y cepii); ek hapmakoHarnsay B YkpaiHi, AKLL0 BOHa BigMiHHa Bif,
6nicTtepi; no 3, 6 abo dapmaueBTUYHa yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
10 6nicTepiB y Komnarisa Aa.4., hapmakoHarnagy (BKMoYa4um KOHTaKTHi AaHi) Ta/abo 3miHn y
KapTOHHI kopobLi CnogBeHis po3MiLLEeHHI MacTep-darina cuctemu hapMmakoHarnsgy) -
(nakyBaHHs, BUNYycCK 3MiHa YNoBHOBa)KeHOi 0cobu 3asiBHKKa, BiAMNOBiAanbHOI 3a
cepii) hapmakoHarnsag.
[itoya pepakuis: CebacTbaH XOpH, JOKTOP MEANYHUX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pefakuis: [asig
[>xoH Jlesic, 6akanaBp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa KOHTaKTHOI 0cOo6U 3asBHMKA, BiANoBiganbHOI 3a
34iNicHeHHs chapmakoHarnagy B YkpaiHi. [litoua pegakuis:
BauweHko Biktopis CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuis: Opnos B’avecnas BiktopoBuy.
Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX AaHUX
YyNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsgy. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI ocobu
3asBHMKa, BiANOBIgaNbHOI 3a 34iNCHEeHHA dhapMakoHarnagy B
YkpaiHi. 3MiHa micus 34iCHEHHSA OCHOBHOI AiSNbHOCTI 3
dapmakoHarnsgy. 3MiHa HoMepy Ta MiCLIe3HaX04KEHHS
MacTep-canna
271| PO3YBACTA TabneTku, BKpUTI CaHnpos CnoseHis Jlek CnoseHis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/12605/01/02
TWUH NNiBKOBOIO dapmacbioTika dapmauyeBTyHa 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
CAHOO3® obornoHkoto, no 10 n3a.no. KOMMaHisa g.4., BeeneHHst abo 3MiHM 0o y3ararnbHeHUX AaHuX NPo CUCTEMY
Mr, no 7 TabneTok y CnoseHis apmakoHarnsigy (BBe4eHHs y3aranbHeHUX AaHux npo
Gnictepi; no 4 (BMpPOBHULTBO in cucTemy cdhapmakoHarnsgy, 3miHa yrnoBHOBaXeHOi ocobu,
Gnictepu y bulk, TecTyBaHHs, BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoi
KapTOHHI kopooLi; nakyBaHHSl, BUNYCK ocobu 3 hapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
no 10 Tabnetok y cepii); ek hapmakoHarnsgy B YKpaiHi, SKWo BOHA BiAMIHHa Bif
Gnictepi; no 3, 6 abo dapmaueBTUYHa yNoBHOBaXeHOoi 0cobw, BianoBiganbHoi 3a 30iNCHEHHS
10 6nicTepiB y Komnaris A.4., hapmakoHarnsay (BKNoYady KOHTaKTHI AaHi) Ta/abo 3miHn y
KapTOHHIN KopobLii CnoseHist po3MmilleHHi macTep-danna cuctemmn papmakoHarnsgy) -
(nakyBaHHs1, BUNYCK 3MiHa yNOBHOBaXeHOi ocobu 3asiBHMKa, BignoBiganbHOI 3a
cepii) dapmakoHarnsg.
[itova pepakuis: CebactbsaH XOpH, JOKTOP MEANYHMX HayK.
Sebastian Horn, M.D., Ph.D. lNMponoHoBaHa pegakuis: [asig
[bxoH Jlesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa kOHTaKTHOI 0cobu 3asiBHMKA, BianoBiganbHOI 3a
34iicHeHHs dpapMakoHarnagy B YkpaiHi. [litova pegakuis:
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep

peecmpauyitiHo2o

noceidyeHHs

Bauerko Bikropis CepriisHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pepakuis: Opnos B’suecnas Biktoposuy.
Viacheslav Orlov, M.D. 3MiHa KOHTaKTHUX JaHUX
yrNOBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
papmakoHarnsigy. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI ocobu
3asBHVIKa, BiANOBIAaNbHOI 3a 3AilCHeHHs bapmakoHarnsay B
YkpaiHi. 3mMiHa MicLsa 3AiCHEHHS OCHOBHOI AisiNbHOCTI 3
papmakoHarnsigy. 3MiHa HoOMepy Ta MiCLLe3HaXOOKEHHSI
MacTep-canna

272.

PO3YBACTA
TUH
CAHOO3®

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 20
Mr, Mo 7 TabneTok y
6nictepi; no 4
Gnictepn y
KapTOHHI kopobui;
no 10 TabneTtok y
GnicTtepi; no 3, 6 abo
10 6nicTepiB y
KapTOHHi KopobLi

Canpos
dapmachbloTika
n3a.Ao.

CnoBeHist

Jlek
dapmaueBTUYHa
KOMMaHisa g.4.,
CnoBeHis
(BMPOBHMLTBO in
bulk, TecTyBaHHS,
nakyBaHHS1, BUMYCK
cepii); ek
dapmMaueBTUYHa
KOMMaHisa 4.4.,
CnoBeHis
(nakyBaHHs1, BUNYCK
cepii)

CnoBeHist

BHECEHHS 3MiH 10 peecTpaLlinHux matepianis: 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO CUCTEMY
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTemy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOi ocobu,
BiANoOBiAanbHOI 3a 30iMCHEHHS bapMakoHarnsaay; KOHTakTHOT
ocobu 3 hapmakoHarnsagy 3asBHUKa AN 30iNCHEHHSI
hapmakoHarnaay B YkpaiHi, Ko BoHa BigMiHHa Bif,
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoyayy KOHTaKTHI faHi) Ta/abo 3miHu y
po3MmiLLEeHHI MmacTep-darina cuctemu papmakoHarnsgy) -
3MiHa yNOBHOBaXeHOi ocobu 3asiBHMKA, BignoBiaanbHOI 3a
dapmakoHarnsa.

[itoya pepakuisi: CebacTbaH XOpH, JOKTOP MEAUYHMX HayK.
Sebastian Horn, M.D., Ph.D. NponoHoBaHa pefakuis: [asig
IxoH Jesic, 6akanasp Hayk. David John Lewis, B.Sc (Hons),
Ph.D. 3miHa koHTakTHOI ocobu 3asiBHMKa, BiANOBiAanbHOI 3a
34iNicHeHHs chapmakoHarnagy B YkpaiHi. [litoua pegakuis:
BauweHko Biktopis CepriiBHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pegakuia: Opnos B’suecnas Biktoposuy.
Viacheslav Orlov, M.D. 3miHa KOHTaKTHUX JaHUX
yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34ilNCHEHHS
hapmakoHarnagy. 3miHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0cobu
3asiBHVKa, BiANOBIAaNbHOI 3a 34iNCHEHHA bapmakoHarnsay B
YkpaiHi. 3MiHa micus 34iCHEHHSA OCHOBHOI AiSNbHOCTI 3
dapmakoHarnsgy. 3MiHa HoMepy Ta MiCLIe3HaX04KEHHS
MacTep-canna

3a
peuenmom

3a

UA/12605/01/03

UA/14036/01/01

273.

PO3YBACTA
TUH-TEBA

TabneTku, BKPUTI
NniBKOBOO
006O0r0HKOI0, N0 5 Mr
no 10 Tabnetok y
6nictepi; no 3
6nictepu y kopobui

TeBa
dapmaueBTika
n lHpacTpis
N1a.

I13painb

TeBa
dapmauesTikan
IHaacTpis Jita.

I3painb

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - 3MiHWN BHECEHi B TEKCT MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby L1oao 3a3HavYeHHs MiXXHapoaHWX
no3Ha4yeHb OAMHULL BUMipOBaHHSA. BHeCeHHst 3MiH 4o po3ainy
“MapkyBaHHa” MKA J13: 3atBepaxeHo: MapkyBaHHs: TekcT
MapKyBaHHS MEPBMHHOI Ta BTOPVMHHOI YNaKoBKM JOAAI0TLCS.
3anponoHoBaHo:

MapkyBaHHsI: 3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS.
TepMmiH BBeAEHHSA 3MiH: NpoTArom 6 micauis nicns
3aTBEpPAXEHHS 3MiH.

peuenmom

274.

PO3YBACTA

TabneTku, BKpUTI

TeBa

I13painb

TeBa

I3painb

3a

BHECEHHS 3MiH 40 peecTpauiiHux marepianis: 3miHu | Tuny -

UA/14036/01/02
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
TWH-TEBA NniBKOBOIO ®apmaueBTika ®apmauesTikan 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnsaay (iHwi | peyenmom
obonoHkoto, no 10 n lHaacTpis IHgacTpis JlTA. 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBK/
mr no 10 TabneTok y Nra. nikapcbKoro 3acoby LoA0 3a3Ha4YeHHS MiXXHapOaHWX
6nictepi; no 3 no3Ha4yeHb OAMHULL BUMIpHOBaHHSA. BHeceHHs 3MiH o po3ainy
6nictepu y kopobui “MapkyBaHHa” MKA 113: 3atBepaxeHo: MapkyBaHHsi: TekcT
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKN [0AAI0TbCS.
3anponoHoBaHo:
MapkyBaHHs: 3rifHO 3aTBEpAXKEHOro TEKCTY MapKyBaHHS.
TepMmiH BBeAEHHSA 3MiH: NpOTArom 6 micauis nicns
3aTBEPOKEHHS 3MiH.
275.| PO3YBACTA TabneTku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/14036/01/03
TUH-TEBA NniBKOBOIO dapmaueBTika dapmauesTikan 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peuenmom
obonoHkoto, no 20 n lHpacTpis IHgacTpis JlTA. 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
mr no 10 TabneTok y ITp. nikapcbKoro 3acoby LoAo 3a3Ha4YeHHS MiXXHapOaHWX
Gnictepi; no 3 nosHa4yeHb OAMHULL BUMIpHOBaHHA. BHeceHHs 3MiH o po3ainy
6nictepu y kopobui “MapkyBaHHs” MKA N13: 3atBepaxeHo: MapkyBaHHsi: TekcT
MapKyBaHHS MEpPBUHHOI Ta BTOPUHHOI YNaKoBKW A0AAI0TLCS.
3anponoHoBaHo:
MapkyBaHHs: 3rifHO 3aTBEpPAXKEHOro TEKCTY MapKyBaHHS!.
TepMiH BBeAEHHSA 3MiH: NpOTArom 6 micauis nicns
3aTBEPOKEHHS 3MiH.
276.| PO3YBACTA TabneTku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/14036/01/04
TUH-TEBA NNiBKOBOIO dapmauesTika dapmauesTikan 3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
06oroHkoto, no 40 n lHpacTpis IngacTpis Jta. 3MiHU) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKkoBKu
mr no 10 TabneTok y Jita. nikapcbkoro 3acoby Lwo40 3a3Ha4YeHHs MidKHapOAHMX
Gnictepi; no 3 no3Ha4yeHb OAMHUL BUMipHOBaHHA. BHeceHHs 3MiH o po3ainy
Gnictepu y kopobui “MapkyBaHHa” MKA J13: 3aTtBepmxeHo: MapkyBaHHs: TekcT
MapKyBaHHsi NepPBUHHOI Ta BTOPMHHOI YNakoBKN A0AAI0TLCS.
3anponoHoBaHo:
MapkyBaHHs: 3rigHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS.
TepMiH BBeAEHHSA 3MiH: NpoTArom 6 micauis nicna
3aTBEPAKEHHS 3MiH.
277 POMALLKHA kBiTk no 30 r abo MpAT YkpaiHa MpAT "Jliktpasun" YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 6e3 UA/6027/01/01
KBITKA no40r,abono50r, "Niktpasn" 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernma
abo no 75 r y naukax hapmakoHarnagy (iHwi 3miHu) - 3amiHa po3ainy «[padiyHe
3 BHYTPILLHIM ohopMneHHs ynakoBkvu» Ha po3ain «MapkyBaHHs» B MKA J13:
naketom; no 1,5ry 3anponoHoBaHo: MAPKYBAHHA Y BignosigHocTi 3
inbTp-nakeTi, No 3aTBepAXeHVM TEKCTOM MapKyBaHHSA. PeecTpauis
20 cbinbTp-nakeTiB y [00aTKOBOrO TEKCTY MapKyBaHHS yNakoBKM MikapCbKoro
nayyi abo y nauui 3 3acoby i3 3a3Ha4YeHHsIM Mi>XKHapOAHUX NO3HaYeHb oAMHULb
BHYTPILUHIM NakeTom BMMIpPIOBaHHS.
278.| POMALLKHA KBiTKM, No 40 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx martepianis: be3 UA/6610/01/01
KBITKU no 50 r y naykax 3 dapmaueBTuy dapmauyeBTMyHa 3MiHu | Tuny - 3MiHK Wopao 6e3neku/edeKkTMBHOCTI Ta peuyenma
BHYTPILLHIM Ha habpuka abpuka "Biona" dapmakoHarnsgy (iHwi 3miHu) - 3miHa go po3ainy MKA 13, a
naketom, no 1,5ry "Biona" came po3gin «padiyHe ohopMneHHs yNnakoBKU» 3amMmiHEHO

dinbTp-nakeTi; No
20 cinbTp-nakeTiB y
navui

po3ginom «MapkyBaHHA» (3rigHO 3aTBEPAXEHOro TeKCTy
MapKyBaHHS1).

OHOBNEHHS TEKCTY MapKyBaHHSA YNakoBKM NiKapCbKoro 3acoby
i3 3a3Ha4YEHHAM MiXKHapOOHWX NO3HAYEeHb OAMHULB
BMMIpIOBaHHS.

BBegeHHsi 3MiH MpoTAroM 6-Tu MicsUiB Nicns 3aTBEpAXEHHS;
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3MiHM | TMNy - 3MiHK 3 AKoCTi. [O0TOBMI Nikapcbknin 3acib.
KoHTpornb rotosoro nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOGYBaHHSI rOTOBOrO flikapcbkoro 3acoby (ans
npvBEAEHHN Y BiAMoBigHICTL 3 APY abo €BponeinicbKo
hapMakorneeto Ta BUNy4EHHS MOCUIaHHS Ha 3acTapinun
BHYTPILLHI MeToA BUNpoOyBaHHS i 1Oro Homep) -
BHECEHHS 3MiH Ao Cneundikauii/MeToaiB KOHTPOM AKOCTI
nikapcbkoro 3acoby 3a nokasHukamu «lgeHTudikadisy,
«MikpobionoriyHa yuctoTa», «Btparta B maci npu
BUCYLLYBaHHI», «3aranbHa 3ona», « CTOPOHHI AOMILLKU»,
«KinbkicHe BM3Ha4YeHHs1», a came 3aMiHa nocunaHb 3 JdY 1.0
Ha «aitovy pegakuito» ODY; amiHu | TMny - 3MiHKM 3 SKOCTi.
"oToBwMiA nikapcbkuii 3acib. KoHTponb rotoBoro nikapcbKoro
3acoby. 3miHa y meTogax BunpobyBaHHs roTOBOro
nikapcbkoro 3acoby (iHwwi 3MiHKM y meToaax BUnpobyBaHb
(Bkntoyatoum 3amiHy abo gonoBHeHHS)); MNprBeaeHHs
nokasHuka "KinbkicHe BU3Ha4yeHHA" 40 BUMOr MOHorpadii
"Pomaluku KeiTkuN" Y.
279.| CIMIOAOHA Tabnetku no 13 mr Amakca Benuka IHTepnabop benn Llisenuapia BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 6e3 UA/14582/01/01
®OPTE no 30 Tabnertok y ®apma JTITO BputaHis Al, Wsenuapis 3MiHM Wwopao 6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
6nictepi; no 1 abo 3 (anbTepHaTMBHUI 3MiHW) - BHECEHHS 3MiH Ao po3ainy “MapkyBaHHsa” MKA J13”:
6nictepu B BUPOBHUK : 3anpornoHoBaHo: MapkyBaHHs. BignosiaHo A0 3aTBepAKEeHOoro
KapTOHHi KopobLi KOHTpOIb cepint); TEKCTY MapKyBaHHsi. OHOBMEHHSI TEKCTY MapKyBaHHS yNakoBKU
Jlabop LlonniHrep nikapcbkoro 3acoby 3 BHeceHHsIM iHdopMmaLii woao
Arl, Lsenuapis 3a3HavYeHHs1 O4MHULb BUMipIOBaHHs y cucTemi S|. BBeaeHHs
(anbTepHaTMBHUI 3MiH NPOTAromM 6-TW MicALUIB NicNsa 3aTBepAXeHHs
BUMPOBHUK: KOHTPOSb
sikocTi); Makc
Llennep 3boHe Arl',
Llisenuapis
(BMpPOBHMLTBO 3a
MOBHUM LIMKIOM);
Coro dnopgaic
IHTEepHeLHN
Ceit3epneHg CA,
Llisenuapis
(anbTepHaTUBHUI
BMPOBHMUK:
nepBuHHE
nakyBaHHs
(dpacyBaHHs),
BTOPVHHE
nakyBaHHS,
MapKyBaHHs1)
280. COOEPM® PO3YMH HaLLKIpHUIA Oepmadcpapm | HimevunHa Mmibe Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/10254/01/01
0,1 % ,no 15 mn, 30 Al ApuHanmitTens TexHi4YHa nomwunka (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) | peuenmom
mn, 50 mn, 100 mn y - BUMPaBMEHHS TeXHIYHUX NOMWIIOK, 3rigHo Nn.4 n.2.4. po3ainy
cnakoHax 3 VI Hakazy MOS Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
KpanenbHuueto; no 1 Haka3y MOS3 Ykpainu Big 23.07.2015 p Ne 460) - BunpaBneHHs
dnakoHy B TexHi4yHoi nomunkn y MKA 13, sika 6yna gonyuieHa npu
KapTOHHIM nayuj nepepeectpauii 113 (Hakas Ne 11 Big 15.01.2015 p.) npu
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ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
nepeHeceHHi iHdopMalLiii 3 peecTpauiiHoro gocbe (p.3.2.P.5.1)
3a NMoKa3HUKOM AKocTi «Mukpobronoruyeckas Ynctorar», a
came NpuMITKM B cneyudikadii, Lo Aie Ha MOMEHT BUMYCKY,
LL|OZI0 YacTOTN NPOBEAEHHS KOHTPOIO 3@ AaHNM MOKa3HUKOM;
3anponoHoBaHo: CMELUN®UKALINA Ha momeHT Bbinycka 10.
Mwukpobuonoruyeckas unctoral 1. Ucnbitanve
«Mwukpoburonornyeckast YuCToTa» NPOBOAUTCS Ha KaXaown
TpeTeln cepum, HO He MeHee OfHOro pasa B rod. 3asHayeHe
BUMpPaBMeHHs BiANOBiAae apxiBHUM MaTepianam
peecTpauinHoro Aocbe
281./ CTPEMNCHIC® | cnpeit opOMYKO3HUIA; PekkiTT Benuka Hendapm bnagen Higepnanan BHECEHHS 3MiH O peecTpaLiiH1X maTepianis: 6e3 UA/6372/01/01
nntoc no 20 Mn y donakoHi BeHkizep BputaHis B.B. TexHiyHa nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) | peuenma
3 JO3YyI04UM Xenckep - BUNpaBneHHs TexHiyHoi nomunku B MKA 13 B p. «Cknag», a
npucTpoeMm; no 1 IHTepHeLwHN came npu nepepeecTpauii AonyLLeHO NOMUIIKY B Ha3Bi
¢nakoHy B TNimiten BMPOOHUWKA ANsi Aito40i pevoBUHU 2,4-AnxnopOeH3nnoBoro
KapTOHHi KopobLi cnupTy (3aTtBepaxeHo: CHEMIE UETIKON, Germany;
3anponoHoBaHo: CU Chemie Uetikon GmbH, Germany).
3asHayeHe BMMpaBneHHs BiANOBIAaE apxiBHUM MaTepianam
peecTpauinHoro 4oche
282 cynbnipug Tabnetku no 200 wr; TeBa I13painb TOB TeBa Monbwa BHECEHHS 3MiH 4O peecTpauiiHnx matepianis 3miHu | Tuny - 3a UA/4832/02/01
no 12 rabnertok y dapmauesTika OnepenwH3 MonaHa 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
6nictepi; no 1 n lHpacTpis 3MiHN) - BHeceHHs 3MiH Ao po3giny “MapkyBaHHa” MKA J13:
Gnictepy B kOpoOLi; NTa. 3arBepaxeHo: MAPKYBAHHA 3rigHo TekcTy, Wwo aofgaeTbes.
no 15 tabnetok y BanponoHoaHo: MAPKYBAHHA 3rigHo 3aTBepaxeHoro
6nictepi; no 2 TeKCTy MapkyBaHHA. OHOBINEHHS TEKCTY MapKyBaHHS ynakoBKW
Gnictepu B kKOpobLUi nikapcbkoro 3acoby 3 BHeceHHsIM iHdopMmaLii Lwoao
3a3HayYeHHs1 OAMHULb BUMIptOBaHHs y cuctemi Sl. TepmiH
BBEAEHHS 3MiH - NPOTAroM 6 MicsLIB NicNsa 3aTBEPAKEHHS.
283.| CYMA®IKC Tabnetkv 100 mr no AypobiHgo IHais AypobiHgo ®apma IHaia BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/17276/01/02
4 Tabnetkn y ®apwma Jltg Tlimiteq - OHIT 1l 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuenmom

Gnictepi, no 5
GnictepiB y
KapTOHHI kopobLi

hapmakoHarnagy. BeegeHHs abo 3miHu o y3aranbHeHux
AaHWX Npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHWX AaHnX Npo cuctemy dapmakoHarnsay, amiHa
yNoBHOBaXeHOoi ocobw, BianoBiganbHoi 3a 34iNCHEHHS
hapMakoHarnsay; KOHTakTHOi ocobu 3 papmakoHarnsgy
3asiBHMKa ANA 34INCHEeHHsA bapmakoHarnagy B YKpaiHi, AKLWo
BOHa BigMiHHa Bif ynoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiMCHEHHs hapMakoHarnsagy (BKNoYaoum KOHTaKTHI AaHi)
Ta/abo 3miHM y po3milLeHHi MacTep-caina cuctemu
hapmakoHarnsagy); 3miHa ynoBHoBaxeHoi ocobu 3asiBHUKa,
BigNoBiganeHoi 3a hapmakoHarnsa.
[MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi 0cobu 3asiBHWMKa,
BignoBiganbHoi 3a hapmakoHarnsaa. BeeaeHHs KOHTaKTHOT
0ocobu ynoBHOBaXeHOi 0cobM 3asiBHUKA, BiANOBiAanNbHOI 3a
dapmakoHarnsg B YkpaiHi. lponoHoBaHa pegakuis:
CamonneHko ApteMm NaBnosu4. 3mMiHa KOHTaAKTHUX JAaHUX
KOHTaKTHOi 0cOby ynoBHOBaXeHOi 0CcobM 3asBHUKA,
BigNoBiganbHoi 3a hapmakoHarnsag B YkpaiHi. 3miHa micus
3AiNCHEHHSI OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay.
3MiHa MicLie3Haxo4KeHHs1 MmacTep-ganna cuctemu




120

ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
dbapmakoHarnagy.
284/ CYMA®IKC Tabnetku 50 mr no 4 AypobiHao IHois AypobiHgo Papma IHaisa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/17276/01/01
TabneTku y 6nicTepi, dapma Jlta Jlimiteq - HOHIT Il 3MiHu | TMNY - 3mMiHKW Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
no 5 GnictepiB y dapmakoHarnagy. BeegeHHsa abo 3miHu fo y3aranbHeHux
KapTOHHI KopobLi AaHWX Npo cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHUx AaHux Npo cuctemy chapmakoHarnagy, amiHa
yrNOBHOBaXeHOi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay; KOHTakTHOi 0ocobu 3 papmakoHarnagy
3asBHVKa ANs 34iMCHEHHS hapMakoHarnagy B YKpaiHi, SKLo
BOHa BigMiHHa Bi yNOBHOBaXeHOi 0cobu, BiANOBIiAanbHOI 3a
3AiiCHEHHs bapmakoHarnsay (BKYaoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3millieHHi MacTep-daina cuctemu
hapmakoHarnsgy); 3miHa ynoBHoBa)keHoi 0cobu 3asiBHMKa,
BiANoBiAanbLHOI 3a hapmakoHarnsa.
MponoHoBaHa pepakuis: MNaH XaHymaHTy MNeHyanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0CobU 3asiBHYMKA,
BigNoBiaanbHoi 3a papMmakoHarnsaa. BeegeHHA KOHTaKTHOI
ocobu ynoBHoBaxeHoi 0cobu 3asBHUKA, BiANOBIAANbLHOI 3a
dapmakoHarnsaa B YkpaiHi. [ponoHoBaHa pegakuis:
CamoineHko Aptem NMaBnoBuy. 3MiHa KOHTAKTHUX OAHUX
KOHTaKTHOI 0cob¥ ynoBHOBa)eHOi 0cobu 3asaBHUKA,
BignoBiaanbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
3[iICHEHHS OCHOBHOI AiSNbHOCTI 3 hapmakoHarnagy.
3MiHa MicLe3Haxo4KeHHs1 macTep-caina cucteMmu
dapmakoHarnsgy.
285 CYTEHT kancynu no 12,5 wr; Mdpansep IHK. CWA Mdpanzep ITania C. ITanis BHECEHHS 3MiH 0 peecTpauinHux martepianis: 3miHum | Tuny - 3a UA/7785/01/01
no 7 kancyny p. n. 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
GnicTtepi; no 4 3MiHN) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM MikapCbKoro
Gnictepn y 3acoby 3 BHECEHHsIM iHdhopMaLii LLoao0 3a3HavyeHHs1 OaMHULb
KapTOHHI kopobLi BUMiptoBaHHs y cuctemi S| (BBepeHHst aMiH npoTtsirom 6
MicsILiB nicnsi 3aTBEPAXKEHHS)
286. CYTEHT Kancynu no 25 wr; Mdpansep IHK. CLWA Mcpansep ITania C. ITanis BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/7785/01/02
no 7 kancyny p. n. 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
6nictepi; no 4 3MiHN) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
Gnictepu y 3acoby 3 BHECEHHSIM iH(bopMalii LWoAo 3a3HaYeHHs 0guHULb
KapTOHHI kopobLi BUMiptoBaHHs y cuctemi S| (BBepeHHst amiH npoTtsirom 6
MicALiB nicns 3aTBepAXeHHs)
287, CYTEHT kancynu no 37,5 wmr; Mdpansep IHK. CLWA Mdcpansep ITania C. ITanis BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHu | Tuny - 3a UA/7785/01/04
no 7 kancyny p. n. 3MiHu Wwopo G6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
Gnictepi; no 4 3MiHM) - OHOBIEHHS TEKCTY MapKyBaHHS YNakOBKM fiKapCbKOro
Gnictepu y 3acoby 3 BHECEHHSIM iHbopMaLii LLoA0 3a3HaYEHHS OQUHULb
KapPTOHHI kopooLyi BMMiptoBaHHSA y cuctemi Sl (BBegeHHs 3amiH npoTarom 6
MicaLiB nicns 3aTBepAXeHHs)
288.| CYTEHT kancynu no 50 wr; Mdpansep IHk. CLA Mdbansep ITania C. ITanis BHECEHHS 3MiH 40 peecTpaliiH1X Matepianis: 3MiHu | Tuny - 3a UA/7785/01/03
no 7 kancyny p. n. 3MmiHun wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnagy (iHwi | peuenmom
6nictepi; no 4 3MiHM) - OHOBEHHS TEKCTY MapKyBaHHSI YNakoBKM fikapCbKOro
6nictepn y 3acoby 3 BHECEHHsIM iHdopMaLii LWo[o 3a3HavyeHHs OgMHULb
KapPTOHHIN Kopobui BMMiptoBaHHSA y cuctemi Sl (BeegeHHs 3miH npoTsrom 6
MicsLiB nicns 3aTBepAXeHHs)
289./ TAKCOTEP® KOHLeHTpaT ans TOB "CaHodi- | YkpaiHa CaHodi-AseHTic HimevunHa BHECEHHS 3MiH 40 peecTpauiiHux marepianis: 3miHu | Tuny - 3a UA/5488/01/02
pPOo34MHY Anst ABeHTic Hovunang M'm6X 3miHun wopo 6e3nekn/epekTMBHOCTI Ta papmakoHarnagy (iHwi | peyenmom




121

ITpooBxkeHHs 1oAaTKa 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

iHdpysin, 20 mr/mn,
Ne1: no 1 mn (20 mr)
y dnakoHi ; no 1
dnakoHy B
KapTOHHI kopobuli;
Ne 1: no 4 mn (80
Mr) y donakoHi; no 1
dnakoHy B
KapTOHHI KopobLi

YkpaiHa"

3MiHN) - BHeceHHs 3miH go po3giny «MapkyBaHHs» MKA 113.
3arBepaxeHo: Po3gin «MAPKUPOBKA npunaraetcs».
3anponoHoBaHo: Po3gin «MapkyBaHHsi» BignosigHo no
3aTBEPOKEHOrO TEKCTY MapKyBaHHsi. OHOBMEHHS TEKCTY
MapKyBaHHS1 YakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y

cuctemi Sl. TepmiH BBegEHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBEPOKEHHS.

290.

TAMCYNO3u
H

Kancynu 3
MoaundikoBaHUM
BMBINIbHEHHSAM NO
0,4 wr; in bulk: no 20
000 kancyn* y
noABiNHOMY nakeTi
nonieTnuneHoBoMmy;
in bulk: no 15 000
Kancymn* y
noABiNHOMY NakeTi
nonieTuneHoBoMmy;
in bulk: no 11 100
Kancymn* y
noaBiNHOMY NakeTi
nonieTurieHoBoMyY;
in bulk: no 8 500
Kancymn* y
noaBiNHOMY NakeTi
nonieTurieHoBoMyY;
in bulk: no 6 500
Kancyn* y
NoABINHOMY NakeTi
nonieTurieHoBoMmyY;
in bulk: no 5 000
Kancyn* y
NoABINHOMY NakeTi
nonieTurieHoBoMmyY;
in bulk: no 4 000
Kancymn* y
noABiNHOMY NakeTi
nonieTurieHoBoMyY;
in bulk: no 3 000
Kancyn* y
noABiNHOMY NakeTi
nonietuneHosomy (*
gonyctuve
BigXuneHHa £15%)

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHWYNIA

LeHTp
"BopLyariBcbk
Wn Ximiko-
thapmaueBTny
HuUI 3aBog”

YkpaiHa

BCi cTagii
BUMpOBOHMLTBA 3a
BUHSITKOM BUMYCKY
cepii:
damap A.B.E.
AHTOYyCCa NnaHT,
Ipeuis;

BCi cTagji
BUMpPOOHMLTBA 3a
BUHSITKOM BUMYCKY
cepii:
Portengopd ®apma
'm6X, HimeydnHa;
BMPOBGHULTBO,
aHani3 Ta Bunyck
cepin:
CiHTOH XicnaHis
C.J1., Icnanis

Ipeuis/
Himeyunna/
Icnanis

BHECEHHS 3MiH 10 peecTpauinHux matepianis: 3mMiHu | Tuny -
3MiHn 3 aKkocTi. FoToBMIA Nikapcbkui 3acib. Cuctema
KOHTelHep/3akynoptoBanbHuii 3acib. 3miHa po3mMipy ynakoBku
roTOBOro NikapCbKoro 3aco0y (iHLLi 3MiHW) - BHECEHHS 3MiH O
p. YnakoBka, a came YTOYHEHHsi po3Mipy ynakosku in bulk
roToBOro NiKapcbKoro 3acoby

UA/16199/01/01

291.

TAPLEBA®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 100
mr; no 10 Tabnertok
y bnictepi; no 3

®. XohdMaHH-
Na Pow Nt

LLisenuapis

BupobHuuTBO
Hepo3dacoBaHoi
npoaykuii,
nakyBaHHs,
BMNPOBYBaHHS

ITanis/
LLiBenuapis

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MmiHu wopo 6e3nekn/edpekTmBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOPOTKill XapakTepucTuLi nikapcbKoro 3acoby, TeKcTi
MapKyBaHHS! Ta iIHCTPYKLIT AN MeQu4YHOro 3acTocyBaHHS Ha
nigcTasi perynspHo OHOBMOBAHOrO 3BiTY 3 6e3neku

3a
peuenmom

UA/5372/01/02
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ITanis/

122 IIponosxxenns gonarka 3
Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
6nictepu B KOHTPOJSO AKOCTI: nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHS
KapTOHHI KopobLi Henbdapm MinaHo, nikapcbKoro 3acoby B nicnsipeecTpauinHuii nepiof, abo sk
C.P.J., Itanis; pesynbTaT OLUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHMX BigNOBIAHO
[MakyBaHHsI: 0o nnaHy neaiatpuyHnx gocnigxers (PIP) (iHwi 3amiHn) 3miHn
IBepc-Jli AT, BHECeHO 0 po3ainiB "OcobnumBocTi 3acTocyBaHHs" Ta "lMobiuHi
LLisenuapis; peakuii" iHCTPYKLii ANs MeanyHOro 3acToCyBaHHS NikapCbKoro
Bunpo6yBaHHs 3acoby 3rigHO 3 OHOBIEHOIO iHGhopMaLlieto 3 Besneku aioyoi
KOHTPOIIO SIKOCTI, pe4voBuHU. BBeaeHHSA 3MiH NnpoTarom 6-Tu micauis nicns
nakyBaHHS1, BUNYCK 3atBepaXeHHs. 3MiHu |l Tuny - 3miHn wopo
cepii: 6e3nekn/edeKkTUBHOCTI Ta hapmakoHarnagy. IHWwi 3amiHu, Ski
®.XodbpmaHH-I15 He BBIMLLMN Y Lier po3airn, siki BKNYaTb NoAaHHSA
Pow Jl1g, pe3ynbTaTiB 4OCNIAKEHb 4O KOMNETEHTHOrO OpraHy - 3miHu
Llsenuapia BHECEHO [0 IHCTPYKLIi ANS MeAMYHOro 3acTOCYBaHHS
BupobHuutBo nikapcbkoro 3acoby no po3ainy "lMokasaHHA" (LONOBHEHHS Ta
Hepo3adacoBaHoi TEKCTOBI peAakLUinHi yTOYHEeHHS po3ainy, BiAnoBiAHO A0
npoayKuii, OHOBINEHOI peAakLii KOPOTKOI XapaKTepUCTUKU NiKapCbKoro
BUNPOGYBaHHSI 3acoby, 3aTBepAXeHoi B kpaiHax €C). BBeeHHs 3MiH
KOHTPOO AKOCTi: npoTsiroMm 6-Tu micsAuiB nicns 3aTBepAXeHHs. 3MiHu || Tuny -
@ . XodhdpmaHH-I1a 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay.
Pow JTA, 3MiHM y KOPOTKill XapaKTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
LLisenuapis MapKyBaHHS Ta iIHCTPYKLT AN MeAUYHOro 3acToCyBaHHS Yy
Bunyck cepii: 3B’513KY i3 HOBUMW JaHUMMW 3 SKOCTI, AOKNIHIYHUMUN, KMiHIYHUMMW
. XohdMaHH-TTa OaHUMU Ta JaHuUMK 3 hapmakoHarnsgy - 3MiHM BHECEHO 40
Pow J7A4, IHCTPYKUiT ANs MeanyHoro 3acTocyBaHHs fikapcbkoro 3acoby
LLisenuapia 0o poaainis "MpotunokasaHHs", "OcobnmBocTi 3acTocyBaHHA".
BBeaeHHs 3MiH NpoTaroM 6-Tu MicAUiB NicNa 3aTBEPOKEHHS.
3MmiHu Il Tuny - 3miHn wono 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpOTKil xapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHsi Ta iHCTPYKLii ans
MeONYHOro 3aCTOCYBaHHS Yy 3B'3KY i3 HOBUMW AaHUMM 3
SAKOCTi, OKMIHIYHUMMU, KMiHIYHUMW AaHUMW Ta 4aHUMK 3
dapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MELMYHOro 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3ginis
"®apmakonoriyHi BnactmeocTi", "B3aemogia 3 iHwummn
nikapcbknMu 3acobamu Ta iHLWi Buan B3aemogin”,
"OcobnuBocTi 3acTocyBaHHS", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posun", "Oitn" (yTouHeHHs iHdopmalii), "MNepego3yBaHHs",
"MoGiyHi peakuii". BBegeHHs 3miH npoTsirom 6-Tu micsuiB nicns
3arBepaxeHHs. 3MiHun Il Tuny - 3miHn woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3MiHM y KopoTKil
XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUIT 4N MeQnYHOro 3acTocyBaHHS y 3B’A3KY i3 HOBUMM
OaHUMU 3 IKOCTIi, AOKNIHIYHUMN, KNiHIYHUMW JaHUMK Ta
OaHuMK 3 papmakoHarnsagy - 3mMiHu BHeceHo Ao IHCTpykKuii
ONs MeQuYHOro 3acTocyBaHHS nikapcbkoro 3acoby Ao pos3ainis
"MpoTunokasaHHsa", "3aaTHICTb BNMBATK Ha WBNAOKICTb
peakuii npy KepyBaHHi aBTOTpaHCNopToM abo iHWuMmn
mexaHisamamu, "lNepenosyBaHHsA". BBeAeHHS 3MiH NpOTSArom 6-
TAPLIEBA® TabneTku, BKpUTI ®.XopcpmanH- | Lseriyapis BupobHuutBo

TV MicsiLiB Nicns 3aTBEPAXEHHS.
BHECEHHS 3MiH 40 peecTpauiiHnx marepianis: 3miHu | Tuny -

3a

UA/5372/01/03




123 IIponosxxenns gonarka 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1

NniBKOBOIO Na Pow It Hepo3adacoBaHOi Lsevuapis 3MiHn Wwopo 6esnekn/edeKTUBHOCTI Ta dhapmakoHarnsgy. peuernmom

obonoHkoto, no 150 npoaykuii, 3MiHa y KOpOTKil XapaKTepuCTuLi NikapcbKoro 3acoby, TeKCTi

mr; no 10 TabneTok nakyBaHHs, MapKyBaHHs Ta IHCTPYKLIiT ANs MeAWYHOro 3acTocyBaHHS Ha

y bnictepi; no 3 BUNPOGYBaHHS

6nictepu B

KapTOHHI KopobLi

KOHTPOIO AKOCTI:
Henbdapm MinaHo,
C.P.J., Itanis;
MakyBaHHS:
IBepc-Jli Al',
Lsenuapis;
BunpobyBaHHs
KOHTPOJO AKOCTI,
nakyBaHHS1, BUNYCK
cepii:
®.XodbpmaHH-I15
Pow Jl1g,
Lsenuapis;
BupobHuutBo
Hepo3dacoBaHoi
nNpoAyKuii,
BUNPOGYBaHHS
KOHTPOO AKOCTi:
. XohdMaHH-TTa
Pow I,
LLisenuapis;
Bunyck cepii:
. XohdMaHH-TTa
Pow I,
Llisenuapia

niacTaBi perynspHo OHOBIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku 3acTocyBaHHsI
nikapcbkoro 3acoby B nicnsipeecTpauinHuii nepioa, abo sik
pesynbTaT OLUiHKM 3BITY 3 AOCNIAXeHb, NPOBEAEHMX BigNOBIAHO
Ao nnaHy neaiatpuyHnx gocnigxers (PIP) (iHwi 3amiHn) 3miHn
BHECeHO A0 po3ainis "OcobnuBocTi 3acTocyBaHHs" Ta "lMobiyHi
peakuii" iHCTPYKLii ANs MeanYHOro 3acToCyBaHHS NikapCbKoro
3acoby 3rigHo 3 OHOBMEHO iHhopMaLlieto 3 6e3nekn Aitoyol
peyoBMHU. BBEeAeHHSA 3MiH NpoTarom 6-Tn micauis nicns
3aTBepakeHHs. 3MiHu Il Tuny - 3MiHu Wwoao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy. IHWi 3mMiHu, Ski
He BBINLLMW Yy Lier po3in, AKi BKNOYaTb NOAaHHS
pe3ynbTaTiB AOCNigKEHb 40 KOMNETEHTHOro opraHy - 3miHu
BHECEHO [0 iHCTPYKUIT ANS Megu4yHOro 3acToCyBaHHSA
nikapcbkoro 3acoby fo po3giny "lMokasaHHA" (LONOBHEHHS Ta
TEKCTOBI peAakLifHi yTOYHEHHSA po3ainy, BianosigHo Ao
OHOBINEHOI peAakLii KOPOTKOI XapaKTepUCTUKU NiKapCbKoro
3acoby, 3aTBepaxeHoi B kpaiHax €C). BBeaeHHs amiH
npoTsiroM 6-Tu micsAuiB nicns 3aTBepAXeHHs. 3miHu || Tuny -
3MmiHu wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM Y KOPOTKil XapakTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta iIHCTPYKUIT ANS Megu4HOro 3aCTOCYyBaHHS y
3B’AA3KY i3 HOBUMW JAHUMMW 3 AKOCTI, AOKMIHIYHUMU, KNiHIYHUMN
OaHVMU Ta faHuMuy 3 hapmakoHarnsgy - 3miHM BHeceHo Ao
IHCTPYKUiT ANs MeanyHoro 3acTocyBaHHs fikapcbkoro 3acoby
0o posainis "MpotunokasaHHs", "OcobnmBocTi 3acTocyBaHHA".
BBeaeHHs 3MiH NpoTaromM 6-Tu MicAUiB Nicna 3aTBEPOKEHHS.
3MiHu 1l Tuny - 3miHn wopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsagy. 3MiHW y KOPOTKi XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta iHCTpYKUii Ans
MeONYHOro 3aCTOCYBaHHS Yy 3B'3KY i3 HOBUMW AaHWMK 3
SAKOCTi, OKMiIHIYHUMMU, KNIHIYHUMW JaHUMW Ta AaHUMK 3
dapmakoHarnsgy - 3MiHM BHECEHO A0 iHCTPYKUii Ans
MELMYHOrO 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3ainis
"@apmakornoriyHi BnactmeocTi", "B3aemogisa 3 iHwWummn
nikapcbknMu 3acobamu Ta iHLWi Buan B3aemogin",
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogysaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posun", "Oitn" (yTouHeHHs iHdopmalii), "MNepego3yBaHHs",
"MoGivHi peakuii". BBegeHHs 3miH npoTsirom 6-Tu micsuiB nicns
3arBepaxeHHs. 3MiHu Il Tuny - 3miHn woado
6e3nekn/edekTUBHOCTI Ta dhapMakoHarnagy. 3MiHW y KOpOoTKin
XapakTepucTuLi nikapcbkoro 3acoby, TeKCTi MapKyBaHHsi Ta
iHCTPYKUiT 4N MeQnYHOro 3acTocyBaHHS y 3B’A3KY i3 HOBUMM
OaHUMU 3 IKOCTIi, AOKNIHIYHUMWN, KNiHIYHUMW JaHUMK Ta
OaHUMK 3 papmakoHarnsagy - 3miHu BHeceHo Ao IHCTpykuil

ONs MeQuyHOro 3acTocyBaHHSA nikapcbkoro 3acoby Ao po3ainis

"MMpoTmnokasaHHs", "34aTHICTb BINMBATK Ha WWBUAKICTb
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ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
peakuii Npu kepyBaHHI aBTOTPaHCNOPTOM abo iHLWNMK
mexaHiamamu, "lNepenosyBaHHsA". BBeAeHHS 3MiH NpOTSrom 6-
TV MicAUIB MicNsA 3aTBEPAXEHHS.
293.| TENMICAPTA | tabnetks no 80 wmr, TOB "TeBa Ykpaina AT YkpaiHa BHECEHHSA 3MiH 0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/14020/01/01
H-TEBA no 7 TabneTtok y YkpaiHa" $PapmaueBTUYHUN 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnaay (iHwi | peyernmom
6nictepi; no 4 3aBop TEBA, 3MiHW) - BHECEHHSA 3MiH A0 po3Ainy “MapkyBaHHs” MKA N13:
6nictepu B kopobui YroplwmHa 3anponoHoBaHo: MapkyBaHHs 3rigHO 3aTBEPAXEHOro TEKCTY
(nepBuHHa Ta MapKyBaHHS. BHeCEHHS 3MiH B TEKCT MapKyBaHHS YrakoBKMW
BTOPMHHA YNakoBka, nikapcbKoro 3acoby LoAo0 3a3Ha4YeHHS MiXXHapOaHWX
[003BiN Ha BUMYCK no3Ha4yeHb OAMHULL BUMIpHOBaHHA. TepMiH BBEAEHHS 3MiH -
cepin); Teeacpapm NPOTAroM 6 MicsALUiB Nicnsa 3aTBepaXXeHHSA
IHgis MNeT. 114,
IHAia (BMpOBHMLTBO
Hepo3gacoBaHoi
npoayKuii, nepBuHHa
Ta BTOPWHHA
ynakoBka)
294,/ TIBOMAKC- PO3YMH ANs iHdY3iN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauinHuxX Matepianis: 3MiHu | Tuny: 3a UA/13827/01/01
OAPHULUA 42 mr/mn; no 100 mn "®apmaueBtu "®apmaueBTnyHa 3MiHu 3 gkocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuenmom
y dnakoHi; no 1 YHa dipma dipma "OapHuus” BiAnoBigHOCTI €Bponeiickbkin dhapmakonei/MmoHorpadii.
cbnakoHy B nauyui; no "NapHuus" MopaHHs HoBoOro abo OHOBNEHOro cepTudikaTa BiANoBIAHOCTI

100 mn y donakoHax

abo BUNy4YeHHs1 cepTudikaTa BignoBigHOCTI EBponenchbKi
dapmakonei: ans A®l; ona BuxigHoro
maTepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
BMKOPUCTOBYOTbCS Yy BUPOBHULTBI ADI; ons AonoMibkHOT
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - HoBuii cepTudikat Big HOBOro BUpobHuka
(3amiHa abo gonoBHeHHS) - nogaHHs HoBoro CEP Ne R1-CEP
2010-048-Rev 00 anga A®I apriHiHy rigpoxnopuay Big HOBOro
BMpobHuka Shanghai Kyowa Amino Acid Co., Ltd. China go
BXe 3aTBepaxeHoro BupobHuka Kyowa Hakko Bio Co., Ltd,
Japan (CEP Ne R1-CEP 1999-028-Rev 03) i3 3a3Ha4eHHAM
TepMiHy nepekoHTpontio A®P| — 3 poku; 3MiHu | TURy: 3MiHN 3
sKkocTi. FoToBMIA Nikapcbkuii 3acib. KOHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax BUNpobyBaHHs
roTOBOro Nikapcbkoro 3acoby (iHLwi 3aMiHW y meTodax
BMNpOGYyBaHb (BKMOYa4n 3aMiHy abo AOMOBHEHHS)); CYMyTHS
3MiHa: 3MiHu 3 aAKkocTi. [oToBMIA Nikapcbkuin 3aci6. KoHTporb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikaui Ta/abo 4ONYCTUMMX MEX FOTOBOrO NiKapCbKoro
3acoby (iHLWi 3MiHK) — 3MiHM A0 cneumndikalii Ta MeToaiB
KoHTponto M3 3a nokasHnkamu: «PevyoBnHM, BUSIBNIOBaHI
HIHrApUMOOM» - BHECEHI pefakLUiviHi NpaBku, 3a pesdynbTatamu
Banigauii po3ain 4ONoBHEHO TepMiHaMM NPUAATHOCTI
PO34MHIB, HOPMYBaHHS Ta MeToAMKa BUNPOBYBaHHS 3anuLleHi
6e3 3MmiH;

«BbakTepianbHi eHOOTOKCUHMY - BHECEHI pedaKLUiviHi npaBku,
HOPMYBaHHS Ta METOAMKa BUNPOOYBaHHSA 3anuieHi 6e3 3MiH;
«KinbkicHe BM3HA4YeHHA» - BBEAEHHS BUKOPUCTAHHS iHLIOT
XpomartorpadivyHoi KONMOHKW, BHECEHI TEPMiHM NPUOATHOCTI
PO34MHIB, 3BY>KEHi BUMOrM 40 BiJHOCHOrO CTaHAapTHOro
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ITpooBxkeHHs 1oAaTKa 3

Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BiAXVINEHHS, BHECEHI peAaKLiiHi NpaBKu, HOPMYBaHHS
3anuweHo 6e3 3MiH; 3MiHu | Tuny: 3miHn 3 akocTi. Ad.
KoHTponb A®I. 3miHa y meTogax BunpobyeaHHa APl abo
BUXiQHOrO Marepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BMKOPWCTOBYETBCS Y NpoLeci BUpobHuuTea AP| (iHWi 3miHW y
mMeTofax BUNpobyBaHHs (BKMoYalym 3amiHy abo
AornoBHeHHSA) APl abo BMXiAHOro/MPoMiXKHOro NPoAYyKTY);
cynyTHs 3miHa: 3miHu 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneumdgikauin Ta/abo 4ONYCTUMUX MEX,
BM3HaYeHuX y crneumdikauisx Ha A®l, abo
BUXIQHWA/MPOMDKHWUIA MPOAYKT/peareHT, WO BUKOPUCTOBYHOTLCS
y npotieci BupobHuuTea API (iHWwi 3MiHK) — 3MiHK A0
cneumgikauii Ta metoais BuNpobyBaHHA AD| 3a nokasHMKaMu:
«Po34mHHicTb» 3rigHo Bumor AdY 1.4 «MoHorpadii» mae
pekoMeHA0BaHWI XxapaKTep, TOMY 3anpornoHOBaHO BUKOHYBaTH
TECT nuie Ang po34vHHUKIB Boga P; «lgeHTudikauisa» -
BHECEHi pefakUinHi npaBku 0o cneundikauii Ta meToais
BMNPOOYBaHHs, 6€3 3MiHN HOPMYBaHHS Ta METOAY;
«Mpo3opicTb po3unHy», «MuTome onTnyHe obepTaHHs», Ta
«KinbKicHe BU3HaYeHHA» - BHECEHI pedakuiiHi npaBkn A0
mMeToAiB BUNpobyBaHHs1, 6e3 3MiH HOpMyBaHHS Ta MeToay;
«PeyoBuHYW, BUABNIOBAHI HIHFiApWMAOM» - 3a pe3ynbTatamun
Banigauii meToauky BunpobyBaHHsi [,OMOBHEHO TEPMIHOM
npuaaTHOCTI BUNPOBYBaHOro PO34YuHY (a), HOPMYBaHHS
3anuweHo 6e3 3MiH; «MikpobGionoriyHa yncrtoray -
cneundikalilo Ta METOAMKY BUNPOGYBaHHSA NpUBEAEHO Y
BignoBigHicTb BUMoram EP 2.6.12, 5.1.4.; 3miHn | Tuny: 3miHm 3
akocTi. A®l. KoHTponb A®I. 3miHa y napameTtpax
cneyungikauin Ta/abo JonyCTUMUX MEX, BUSHAYEHUX Y
cneymngikauisix Ha A®I, abo BUXIGHMI/MPOMIDKHUI
NpOAYKT/peareHT, Lo BUKOPUCTOBYHOTLCS Y NPOLECI
BMpobHUUTBa APl (BUNYYEHHS HE3HAYHOrO NOKa3HMKa sIKOCTI
(Hanpuknag BUNy4YeHHs 3acTapinoro nokasHuka)) — BUNy4YeHHs
3i cneymdikauii Ta metoais koHTponto APl nokasHuka «Baxki
mMeTanuy; 3miHu | Tuny: 3amiHm 3 akocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax crneuundikauivi Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHuX y crneumdikauiax Ha A®l, abo
BUXiAHWA/NPOMIKXHUI NPOAYKT/peareHT, Wo BUKOPUCTOBYIOTLCS
y npoueci BupobHuuTea APl (3BY>KEHHS ONYCTUMUX MEX,
BM3HaYeHnX y cneumndikauii) — 3ByXXeHHS ONYCTUMUX MEX Y
cneuundikauii A®I 3a nokasHnkom «bakTepianbHi
€HAOTOKCUHWY», Y METOAMNKY BHECEHI pedakuinHi npaBku
anpornoHoBaHo: meHwe 3 MO/r

295.

TIOHEKC

PO34MH ANns iH'eKUin,
2 Mr/mMn; no 2 Mn B
amnyni; no 6 amnyn
B KOHTYPHIl
YapyHKOBIW
ynakosui; no 1
KOHTYPHIl
YapyHKOBI ynakoBL,i

3AT
"®apmnira”

JlutoBcbka
Pecny6nika

JNIABOPATOPIO
SAPMALIEYTIKO
CLTI.C.P.JL

ITanis

BHECEHHS 3MiH [0 peecTpauinHmMx marepianis:
3MiHu | Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/lE-
cepTudikaT BignoBiaHOCTI €BpoNenchKii
apmakonei/moHorpadii. NogaHHst HOBOro abo OHOBMEHOTO
cepTudikaTa BignosigHoCTi abo BUnyyYeHHst cepTudikaTa
BignoBigHOCTI €Bponencbki hapmakonei: ans A®l; ona
BMXiZAHOro Matepiany/peareHTy/NPOMiDKHOro NPOAYKTY, L0
BMKOPUCTOBYIKOTbCH Y BUpobHUUTBI ADI; Ans gonomixkHoi

3a
peuenmom

UA/17110/01/01
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®Popma eunycky
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KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

B nayui

pe4voBUHM (cepTudikaT BiANOBIAHOCTI EBpPONENCHKin
apmakonei) - HoBuih cepTudikat Big HOBOro BUpobHUKa
(3amiHa abo JONOBHEHHS) - BBEAEHHSI HOBOrO BUPOOHMKA Ansi
nitoyoi pevoBuHu Thiocolchicoside crystallised from ethanol
Indena S.p.A., ITanisi B sikoro HasiBHWUIA cepTudikat
BianosigHoCTI €Bponevickbkin dhapmakonei Ne RO-CEP 2015-
298-Rev 01.

296.

TONPA3

Tabnetku
racTpopesnCTEHTHI,
40 mrno 10
Tabnetok y 6nicTepi,
no 3 6nictepu B
KapTOHHi KopobLi

AypobiHao
dapma It

IHAaia

AypobiHgo Papma
Nimiten-tOHiT VII,
IHais;; AypobiHoo

dapma Jita,
®opmynenwH HOHIT
XV

IHAia

BHECEHHS 3MiH 10 peecTpaLlinHux marepianis: 3MmiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsagy.
BBeneHHst abo 3MiHM [0 y3aranbHeHUX AaHUX NPO cUCTeMy
hapmakoHarnsigy (BBeAeHHs y3aranbHeHUX AaHuX Npo
cucTemy chapMakoHarnagy, 3MiHa yroBHOBaXXeHOoi ocobu,
BiANOBiAanNbHOI 3a 34iCHEeHHA bapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHSI
hapmakoHarnsigy B YkpaiHi, AKLWo BOHa BiAMIHHA Bif
yNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsay (BKoyady KOHTaKTHI faHi) Ta/abo 3miHu y
po3MmiLLeHHI MmacTep-darina cuctemu papmakoHarnsgy) -
3MiHa yNOBHOBaXeHOi ocobu 3asiBHMKA, BignoBiaanbHOI 3a
dapmakoHarnsa.

Jitoya pepakuis: CamonneHko Aptem NMaBnosumu.
MponoHoBaHa pepakuis: MNaH XaHymaHTy NeH4anas. 3miHa
KOHTaKTHUX [laHUX yNOBHOBaXeHOi 0cobu 3asiBHUKa,
BignoBiganbHoi 3a hapmakoHarnaa. BeBeaeHHst KOHTaKTHOI
ocobu ynoBHoBaxeHoi 0cobu 3asBHUKA, BiANOBIAANbLHOI 3a
dapmakoHarnsag B YkpaiHi. [ponoHoBaHa pegakuis:
CamoineHko Aptem MaBnoBudy. 3MiHa KOHTaKTHUX SaHUX
KOHTaKTHOI 0cobu ynoBHOBa)eHOI 0cobu 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B YkpaiHi. 3MiHa micus
3AiCHEeHHS1 OCHOBHOI AisANbHOCTI 3 hapmakoHarnsay. 3MiHa
MicLie3HaxoaXeHHa macTep-danina cuctemmn papmakoHarnsagy

3a
peyernmom

UA/16735/01/01

297.

TONPA3

NOPOLLIOK ANsi
po3unHy Ans

iH ekuin, 40 mr; no 1
dnakoHy y
KapPTOHHI kopooLyi

AypobiHao
dapma Jltg

IHais

AypobiHgo Papma
Timiteq

IHaisa

BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny -
3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnsgy.
BeeneHHst abo 3miHM 0o y3aranbHeHUX faHux Npo CUCTEMY
hapmakoHarnagy (BBegeHHs! y3aranbHeHUX AaHuX npo
cucTemy cdhapmakoHarnsify, 3amiHa ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iMCHEeHHA hbapMakoHarnagy; KOHTaKTHoi
ocobu 3 hapmakoHarnsay 3asiBHUKa Ans 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWwo BOHA BiAMIHHa Bif
yNoBHOBaXeHOoi 0cobw, BianoBiganbHoi 3a 30iNCHEHHS
hapMakoHarnagy (BKroYaym KOHTaKTHi AaHi) Ta/abo 3miHu y
po3milLleHHi macTep-danina cuctemu papmakoHarnsgy).
3MiHa ynoBHOBaXeHOI ocobu 3asiBHKKa, BignosigansHoi 3a
dapmakoHarnsg.

[MponoHoBaHa pepakuis: MNaH XaHymaHTy MNeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi 0cobu 3asiBHuMKa,
BigNoBiganbHoi 3a hapmakoHarnag. BeeaeHHs KOHTaKTHOT
0cobu ynoBHOBaXeHOi 0cobuM 3asiBHUKA, BiANOBIAANbHOI 3a
dapmakoHarnsg B YkpaiHi.
lMponoHoBaHa pegakuisi: Camonnexko Aptem MaBnosumy.

UA/16735/02/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0COBW YNOBHOBaXXEHOT
ocobu 3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnaj B
YkpaiHi. 3mMiHa MicLsa 3AiCHEHHS OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLLe3HaxooKeHHs1 macTep-cdanna
cucTemu chapmakoHarnsagy.
298./ TOPACEMIAA- | Ttabnetku no 5 mr no TOB "TeBa YkpaiHa MNIBA XpsaTtcka Xopsaris BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/10754/01/01
TEBA 10 Tabnetok y YkpaiHa" A.o.o. 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuernmom
6nictepi; no 2 abo 3 dapmakoHarnagy (iHwi 3mMiHW) - BHECEHHS 3MiH A0 po3ainy
6nictepn y “MapkyBaHHs” MKA N13: 3anponoHoBaHo: MapkyBaHHs 3rigHo
KapTOHHI kopobuji 3aTBEPOKEHOrO TEKCTY MapKyBaHHS. 3MiHU BHECEHi B TEKCT
MapKyBaHHS yNaKoBKW flikapCbKoro 3acoby LoA0 3a3HayeHHs
MiXXHapPOAHMX NO3HAYEHb OANHULIL BUMIpIOBaHHSA. TepMiH
BBE/IEHHS 3MiH - MPOTAroM 6 MicsLiB NicNs 3aTBEPAKEHHS.
299.| TOPACEMIA- | Ttabnetkn no 10 mr TOB "TeBa Ykpaina MJIBA XpBatcka Xopsariga BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3MiHu | Tuny - 3a UA/10754/01/02
TEBA no 10 Tabnertok y YkpaiHa" A.o.o. 3MiHM Wwoao 6e3nekn/edekTnBHOCTI Ta hapmakoHarnagy (iHwi | peyernmom
6nictepi; no 2 abo 3 3MiHW) - BHECEHHS 3MiH Jo po3ainy “MapkyBaHHs” MKA N3:
6nictepn y 3anponoHoBaHo: MapkyBaHHs 3rigHO 3aTBEPAXXEHOro TEKCTY
KapTOHHi KopobLi MapKyBaHHS. 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKW
nikapcbKoro 3acoby LoAo 3a3Ha4YeHHs MiXXHapoaHWX
Nno3Ha4yeHb OAMHULL BUMIpPIOBaHHSA. TepMiH BBEAEHHS 3MiH -
nNpoTAroMm 6 MicsUiB Nicnsa 3aTBEPAKEHHS.
300, TOTEMA PO34MH oparnbHUn Nab6opartopis ®paHuisa IHHOTepa UWysi DdpaHuisa BHECEHHSA 3MiH [0 peecTpauinHux martepianis: 3aMmiHu | Tuny - 6e3 UA/7854/01/01
no 10 mn B amnyni; IHHOTEK 3MiHM Wwopo 6e3nekn/edekTnBHOCTI Ta chapmakoHarnagy (iHwi | peuenma
no 10 amnyn B IHTepHacboH 3MiHW) - 3MiHM BHECEHi B TEKCT MapKyBaHHS yNakoBKM
YapyHKOBIN anb nikapcbkoro 3acoby Lwo40 3a3Ha4YeHHs MidKHapOAHMX
ynakosLi; no 2 no3Ha4yeHb OAMHULIL BUMIpOBaHHSA. BBeaeHHs 3MiH NpoTsarom
YapyHKOBI YNaKoOBKM 6-TW MicsUiB nicns 3aTBepaAXeHHs
B KApTOHHIl kopobLi
301, TPACTYMAB Jliodpinizat ana . XohdmaHH- |Lsenuapisa [xeHeHTeK [HK., CLWA BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: - UA/15327/01/01
KOHLUeHTpaTy Ans Jla Pow Nt CLUA (BupobHuuTeo HimeyunHa 3MiHu | TMny - 3mMiHM 3 sikocTi. A®l. Bupo6HuuTBO. 3MiHK B
PO34MHY Ans Hepo3dacoBaHoi LLisenuapisa npoueci BupobHuytea APl (HeaHayHa 3miHa y npoueci
iHdy3ivi no 150 wmr; npoaykuii, nepeuHHe BMpobHuUTBa AdI) -
in bulk: 130 nakyBaHHs); Pow 3aMiHa CMPOBUWHM (HaTpilo MeTacunikaTy neHTarigpat Ha
dnakoHiB y HiarHocTuke MMBX, HaTpito MeTacunikaTy HoHarigpar) Ha BUpobH1YomYy

noninponineHoBin
KopobLi

Hime4unHa
(BMPOBHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepeuHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOBYBaHHS
KOHTPOH SKOCTI,
BUMYCK cepii);
. XohdmaHH-JTa
Pow I1a,
LLiBenuapis
(BTOpPUHHE
nakyBaHHs,

MangaHunky 3 BUpobHuuTBa Tpactydymaby Roche Diagnostics
GmbH, Nonnenwald 2, Penzberg, Bayern, 82377, Germany
AN rapMoHi3auii 3 iHWi ginbHUUsiMK 3 BUpobHuuTBa AdI;
3MiHm | Tuny: 3miHm 3 akocTti. A®I. KoHtponb A®I. 3miHa y
napameTpax crneumdikadi Ta/abo 4onyCTUMUX MEX,
BM3HAYeHUX y crneumdikauisx Ha A®l, abo
BUXiAHWA/NPOMIXHUI NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCH
y npoueci BupobHuutea APl (BUny4eHHs He3Ha4YHOro
nokasHuKa SIKOCTi (Hanpukiag BUIy4YeHHs 3actapinoro
NoKasHuKa)) - BuganeHHs napaMmeTpa Ans TecTyBaHHS
eHpgoTokcuHy "LAL", 3a3HadeHoro y 3BiTi 3 cneundikauii Ha
CVYPOBUHY OOHOOCHOBHMI docdaT kanito 6e3BogHU Ta
cupoBuHy TRIS (rigpokcumeTun) - amiHoMeTaH ans
rapMoHisauii 3 iHWUMK JinbHUUSIMY 3 BUPOOHULUTBA
TpacTy3ymaby Ha BupobHudii ginbHuui Roche Singapore
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Ne
n/

Hazea
JliKapcbKo20
3acoby

®Popma eunycky

3asieHUK

KpaiHa

Bupo6bHuk

KpaiHa

PeecmpauitiiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo2o
noceid4yeHHs1

BUNPOOYBaHHS
KOHTPOIIO AKOCTI,
BUNYCK cepii)

Technical Operations Pte. Ltd., Singapore; 3miHu | Tuny: 3miHn
3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax BunpobyBaHHSA
A®| abo BuxigHOro marepiany/npomixHoro
NpOoAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS Y MPOLIECI
BMpOGHMUTBa A®PI (iHLWi 3MiHM Y MeTofax BUNPOobyBaHHS
(Bkntovatoum 3amiHy abo gonoBHeHHs1) APl abo
BUXiAHOrO/MPOMIXXHOro NPOAYKTY) - BBEAEHHS 404aTKOBOro
KpUTEPIto MiHIMHOCTI AN KpUTepiiB NpuaaTHOCTi cucteMu Ans
aHarniTM4Horo Metoay aHanisy Ha aHTunponidepadito KniTnH
BT-474. BcTaHOBMNEHW GionoriyHnin aHania cnyxutb
cneundivyHMM BUNPo6yBaHHSAM GionoriyHOi aKTMBHOCTI Y
XapaKTepu3aLlii aHTUTina o4uweHoro Tpactydymaby. [loaaHuin
KpUTEpIi NpuaaTHOCTI CUCTEMM BUMarae, Wwob koedilieHT
BM3Ha4YeHHsA R2 cTaHAapTHO-ro 3paska Ta KOHTPOMIO MPOAYKTY
ctaHosmB ? 0,90. Lia 3miHa He BNnuBae Ha AKicTb, 6e3neky Ta
eeKTUBHICTb Ailo4oi peyoBuHN abo nikapcbkoro 3acoby .
PepakuiiHe oHoBneHHA aHaniTudHoro metoay Kapna-®iwepa
BiAHOCHO «BigkpnTTa dnakoHie B atmocdepi N2». PefakuinHi
3MiHW AN aHanisy Ha aHTunponidepadito KniTnuH BT-474;
OHOBIeHHs po3ain 3.2.P.5.2, wob kpalle y3rogutu onuc
MeToay Yy po3ainax Ans nikapcbkoro 3acoby Ta Aitoyoi
peyoBuHU; 3MiHM | TUNy: 3MiHK 3 skocTi. A®Il. KoHTponb AdI.
3miHa y meTogax BunpobysaHHs AP abo BuxigHoro
maTepiany/npomixHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETBCA Y NpoLieci BUpobHuutea API (iHWi 3miHn y
mMeToAax BUNpobyBaHHs (BkNovaym 3amiHy abo
AonoBHeHHs1) APl abo BMXigHOro/MPOMiXKHOro NPoAYyKTy) -
3aMiHa Aito4oro ctaHaapTHOro 3paska, cepii HER1208-5, Ha
HOBUI CTaHAaPTHUIA 3pasok, cepii 979687; HOBUI (BTOPUHHWMIA)
cTaH4apTHUIA 3pasok, cepii 979687, 6yB kBanidikoBaHuUi
NOPIBHSAHO 3 Ai0YNM NEPBUHHUM CTaHL4APTHUM 3pa3koM, cepii
HER1097-3; 3miHn | Tuny: 3miHn 3 gkocTi. APl. KoHTponb AdI.
3MiHa y meTofax BunpobysaHHst AP| abo BuxigHoro
maTepiany/npomixHOro NpoayKTy/peareHTy, Lo
BMKOPUCTOBYETHCA y npoueci BupobHuutea APl (HeaHauHi
3MiHW y 3aTBepAXXeHUX MeTofax BunpobysaHHs) - nepernag
KpUTEPIto MPUAHATHOCTI CUCTEMU ANS MeToAY iAeHTUYHOCTI
nenTuaHoI kapTy, Wob napameTp "po3ainbHa 3aaTHiCTb"
6a3yBaBcs Ha LWUMPWHI Nika A Ha NONOBWHI Oro BUCOTU Y
eTanoHHi xpomarorpami, Lo Bignosigae aysi, i kputepin
NpUAHATTSA Byae 4OTPMMaHUI, SIKLWO LUMPUHA Miky MeHwe abo
aopisHioe 0,2 xB

302.

TPUHE®POH
-300POB'A

Kpanni opanbHi no
50 mn Tano 100 mn
y donakoHi Ne 1

ToBapucTso 3
obmexeHo
BignoBiganbHi
cTio
"dapmaueBTu
YHa KOMMNaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
obmexeHo
BiAnoBiganbHicTo
"®apmaueBTuyHa

komMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiH1X Matepianis: 3MiHu | Tuny -
3MiHuM Wwopno 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHui
3MiHM) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA 13:
3anponoHoBaHo: MAPKYBAHHA BignosigHo oo
3aTBEPAXEHOro TeKCTY MapKyBaHHS. 3MiHWN BHECEHi B TEKCT
MapKyBaHHS NEPBMHHOI Ta BTOPMHHOI YNaKOBKM NiKapCbKOro
3acoby LWoA0 3a3HaYeHHs! MiXKHapOAHMX NO3Ha4YeHb OAUHULb
BMMiptOBaHHs1. BBeeHHs 3MiH NpoTsirom 6-Tu MicsiliB nicnsi

3a
peuenmom

UA/11689/01/01
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
3aTBEPOKEHHSA
303.| TPMMNIKCAM | Tabnetku, BKpUTI ne ®paHuisa Na6opartopii Ceps'e ®paHuisa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/13929/01/01
®10 MI/2,5 nniBKOBOIO JIABOPATYA IHgacTpi, PpaHuis Ipnanais 3MiHu | TMNY - 3mMiHKW Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
Mr/10 Mr obonoHkoto, no 10 P CEPB'E (BipnoBiganbHWn 3a hapmakoHarnagy. 3miHa y KOpOTKill XxapaKTepuCTuLi
mr/2,5 mr/10 mr; no BMPOBHMLITBO, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
30 Tabnetok y aHanis, nakyBaHHs MEAWYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
KOHTenHepi Ans Ta BUNycK cepii); OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
Tabnetok; no 1 abo Cepg'e (Ipnangis) nocnigxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
no 3 KOHTenHepu InpacTpic T4, nicnspeecTpauiiHuin nepion, abo sik pe3ynbTaT OLiHKM 3BiTY 3
ansi TabneTok y IpnaHaisa nocnigeHb, NpoBeAeHUX BiANOBIAHO A0 NnaHy negiaTpuyHnX
KOpOoO6Lii 3 KapTOHY (ipnoBiganbHun 3a pocnigxeHb (PIP) (3MiHy y3rogXeHo 3 KOMNeTEHTHUM
BMPOBHMLTBO, YNOBHOBAXEHWM OpraHoMm) - 3MiHW BHECEHO A0 IHCTpyKuii Ans
aHani3 nakyBaHHs Ta MEAMYHOro 3aCTOCYBaHHS nikapcbkoro 3acoby Ao po3giny
BUMYCK cepii ) "MobiyHi peakuii” (3riarHo pekomeHpauin PRAC), Takox
BHECEHHS pefakUinHMX NpaBok y po3ainu "®apmakonoriyHi
BrnacTtueocTi", "B3aaemMogist 3 iHWMMK nikapcbknumun 3acobamu Ta
iHWi BUaM B3aemogin", "OcobnmBocTi 3acToCcyBaHHs".
BBeAeHHs1 3MiH MpOTAroM 6-TK MicsLiB NiCns 3aTBEPAXKEHHS.
304.| TPUNNIKCAM | Tabnetku, BKpUTI e ®paHuiga JTabopatopii Ceps'e DdpaHuiga BHECEHHSA 3MiH 0 peecTpauinHnX maTtepianis: 3a UA/13930/01/01
®10 MI/2,5 NniBKOBOKO JIABOPATYA IHaacTpi, ®paHuis Ipnangis 3MiHu | TMnYy - 3mMiHKn wopao 6e3nekn/edekTUBHOCTI Ta peuyernmom
Mr/s Mr obonoHkoto, no 10 P CEPB'E (ignoBiganbHWn 3a hapmakoHarnagy. 3miHa y KOpOoTKill xapakTepucTuLi
mr/2,5 mr/5 mr; no 30 BMPOBHULTBO, nikapcbkoro 3acoby, TeKCTi MapKyBaHHsi Ta iHCTPYKLii ans
TabneTtok y aHanis, nakyBaHHs MeANYHOro 3acTOCYBaHHS Ha NiAcTasi perynspHo
KOHTEeNHepi ans Ta BUNYycK cepii); OHOBJOBAHOTO 3BiTY 3 He3neku nikapcbkoro 3acoby, abo
Tabnetok; no 1 abo Ceps'e (IpnaHgis) nocnigxeHb 3 6e3nekn 3acTocyBaHHs fikapcbkoro 3acoby B
no 3 KOHTenHepu IngacTpic T4, nicnspeecTpauiiHuiA nepion, abo sik pe3yrnbTaT OUiHKM 3BiTY 3
onsi TabneTok y IpnaHgaisa [ocnigeHb, NpoBeAeHMX BiANOBIAHO 40 NNaHy negiaTpuyHnX
KOpoO6Li 3 KapTOHY (BignoBiganbHWi 3a pocnigxeHb (PIP) (3MiHy y3rog)KeHo 3 KOMNEeTEHTHUM
BMPOBHMLTBO, YNOBHOBAXEHWM OpraHoMm) - 3MiHW BHECeHO A0 IHCTpykuii anst
aHani3 nakyBaHHs Ta MEAMYHOro 3acTOCYBaHHs nikapcbkoro 3acoby o po3gainy
BUNYCK cepii ) "MobiyHi peakuii" (3rigrHo pekomeHpauii PRAC), Takox
BHECEHHS pefakUinHMX NpaBok y po3ainu "®apmakonoriyHi
BrnacTtueocTi", "B3aemogist 3 iHWMMK nikapcbknmmn 3acobamu Ta
iHWi Bnam B3aemogiit", "OcobnueocTi 3acTocyBaHHS".
BBeaeHHs 3MiH NpoTSAroM 6-Tu MicAUIB Nicna 3aTBEPOKEHHS.
305.| TPUMNNIKCAM | TabneTku, BKpUTI Jie PpaHuis JTabopaTopii Ceps'e dpaHuisa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/13931/01/02
® 5 MIM1,25 NniBKOBOO JIABOPATYA IHaacTpi, PpaHuis Ipnangis 3MiHM | TNy - 3amMiHW WwWopo 6e3neku/edekTUBHOCTI Ta peyernmom
MI/10 MIr 06oroHKot, No 5 P CEPB'E€ (BignosiganbHuii 3a dapmakoHarnsgy. 3MiHa y KOpOTKi xapakTepucTuui

mr/1,25 mr/10 mr; no
30 Tabnetok y
KOHTENHepi ans
Tabnetok; no 1 abo
no 3 KOHTenHepu
ansi TabneTok y
KopobLi 3 KapTOHY

BMPOGHMLTBO,
aHanis, nakyBaHHs
Ta BUMYCK cepii);
Ceps'e (Ipnangis)
IngacTpic NTa,
IpnaHgis
(BignosiganbHuii 3a
BMPOBHMLTBO,
aHarni3 nakyBaHHs Ta
BUMYCK cepii)

nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
MeONYHOro 3acTOCYBaHHS Ha NiACTaBi perynspHo
OHOBINIOBAHOTO 3BITY 3 6e3sneku nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHS nikapcbKkoro 3acoby B
nicnapeecTpauiiHui nepiod, abo sk pe3ynbTaT OUiHKK 3BiTY 3
pocnigXeHb, NpOBeAEHMX BiAMOBIAHO 40 NnaHy negiaTpudHux
pocnigxeHb (PIP) (3MiHY y3rog)eHo 3 KOMNEeTEHTHUM
YMNOBHOBa)XEHUM OpPraHoMm) - 3MiHW BHECEHO A0 IHCTpyKUii Ans
MeANYHOro 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3giny
"MobGivHi peakuii" (3riarHo pekomeHaauin PRAC), Takox
BHECEHHS pefakUinHMX NpaBokK y po3ainu "®apmakonorivHi
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BrnacTtueocTi", "B3aaemogist 3 iHwmMMK nikapcbknumun 3acobamu Ta
iHWi Buam B3aemogin", "OcobnmBoCTi 3acTOCyBaHHs".
BBefeHHst 3MiH NpoTArom 6-Tn MicaUiB Micns 3aTBepAXeHHS .
306., TPMMNIKCAM | Tabnetku, BKpUTI ne ®paHuisa INa6opartopii Ceps'e ®paHuisa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/13929/01/02
® 5 MIM1,25 nniBKOBOIO JIABOPATYA IHgacTpi, PpaHuis Ipnanais 3MiHu | TMNY - 3mMiHKn Wwopao 6e3nekn/edeKTUBHOCTI Ta peuernmom
Mr/s Mr obonoHkoto, no 5 P CEPB'E (BipnoBiganbHWn 3a hapmakoHarnagy. 3miHa y KOpOTKill xapaKTepucTuLi
mr/1,25 mr/5 mr; no BMPOBHMLTBO, nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
30 Tabnetok y aHanis, nakyBaHHs MELVYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
KOHTenHepi Ans Ta BUNYyCK cepii); OHOBIIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
Tabnetok; no 1 abo Cepg'e (Ipnangis) nocnigxeHb 3 6e3nekn 3acTocyBaHHS nikapcbkoro 3acoby B
no 3 KOHTenHepu IngacTpic NTa, nicnspeecTpauiiHuiA nepion, abo sik pe3ynbTaT OUiHKK 3BiTY 3
ansi TabneTok y IpnaHaisa [ocnigXeHb, NpoBeAeHUX BiANOBIAHO A0 NnaHy negiaTpuyHnX
KOpoO6Lii 3 KapTOHY (ipnoBiganbHun 3a aocnigxeHb (PIP) (3MiHy y3roa»XeHo 3 KOMNeTEHTHUM
BMPOBHMLTBO, YNOBHOBAXEHWM OpraHoMm) - 3MiHVW BHECEHO A0 IHCTpyKuii Ans
aHani3 nakyBaHHs Ta MEAMYHOro 3acTOCYBaHHS nikapcbkoro 3acoby Ao posginy
BUMYCK cepii ) "Mo6iyHi peakuii" (3riarHo pekomeHpauii PRAC), Takox
BHECEHHS pefakUinHMX NpaBokK y po3ainu "®apmakonoriyHi
BrnacTtueocTi", "B3aaemMogist 3 iHWMMK nikapcbknumu 3acobamu Ta
iHWi BUaM B3aemogin", "OcobnmBocTi 3acToCcyBaHHs".
BBeAeHHs1 3MiH MpOTAroM 6-Tu MicsUIB NiCns 3aTBEpAXEHHS.
307.| T-CENT® cnpen onsa poToBoi Amakca NTO Benuka AICIEH Monbda Monbwa BHECEHHSA 3MiH 0 peecTpaLinHmMx marepianis: 6e3 UA/13494/02/01
NOPOXHUHK, PO3YNH, BputaHis XKewys Ec.En. 3MiHuM | TMny -3miHKn Wwopo 6esnekn/edekTMBHOCTI Ta peyenma
1,5 mr/mn, no 30 mn hapmakoHarnagy (iHwi 3miHW) - BHECEHHS 3MiH A0 po3ainy
y cbnakoHi 3 “MapkyBaHHa” MKA J13” ; 3anponoHoBaHO: MapKyBaHHS.
NPUCTPOEM AnA BignosigHo A0 3aTBEpAXEHOro TEKCTY MapKyBaHHS Ta
pPO3NWMIOBaHHs; no 1 OHOBIIEHHS TEKCTY MapKyBaHHsI YNaKoBKM NikapCcbKoro 3acoby
cnakoHy B 3 BHECEHHSAM iHhopMaLii Woao 3a3Ha4YeHHs O4MHULb
KapTOHHI kopobLi BMMiptoBaHHS y cuctemi Sl. BBBeAEHHS 3MiH NpoTarom 6-1m
MicsAUIB NicNsi 3aTBEPAKEHHS.
308, T-CENT® cnpen Ans poToBoi Amakca NNTA Benuka ANCIEH Monbda Monbwa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 6e3 UA/13494/02/01
NOPOXHWUHW, PO3YNH, BpuTaHia XKewys Ec.En. TexHiyHa nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) | peyenma
1,5 mr/mn; no 30 mn - BUMPaBNEHO TeXHIYHY NOMUIIKY B iIHCTPYKUIT AN MeanYHoro
y dnakoHi 3 3acTocyBaHHs fnikapcbkoro 3acoby y posgini "Cnoci6
NpUCTPOEM Ans 3acTocyBaHHSA Ta 4o3Kn": 3anponoHoBaHo: "MNpu HaTUCKaHHI Ha
po3NuMoBaHHs; no 1 noMny yTBOPIOETLCA aepo30sb, KOTPUIN MICTUTL 1 403y crpeto
dnakoHy B ? 0,17 mn, wo signosigae 0,255 mr 6eH3ngaminy
KapPTOHHI kopooLyi rigpoxnopuay". BunpasneHo TeXHiIYHY NOMUIIKY Y TEeKCTi
MapKyBaHHS yrakoBKW fikapcbKkoro 3acoby: 3anponoHOBaHoO:
"1 posa npenapaty mictutb 0,17 mn, wo signosigae 0,255 mr
6eH3vaamiHy rigpoxnopuay". 3a3HayeHe BUNpaBrieHHs
BigNoBigae matepianam peecTpauinHoro 4ocbe
309.| YTPUH® HacTonka no 100 mn MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauinHux matepianis: 3MiHu | Tuny - be3 UA/8220/01/01
y dnakoHi abo y "Ximdpapmaas "Ximcapm3aasop 3MiHuM Wwopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
6aHUi; no 1 dnakoHy oA "YepBoHa "YepBoHa 3ipka" 3MiHM) - 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKW
abo no 1 6aHuUi B 3ipka" nikapcbKoro 3acoby LWoA0 3a3Ha4YeHHs MiDKHapOAHMUX

naJyui 3 KapToHy

no3Ha4yeHb OAMHULIL BUMipOBaHHSA. BHeCeHHst 3miH 4o po3ainy
“MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapKyBaHHS.
BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTAroM 6-Tu MicaLiB Nicnsa 3aTBEPOXKEHHSA
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310.| ®APMALOON Tabnetku no 10 AT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 40 PeecTpaLiHux Martepianis: 6es UA/8183/01/01
® TabneTtok y 3MiHu |l TMNy - 3miHK 3 AKocTi. ToTOBMI Mikapcbkui 3acib. peuenma
6nictepax; no 10 3MiHn y BUpoGHULTBI. 3MiHK Y npoueci BUpoBHULTBa rOTOBOro
Tabnetok y bnictepi; nikapcbKoro 3acoby, BKIOYaym NPOMIXKHUIA NPOAYKT, L0
no 1 abo 3, abo 5 3aCTOCOBYETLCS NPY BUPOBHULTBI FOTOBOrO JikapCbKOro
6nictepis y nayui 3 3aco0y (iHLWi 3MiHW) - BHECEHHS 3MiH O Npouecy BUPOOHMLUTBA
KapTOHY nikapcbKoro 3acoby, 3okpema: 3amiHa MeToay Cyxoi
rpaHynsiyii Ha TEXHOMOTI0 BOMOroi rpaHynsauii
311 ®ENOQUN TabneTku 3 TeBa I13painb BMPOOHULITBO HimevunHa/ BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/4378/01/01
MoAudikoBaHUM dapmaueBTika Hepo3adacoBaHoi Yecbka 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi | peuenmom
BMBINIbHEHHSAM NO n lHpacTpis npoaykuii: Knoke Pecny6bnika 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
2,5wmr,no 10 ITp. ®apma-Cepsic nikapcbKoro 3acoby LoAo 3a3Ha4YeHHS MiXXHapOaHWX
TabneTok y 6nicTepi, 'm6X, HimeudnHa; nosHa4yeHb OAMHUL BUMIpHOBaHHA. BHeceHHs 3MiH o po3ainy
no 3 abo no 10 nepBuHHa Ta “MapkyBaHHsa” MKA 113: 3atBepaxeHo: MapkyBaHHS. 3rigHo
6nictepis y kopobui BTOPWHHA YMaKoBKa, TEKCTY, Lo AoAaeTbes. 3anpornoHoBaHo: MapkyBaHHs. 3rigHo
KOHTpPOIb cepii: 3aTBEPAXXEHOro TeKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH -
Mepkne Mv6X, npoTAroM 6 micALiB Nicnsa 3aTBePAXKEHHS.
HimeuunHa; nossin
Ha BUNYyCK cepil:
Mepkne Mv6X,
HimevunHa;
KOHTPOSb cepii Ta
[03BiN Ha BUMYCK
cepii: Tesa Yex
IHgacTpis c.p.o.,
Yecbka Pecny6bnika
312, ®ENoAoun Tabnetku 3 TeBa I13painb BMPOBHULITBO HimeuunHa/ BHECEHHS 3MiH 4O peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/4378/01/02
MoaudikoBaHUM dapmauesTika Hepo3dacoBaHoi Yecbka 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnaay (iHwi | peyenmom
BUBISIbHEHHAM NO 5 n lHpacTpis npoAaykuii: Knoke Pecny6nika 3MiHUM) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
mr, no 10 TabneTok Jita. dapma-Cepsic nikapcbkoro 3acoby L1oao 3a3HavYeHHs MiXXHapoaHWX
y 6nictepi, no 3 abo 'm6X, HimeuunHa; no3Ha4yeHb OAMHULIL BUMIpOBaHHSA. BHeCeHHs 3MiH Ao po3ainy
no 10 6nictepiB y nepBuHHa Ta “MapkyBaHHa” MKA J13: 3aTtBepaxeHo: MapkyBaHHs. 3rigHo
Kopobui BTOPVHHA YNaKkoBKa, TEKCTY, Lo AoAaeTbes. 3anponoHoBaHo: MapkyBaHHs. 3rigHO
KOHTPOJb Cepii: 3aTBEPAXEHOro TeKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH -
Mepkne M'M6X, nNpoTAroMm 6 MicsauiB Nicna 3aTBEPOXKEHHS.
Hime4unHa; gossin
Ha BMNYCK cepil:
Mepkne M'M6X,
HimevunHa;
KOHTPOJb cepii Ta
[03BiN Ha BUMYCK
cepii: TeBa Yex
IHgacTpis c.p.o.,
Yecbka Pecnybnika
313.| ®ENOAuN Tabnetku 3 TeBa I13painb BMPOBHULTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 3a UA/4378/01/03
MoaudikoBaHUM dapmauesTika Hepo3dacoBaHoi Yecbka 3miHun wopo 6e3nekn/edekTmBHOCTI Ta papmakoHarnagy (iHwi | peuernmom
BMBiNbHeHHsM no 10 n lHgacTpi3 npogykuii: Knoke Pecny6bnika 3MiHM) - 3MiHWN BHECEHi B TEKCT MapKyBaHHS yNakoBKU
mr, no 10 Tabnetok 1o, dapma-Cepsic nikapcbKoro 3acoby WwoA0 3a3Ha4YeHHS MDKHapOAHMX

y bnictepi, no 3 abo
no 10 6nictepis y
Kopobui

M6X, HimeyuunHa;
nepBrHHA Ta
BTOPUHHA YMaKoBKa,

no3Ha4yeHb OAMHULIL BUMipOBaHHS. BHeCeHHst 3miH 4o po3ainy
“MapkyBaHHa” MKA J13: 3atBepaxeHo: MapkyBaHHsi. 3rigHO
TEKCTY, Wo gogaetbes. 3anponoHoBaHo: MapkyBaHHsi. 3rigHo




132

ITpooBxkeHHs 1oAaTKa 3

Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTpOIb cepil: 3aTBEPAXXEHOro TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH -
Mepkne M'm6X, NpoTSAroM 6 MicsALiB Nicna 3aTBepAXeHHS.
HimeuunHa; nossin
Ha BUMYCK cepii:
Mepkne 'm6X,
HimevunHa;
KOHTpOIb cepii Ta
[003BiN Ha BUMYCK
cepii: TeBa Yex
IHpacTpis c.p.o.,
Yecbka Pecnybnika
314, ®IHNENCUH TabneTku TeBa I13painb TOB TeBa MonbLwa BHECEHHSA 3MiH [0 peecTpaLinHMx marepianis: 3a UA/9848/01/01
® 200 NPOOHroBaHoi aji dapmaueBTika OnepeviwH3 MonaHg 3MiHu | TMnYy - 3miHK Wwopao 6e3nekn/edeKkTUBHOCTI Ta peuernmom
PETAPO no 200 mr; no 10 n lHpacTpis papmakoHarnsay (iHwi 3mMiHK) - 3MiHW BHECEHI B TEKCT
Tabnetok y bnictepi; ITp. MapKyBaHHS yNaKoBKW flikapCbKoro 3acoby LoA0 3a3HayeHHs
no 5 a6o 10, a6o 20 Mi>)XHapOOHWX MO3HaYeHb OAMHULB BUMIpIOBaHHSA. BHeceHHs
6nictepiB y kopobui 3MiH fo po3ainy “MapkyBaHHst” MKA 113; 3anponoHoBaHo:
MapkyBaHHs1 3riHO 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHSI.
TepMmiH BBeEHHS 3MiH - NPOTAroM 6 Micsauis nicns
3aTBEPOKEHHS.
315, ®ITOFACTPO | 36ipno50ry MpAT Ykpaina MpAT "JlikTpasu Ykpaina BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 6e3 UA/14230/01/01
n naykax 3 BHYTPiLIHIM "NikTpasn" 3MiHu | TRy - 3MiHK 3 sikocTi. MoToBMIA Nikapcbkuii 3acib. 3miHKM | peuenma
naketom, no 1,5ry y BUpOGHMUTBI. 3MiHa po3mipy cepii (BkMtoyatoumn gianasoH
inbTp-nakeTi; No po3Mipy cepii) roroBoro fnikapcekoro 3acoby (36inbLueHHs A0
20 inbTp-nakeTiB y 10 pasiB NOpiBHSAHO i3 3aTBEPAXEHNM PO3MIPOM) - 36iNbLUEHHS
nayui abo y nayui 3 po3mipy cepii M3 gns ynakosku no 50 r y naykax 3
BHYTPILUHIM NakeTom BHYTPILLHIM nakeTom; no 1,5 r y ginbTp-nakeTi; no 20 ginbTp-
nakeTiB y nadui; no 1,5 r y ginetp-nakerti; no 20 ginbTp-
nakeTiB y Nayui 3 BHYTPILLHIM NakeToM BU3HAYeHO, BUXOASYY 3
KinbkicHoro abo BigCOTKOBOro BMICTY KOMMOHeHTiB 113 B
oAMHMLI nikapcbKoi hopMu Ta i3 nepenbayyBaHoOro po3mipy
cepii; 3anponoHoBaHO: po3mipy cepii 113
[ns ynakosku no 50 r y naykax 3 BHyTpiwHiM naketom 200,0
kr(x 20%) 4000 yn.(+ 20%); 300,0 kr(+ 20%) 6000 yn.(+ 20%);
500 kr(+ 20%) 10000 yn.(+ 20%); 900 kr(+ 20%) 18000 yn. (+
20%); 1250 kr(x 20%) 25000 yn. (+ 20%). Ans ynakosku no
1,5 ry oinbTp-nakeTi; no 20 dinbTp-nakeTiB y nayui A6o no
1,5 ry ginbTp-nakeTi; no 20 cinbTp-nakeTiB y nayui 3
BHYTPpiLWHiM nakeTtom 90,0 kr(x 20%) 3000 yn.(+ 20%); 150 kr(x
20%) 5000 yn.(x 20%); 300 kr(x 20%) 10000 yn.(+ 20%); 540
Kkr(x 20%) 18000 yn. (+ 20%); 750 kr(x 20%) 25000 yn. (+
20%)
316.| ®NIOFEH3UM | TabneTku, BKpUTI MYKOC HimeuunHa MYKOC HimeuunHa BHECEHHS 3MiH [0 peecTpauinHuX Matepianis: 3MiHu | Tuny - be3 UA/2843/01/01
obonoHkoto no 20 dapma 'moX i EmynbcioHcresennb 3MiHuM Wwopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
Tabnetok y bnicTepi; Ko. KI wadpTt M6X 3MiHW) - BHECEHHS 3MiH 40 po3ainy «MapkyBaHHs» MKA N3:

no2,no 5 a6o no 10
bnictepiB y
KapTOHHIN Kopobui;
no 800 TabneTok y
H6aHkax

3anponoHoBaHo: MapkyBaHHs1. 3rigHO 3aTBEPAKEHOro TEKCTY
MapKyBaHHs. OHOBEHHS1 TEKCTY MapKyBaHHs YNaKoBKM
nikapcbkoro 3acoby 3 BHeceHHsIM iHdopmaLii wono
3a3HavYeHHs OAMHMLbL BUMIpIOBaHHS y cuctemi SI. BBegeHHs
3MiH NPOTAroM 6-TW MiCALIB Nicns 3aTBEpAXEHHS
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317.| ®NOCTEPOH | cycneHsis ansa KPKA, o.4., CnoBeHist KPKA, o.a., Hoo CnoBeHisi BHECEHHS 3MiH O peecTpaLiiH1X maTepiarnis: 3a UA/2528/01/01
iH'ekuin, no 1 mn B HoBo mecTo MEeCTO 3MmiHu | TUny - 3miHK Wwoao 6e3nekn/ePeKTUBHOCTI Ta peuernmom
amnyni; no 5 amnyn dapmakoHarnagy (iHwi 3miH1) OHOBMEHHS TEKCTY MapKyBaHHS
y bnictepi; no 1 yrnakoBKu nikapcbKkoro 3acoby 3 BHECEHHsIM iHdopMaLlii woao
6nictepy B 3a3HaYeHHst OAMHMWLb BUMIpIOBaHHS y cucTtemi SI. BHeceHHs
KapTOHHI KopobLi 3MiH Ao posginy “MapkysaHHa” MKA J13: 3aTBepayxeHo:
MAPKYBAHHSA TekcT mapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
ynakoBKu fikapcbKoro 3acoby, Lo mMictutbecs y Metogax
KOHTPOIIO AKOCTi Nikapcbkoro 3acoby 3anpornoHoBaHo:
MAPKYBAHHA Y BignoBiaHOCTI A0 3aTBEPAXEHOMO TEKCTY
MapKyBaHHs. BBegeHHs 3MiH npoTarom 6-Tu micauis nicng
3aTBEpPAKEHHS
318.| ®NNYKOHA30 | kpucTaniyHui TOB "TK YkpaiHa Bipynakwa OpraHikc IHaisa BHECEHHS 3MiH 4O peecTpaLlinHnxX Matepianis:3aMiHu | Tuny - - UA/15667/01/01
n NOPOLLOK "Aspopa" Tlimiteq aAMiHICTPaTMBHI 3MiHW. (iHLWi 3MiHW) - NpYBeAeHHs iHdopMaLlii
(cybeTaHuis) y y po3gini «MapkyBaHHa» MKA Ha ®niykoHason, KpucTaniyHuia
noaginHMX nopotuok (cybcTaHuist), BupobHuk Bipynakwa OpraHikc
nonieTnneHoBmnx Jlimiteq, IHgis y BignoBigHiCTb A0 rpadiyHOro 306paxkeHHs
MiLLKaXx (30BHiLLHI €TMKETKWN, a caMe 3a3Ha4YeHHs HassBHOCTi Ha eTuKeTLi
YOpHWIA) Ans TOBapHOro 3HaKy 3asiBHuKa.
hapmaueBTUYHOro
3acToCyBaHHs!
319.| ®JIYKOHA3O0 | TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH O peecTpaLiH1X maTepianis: 3a UA/0276/01/01
n obonoHkoto, no 50 "TexHonor" 3MiHu | Tuny - 3miHM 3 akocTi. CepTudikaT BignosigHOCTI/ME- | peyenmom
mr no 10 TabneTok y cepTudikaT BiANOBIAHOCTI €BpPONeNnchKiin
GnicTtepi, no 1 hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBNEHOro
GnicTepy B nayi 3 cepTudgikaTa BignoBigHOCTI abo BUNyYeHHst cepTudikaTa
KapToHy; no 10 BignosigHOCTI €Bponelicbkint hapmakonei: gna Adl; ans
TabneTok y GnicTepi, BMXiZHOrO MaTepiany/peareHTy/NPOMiPKHOrO NPOAYKTY, L0
no 100 GnicTtepiB y BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons AonoMidkHOT
KOpoO6Li 3 KapTOHY peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - OHOBREeHU cepTudikar Bif yxe
3aTBEpPAXKEHOro BUPOBHWMKa,
noAaHHs OHOBNEHOoro cepTuadikaTy BignosigHocTi € R1-CEP
2009-226-Rev 01 (3aTBepaxeHo: R1-CEP 2009-226-Rev 00)
anst A®I Fluconazole Big 3aTBepa)KeHOro BUpobHMKa, ki
3MiHuB Ha3By Ha GLENMARK LIFE SCIENCES LIMITED,
IHaia (3aTBepaxeHo: GLENMARK PHARMACEUTICALS
LIMITED, Ingis)
320.| ®JTYKOHA3O0 | TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: 3a UA/0276/01/02
n o6oroHkoto, no 100 "TexHonor" 3MiHu | Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHoOCTI/lE- peyernmom

Mmr no 10 TabneTok y
Gnictepi, no 1
6nictepy B nayui 3
KkapToHy; no 10
TabneTok y 6nicTepi,
no 100 6nicTtepiB y
KopobLi 3 KapTOHY

cepTudikar BignoBiaHOCTI €BpONEnchKii
hapmakonei/moHorpadii. lMogaHHA HoBOro abo oHOBNEHOro
cepTudikaTa BignosigHocTi abo BUnyyYeHHsi cepTudikarta
BignoBigHOCTI €Bponeincbki hapmakonei: ans A®l; ona
BMXiAHOro Matepiany/peareHTy/NPOMiDKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCH Y BUPOOHULTBI ADI; Ans AONOMiKHOT
pevyoBMHU (CepTrdikaT BigNoBigHOCTI EBponenchkin
dapmakonei) - OHoBNeHW cepTudikaT Bifg yxe
3aTBEPAKEHOro BUPOBOHUKa,
nogaHHs OHOBMNEeHoro ceptudikaTy BignosigHocTi € R1-CEP
2009-226-Rev 01 (3aTBepaxeHo: R1-CEP 2009-226-Rev 00)
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anst A®I Fluconazole Big 3aTBepa)XeHOro BUpobHuKa, sikuia
3miHvB Ha3By Ha GLENMARK LIFE SCIENCES LIMITED,
IHpis (3aTBepaxeHo: GLENMARK PHARMACEUTICALS
LIMITED, Ingis)
321 ®NYKOHA30O | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 1O peecTpaLiMH1X maTepiarnis: 3a UA/0276/01/03
n obonoHkoto, no 150 "TexHonor" 3miHu | Tvny - 3miHM 3 akocTi. CepTudikaTt BignosigHocTIlE- | peyenmom
mr no 1 Tabnetui y cepTudikaT BiANOBIAHOCTI EBpONeNnchkin
6nictepi; no 1 abo papmakonei/moHorpadii. [MogaHHa HoBOro abo oHOBNEHOro
no 2 6nictepu B cepTudgikaTa BignoBigHoOCTi abo BUNyyYeHHs1 cepTudgikata
nauyui 3 KapToHy; No BianoBiaHOCTI €Bponeiicbkint hapmakonei: ana Adl; ans
2 Tabnetkn y BUXiQHOrO Matepiany/peareHTy/MpoMiXXHOro NpoaykKTy, Lo
6nictepi; no 1 BMKOPUCTOBYIOTLCS Y BUPOOHMLTBI API; Ans 4ONOMKHOI
6nictepy y navui 3 peyvoBUHU (CepTudikaT BiANOBIAHOCTI EBpONenchKin
KapTOHY dapmakonei) - OHoOBReHU cepTudikat Bif yxe
3aTBEPOXKEHOrO BUPOBOHKKA,
noaaHHs OHOBMEHOro cepTudikaTy BignosigHocTi € R1-CEP
2009-226-Rev 01 (3aTBepaxeHo: R1-CEP 2009-226-Rev 00)
ans A®l Fluconazole Big 3aTBepaXXeHoro BUpobHwMKa, SKuin
3miHvB Ha3By Ha GLENMARK LIFE SCIENCES LIMITED,
IHpis (3aTBepaxeHo: GLENMARK PHARMACEUTICALS
LIMITED, Ingis)
322, ®JIYKOHA3O0 | TabneTku, BKpUTI MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH O peecTpaLiiHuX marepianis: 3a UA/13380/01/01
n obonoHkoto, no 150 "TexHonor" 3MiHu | Tuny - 3miHM 3 akocTi. CepTudikaT BignosigHOCTI/ME- | peyenmom
mr; in bulk: no 3000 cepTudikaT BiANOBIAHOCTI €BpPONeNnchKiin
TabneTok y hapmakonei/moHorpadii. lMogaHHA HOBOro abo OHOBNEHOro
KOHTEeNHepax cepTudgikaTa BignoBigHOCTI abo BUNyYeHHst cepTudikaTa
BignosigHOCTI €Bponelickkint papmakonei: ana Adl; ons
BUXiQHOrO MaTepiany/peareHTy/MpoMiXKHOro NpoaykKTy, L0
BMKOPUCTOBYOTbCS Y BUPOBHULTBI ADI; ons AonoMidkHOT
peyoBUHU (cepTudikaT BignoBigHOCTI €Bponenchkin
hapmakonei) - OHOBREeHU cepTudikar Bif yxe
3aTBEpAKEHOro BUpPobHUKa,
noAaHHs OHOBMNEHOro cepTudikaty BignosigHocTi € R1-CEP
2009-226-Rev 01 (3aTBepaxeHo: R1-CEP 2009-226-Rev 00)
anst A®I Fluconazole Big 3aTBepa)KeHOro BUpobHMKa, ki
3MiHuB Ha3By Ha GLENMARK LIFE SCIENCES LIMITED,
IHaia (3aTBepaxeHo: GLENMARK PHARMACEUTICALS
LIMITED, Ingis)
323.| ®OCOANKOr renb opanbHui AcTtennac Hinepnanam dapmaTuc dpaHuisa BHECEHHS 3MiH [0 peecTpauinHmMx marepianis: be3 UA/4381/01/01
ElNb (12,38 1 20% dapma KOpon 3MiHM | TNy - 3amMiHn WwWopo 6e3neku/edekTUBHOCTI Ta peuyenma
rento/naket); no 20 r B.B. hapmakoHarnsay (iHwWi 3mMiHKW) - BHECEHHS 3MiH 40 po3ainy
rento y naketi; no 20 “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHS.
nakeTiB y KapTOHHIW MapKyBaHHS BignoBigHO 40 3aTBEPAXEHOro TEKCTY
nayui MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBKU
nikapcbKoro 3acoby i3 3a3HavYeHHAM MiXXHapOAHWX NO3HaYeHb
OAVHULb BUMIpIOBaHHS. BBegeHHsA 3MiH NpoTarom 6-tu Micsuis
nicns 3aTBepaXeHHs
324.| ®PArMIH® PO3YMH ANs iH'eKuUin Mdpansep IHk. CLWA BupobHuuTBO, Benbrisa/ BHECEHHSA 3MiH A0 peecTpauiiH1X MaTepianiB: yTOYHEHHSs 3a UA/1581/01/02
2500 MO (aHTn- BTOPUHHE HimeuunHa peecTpauiiHoi npoueaypu B Haka3i MO3 Ykpainu Ne 2319 | peyenmom
Xa)/0,2 mn no 0,2 nakyBaHHS1, BiA 21.11.2019 - 3miHu | Tuny - 3miHn 3 sikocTi. [oTOBMI

MJ1 B OJHOPa30BOMY

KOHTPOIb AKOCTI,

nikapcbkui 3aci6. 3MiHu y BupobHuUTBI. 3MiHK BUnpobyBaHb
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
wnpuui; no 5 BUMYCK Cepii, abo AonyCTUMUX MeX, BCTaHOBMEHUX y cneuundikauisx, nia
wnpuuis y brictepi; BUBYEHHS Yyac BUpOBHMLTBA rOTOBOrO MikapcbKoro 3acoby (3ByXeHHsI
no 2 6nictepu B cTabinbHoCTi: OONYCTUMUX MeX) - 3MIHM AOMYCTUMUX MEX, BCTAHOBINEHUX Y
KapTOHHIN kopobuji Mcpanszep cneumikauisix, nig 4yac BMpobHMUTBA rOTOBOrO NiKapCbKoro
MeHoekyypuHr 3acoby ans TecTy Bioburden 3 "He Ginble, Hixx 100 KYO/mn"
Benbria HB, Ha "He Ginble, Hixx 10 KYO/100mn" ginbHuui Betep ®apma-
Benbris; ®epTuryHr F'm6X & Ko. KI (WytuenwTrpacce). 3minm | Tuny -
Bvpo6HuuTBO Ta AAMiHIiCTpaTuBHI 3MiHW. BunyyeHHs BUpobHUYOI AinbHWL
KOHTPOIb SIKOCTI (Bkmtoyatoum ainbHuui ans A®I, npomixxHoro npoaykty abo
(BizyanbHuin roTOBOrO NikapcbKoro 3acoby, AinbHULi ANS NpoBeAeHHS
KOHTPOIb, KOHTPOMb nakyBaHHs, BUpOOHMKa, BiANOBIiAansLHOro 3a BUNYCK cepin,
Ha CTepuUIbHICTb Ta MicLie NMpOBeAEHHSI KOHTPOrio cepii) abo nocTavanbHvKa
KOHTpOIb 06 €My, BUXiQHOrO Marepiany, peareHTy abo JOMOMiXKHOI pe4OBUHM
LL|O BUTATraeTbCS): (sIKLLIO 3a3HaYeHOo y A0oCbE) - BunyyeHHA anbTepHaTUBHOI
Betep ®apma- BUMpO6HUYOI ainbHUUi M3 ana BisyanbHoOro koHTponto
®epTuryHr Frm6X & AIKOCTi Ta BTOPUHHOro NakyBaHHs, a came - Betep ®apma-
Ko. KI', Himeu4uHa; ®depTuryHr 'm6X & Ko. KI' (Xon6amHcTpacce 40, 88212,
BigyanbHun PaBeHc6ypr, HimeuyunHa. 3miHu Il Tuny - 3miHun 3 gkocTi.
KOHTPOSb, KOHTPOSb ["oToBWI nikapcbkuit 3acib. 3miHW y BUpoOHULTBI. 3MiHa
Ha CTepuIbHICTb: po3Mipy cepii (Bknovatoum fianasoH po3mipy cepii) roroBoro
Betep ®apma- nikapcbkoro 3acoby (3miHa BUMarae OLiHKWN MOPIBHSIHHOCTI
®epTuryHr Frm6X & (NpoBeAeHHs NOPIBHANBHUX AOCTIAXEHb) Nikapcbkoro 3acoby
Ko. KI', HimeuuuHa; 6ionoriyHOro/iMyHosoriYHOro NOXoAXKeHHs1 abo 3MiHa y po3mipi
BisyanbHuii cepii BUMarae nposeAeHHs HOBOro AOCNIAXEHHA
KOHTPOSb: GioekBiBaneHTHOCTi) - BBeaeHHAM goaaTkoBoro po3mipy cepii
Betep dapma- AopgaTtkoBoi BUpobHMYoi niHii (DSF3), 3aTBepaxeHo:
depturyHr rm6X & BMpo6HMYa niHiss DSF2 - poamip cepii: 50 n, 141n 1a 207 n,
Ko. KI', HimeuuuHa; 3anponoHoBaHO: BUpoGHUYa niHis DSF2 - poamip cepii: 50 n,
BisyanbHui 141n Tta 207 n, BupobHu4a niHia DSF3 - po3mip cepii: 50 n,
KOHTPOJIb, KOHTPOSb 141n ta 428 n. 3minHwn Il Tvny - 3MiHK 3 AKkocTi. FoToBUNIA
Ha CTepunbHICTb Ta nikapcbkuin 3aci6. 3MiHM y BUpOGHULTBI. 3MiHK y npoueci
BTOPVHHE BMPOBHMLITBA FOTOBOrO fikapcbKoro 3acoby, BKMoYayu
nakyBaHHs: MPOMiXXHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOBHULTBI
Berep ®apma- roTOBOro Nikapcbkoro 3acoby (nikapcbkuii 3acib € nikapcbkum
®epTuryHr F'm6X & 3aco6oM 6ionoriyHoro/iMyHONoriYHOro NOXOAXKEHHS Ta 3MiHa
Ko. KI', HimewyumHa BUMarae NnpoBefeHHs NOPIBHANbHUX AOCTiAXeHb) - BBeaeHHs
HOBOI BUPOBHUYOI MiHiT, ika 4O3BONUTL MiABULLMTH
NPOAYKTUBHICTb (AN BUpoGHULTBA Wnpuuis, NniHia 3 DSF3))
Ha BUpObHWYin ainbHuui Mdansep MeHodekdypuHr Benbris B
Myypc, benbrisi.
325.| ®PAIMIH® PO3YMH ANs iH'eKuUin Mdpansep IHK. CLWA BupobHuuTBO, Benbria/ BHECEHHSA 3MiH A0 peecTpauiiHMX MaTepianiB: yTOYHEHHSs 3a UA/1581/01/01
5000 MO (aHTu- BTOPUHHE HimeuunHa peecTpauiiHoi npoueaypu B Haka3i MO3 YkpaiHu Ne 2319 | peuyenmom
Xa)/0,2 mn no 0,2 nakyBaHHS, BiA 21.11.2019 - 3miHu | Tuny - 3MiHN 3 sikocTi. [oToBMIN
Mf B 0OQHOPa3oBOMY KOHTPOJSb SIKOCTI, nikapcbkui 3aci6. 3MiHn y BUpobHuUTBI. 3MiHK BUNpobyBaHb
wnpuui; no 5 BUMYCK cepii, abo JonycTMMX MeX, BCTaHOBIEHMX Y cneumndikauisx, nig
wnpwvuis y 6nictepi; BMBYEHHS Yac BMPOBHMLITBA rOTOBOIO MiKapCbKOro 3acoby (3BY)KeHHS
no 2 6nictepu B cTabinbHOCTi: [ONYyCTUMUX MEX) - 3MiIHN ONYCTUMUX MEX, BCTAHOBIEHUX Y
KapPTOHHIN Kopobui Mdansep cneuundikauisx, nig 4ac BUpOOHULTBA rOTOBOrO MiKapCbKoro
MeHtobekyypuHr 3acoby ans tecty Bioburden 3 "He 6GinbLe, Hix 100 KYO/mn"
Benbris HB, Ha "He Ginblwe, Hixx 10 KYO/100mn" ginbHuui Betep ®apma-
Benbris; PepturyHr N'm6X & Ko. KI™ (WyTtuenwrpacce). 3miHu | Tuny -
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
Bvpo6HuuTBO Ta AamiHicTpaTuBHI 3MiHW. BunyyeHHs BUpobHUYOI AinbHUL
KOHTPOIb SIKOCTI (Bkmtoyatoum ainbHuui ans A®I, npomixxHoro npoaykty abo
(BizyanbHumn roTOBOro NiKapCbKoro 3acoby, AinbHULi ANA NpOBeAeHHS
KOHTPOIb, KOHTPOMb naKkyBaHHS, BUpOOHMKa, BiANOBIiAanbLHOro 3a BUNYCK cepin,
Ha CTepUIbHICTb Ta MicLie NpOBEeAEHHSI KOHTPOTHO cepii) abo nocTayanbHuKa
KOHTpOIb 00°emy, BUXiQHOrO Marepiany, peareHTy abo [JOMOMKHOI pe4OBUHM
LL|O BUTAraeTbCS): (SIKLLIO 3a3HaYeHOo y A0CbE) - BunyyeHHA anbTepHaTUBHOI
Betep ®apma- BMpo6HUYOI ginbHuUi M3 ansa BisyanbHOro koHTponto
®epTuryHr F'm6X & AIKOCTi Ta BTOPUHHOro nakyBaHHs, a came - Betep ®apma-
Ko. KI", Himeu4uHa; ®depTuryHr 'm6X & Ko. KI' (Xon6arHcTtpacce 40, 88212,
BigyanbHun PaBeHc6ypr, Hime4yunHa. 3miHu Il Tuny - 3miHun 3 gkocTi.
KOHTPOSIb, KOHTPOIb ["oToBwWI nikapcbkuit 3acib. 3miHM y BUpoOHULTBI. 3MiHa
Ha CTepuIbHICTb: po3Mipy cepii (Bkno4atoum AianasoH po3Mipy cepii) rotoBoro
Betep ®apma- nikapcbkoro 3acoby (3miHa BUMarae OLiHKM MOPIBHAHHOCTI
®epTuryHr F'moX & (NpoBeAeHHS NOPIBHANBHUX AOCNIAXeHb) NikapcbKoro 3acoby
Ko. KI', Himeu4uHa; 6ionoriYHoro/iMyHoOnoriYHOro MOXoAXKeHHs abo 3miHa y po3mipi
BigyanbHun cepii BUMarae npoBefeHHs1 HOBOMo AOCHiAXEHHS
KOHTPOIb: 6ioekBiBaneHTHOCTI) - BBeaeHHAM AoaaTkoBoro po3mipy cepii
Betep ®apma- AopgaTtkoBoi BUpobHMYoi niHii (DSF3), 3aTBepaxeHo:
®epTuryHr Frm6X & BMpoGHUuya niHig DSF2 - po3mip cepii: 50 n, 141n Ta 207 n,
Ko. KI', HimewuuHa; 3anponoHOBaHO: BUpOoGHUYa niHiss DSF2 - poamip cepii: 50 n,
BigyanbHun 141n 1a 207 n, BupobHuya ninis DSF3 - po3mip cepii: 50 n,
KOHTPOJIb, KOHTPOSb 141n ta 428 n. 3minHwn Il Tuny - 3MiHKn 3 sikocTi. MoTOBUIA
Ha CTepUnbHICTb Ta nikapcbkuii 3aci6. 3MiHy y BUpoBHMLTBI. 3MiHKM y npoLeci
BTOPWUHHE BUPOBHMLITBA rOTOBOrO NiKapcbKoro 3acoby, BkoYaloun
naKkyBaHHs: NPOMIXKHWI NPOAYKT, L0 3aCTOCOBYETHCS MPU BUPOOHULTBI
Berep ®apma- roTOBOro Nikapcbkoro 3acoby (nikapcbkuii 3acib € nikapcbkum
depturyHr rm6X & 3aco6oM 6ionoriYyHOro/iMmyHoONoriYHOro MOXOMKEHHS Ta 3MiHa
Ko. KI', HimewyunHa BUMarae npoBefeHHs NOoPIBHANbHUX AOCHiAXeHb) - BBeaeHHs
HOBOI BUPOBHMYOI MiHii, ika 4O3BONMUTL NiABULLMTY
NPOAYKTUBHICTb (AN BUpoGHMLTBA Wnpuuis, NiHia 3 DSF3))
Ha BUpObHWYin ginbHuui Mdansep MeHodekdypuHr Benbris B
Myypc, benebrisi.
326. ®PAKCUNAP | posunH ans iH'ekuin, AcneH ®apma IpnaHais AcneH Hotep Oam DdpaHuisa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/2970/01/01
NH® 9500 MO aHTu- Tpenginr ne boHpesinb 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
Xa/mn; no 0,3 mn TNiviteq hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
(2850 MO aHTuK-Xa) MapKyBaHHS yrakoBKW fikapcbkoro 3acoby 3 BHECEHHAM
abo no 0,4 mn (3800 iHpopmaLii LWoao 3a3Ha4YeHHs1 OAMHUL BUMIPIOBaHHSA Y
MO aHTu-Xa) y cuctemi Sl. BHeceHHs 3MiH go p. MapkysaHHa MKA J13
nonepenHb0 3anponoHoBaHo: 3rigHO 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS.
3arnoBHEHOMY TepMmiH BBeEHHS 3MiH - NPOTAroM 6 MicsuiB nicns
wnpuuy; no 2 3aTBePAXEHHS
wnpuum B Gnictepi;
no 5 6nictepis y
Kopobui
327.| ®TANA30N Tabnetkm no 0,5 r no MAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnX matepianis: 3MiHu | Tuny - bes UA/7925/01/01
10 Tabnetok y "Ximdpapmaas "Ximcapm3aasop, 3MiHuM Wwopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
onictepax; no 10 oA "YepBoHa "YepBoHa 3ipka" 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA N3”:
TabneTok y bnicTepi; 3ipka" 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao 3aTBepAXeHoro

no 1 6nictepy B
nayui 3 KapToHy

TEKCTY MapKyBaHHsS1 3MiHWN BHECEHI B TEKCT MapKyBaHHS
yMaKoBKW MikapcbKoro 3acoby Lwoao 3a3HavyeHHss MiXKHapogHUX
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
no3HayYeHb OAVHULL BUMipOBaHHA. BBeAeHHS 3MiH NpoTArom
6-Tn MicAUiB nicnsa 3aTBepaAXeHHS
328.| ®TANA30I- Tabnetkv no 500 mr; | ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4O peecTpaLlinHuX Martepiarnis: Ne 10 - 6e3 UA/4692/01/01
300POB'A no 10 tabnertok y obmexeHoto obmexeHoto 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuyenma;
6nictepi; no 1 abo BignosiaanbHi BiANOBiAanNbHICTIO dapmakoHarnagy (iHwi 3miHu) - OHOBNEHHA TEKCTY Ne 100 — 3a
no 10 6nicTepiB y CTIO "®apmaueBTuyHa MapKyBaHHS yNaKoBKW fikapCbKoro 3acoby 3 BHECEHHAM peuernmom
KapTOHHI kopobuli; "®apmaueBTu KOMMaHist iHbopmaLii Lo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
no 10 Tabnertok y YHa KOMNaHis "3popos's", YkpaiHa cuctemi S| Ta BHeceHHs iHcbopmalii LWoao HasgBHOCTI LUTPUX-
6nictepax 3 "3popos's" (Bci cTagii kogy Ans ynakosku Ne100 (10x10). BHeceHHs 3miH fo po3giny
MapKyBaHHAM BMPOBHMLTBA, “MapkyBaHHsa” MKA J13”: 3anponoHoBaHo:
YKPaiHCbKO MOBOIO KOHTPOSb SKOCTI, MAPKYBAHHA BignosigHo [0 3aTBEpOXXEHOro TEKCTY
abo no 10 Tabnetok BUMYCK cepii); MapKyBaHHS. MoBa MapKyBaHHSA MOXe 3MiHIOBaTUCS 3anexHo
y bnictepax 3 TosapucTso 3 BiJ KpaiHu ekcnopTy. BBeaeHHst BBeAEHHS 3MiH NpOTSrom 6-Tu
MapKyBaHHAM obmexeHoto MicsLiB nicnst 3aTBEpAXKEHHS.
YKpaiHCbKOW Ta BiANoOBiAaNbHICTIO
pOCiNCcbKoo MoBaMu "®APMEKC I'Pyn",
YkpaiHa (Bci cTagii
BMPOOHULTBA,
KOHTPOIb SIKOCTi)
329.| XENICKAH® HacTorka, no 100 MNAT YkpaiHa MNAT YkpaiHa 3MiHu | TMnYy - 3mMiHKn wopao 6e3nekn/edekTUBHOCTI Ta 6e3 UA/9499/01/01
My drakoHi; no 1 "Ximcpapmaas "Ximdpapmsasopg hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po3ainy peuenma
cbnakoHy B nayui 3 oa "YepsoHa "YepsoHa 3ipka" “MapkyBaHHa” MKA J13”: 3anponoHoBaHo: MapkyBaHHs.
KapToHy; no 100 mn 3ipka" BignoBigHo [0 3aTBEpAXEHOro TEKCTY MapKyBaHHs. 3MiHW
y 6aHui; no 1 6aHui y BHECEHi B TEKCT MapKyBaHHs YNakoBKM NikapcbKoro 3acoby
nayui 3 KapToHy LLIOAO 3a3HaYEHHS MiXXKHapPOAHMX MO3Ha4YeHb OANHULb
BMMIipIOBaHHs. BBegeHHsA 3MiH npoTarom 6-Tu micauis nicng
3aTBEpPAKEHHS
330.| XENNOCEPIH | kancynu no 250 mr Xenn C.A. Ipeuis Xenn C.A. Ipeuis BHECEHHS 3MiH [0 peecTpauinHuX Matepianis:3aMiHu | Tuny - 3a UA/11539/01/01
no 10 kancyn y agMiHicTpaTuBHI 3aMiHu. 3MiHa HalimeHyBaHHs Ta/abo agpecu | peyernmom
Gnictepi; no 5 MicLSi NPOBaAKeHHS AiAnbHOCTI BUpOGHMKa (BKNOYaoun, 3a
6nictepiB y nayui; HeobXigHOCTI, MicLie MPOBEeAEHHS1 KOHTPOIO SKOCTi), abo
no 50 kancyn 'y BracHuka mactep-carina Ha A®l, abo noctayanbHuka
nonieTuneHosin abo Adl/BnxigHoro matepiany/peareHTy/npoMi>KHOr0 NPOAYKTY, LU0
CKNSAHIN Nnsiwyj; no 3acToCoBYTbCH Y BUPOOHULTBI AD| (SIKLLO 3a3HAYEHO Y 0ChE
1 nnawui B Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikaTa
KapTOHHIN nadui BiANoBiAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMY
nocbe, abo BUpOBHMKa HOBOT AOMOMIDKHOI PEHOBMHM (SIKLLO
3a3Ha4yeHo y J0CbE) - 3MiHa Ha3Bu BUPOGHMKa AdDI
umknocepuHy 3 LacyH Kemukanc avg Oparc 114, UHana
(Shasun Chemicals and Drugs Ltd., India) Ha Conapa AkTtus
dapma CaneHcbld llumuten, Hamsa (Solara Active Pharma
Sciences Limited, India)
331.| XNNOPTPUAHI | tabnetku no 12 mr ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX Marepianis:aMiHu | Tuny - 3a UA/5532/01/01
3EH no 50 a6o 100 obmexeHo obmexeHo 3MiHuM Wwopno 6esnekn/edekTuBHOCTI Ta hapmakoHarnagy (iHwi | peyenmom
TabneTtok y BignosiganbHi BiANOBiAAmNbHICTIO 3MiHW) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKOro
KOHTelrHepax; no 50 cTio "®apmaueBTnyHa 3acoby 3 BHECEHHsIM iHdopMaLii LWoao 3a3HavYeHHs 0guHULb
abo 100 TabneTtok y "®apmaueBtu KomnaHis "3gopos's” BMMiptOBaHHS y cuctemi Sl. BHeceHHsi 3mMiH 4o po3giny
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Ne Hasea ®Popma eunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauitiiHa npoyedypa Ymosu Homep
n/ | nikapcbKo20 eidnycky | peecmpauiliHo2o
n 3acoby noceid4yeHHs1
KOHTeViHepi, no 1 YHa KOMNaHis “MapkyBaHHa” MKA J13: 3anponoHosaHo: MAPKYBAHHA
KOHTENHepy B "3popos'a" BignosigHo Ao 3aTBEpAXEHOro TEKCTY MapKyBaHHS. BBeaeHHsA
KapTOHHI kopobuli; 3MiH NpOTAroM 6-Tu MicsAUiB Nicns 3aTBEPAXEHHS
no 10 Tabnetok y
6nictepi; no 5 abo
10 6nicTepiB y
KapTOHHI KopobLi
332 XOHAPOITU kancynu, no 30 abo MPAT YkpaiHa BUMPOBHMK YkpaiHa BHECEHHS 3MiH 4O peecTpauiHux martepianis: 3miHu | Tuny - 6e3 UA/17345/01/01
H® 60 kancyn y "®OITOPAPM" BiANOBiAanbHUIA 3a 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
KOMMINEKC KOHTenHepi; no 1 BUMPOBHNYTBO, 3MiHW) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
KOHTEeWHepy B nauLli; nepBYHHE, BTOPUHHE nikapcbKoro 3acoby LoAo 3a3Ha4YeHHS MiXXHapOaHWX
no 6 kancyny nakyBaHHS, no3Ha4yeHb OAMHULL BUMIpHOBAHHSA. TepMiH BBEAEHHS 3MiH -
6nictepi; no 5 abo KOHTPOb Ta BUMYCK npoTAroM 6 MicALiB Nicnsa 3aTBepAXKEHHS.
10 GnicTepiB y nayui cepii: MPAT
"®ITOPAPM",
YkpaiHa; BUPOBHUK,
BiAnNoOBigAanbHW 3a
BMPOBHULTBO,
nepBYHHE, BTOPUHHE
nakyBaHHS,
KOHTPOIb SIKOCTi:
TOB
"ACTPA®APM",
YkpaiHa
333, XOHAPOITU emMynbrens ang MPAT YkpaiHa MPAT "®ITOGAPM" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiH1x matepianis: 3miHu | Tuny - 6e3 UA/17346/01/01
H®- 30BHiLLIHLOrO "®OITOPAPM" 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
PITOPAPM 3acTocyBaHHs, 5%; 3MiHUM) - 3MiHN BHECEHI B TEKCT MapKyBaHHS YNaKoBKu/
no25ra6o40ry nikapcbkoro 3acoby LwoA0 3a3Ha4YeHHs MidKHapOAHMX
Ty6i, no 1 Ty6i B nosHa4yeHb OAMHULL BUMIpHOBaHHA. TepMiH BBELAEHHS 3MiH -
nayui nNpoTAroMm 6 MicsUiB Nicnsa 3aTBEPOXKEHHS.
334.| XOHOPOITH emynbrens ans MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aMiHu Il Tuny - 6e3 UA/17346/01/01
H®- 30BHiLUHbOrO "®ITOPAPM" 3MiHK 3 skocTi. A®l. BupobHuuTBo. 3MiHa BUPOGHUKa peuernma
DITODPAPM 3acTocyBaHHs, 5%; BUXiZHOro/NPOMiXKHOrO NPoAyKTy/peareHTy, Lo
no25rabo40ry BMKOPUCTOBYIOTbCS Y BUpoBHMUYomy npoueci AP, abo 3miHa
Ty6i, no 1 Ty6i B BMpPOGHUWKa (BKMOYa4m, e HeobxigHo, MicLie NpoBeAEeHHS
nayui KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudikata
BiANoBiAHOCTI €Bponencbkin hapmakonei y 3aTBepaXeHoOMY
OoCbe)(BBEAEHHSI HOBOrO BUpobHUka A®| 3 HagaHHsSM macTep-
hanina Ha A®I) - BBegeHHs goaaTtkoBoro BupobHuka Al
(XoHgpoiTuHy HaTpito cynbdar) Yantai Xinghua Biochemical
products Co., Ltd., Kutawn; 3anponoHosaHo: BIOIBERICA
S.A.U., IcnaHis; Inno Biotechnology Co., Ltd, Kutaw; Yantai
Dongcheng Biochemacals Co., Ltd., Kutan YANTAI XINGHUA
BIOCHEMICAL PRODUCTS CO., LTD., Kutan
335.| UEPETIH PO34MH ANs iH'eKUin PYM Pecny6nika Pyn Pecny6bnika BHECEHHS 3MiH 40 peecTpauinHuX matepianis: 3MiHu | Tuny - 3a UA/8854/01/01
no 1 mn B amnyni; "Benmeanpen Binopycb "Benmeanpenapartu” Binopycb 3MiHuM wopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. peuernmom
no5 amnyny apatu" BBegeHHst abo 3MiHM 40 y3aranbHeHMX AaHWX NPO cucTemy

6nictepi; no 2
6nictepi y nayuj; no
5 mn B amnyni; no 5

hapmakoHarnagy (BBe4eHHs! y3aranbHeHUX AaHuX npo
cucteMmy chapMmakoHarnagy, 3MiHa yrnoBHOBaXXeHOi ocobu,
BigNoBiganbHOI 3a 34iiCHeHHs bapMakoHarnsgy; KOHTakTHoi
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amnyn y 6riictepi; no ocobu 3 hapmakoHarnsay 3asBHUKa ANS 30INCHEHHS
1 abo 2 6nictepu y hapmakoHarnsigy B YkpaiHi, kW0 BOHa BiAMIHHA Bif
navui yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
(hapmakoHarnsay (BKoYady KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLleHHi MacTep-dhaiina cuctemu dpapmakoHarnsay) -
3MiHa ynoBHOBaXKeHOI 0ocobu 3asiBHMKA, BignosigansHoi 3a
dapmakoHarnsa:
[MponoHoBaHa pepakuia: MapyeHkos Mukuta
Bonogumunposun4y. 3MiHa KOHTaKTHOT 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHMKA, BiANOBiAanbLHOI 3a 30iiCHEHHS
hapmakoHarnsay B YkpaiHi. [lponoHoBaHa pegakuis:
BonowwHa AHacTacis AHaToniiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI 0COBY YNOBHOBaXXEHOI
ocobu 3asiBHUKA, BiANOBiAanbLHOI 3a 30iiCHEHHS
dhapmakoHarnagy B YkpaiHi. 3viHa Homepa macTep-danna
cucTemMu chapMakoHarnsagy.
336.| UEPErH PO3YMH ANs iH'eKuUin PYM Pecny6bnika PYM Pecny6bnika BHECEHHS 3MiH 40 peecTpauinHnX MaTtepianis: 3MiHu | Tuny - 3a UA/8854/01/01
no 1 mn B amnyni, "Benmennpen | binopycb "Benmennpenapatu” Binopycb 3MiHu Wwoao 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsay. lpeuernmom
no5 amnyny apatn" 3MiHa y KOpOTKill XapakTepucTuLi nikapcbkoro 3acoby, TeKcTi
6nictepi, no 2 MapKyBaHHS Ta iIHCTPYKLIT AN MeQUYHOro 3acTocyBaHHS Ha
6nictepwu y nayui; no niacTaBi perynsipHo OHOBIOBAHOrO 3BiTY 3 6Ge3neku
5 mn B amnyni, no 5 nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3nekn 3acTocyBaHHs
amnyn y 6nictepi, no nikapcbkoro 3acoby B nicnsipeecTpauiiHuii nepiog, abo sik
1 abo 2 6nictepu y pesynbTaT OLUiHKM 3BITY 3 AOCNIAXEHb, NPOBEAEHMX BigNOBIAHO
navui 00 nnaHy neaiatpuyHnx gocnigxeHs (PIP) (3miHy y3arogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVM OpPraHoM) - 3MiHW BHECEHO [0
IHCTPYKUiT 4Ns MeanyHOro 3acTocyBaHHs fikapcbkoro 3acoby
0o po3ainy "lMokasaHHa" Ta iHWMX po3ainis "MpoTunoka3aHHa",
"B3aemMogis 3 iHWMMK nikapcbkuMun 3acoGamu Ta iHWi BUuamn
B3aemogin", "OcobnusocTi 3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta 403W" (YTOYHEHHs! iHdopMmauii), "MobiuHi
peakuii" BianosigHO 4o oHoBNeHOI iHcopmalLlii 3 6e3anekn
3aCTOCYBaHHS JOMOMIXHOI Ta Ailo4MX pevoBUH
337.| LE®ENIM NOPOLLOK AnA AypobiHao IHais AypobiHgo Papma IHaisa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 3a UA/11998/01/01
AYPOBIHAOO PO34MHY ANS iH'eKUIn ®apma It Jita. 3MiHu | TMny - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta peuernmom
no 500 wmr; 1 dpnakoH

3 MOPOLLKOM Y mayui

hapmakoHarnagy. BeeaeHHs abo amiHu o y3aranbHeHux
AaHnX Npo cuctemy papmakoHarnsagy (BBegeHHs
y3aranbHeHVX AaHNX Npo cuctemy hapmakoHarnsigy, amiHa
YyNoBHOBaXeHOi ocobw, BianoBiganbHoi 3a 30iNCHEHHS
hapMakoHarnsay; KOHTakTHOi ocobu 3 papmakoHarnsgy
3asiBHMKa ANA 34iINCHeHHsA bapMakoHarnagy B YKpaiHi, AKLWo
BOHa BigMiHHa Bif ynoBHOBaxeHoi ocobu, BignoBiganbHoi 3a
3AiMCHeHHs hapMakoHarnsagy (BKNtovaum KOHTaKTHI AaHi)
Ta/abo 3MiHM Y po3MilLeHHi macTep-darina cuctemmn
hapmakoHarnsigy) - 3miHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BigNoBiganebHoi 3a hapmakoHarnsa.

[itova pepakuisi: CamonneHko Aptem NaBnosuu.
lMponoHoBaHa pepakuis: MNaH XaHymaHTy NeHyanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOi 0cobu 3asiBHuMKa,
BignoBiganbHOI 3a hapmakoHarnag. BBegeHHs KOHTaKTHOT
ocobu ynoBHOBaXeHOi 0cobM 3asiBHUKA, BiANOBiAaNbHOI 32
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338.| LUE®ENIM

NopoLoK aAnsa

hapmakoHarnag B Ykpairi. [lponoHoBaHa pefakuis:
CamonneHko Aptem NaBnoBuy. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0cobu ynoBHOBaXeHOi 0cobu 3asaBHUKa,
BiAnoBiAanbHoi 3a hapmakoHarnsg B YkpaiHi. 3miHa micus
30iICHEHHSA OCHOBHOI AiAnbHOCTI 3 hbapmakoHarnsay. 3MiHa

MicLie3HaxoXXeHHA MacTep-anna cuctemm papmakoHarnsgy

AYPOBIHOO

339.| UE®ENIM

PO3UMHY ANS iH'EKUIN
no 1000 wmr; 1
NakoH 3 MOPOLLKOM
y nauyui

NOopoLUOoK AnA

AypobiHao
dapma Jlta

AypobiHao

IHAaia

IHais

AypobiHgo Papma
J1a.

IHAia

BHECEHHS 3MiH 1O peecTpaLiH1X maTepiarnis:
3MiHu | TMNY - 3mMiHKn Wwopao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHuM [0 y3aranbHeHUx
OaHuX Npo cuctemy chapmakoHarnsgy (BBegeHHs
y3aranbHeHUx AaHux Npo cuctemy hapmakoHarnagy, aMmiHa
yrNoBHOBaXeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnsiay; KOHTaKTHOI ocobu 3 hapmakoHarnsay
3asBHVKa ANs 34iMCHEHHS hapMakoHarnsay B YKpaiHi, AKLwo
BOHa BigMiHHa BiJ ynoBHOBaXeHOi ocobu, BianosigansHoi 3a
3AiNCHeHHs hbapmakoHarnsaay (BKNoYarym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi MacTep-daina cuctemu
hapmakoHarnsigy) - amiHa ynoBHOBaXeHOi ocobu 3asiBHMKA,
BiAnoBiAanbHOI 3a papmakoHarnsg.

Jitoya pepakuis: CamonneHko Aptem NaBrnosuu.
MponoHoBaHa pepakuis: MNaH XaHymaHTy NeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOI 0CobU 3asiBHYMKA,
BignoBiganbHoi 3a hapmakoHarnaa. BeegeHHs KOHTaKTHOI
0ocobu ynoBHoBaxeHoi 0cobu 3asBHUKA, BiANOBIAaANbHOI 3a
dapmakoHarnsag B YkpaiHi. [ponoHoBaHa pegakuis:
CamoineHko Aptem MaBnoBuy. 3MiHa KOHTAKTHUX SaHUX
KOHTaKTHOI 0cobu ynoBHOBa)eHOI 0cobu 3asBHUKA,
BignoBiganbHOI 3a hapmakoHarnag B Ykpaii. 3miHa micus
3AiCHEHHSI OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
MicLie3HaxoaXeHHa macTep-darina cuctemmn papmakoHarnsagy

3a
peuernmom

UA/11998/01/02

AYPOBIHOO

PO34MHY ANs iH'eKUin
no 2000 wmr; 1
hNaKkoH 3 NOPOLLKOM
y nayuij

dapma Jltg

AypobiHgo Papma
IiTA.

IHaisa

BHECEHHS 3MiH [0 peecTpauinHnX maTepianis:
3MiHu | TMny - 3MiHK Wopao 6esnekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BeeneHHs abo amiHu o y3aranbHeHux
AaHnX Npo cuctemy dapmakoHarnsgy (BBegeHHs
y3aranbHeHWX AaHnX Npo cuctemy chapmakoHarnsiay, amiHa
YNOBHOBaXeHOi ocobw, BianoBigansHoi 3a 30iNCHEHHs!
hapMakoHarnsay; KOHTakTHOi ocobu 3 papmakoHarnsgy
3asiBHMKa ANA 34iINCHeHHsA bapmakoHarnagy B YKpaiHi, AKLWo
BOHa BigMiHHa Bi ynoBHOBaxeHOoi ocobu, BignoBiganbHoi 3a
3AiNCHEHHs hbapMakoHarnsagy (BKNoYaym KOHTaKTHI AaHi)
Ta/abo 3miHM y po3milLeHHi MacTep-daina cuctemu
hapmakoHarnsigy) - 3miHa ynoBHOBaXKeHOi 0cobu 3asiBHMKA,
BignoBiganebHoi 3a hapmakoHarnsa.

[itova pepakuisi: CamonneHko Aptem Nasnosuu.
[MponoHoBaHa pepakuis: MNaH XaHymaHTy MNeHvanas. 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXEHOi 0cobu 3asiBHuMKa,
BigNoBiganbHoi 3a hapmakoHarnsa. BeeaeHHs KOHTaKTHOI
0cobu ynoBHOBaXeHOi 0cobM 3asiBHUKA, BiANOBIAANbHOI 3a
apmakoHarnsg B YkpaiHi. [lponoHoBaHa pegakuis:
CamonneHrko Aptem MNaBnoBuy. 3MiHa KOHTAKTHUX JaHUX

3a
peuernnmom

UA/11998/01/03
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KOHTaKTHOI 0cob¥ ynoBHOBaXeHOI 0cObM 3asBHUKA,
BiANoBiAanbHOI 3a hapmakoHarnsa B YkpaiHi. 3MiHa micus
30iICHEHHSA OCHOBHOI AiAnbHOCTI 3 hapmakoHarnsay. 3miHa

MiCLie3HaxoXXeHHA MacTep-anna cuctemm papmakoHarnsgy

340.

LUMHHAPU3U
H CO®PAPMA

TabneTkn no 25 wmr;
in bulk Ne 4000
(50x80): no 50
TabneTok y 6nicTepi;
no 80 6nicTepis B
noninponineHosin
kopobui; in bulk Ne
4500 (50x90): no 50
TabneTok y 6nicTepi;
no 90 6nicTepis B
noninponineHosin
KopoobLi

AT
"BITAMIHWL"

YkpaiHa

AT "Codpapma"

Bonrapis

BHECEHHS 3MiH 40 peecTpauiHux martepianis: 3miHu | Tuny -
3MiHn Wwopo 6esnekn/edekTUBHOCTI Ta hapmakoHarnagy (iHwi
3MiHW) - OHOBIEHHS BXXE 3aTBEPOXKEHOrO TEKCTY MapKyBaHHS
ans ynakoBok in bulk Ne 4000 (50x80) ta in bulk Ne 4500
(50x90) 3 BHECEHHAM MO3HaYeHb OAVHULL BUMIPIOBaHHS 3a
cuctemoto S, 3rigHo BuMor Hakasy MiHicTepcTBa
€KOHOMIYHOro po3BuUTKY i TopriBni Ykpaiiu Ne914 Big
04.08.2015. BHeceHHs 3miH go po3ainy «MAPKYBAHHA» B
satBepaxeHnx MKA N3 ansa ynakosku Ne50 (50x1).
3arBepaxeHo: TekCT MapKyBaHHs. 3anponoHoBaHo: 3rigHo
3aTBEPOKEHOrO TEKCTY MapKyBaHHs. BBeAeHHs 3MiH NpoTarom
6-TK MicsLiB nicns 3aTBepakeHHs. 3MiHuM | Tuny - 3mMiHK Wwoao
6e3nekn/edekTUBHOCTI Ta dpapMakoHarnsgy. BeeneHHs abo
3MiHM [0 y3aranbHeHUX JaHUX Npo cucTeMy cdapmakoHarnagy
(BBEOEHHS y3aranbHEHUX JaHUX NPO CUCTEMY
hapmakoHarnsigy, 3MiHa ynoBHOBa)eHoi ocobu,
BiANoBiAanbHoI 3a 3aiNCHEHHS hbapMakoHarnaay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy 3asBHUKa AN 30iNCHEHHSI
hapmakoHarnaay B YkpaiHi, AKWo BoHa BigMiHHa Big
yrNoBHOBaXKeHoi 0cobu, BianoBiaanbHOI 3a 34iNCHEHHS
hapmakoHarnagy (Bknoya4m KOHTaKTHi AaHi) Ta/abo 3miHu y
po3MilLeHHi MacTep-dhaiina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHMX YNOBHOBaXeHOi ocobu 3asiBHUKa,
BiAnoBiAanbHOI 3a 34ilicHeHHs chbapMakoHarnagy. 3miHa micusi
3AiCHEHHS] OCHOBHOI OisANbHOCTI 3 chapmakoHarnsay. 3MiHa
agpecu mactep-danna cuctemu dapmakoHarnagy. 3minam |
TUny - AOMiHiCTpaTMBHI 3MiHU. 3MiHa HalMeHyBaHHs Ta/abo
agpecy 3asiBHUKa (BMacHMKa peecTpauiiHoro nocBig4YeHHs) -
3MiHa HanMeHyBaHHS Ta agpecu 3asBHuKa. BBegeHHs 3miH
NPOTAroM 6-T1 MiCALIB NiCNa 3aTBEPKEHHS.

UA/12593/01/01

341.

UMHHAPU3N
H CO®PAPMA

Tabnetku no 25 mr
no 50 Tabnetok y
Gnictepi; no 1
6nictepy B
KapTOHHIN nadui

AT
"BITAMIHN"

YkpaiHa

BupobHunuTBO
Hepo3dacoBaHoi
npoaykuii, nepeBuHHa
ynakoBka abo
BMPOGHULTBO 3a
MOBHUM LIMKITOM:
AT "Codhapma”,
Bonrapis;
BTopuHHa ynakoBka,
[03BiN Ha BUNYCK
cepii:

AT "BITAMIHW",
YkpaiHa

Bonrapis/
YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny -
3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - 3MiHWN BHECEHi B TEKCT MapKyBaHHS yNakoBKU
nikapcbkoro 3acoby L1oao 3a3HavYeHHs MiXXHapoaHWX
Nno3Ha4yeHb OAMHULIL BUMipHOBaHHSA 3a cuctemoto Sl, 3rigHo
BuMoOr Haka3sy MiHicTepcTBa eKOHOMIYHOro po3BUTKY i TOpriBni
Ykpainm Ne914 Big 04.08.2015. BHeceHHs 3miH Ao po3ainy
«MAPKYBAHHA» B 3atBepaxeHux MKA 113 agnsa ynakoBku
Ne50 (50x1). 3aTBepaxeHo: TeKCT MapKyBaHHS.
3anponoHoBaHo: 3rigHO 3aTBEPAXXEHOIO TEKCTY MapKyBaHHSI.
BBeaeHHs 3MiH NpoTsAroM 6-Tu MicAUIB Nicna 3aTBEPOKEHHS.
3MmiHu | TUny - 3miHKn wono 6esnekn/edekTBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo 3miHu 40 y3aranbHeHnx
AaHuX Npo cuctemy papmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX npo cuctemy papmakoHarnsay, amiHa
yrNoBHOBaXKeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHS
dapmakoHarnsigy; KOHTaKTHOI ocobu 3 dpapmMakoHarnsgy

6e3
peuenma

UA/10290/01/01
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3asiBHMKa ANA 3AiNCHEeHHs hbapMakoHarnagy B YkpaiHi, AKwo
BOHa BigMiHHa Bi yNOBHOBaXeHOi ocobw, BignosigansHoi 3a
3AiiCHEHHS bapmakoHarnsaay (BKYaouy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MmilLieHHi MacTep-daina cuctemu
hapmakoHarnsigy) - 3MiHa KOHTaKTHUX JAaHUX YNOBHOBaXEHO
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a 30iiCHEHHS
dapmakoHarnsgy. 3MiHa micus 3AiCHEHHS OCHOBHOI
fisnbHocTi 3 hapMakoHarnagy. 3miHa agpecu macTtep-darina
cuctemu chapmakoHarnagy. 3minu | Tuny - AgmiHicTpaTusHi
3miHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu Micus
NpoBaf)XeHHS AisnbHOCTI BUpobHUKa/iMnopTepa roroBoro
nikapcbkoro 3acoby, BKM4aruu JinsHuLi BUNycky cepii abo
MicLie MPOBEeAEHHSI KOHTPOIO AKOCTI. (BiANbHICTb, 3a Ky
BiAnoBiAae BMPOBHUK/iMMOpTep, BKMHOYa4mM BUNYCK Cepint) -
3MiHa HallMeHyBaHHS Ta agpecu BUpobHuka 13
BiANOBiAanNbHOro 3a BTOPUHHY YNakoBKy, A03BiN Ha BUMYCK
cepii , 63 3MiHM MicLa BUpobHMUTBA. BBEAEHHS 3MiH
npoTsiroM 6-Tu micsAuiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
ApamiHicTpaTuBHi 3miHW. 3miHa HaimeHyBaHHS Ta/abo agpecu
3asiBHMKA (BnacHMKa peecTpauiiHoro noceiaveHHst) - 3MiHa
HallMeHyBaHHS Ta agpecu 3asiBHVKa. BBeaeHHs 3MiH npoTsarom
6-TW MicAUIB Nicnsa 3aTBepAXEHHS.

342.

LUMNPANEKC

TabneTku, BKpUTI
NniBKOBOO
o6ornoHkoto, no 10
mr, no 14 TabneTok
y 6bnictepi; no 2
Gnictepu B
KapTOHHI kopobUi

Jlynn6ek
Ekcnopt A/C

LaHis

EypodiHc Biopapma
MpopakTt TecTiHr
Lenmapk A/C, [aHis
(BnNpobyBaHHs 3a
MOKa3HNKOM
"Mikpo6ionoriyHa
ynctoTa"); X.
Nynp6ek A/C, Oanis
(BMPOGHMLTBO
Hepo3dacoBaHOro
NpOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHsl, BUMYCK
cepii)

LaHis

BHECEHHSA 3MiH 0 peecTpauinHmMx marepianis:
3MiHu | TMNYy - 3mMiHK Wwopao 6eanekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKill xapakTepucTuui
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs Ta iHCTPYKLii ans
MELMYHOro 3aCTOCYBaHHS Ha NiAcTaBi perynspHo
OHOBIIOBAHOTO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
nocnigxeHb 3 6e3nekn 3acTocyBaHHs nikapcbKoro 3acoby B
nicnsapeecTpauiiHuin nepiod, abo sik pesynbTaT OLiHKM 3BITY 3
pocnigXeHb, NpOBeAeHMX BIAMOBIAHO A0 NNaHy neaiatpuydHnx
pocnigxeHb (PIP) (3MiHy y3rog)KeHo 3 KOMNEeTEHTHUM
YNOBHOBaXEHWUM OpraHoMm) - 3MiHW BHECEHO A0 IHCTpykuii anst
MEAMYHOrO 3acTOCYBaHHs nikapcbkoro 3acoby o po3giny
"B3aemMopis 3 iHWMMK nikapcbkuMmmy 3acoGamu Ta iHWi BUaAmK
B3aemogin" Wwogo B3aemogii 3 iHriditopumun CYP2C19, a came
dntokoHasonom, 3a pekomeHgauieto PRAC EMA 24294 3;
3MiHM | Tuny - 3miHK Wwopo 6e3neku/edpekTUBHOCTI Ta
dapmakoHarnsgy. 3MiHa y KOpOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TeKCTi MapKyBaHHs! Ta iHCTpYKUii Ans
MeONYHOro 3acTOCYBaHHS Ha NiACTaBi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6Ge3neku nikapcbkoro 3acoby, abo
nocnigxeHb 3 6e3nekn 3acTocyBaHHs NnikapcbKoro 3acoby B
nicnspeecTpauiiHui nepiod, abo sik pe3ynbTaT OLiHKM 3BiTY 3
pocnigXeHb, NpoBeAeHWX BiANOBIAHO 40 NnaHy negiatpuydHnx
pocnigxeHb (PIP) (3MiHY y3rog)eHo 3 KOMNEeTEHTHUM
YMNOBHOBa)XEHUM OpPraHoMm) - 3MiHW BHECEHO A0 IHCTpyKUii Ans
MeANYHOro 3acTOCYBaHHS fikapcbkoro 3acoby Ao po3giny
"OcobnmBoCTi 3acToCcyBaHHA" LLIOAO0 MOXITMBOCTI BUHUKHEHHS
CTilKOI cekcyanbHoi AncdyHkuii, 3a pekomeHgauieto PRAC
EMA 265212

3a
peuernmom

UA/8760/01/01
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343. UACNNATUH | koHueHTpat Ans Tesa I3painb ®apmaxewmi b.B. Hinepnangu BHECEHHS 3MiH 40 PeecTpaLiHux Martepianis: 3a UA/7552/01/01
-TEBA pO3uunHy onsa ®apmaueBTika 3MiHM | TMNy - 3MiHK Woao 6esnekn/edeKTUBHOCTI Ta peuenmom
iHdpysin, 0,5 mr/mn n lHaacTpis hapmakoHarnagy (iHwi 3MiHW) - OHOBMEHHS TEKCTY
no 20 mn abo no 50 Nra. MapKyBaHHS yNaKoBKW fiKapCbKoro 3acoby 3 BHECEHHSIM
mn, abo no 100 mn y iHbopmaLii Lo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
dnakoHi; no 1 cuctemi Sl. BHeceHHs 3miH fo po3ainy “MapkyBaHHs” MKA J13:
nakoHy y nauui 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo 3aTBepaxeHoro
TEKCTY MapKyBaHHs. TepMiH BBEAEHHS 3MiH - NpoTArom 6
MicAUiB Nicns 3aTBepAXEeHHS
344, UACNNATUH | koHueHTpat Ans TeBa I3painb ®apmaxemi b.B. Higepnanan BHECEHHS 3MiH 1O peecTpaLiMH1X maTepianis: 3a UA/7552/01/02
-TEBA pO34unHy onsa dapmaueBTika 3MiHM | TMNy - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta peuernmom
iHopysint, 1 mr/mn no n lHpacTpis papmakoHarnsiay (iHwWi 3MiHW) - OHOBMNEHHSI TEKCTY
100 mMn y conakoHi; ITp. MapKyBaHHS yNaKkoBKW fikapcbKoro 3acoby 3 BHECEHHAM
no 1 conakoHy y iHbopmaLii LWo40 3a3Ha4YeHHsT OAMHULL BUMIPIOBAHHS Y
nayui cuctemi Sl. BHeceHHs 3miH fo po3ainy “MapkyBaHHs” MKA J13:
3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3aTBepaKeHoro
TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsAUiB Nicns 3aTBepAXeHHS
345, UUTPAMOH Tabnetku no 6 AT Ykpaina AT "Jly6Hucpapm" Ykpaina BHECEHHS 3MiH O peecTpaLlinHuX Matepianis:3aMiHu | Tuny - Ne 6, Ne 10 UA/5535/01/01
Yy TabneTtok y "JTly6Hncpapm" 3MiHM 3 AKkocTi. [0TOBMI Nikapcbkuii 3aci6. KoHTponb rotosoro - bes
6nictepax; no 6 nikapcbkoro 3acoby. 3miHa napameTpiB cneundikauii Ta/abo | peuenma;
Tabnetok y bnicTtepi; [OMYCTUMMX MEX FOTOBOrO Nikapcbkoro 3acoby (iHLwi 3MiHK) - Ne 60
no 10 6nictepiB y BBeJEeHHs NepiognyHoCTi 3a nokasHukoMm "MikpobionoriyHa (6x10), Ne
nayui; no 10 yucToTa": NepLla Ta KoXkHa HacTynHa AecaTa cepisi, ane He 100 (10x10)
TabneTtok y pigwe HixX 1 cepis B pik -3a
Gnictepax; no 10 peuernmom
TabneTok y GnicTepi;
no 10 6nictepiB y
nayui
346. ULUTPAMOH- Tabnetku no 6 abo MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3miHu | Tuny - 6e3 UA/2317/01/01
(o] no 10 Tabnetok y "OITOPAPM" 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta dhapmakoHarnsgy (iHwi | peyenma
6nictepax 3MiHW) - 3MiHU BHECEHI B TEKCT MapKyBaHHS YNaKkoBKu
nikapcbkoro 3acoby Loao 3a3HavYeHHs MiXXHapoaHMX
no3HavyeHb OAMHULIL BUMIpOBaHHSA. TepMiH BBEAEHHS 3MiH -
npoTAroMm 6 MicsuiB Nicnsa 3aTBEPAXKEHHS.
347.| UUTPAMOH- Tabnetku, no 10 AT YkpaiHa AT "Jly6Hucpapm" YkpaiHa BHECEHHSA 3MiH [0 peecTpauinHmMx marepianis: 6e3 UA/12823/01/01
DOPTE Tabnetok y "Jly6Hndpapm” 3MiHu | TUny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui 3acib. peuenma:
6nictepax; no 10 KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis Ne 10; 3a
Tabnetok y bnicTepi; cneundikaui Ta/abo JONYCTUMUX MEX FOTOBOrO NiKapCbKOro | peyenmom:
no 10 6nictepiB y 3acoby (iHLWi 3MiHWN) BBeAEHHS NEPIOANYHOCTI 3@ MOKa3HUKOM Ne 100
navui "MikpobionoriyHa YncToTa": neplua Ta KoxxHa HacTynHa gecsita
cepis, ane He pigLue Hix 1 cepisa B pik.
348.| ULMUHY kBiTkM, N0 20T, 40T, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:3aMiHu | Tuny - be3 UA/2478/01/01
MILLAHOIo 50 r y naykax 3 dapmaueBTuy dapmauyeBTMyHa 3MiHuM Wwopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peuenma
KBITKU BHYTPILLHIM Ha habpuka abpuka "Biona" 3MiHM) - OHOBMNEHHS TEKCTY MapKyBaHHS YNakoBKM NiKapCbKoro
naketom; no 1,5ry "Biona" 3acoby i3 3a3HaYeHHAM MiDKHapPOAHUX MO3Ha4YeHb OANHULIb

inbTp-nakeTi; No
20 cinbTp-nakeTiB y
navui

BMMIipIOBaHHS. 3miHa go po3ainy MKA J13, a came posgin
«[padiyHe odopMIeHHA» 3amiHEeHO po3ainom «MapKyBaHHS»
( 3rigHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS). BBegeHHs 3miH

npoTaroMm 6-Tu micsAUiB nicns 3aTBepAXeHHS; 3MiHu | Tuny:
3MiHu 3 siKocTi. [oTOBMIA Nikapcbkuit 3aci6. KoHTponb rotoBoro
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nikapcbKoro 3acoby. 3miHa y meTofgax BunpobyBaHHS
roTOBOro NiKapCbKoro 3acody (ANst NPUBEAEHHS Y
BignosigHicTb 3 [1®Y abo €Bponericbkoto hapmakoneeto Ta
BUITYYEHHS MOCUNAaHHS Ha 3acTapinuin BHYTPILWHI MeTof
BMNPOBYBaHHS | NOro HoMep) — BHECEHHS 3MiH 0
Cneuudikauii/MeToiB KOHTPOIO SKOCTi NiKapcbKoro 3acoby
3a nokasHukamu «4ucnosi nokasHukm», n. «MikpobionoriyHa
yucToTay, a came 3amiHa nocunadb 3 AdY 1.0 Ha «gitovy
peaakuito» OdY; 3miHu | TMny: 3miHuM 3 sAkocTi. FoToBMIA
nikapcbkuit 3acib. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUNpobyBaHHsi FOTOBOrO JikapCbKoro 3acoby
(iHwWi 3mMiHM y MeToaax BuNpobyBaHb (BKoYaloyum 3amiHy abo
[OMNOBHEHHS1)) — BHECEHHS 3MiH o0 Cneuundikauii/MeTogis
KOHTPOJSO AIKOCTi Nikapcbkoro 3acoby 3a n. «4ucnosi
MOKasHWUKN», @ came BUMyYeHHS nocunaHb Ha dhapmakoneto
(0% CPCP Xl BugaHHs) Ta npuBefeHHs NO3HAYEHHs CUT A0
sumor [I®Y; nopaeTbcst AoknagHa MeToanka BU3HaAYEHHS
CTyNeHs noApibHeHHs YacTok npenapary; 3MiHu | Tuny: 3MiHun 3
sikocTi. FoTOoBWMIA Nnikapcbkuii 3acib. KoHTponb roroBoro
nikapcbkoro 3acoby. 3miHa y MmeTofax BUnpobyBaHHs
roTOBOrO JlikapCbKoro 3acoby (Buy4yeHHs Mmetoay
BUNPOOYBaHHS, SKLLO BXe 3aTBEPAXEHWI anbTepHaTUBHUN
meToa); CynyTHst 3MiHa: 3MiHW 3 AKOCTi. [OTOBMI NikapCbKuii
3aci6. KoHTponb rotoBoro fnikapcbkoro 3acoby. 3MiHa
napameTpiB cneumikauin Ta/abo 4ONYCTUMUX MEX rOTOBOIO
nikapcbKkoro 3acoby (iHLi 3MiHWN) — BHECEHHS 3MiH [0
Cneuundikauii/MeToaiB KOHTPOMIO SIKOCTI fikapcbkoro 3acoby,
a came MeToAmKa BU3HaveHHs n. «KinbkKiCHe BU3HaYeHHsA»
npmMBoOAUTLCS 40 BUMOr MoHorpadii APY «LiMuHy nickosoro
KBiTKMN» (3aMiHa 3aTBEpPAXXEHOI METOAMKM BUBHAYEHHS BMICTY
hnaBoHOIAIB); 3MiHU | TUNY: 3MiHK 3 sikocTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa y meTofax BUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby
(BUNyYeHHs1 MeToay BUNPOBYyBaHHS, SKLLO BXe 3aTBEpPOKEHUI
anbTepHaTMBHUI METOA); CYMYTHS 3MiHa: 3MiHU 3 SKOCTI.
["oToBUI Nikapcbkuin 3aci6. KOHTponb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis cneuudikauin Ta/abo gonycTuMmnx
MEX FOTOBOrO Nikapcbkoro 3acoby (iHLi 3MiHW) - BHECEHHS!
3MiH Ao Cneuundpikauii/MeTogiB KOHTPOMO AKOCTI NiKapcbKoro
3acoby, a came MeToaMKa BU3HaYeHHs N. «lgeHTudikauis»
npuBoauTbLCA A0 BuMor MoHorpadii APY «LiMuHy nickoBoro
KBIiTKMN» (3amiHa 3aTBEpPAXXEHOI MeTOAMKM); 3MiHW | Tuny:
3MiHM 3 siKkocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis cneuundikauin Ta/abo
[0NYCTUMMUX MEX rOTOBOrO fiKapCbKOro 3acoby (3BY>KEHHSsI
[OoNYyCTUMMNX MEX) - BHECEHHS 3MiH Ao Cneumdikauii/ MeToais
KOHTPOIO SIKOCTi NikapcbKoro 3acoby, a came NpuBegeHHst
nokasHuka «CyuBiTb i3 3anuvwkamm cteben AoBXuUHO BinbLue
1 cM» y BiANOBIAHICTb A0 BUMOT MoHorpadii APY «LimuHy
nicKOBOro KBiTkN N».
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349.| OHIAOKC TabneTku, Wo Actennac HinepnaHau Actennac ®apma HigepnaHnaun BHECEHHS 3MiH 4O peecTpauiiHnX maTtepianiB:3aMiHu | Tuny - 3a UA/4694/01/01
CONKTAB® avecnepryoTbes, No ®apma tOpon tOpon B.B. 3MiHM woao 6e3nekun/edekTMBHOCTI Ta hapmakoHarnagy (iHwi | peyernmom
100 mr Ne 10 y B.B.

6nictepi

3MiHW) - OHOBIEHHS TEKCTY MapKyBaHHSs MEPBUHHOI Ta
BTOPVHHOI YMaKoBKM NiKapCbKoro 3acoby i3 3a3Ha4YeHHAM
MiXXHapOAHUX NO3Ha4YeHb OAVHWLE BUMIiptOBaHHS. BHeceHHs
3MiH Ao po3giny “MapkyBaHHa” MKA J13”: 3anponoHoBaHo:
MapkyBaHHs1. MapkyBaHHS BiAnoBiAHO A0 3aTBEPA>KEHOrO
TEKCTY MapKyBaHHS.
BBeaeHHs1 3MiH MpoTAroM 6-Tu MicAUiB NiCnsa 3aTBepaXeHHSs

HavanbHUK BigAainy 3 nutaHb ¢hapmaueBTUYHOI

AianbHocTi [lenapTameHTy peanisauii NOMiTUK

T.M. JlackoBCbKUMn




