MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

29 BepecHs 2023 poky Ne 1709

IIpo Jgep)kaBHY peecTpalliio (mepepeecTpaiiiio) JiKapCbKHX 3aco0iB (MegMUHUX
iMmyHO0Oio/T0TiYHMX MpenapaTiB) Ta BHeCeHHs 3MiH /10 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsigky [nep)kaBHOI peecTpalii (mepepeecTpallii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376, ab3aily ABaAsaTh CbOMOTO IMANMYHKTY 12 myHKTy 4 Ilosio)KeHHsSI TIpO
MiHicTepcTBO OXOpPOHM 37I0pOB’Sl YKpaiHu, 3aTBep/pKeHoro rnocraHoBoro KabiHery
MinictpiB Ykpaiau Big 25 Gepe3nst 2015 poky Ne 267 (B pejakiiii 1oCTaHOBH
Kabinery MinicTpiB Ykpainu Big 24 ciunst 2020 poky Ne 90), Ha mimcrasi
pe3y/bTaTiB eKCIIePTU3U PeeCcTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMmyHOoOio/loTiuHMX ~ TIperapariB), 110 TIOfaHi Ha [lep)KaBHY  peeCcTpariito
(mepepeecTpallit0) Ta BHECEeHHS 3MiH [0 peecTpalliiHUX MaTepiasiB, TPOBeAeHUX
Hep>xaBHUM MiATIPUEMCTBOM  «[lep>KaBHUM eKCIepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHM 3/7I0POB’S] YKpaiHW», BUCHOBKIiB II[0/0 edheKTHBHOCTi, 0Oe3meuHoCTi Ta
AKOCTI, IOA0 eKCIIepTHOI OLIHKM CITiBBIJHOLIIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYEThCS [0 Jep>KaBHOI peectpaljii (mepepeecTtpaiiii), 111040
BHECEeHHsI 3MiH [0 PeeCTpalliiHUX MaTepialiB Ta peKoMeH/allii Horo /10 Jiep>kKaBHOI
peectpaiiii (epepeecTpaiiii) abo BHeCeHHsI 3MiH ZI0 peeCTpalliiHUX MaTepiasiB,

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuX 3acobiB
YKpaiHM mikapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TipermapaTH) 3rigHO 3
Jogatkom 1.

2. TlepepeecTpyBaTy Ta BHeCTU [0 [lep>kaBHOTO PeECTPY JIiKapchbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
JloJjaTKoM 2.
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTy) 3riJJHO 3 JOAATKOM 3.

4. dapmarieBTHuHOMY yripaBmiHHIO (Tapacy JIsgCKoBCbKOMY) 3a0e3rneunTu
OTIPWIIOZHEHHSI 1IbOT0 Haka3y Ha odiuiiiHomy BebOcaiiti MiHicTepcTBa 0XOpOHU

3/10pOB’d YKpaiHu.

5. KoHTpo/1b 32 BUKOHAHHSM I[bOT'0 HaKa3y IMOKJ/IACTH Ha MepIIOro 3acTyHUKA
Minictpa Cepris [IyopoBa.

MiHicTp BikTop JISAIIIKO



IIEPEJIIK

Hoparoxk 1
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»
Bix 29 BepecHs 2023 poky Ne 1709

3APEECTPOBAHUX JITIKAPCBKHMX 3ACOBIB (MEJNYHNX IMYHOBIOJ/IOTTYHUX ITPEITAPATIB), AKI
BHOCSATHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOBIB YKPAIHU

Hassa dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknav Homep
Ne JliKapcbK0O20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky yBaHHs | peecmpayiliHo2o
n/n 3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
1. BPOHXOBOC® | cupon, no 125 BocHanek BocHis i BocHanek a.4. BocHist i peecTpauisf Ha 5 pokis 6e3 He UA/20193/01/01
Mmr/5 M, no 200 AO.40. lepuerosun lepuerosmHa MepioAnyHICTb NOAAHHA PerynspHo peyenma niosnsieae
My h/1akoHi 3 Ha OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO 40
TEMHOro ckna i3 Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3axuLLEHOI0 Bif, 3aTBEPAXEHOr0 Haka3oM MiHiCTepCcTBa OXOPOHM
BiAKPMBaHHSA 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
OITbMU KPULLIKOHO, 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
no 1 chnakoHy Ta YKkpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
MipHIl noXui y pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'SA
KapTOHHIA Kopoo6Li Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
nepiognYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
2. BPOHXOBOC® | cupon, no 250 BocHanek BocHis i BocHanek g.4. BocHist i peecTpaList Ha 5 pokis 6e3 He UA/20193/01/02
mr/5 M, no 200 0.40. epuerosun lepueroBmHa MepioAnyHICTb NOAAHHS PEryNsipHO peyenma nidnsieae
My pnakoHi 3 Ha OHOB/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
TEMHOrO0 ckna i3 Mopsiaky 34iicHeHHs hapmakoHarnagy,
3axM1LLEHOIO Bif 3aTBEPKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
BiAKPUBaHHSA 30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
OiITbMU KPULLIKOHO, 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuULji
no 1 dpnakoHy Ta Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
MipHili noxui y pegfakuii Haka3ly MiHicTepcTBa OXOPOHW 34,0pPOB's
KapTOHHIl KopooLi YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMA Y
nepiogNYHOCTI NOJAHHA PerysspHUX 3BiTiB 3
6esneku.
3. ENIPYBIUVH PO34unH Ans AKKOpPA Monba BrnpobHMuTBO IHgis/ peecTpauist Ha 5 pokis 3a He UA/20194/01/01
AKKOPA, iH'ekUin abo Xenckea nikapcbKoro 3acoby, Benvka MepiognyHICTb NOJAHHA PerynsapHo peyenmom | niosnsizae
iHdpy3iiA, 2 Mr/m; Moncka nepBuHHe Ta BpuTaHis/ OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
5 mn (10 mr/5 mn) Cn. 3.0.0. BTOPVIHHE YropuymHa/ Mopsigky 34iiicHeHHa hapmakoHarnsgy,
a6o 25 mn (50 nakyBaHHs, ITania/ 3aTBepKEHOro Haka3oM MiHicTepcTBa OXOPOHU
Mmr/25 mn) y KOHTPONb AKOCTI: MonbLua 300pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
donakoHi; no 1 IHTAC 898, 3apeecTpoBaHoro B MiHicTepcTBi locTuuji




0 3aCTOCYBaHHs

Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
Ne JliKapcbK0O20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
n/n 3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
donakoHy B nauui SAPMACBIOTIKAN Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
C NIMITEL, IHAis; pepakuii Hakasy MiHicTepcTBa 0OXOPOHM 340POB'A
IHTac Ykpainu Big 26 BepecHs 2016 poky Ne 996),
dapmacbloTikanc CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
Nimiten, HAais; nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
fopaTkose 6e3neku.
BTOPUHHE
nakyBaHHs:
AKKOP[, XE/ICKEA
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b SIKOCTI:
SAPMABANIA NTA.
Mikpob6ionoriyHa
naboparopis,
YropumHa;
BeccniHr XaHrepi
KdpT., YroplumHa;
NABAHANIBIC
C.P.N., Itanis;
BiANOBIAA/IbHWIA 32
BUNYCK cepil:
AKKopg, Xesickea
Moncka Cn. 3 0.0.
Cknag ImnopTtepa,
Monblua
4. E€BPOMILVH rpaHynv ans ToapucT YkpaiHa My6niuHe YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/20195/01/01
OpasIbHOr0 BO 3 akuioHepHe MepioAnyHICTb NOAAHHA PerynspHo peuyenmom | nidssizae
po3unHy Mo 3r1; Mo | obMexeHo TOBapuncTBo OHOB/IHOBAHOrO 3BIiTY 3 6e3neku, BigNoBIAHO 40
8 rnpenaparty (31 10 "Ximcpapmsasos Mopsagaky 3ailicHeHHs chapmakoHarnagy,
Lito40i pevoBUHM) Bignosiga "UepBoHa 3ipka" 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
y cauwe; no 1 a6o NbHICTIO 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
2 cawe y nauui 3 "KOHAPK 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
KapToHy IHTENME Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
ar pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'SA
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHMn y
nepiognMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
5. TPUAMUWMHON | kpucTanivyHuii MpAT YkpaiHa MiKpOHi3aLisi: ITania peecTpaList Ha 5 pokis - He UA/20197/01/01
OHY MOPOLLIOK "®apmaue MIKPOKEM C.P.1N., nionsizae
ALETOHIA (cybeTaHuis) y BTUYHA ITanis;
MIKPOHI3OBA noaBinHMX hipma NoBHWIA BUPOBHNUNIA
HUI nonieTuIeHoBMX "AapHnus” npovec:
nakeTtax s OAPMABIOC
hapmaLeBTUYHOT C.MLER, Itanis




onakoHy 3
MOPOLLKOM Ans
npurotyeaHHsa 60
MJ1 CycneHsii y

3aTBEPKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
30,0p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne

898, 3apeecTpoBaHoro B MiHicTepcTBi loCTULi

YKpainu 29 ciyHg 2007 poky 3a Ne 73/13340 (y

Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
Ne JliKapcbK0O20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
n/n 3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
6. YPATOP Tabnetkv no 5 mr; leTepo IHais leTepo /1a63 IHais PeecTtpauis Ha 5 pokis 3a He UA/20198/01/01
no 30 TabneTok y Na63 Nimiteq MepiognyHICTb NOAAHHSA PErynspHo peuyenmom | nidssizae
KOHTeliHepi, no 1 Nimiteq OHOB/IHOBAHOrO 3BIiTY 3 6e3neku, BiANoBIAHO J0
KOHTelHepy Yy Mopsiaky 34ificHeHHs hapmakoHarnagy,
KapTOHHIA KOpO6L 3aTBEPLKEHOr0 Haka3oMm MiHICTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuULi
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHM 340POB'SA
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaAHOBWTb: 3rifHO 3i CTPOKaMu, 3a3HauYeHUMN Y
nepiogNYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
7. YPATOP Tabnetku no 10 leTepo IHais leTepo /1ab3 IHais PeecTtpauist Ha 5 pokis 3a He UA/20198/01/02
mr; no 30 Na63 Nimiteq MepiognyHicTb NoAaHHA perynsipHo peyenmom | niossi2ae
Tabnetok y Nimiteq OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIiAHO A0
KOHTeliHepi, no 1 Mopsaaky 3aiicHeHHsA chapmakoHarnagy,
KOHTelHepy Yy 3aTBEPAKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
KapTOHHIlA KOpooLi 30,0p0B’s YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3ly MiHicTepcTBa OXOPOHU 30POB's
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.
8. YPATOP Tabnetku no 20 leTepo IHais [eTepo /1a63 IHais PeecTtpauis Ha 5 pokis 3a He UA/20198/01/03
mr; no 30 Na63 Nimiteq MepiognyHICTb NOAAHHA PerynspHo peuyenmom | nidssizae
Tabnetok y Nimiten OHOB/IKOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO [0
KOHTeliHepi, no 1 Mopsagaky 3ailicHeHHs chapmakoHarnagy,
KOHTelHepy Yy 3aTBEPAXEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KapTOHHI KopoobLi 300pOoB’A YKpaiHu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTUL;ji
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0OXOPOHY 340POB'SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMu, 3a3Ha4eHUMn y
nepiognMyYHOCTI MoAaHHSA perynspHuX 3BiTiB 3
6e3neku.
9. LIEAOM - 250 MOPOLLIOK A5 CeHc IHAis CeHc JlabopaTopic IHAjisA PeecTpadis Ha 5 pokis 3a He UA/20199/01/01
opasTbHOT NabopaTto Mer. N14,. MepioAnyHICTb NOAAHHS PEryNsiPHO peyenmom | nionsizae
cycneHsii, 250 pic MBT. OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiAnNoBiAHO [0
mr/5 mn; no 1 nra. Mopsiaky 34iicHeHHs hapmakoHarnagy,




Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
Ne JliKapcbK0O20 (nikapcbka 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
n/n 3acoby ¢hopma, nocsioYyeHHs1
yrnakoska)
KOMNAeKTi 3i pefakuii Haka3ly MiHicTepcTBa OXOPOHW 340pPOB's
LUMNPULOM- YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
[03aTopom y CTaHOBUTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHMn y
KapTOHHiiA nepioguYHOCTI NOAAHHS perynspHuX 3BiTiB 3
yNaKoBLii 6e3neku.
HauanbHuK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JISICKOBCHhKUH




Joparok 2

/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»

Bix 29 BepecHs 2023 poky Ne 1709

ITEPEJIIK
INEPEPEECTPOBAHUX JITKAPCBKHMX 3ACOBIB (MEJUUHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), AKI
BHOCSATBHCS 10 IEPXKABHOI'O PEECTPY JIIKAPCHKHNX 3ACOEBIB YKPAIHU

Ne Hassa dopma surnycKy 3assHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
1. ANEKEH3A® Kancynu Teepgi no TOB YkpaiHa BUNYCK cepil: LLBeiiuapisi/ nepepeecTpaLisi Ha HeoBMeXeHWIA 3a He UA/16997/01/01
150 wmr, no 8 kancyn «Pouu ®.XothbdpmarH-/15 Pow 1174, ITanis/ TEPMiH peyenmom nions2ae
TBEPAVX Y BriicTepi; YkpaiHa» LBeiiyapis; HimeuunHa OHoB/EHO iHhopMaLiito B IHCTPYKLUIi A5
no 7 6nictepis y nepBuHHe Ta BTOPVHHE MeAMYHOro 3acTOCyBaHHA NikapCbKoro
KapTOHHIlA nayui, no nakyBaHHs, BUNPoOyBaHHSA 3aco6y y po3gini «Oco6amMBocCTi
4 Naykn y KapTOHHIi CTabiNbHOCTI, BUMYCK cepii: 3aCTOCyBaHHS» LLOA0 Ge3neku
Kopoobui ®.XohdpmaHH-/1sa Pow NlTg, 3aCTOCyBaHHA JOMNOMDKHUX PEYOBUH Ta
LBeiiyapis; [oAaHo iHdhopMaLiio 4o po3giny
BMNpobyBaHHA cTabinbHOCTI «MoGiyHi peakyjii» LWoA0 NOBiAOMIEHD
(mikpobionoriyHa ymcToTa): npo nigo3ptoBaHi NOBIYHI peakLii.
®.XothbdpmarH-/15 Pow 1174, MepiognyHiCTb NOAAHHA perynsipHo
LBeiiyapis; OHOBJIHOBAHOrO 3BITY 3 6e3nekwu,
BMNPOGYBaHHSA CTabisIbHOCTI, BiANoOBIAHO A0 Mopsaaky 34iCHEHHS
nepBrHHE Ta BTOPUHHE hapmakoHarnsgy, 3aTBepixeHoro
nakyBaHHS: Haka3oM MiHicTepcTBa OXOPOHM
[Jenbchapm MinaHo, C.P.J1., 37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
ITanis; poky Ne 898, 3apeecTpoBaHoro B
BMNPOBYBaHHSA KOHTPOJTIO SKOCTI MiHicTepcTBi tocTuLii YKpainu 29 ciuHs
(mikpobionoriyHa ymcToTa): 2007 poky 3a Ne 73/13340 (y pepakuii
Na6op /1IC CE eHg Ko. KT, Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
HimeuuunHa; Ykpaiuu Big 26 BepecHs 2016 poky Ne
BUNPOBYBAHHS KOHTPOJIO SAAKOCTI 996), CTaHOBUTBL: 3riJHO 3i CTPOKaMU,
(eTvnxnopwug): 3a3HavYeHMN Y NepiognMYHOCTI NoAaHHSA
EBOHik OnepeiiwH3 M6X, perynsipHux 3BiTiB 3 6e3neku.
HimeuuunHa;
BMPOBHMLTBO HEpO3dhacoBaHOl
npoaykuii, BUNpobyBaHHS
KOHTPO/IO AKOCTi:
Ekcenna 'v6X eHpg, Ko. KT,
Himeuynna
2. ANEPAE3 TabneTku, BKPUTI My6niuHe YkpaiHa My6niyHe akuioHepHe Ykpaina nepepeecTpaLisi Ha HEOOMEXEHWIA 6e3 niosnsieae UA/14492/02/01
NAiBKOBOO aKLioHepH TOBapunCTBO "HaykoBo- TEPMiH peyenma
060/10HKOI, 5 Mr o e BVMPOGHWYMNIA LEHTP OHoB/EHO iHhopMaLiito B IHCTPYKLUIi ANs
10 Tabnetok y TOBapuUCTB "BopLyariBCbKuii XiMiko- MeAMYHOro 3acToCyBaHHSA NikapcbKoro
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
6nictepi, no 1 o] thapmavueBTMYHMiA 3aBoa" 3acoby y po3gini "NobivHi peakuii”
6nictepy B nayui "HaykoBo- BiANoBIAHO A0 iHdopMaLiT
BUPOBOHUY pedhepeHTHOro fikapcbKoro 3acoby
WA UEeHTp (EPIYC, TabneTkun BKpWTi MiBKOBOD
"BopLuaris 060/10HKOI0, M0 5 Mr).
CbKWit MepiognyHiCTb NOAAHHA PerynsipHo
XimiKo- OHOBJIHOBAHOrO 3BITY 3 6e3neku,
hapmaues BiANoBigHO A0 Mopsaaky 34iCHEHHS
TUYHWIA hapmakoHarnsgy, 3aTBepixeHoro
3asog" Haka3oM MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

ACTANIH aepo30/ib Lnnna IHais Uwnnna N1a. (FOHIT II). IHAis MepepeecTpaLis Ha HEOBMEXEHWIA 3a He UA/16916/01/01
(cycnensis) gns nra. TepMiH. OHOBNEHO iHdhopMaLiio y peyenmom nionsi2ae
iHransuin, 100 po3ginax "OcobamMBOCTi 3acToCyBaHHS",

MKr/fo3y, no 200 "MepeposysaHHsa", "Mo6IYHI peakujii"
[03 Y KOHTeliHepi 3 IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
[03y04nMm nikapcbKoro 3acoby BignoBigHO A0
KnanaHom, OHOB/EHOT iHGhopMaLii pedhepeHTHOro
PO3NWIOIYO0I0 nikapcbKoro 3acoby Ta 3BiTyBaHHS Npo
HacagKow Ta NoGiYHi peakuii.
HaKOHeYHVKoM; no 1 MepiognYHICTb NOAAHHS PerynsipHo
KOHTeliHepy y OHOBJOBAHOrO 3BITY 3 6e3neKu,
KapTOHHI ynakoBL,i BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

ALUETUNKA TabneTku Wwmnydi no Tosapuct YkpaiHa ToBapuCTBO 3 0OGMEXEHOID Ykpaina nepepeecTpawis Ha HeobMexeHwi 6e3 niossieae UA/17131/01/01
500 wmr; no 2 BO 3 Bi4NOBIAANBLHICTIO TEPMiH peyenma
TabneTkun y cTpuni; 0bMexeHo "dapmMaLeBTMYHa KOMNaHis OHoB/EHO iHdhopMaLiito B IHCTPYKUIi Ans
no 8 crpunis y 10 "3p0pos'a” MeAMYHOro 3acToCyBaHHA NikapCbKoro
KOpo6Li 3 KapTOHY Bignosiga 3acoby y posginax: "®apmMakonorivHi

NIbHICTIO

BnacTuBocTi", "MokasaHHs",
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
"®apmaue "MpoTunoka3aHHs", "B3aemogis 3
BTUYHA IHLWMMK nikapcbknuMy 3acobamu Ta iHLLi
KoMnaHis BUAM B3aeMogiii", "Oco6nmBOCTi
"3p0pos'a” 3acTocyBaHHs", "3acTocyBaHHS y nepiog,

BariTHOCTi abo rogyBaHHsA rpyaat”,
"34aTHICTb BNAMBATY Ha LUBUAKICTb
peakujii Npu KepyBaHHi
aBTOTPaAHCMOPTOM abo iHWMMU
mMexaHismamu", "MobiuHi peakwii”
BiANOBIAHO A0 iHopMaL,i Wwoao
MeAMYHOro 3acToCyBaHHA
pedepeHTHOro /ikapcbkoro 3acoby
(YNCAPWH YTMCA 500 mr, Tabnetku
LUMAYYi).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANoOBigHO A0 Mopsaaky 34iCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

5. AUETUNUNC | TabneTkn no 200 mr, ToBapuct YkpaiHa ToBapuCTBO 3 06MEXEHOD Ykpaina nepepeecTpawis Ha HeobMexeHui 6e3 niosnsieae UA/16936/01/01
TEIH no 10 TabneTok y BO 3 BiANOBIAA/ILHICTIO TEpPMiH peyenma
6nictepi, no 2 06MexeHo «®apmaueBTMYHa thipma OHoB/eHO iHdhopMaLito y po3ginax
6nictepun y KOpobKy 10 «BepTeke» "MpoTunokasaHHa", "B3aemogis 3
3 KapToHYy Bignosiga (BMPOGHMLTBO 3 NPOAYKL;T in IHLIMMKM NikapcbknMK 3acobamu Ta iHLWi
NbHICTIO bulk Bupo6Huka ToBapucTBa 3 BMAY B3aemogiin”, "OcobnmsocTi
«Papmaue 06MEXeHOH BiAnoBigabHICTIO 3acTocyBaHHs", "3AaTHICTb BNAMBaTH Ha
BTUYHA "dapmMaveBTMYHa KOMNaHis LIBMAKICTb peakLii npy KepyBaHHI
hipma "3popoB's”, YkpaiHa) aBTOTPaHCMNOPTOM abo iHWUMK
«BepTeke» MexaHizmamu”, "Cnocib 3acTocyBaHHS

Ta fo3mn", "Mo6iyHi peakuii" iHCTpyKLi
0719 MeiYHOro 3acTOCyBaHHsA
nNiKapcbKoro 3acoby wWwoao 6e3neku
Ait0Y0i pevoBUHN
MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANoOBIAHO A0 Mopsaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
340poB’A Ykpaiuu Big 27 rpyaHa 2006




10

MTr; M0 7 Tab/eTok,

CTabiNbHOCTI:

"Oc06/1MBOCTI 3aCTOCYBaHHSA",

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3Mneku.
6. AUETUNUNC | TabneTtkn no 600 mr, | Tosapuct YkpaiHa ToBapuCTBO 3 0OGMEXEHOID YkpaiHa nepepeecTpawis Ha HeobMexeHwui 6e3 nionsi2ae UA/16936/01/02
TEIH no 10 TabneTok y BO 3 BiANOBIAA/LHICTIO TEepPMiH peyenma
6nictepi, no 1 06MexeHo «PapmMaueBTNYHa ipma OHoB/1eHo iHhopMaLito y posginax
6nicTepy y KOpooky 10 «BepTeke» "MpoTnnokasaHHa", "B3aemogis 3
3 KapTOHY Bignosiga (BMPOGHMLTBO 3 MpOAYKL;T in iHLIMMKW NikapcbKMK 3acobamu Ta iHLWi
NbHICTIO bulk Bupo6Hvka ToBapucTsa 3 BMAW B3aemogiit”, "OcobmBocTi
«Papmaue 06MEXEHOH0 BifNoBiga/IbHICTIO 3acTocyBaHHA", "34aTHICTb BN/IMBATU Ha
BTUYHA "®apmMaveBTUYHa KOMMaHis LIBWAKICTb peakwii mpy KepyBaHHI
hipma "3p0poB'a", YkpaiHa) aBTOTPaAHCMNOPTOM ab0 iHWMMU
«Beprekc» mexaHismamun", "Cnoci6 3actocyBaHHs
Ta go3mn", "MNo6iyHi peakuii" iHCTPyKLi
AN MeAnYHOro 3acToCyBaHHs
NiKapcbKoro 3acoby LWoao 6e3neku
Ail040i peyoBrHN
MepiognYHICTb NOAAHHS PerynsipHo
OHOBJOBAHOrO 3BITY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340p0B’A YKpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
ITonPnay NOpPOLLOK AT YkpaiHa Awmi NaiidpcaiieHcis MeT. /T4, IHais MepepeecTpauis Ha HeObMEXeHWIA - He UA/17296/01/01
FAPOXMOPU | kpucTasiuHuii "KUIBCbK TEPMIH nionszae
i} (cybeTaHuis) y nn
nakeTtax noApinHmx BITAMIHH
nonieTNeHoBUxX W
ons 3ABO"
chapmaueBTUYHOro
3acTOCyBaHHSA
KABOMETUK | Tabnetku, BKpUTI INCEH dpaHuin Bupo6HMLTBO, MEPBUHHE Ta KaHapga/ nepepeecTpaLisi Ha HeobMeXeHwi 3a He UA/16766/01/03
C NNiBKOBOIO PAPMA BTOPVHHE NakKyBaHHS, PpaHuia/ TEPMiH peyenmom niossieae
060/10HKO10, MO 60 BUNPOGYBaHHS NpW BUNYCKY Ta HigepnaHan OHOB/IEHO iHGhopMmaLilo y po3ainax
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Mr; No 7 TabneTok,
BKPUTUX M/1IBKOBOKO
060/I0HKOK Y
6nictepi; no 4
6nictepu B
KapTOHHI Kopoo6Li
a6o no 30 TabneTtok,
BKPUTUX M/1IBKOBOKO
060/I0HKOK Y
nnsawyi; no 1
NAAWLUI B KAPTOHHIM
Kopoo6Li

CTabiNbHOCTI:
MNareoH IHK., KaHaga;
Bunyck cepii:
MateoH ®paHuis, PpaHuis;
Brpo6HuK, BianosiganbHuii 3a
BTOPUHHE NaKyBaHHS Ta BUNYyCK
cepiii:
Tmxoanak HigepnaHoun 6.B.,
HigepnaHgm

"Oco6MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaa0" (BHECEHHS
[04aTKOBUX 3acTepexeHsb), “IMo6iyHi
peakuii” iIHCTPYKLUii N8 MeguyHoro
3aCcTOCYyBaHHS NMikapCbKOro 3acoby
BiAMNOBIAHO A0 MaTepianis
peecTpauiiHoro oCbe, a Takox A0
po3giny "MobiuHi peakuii" BHeceHa
iHhopMmauis npo HeobXiaHICTb
NnoBIZOMNATM NPO YCi BUNAAKN
nigo3proBaHnx NobiYHMX peakuili Ta
BiICYTHOCTi eheKTUBHOCTI NlikapCbKoro
3acoby.

MepiognyHiCTb NOAAHHA PErynsipHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
BKPUTWX M/TIBKOBOO MateoH IHk., KaHapa; "3acTocyBaHHs y nepiof BaritTHocTi abo
060/I0HKOK Y Bunyck cepii: roflyBaHHs rpygaro” (BHeCeHHs
6nictepi; no 4 MateoH ®paHuis, PpaHuis; [04aTKOBUX 3acTepexeHb), "Mo6iyHi
6nictepu B Brpo6HuK, BiaNoBiganbHuii 3a peakuii" iIHCTpyKLii 415 MeauyHoro
KapTOHHiiA Kopo6Li BTOPWHHE MakKyBaHHS Ta BUMYyCK 3acTocyBaHHSA Nikapcbkoro 3acoby
abo no 30 TabneTok, cepii: BiANOBIAHO A0 mMaTepianis
BKPUTUX NNiBKOBOIO Toxoanak Higepnanau B.B., peecTpauiiHoro oCke, a TakoxX A0
060/I0HKOK Y HigepnaHaun po3ainy "Mo6iyHi peakuii" BHeceHa
naawui; no 1 iHchopmavis Npo HeobXiAHICTb
NAAWUI B KAPTOHHIM NoBIAOMASATY NPO YCi BUNaaKM
Kopoobui nigo3proBaHMx NobiYHMX peakLili Ta
BiICYTHOCTI epeKTUBHOCTI NlikapCbKOro
3aco0y.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ1OBAHOrO 3BITY 3 6e3neKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
9. KABOMETUK | TabneTku, BKpUTI INCEH ®paHuis Brpo6HMLUTBO, NepBrHHE Ta Kanaga/ nepepeecTpawis Ha HeobMexeHwi 3a He UA/16766/01/02
C NNiBKOBOIO SAPMA BTOPVHHE NakKyBaHHS, dpaHuia/ TEPMiH peuyenmom niosnsieae
o60noHkKoto, no 40 BMNPOGYBaHHA NpW BUMYCKY Ta HigepnaHam OHOB/EHO iHdhopMaLito y po3ginax
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

Haka3oM MiHicTepcTBa OXOPOHU
37,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HavYeHMN y NepiognMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

10.

KABOMETUK
C

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, Mo 20
Mr; No 7 TabNeTok,
BKPUTWX M/1IBKOBOKO
060/10HKOI Y
6nictepi; no 4
6nictepu B
KapTOHHIA KOpoo6Li
a6o no 30 TabneTok,
BKPUTWX M/1IBKOBOKO
060/10HKOI Y
nnsawui; no 1
NAAWUI B KAPTOHHIMN
Kopoo6Li

INMCEH
OAPMA

PpaHuis

Bnpo6HMLTBO, NepBMHHE Ta
BTOPWHHE NaKyBaHHS,
BUMPOOYBaHHA Npu BAMYCKY Ta
CTabiNIbHOCTI:

MNareoH IHK., KaHaga;
Bunyck cepil:

MaTeoH ®paHLis, PpaHLis;
Brpo6Huk, BianoBiganbHuii 3a
BTOPWHHE NMakKyBaHHS Ta BUMYCK
cepiii:

Tmxoanak Higepnanaw 6.B.,
HigepnaHgm

KaHapa/
PpaHuis/
HigepnaHam

nepepeecTpawis Ha HeobMexeHui
TEPMIH
OHoB/eHO iHdhopMaLito y po3ginax
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaa” (BHECEHHS
[0[aTKOBUX 3acTepexeHb), "MobiuvHi
peakuii" iIHCTpYKLii 4158 MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby
Bi4NoBIAHO A0 MaTepianis
peecTpauinHOro AOCbe, a TakoX 40
po3gainy "MobiuHi peakuii" BHeceHa
iHchopMaList Npo HeO6XiAHICTb
noBIAOMASATY NPO YCi BUNaaKM
nigo3proBaHMx NobiYHMX peakLili Ta
BiCYTHOCTI e(heKTUBHOCTI NikapCbKOro
3acoby.

MepiognYHICTb NOAAHHS PerynsipHoO
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANoOBIAHO A0 Mopsaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUiT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognyHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/16766/01/01

11.

KONIFA3-
340POB'i

Kancysm mM'siki no
125 wr, no 10
Tabnetok y 6nictepi,
no1,no 2 a6ono 3
6nictepu y kopobui 3
KapToHYy

ToBapuct
BO 3
obMexeHo
10
Bignosiga
NbHICTO
"Papmaue

YkpaiHa

ToBapuCTBO 3 O6GMEXEHOID
BiANOBIAANLHICTIO
"apmaueBTVYHa KOMNaHis
"3p0pos'a”

Ykpaina

nepepeecTpaLis Ha HeobMeXeHwi
TEPMiH
BHeceHO oHOBNEHY iHhOpMaLlito B
IHCTPYKLUi0 415 MegnyHOro
3aCTOCyBaHHS likapcbKoro 3acoby Ao
po3ainis "MpoTunokasaHHsa", "B3laemogis
3 iHWMMU SliKapcbkMMK 3acob6amu Ta iHLwi

6e3
peyenma

nidnsieae

UA/17037/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYyeHHs1

BTMYHA
KOMNaHis
"310p0B'S"

BMAN B3aemogiit", "OcobMBOCTI
3acTocyBaHHSA", "3acTocyBaHHsA y nepios,
BariTHOCTi abo rogyBaHHsA rpyaat”
(yTouHeHHs), "MobiuHi peakwyji"
Bi4NOBIAHO 4,0 OHOBMEHOT iHChopmaLii 3
6e3nekn 3acTocyBaHHS /likapCbKoro
3aco0y.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/OBAHOrO 3BITY 3 6e3neKu,
BiANoOBIAHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 30POB'A
Ykpainuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMM y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

12.

KPEOH®YUK

racTpope3nCTeHTHi
rpadynu, no 60,12
Mr/100 mr; no 20 r
rpaHys1 y CKNSHii
nnsawui; no 1
NAAWLU 3 MipHOO
JIOXKKOHI Y KapPTOHHIl
Kopoobui

ABGOTT
Nab6opaTto
pi3 M'M6X

HimeuumnH
a

AB66OTT /labopatopi3z MM6X

HimeuunHa

nepepeecTpawis Ha HeobMexeHwi
TEPMiH
OHoBEHO iHthopMmaLito B IHCTpyKLUii Ans
MeAMYHOro 3acTOCyBaHHA MiKapCbKoro
3acoby y posginax "lMpoTunokasaHHa" ,
"Mo6iuHi peakwyii" BigNoBigHO A0
iHchopmawii 3 6e3nekn 3acTocyBaHHs
NiKapcbkoro 3acoby.
MepiognyHiCTb NOAAHHA PErynsipHO
OHOBJ/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
3[0pOB’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3HayYeHVMU y NepiogMyYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

niosnsieae

UA/15046/01/01

13.

MEAYNAK

cupon no 667,0
mr/mn, no 180 mn
a6o 500 mny
donakoHi; no 1
dh1akoHy B

TOB
«YOPNA
MEAVLN

H»

YKpaiHa

ABC dapmadeyTivi C.n.A.

ITanisa

MepepeecTpaLis Ha HEOBMEXEHWIA
TepMiH. OHOBMEHO iHdhopMaLiio y
po3gini "Mo6iyHi peakuii" iHCTPYKUiT AnA
MeAMYHOro 3acTOCYBaHHA NikapCbKoro
3acoby BignoBigHO 40 OHOB/IEHOI

6e3
peyenma

nionsieae

UA/17234/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KapTOHHI KOopoo6Li

iHchopmawii Wwoao 6e3nekmn
3aCTOCYyBaHHSA Ajlo4oi peyoBUHM Ta
3BITYBaHHSA NPo Mob6iyHi peakwii.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MOpsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUiT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3Mneku.

14.

TIAMEKC

PO34nH ANS iH ek
50 mr/mn, no 2 mn B
amnynax, no 5
amnyn y 6nictepi, no
2 6nictepu B nav,
no 5 mn B amnynax,
no5awmnyny
6nictepi, no 1
6nictepy B nayui

MpusatHe
aKuioHepH
e
TOBapuCTB
0 "/lekxim-
Xapkis"

YkpaiHa

MpuBaTHe akujioHepHe

ToBapuUcTBO "“flekxiMm-Xapkis"

Ykpaina

nepepeecTpais Ha HeobMeXeHwi
TEepPMiH
OHOB/IEHO iHGhopMmaLito y po3ainax
"MpoTunoka3saHHs", "B3aemogis 3
iHLIMMKW NiKapcbKMK 3acobamu Ta iHLWi
BMAY B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaa”,
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitn",
"Mepeno3yBaHHs", "Mo6GiyHI peakuji"
IHCTPYKLT AN MeANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby BiAMNOBIAHO A0
OHOB/IEHOI iHGhopMaLii LWoao 6e3nekn
3aCTOCYBaHHS Ajil040i PeYOBUHMU.
MepiognYHICTb NOAAHHS PerynsipHo
OHOB/OBAHOTO 3BIiTY 3 6e3NeKu,
BiANoBigHO A0 Mopsaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340p0B’A YKpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rifHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/16935/01/01

15.

TISONTAH

Kpansi O4Hi, pO34nH;
no 3 MmNy hnakoHi 3
npo6KoH-

CEHTICC
®APMA
NBT. T4,

IHAja

CEHTICC ®APMA MNBT. NTA4.

IHAjs

nepepeecTpawis Ha HeobMexeHwi
TEPMiH
OHoB/EHO iHhopMaLito B IHCTpyKLUii Ans

3a
peyenmom

He
nionsieae

UA/17236/01/01




15

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
KpanesbHULEr Ta MeAMYHOro 3acTOCyBaHHSA NikapCbKoro
KpULLKOHO; no 1 3acoby y posginax "OcobnnBocTi
hnakoHy B 3acTocyBaHHs", "Cnoci6 3acTocyBaHHsA
KapTOHHI KOpooLi Ta fo3n" (yTo4YHeHHs iHdopmadi),
"Mo6ivHI peakui™ BigNOBIgHO A0
marepianiB peecTpauiiiHoro foche.
MepiognyHICTb NOAAHHS PerynsipHoO
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO 0 MOpsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepaxuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3rifHO 3i CTPOKaMu
16. XOHAPOITN kancynu; no 30 abo MPAT YkpaiHa BMPOGHUK BiANOBIAAIbHNI 3a YkpaiHa nepepeecTpawis Ha HeobMexeHwi 6e3 nionsizae UA/17345/01/01
H® 60 kancyny "PITODA BMPOBGHULTBO, NEPBUHHE, TEPMiH peyenma
KOMMNEKC KOHTeliHepi; no 1 PM" BTOPUHHE NaKyBaHHSA, KOHTPOJIb OHoB/EeHO iHdhopMmalLito B IHCTPYKLUIiT Ans
KOHTelHepy B nau; Ta BUMYCK cepii: MeAMYHOro 3acTOCyBaHHA NiKapCbKoro
no 6 kancyny MPAT "®ITO®APM", 3acoby y po3gini "Mo6ivHi peakwyii" woao
6nicTepi; no 5 abo YkpaiHa; 3BITYBaHHA NPo MobGiyHI peakwii.
10 6nicTepiB y naui BMPOGHWK, BiANOBigabHWIA 3a MepiognyHicTb NoAaHHA perynsipHo
BUPOGHMLITBO, NEPBUHHE, OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BTOPVHHE NaKyBaHHA, KOHTPO/1b BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
AKOCTI: thapmakoHarnsgy, 3aTBepikeHoro
TOB "ACTPA®APM", Haka3oM MiHicTepcTBa OXOPOHU
YkpaiHa 300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynspHux 3siTiB 3 6e3neku.
17. LEE®IKAL NOPOLLIOK ANs Kagina IHAiA Kagina ®apmacbioTukans IHAjiA MepepeecTpauis Ha HeobMeXeHui - He UA/11309/01/01
1000 pPO3UnHYy N dapmach Nimitep TEPMiH. niossieae
iH’ekuiid, 1000 wmr, in 10TMKan3 MepiognyHICTb NOAAHHS PerynsipHo
bulk: no 50 Nimiteq OHOBJ1OBAHOIO 3BIiTY 3 6GE3NeKu,
dhnakoHiB 3 BiANoBigHO A0 Mopsaaky 34iNCHEHHS
MOPOLLKOM Y thapmakoHarnsgy, 3aTBepAXeHoro

KapTOHHI Kopoo6Li

Haka3oM MiHicTepcTBa OXOPOHM
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHs
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sBUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

2007 poky 3a Ne 73/13340 (y pepaku,i
Hakasy MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku

18.

LE®IKAL
1000

MOPOLLIOK A/1A
pO34nHy Ans
iH’ekuyin, 1000 mr, 1
h/1aKoH 3 NOPOLLKOM
Y KapTOHHIli kopobLi

Kagina
dapmacb
H0TUKaN3
Nimiteq

IHais

Kagina ®apmacbioTukan3
Nimitepn

IHgis

MepepeecTpauis Ha HeObMEXeHWIA
TepMiH. OHOB/IEHO iHhopMaLlito B
IHCTPYKLT 415 MeANYHOro 3acTocyBaHHSA
nikapcbKoro 3acoby y posginax
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iIYHi
peakuii" BigNoBigHO A0 iHchopmavi
pedhepeHTHOro nikapcbKoro 3acoby
(Maxipimelg powder for solution for
injection)

MepiognYHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Hakasy MiHicTepcTBa OXOPOHU 30POB'S
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/11308/01/01

HauanbHuUK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBCHhKUN




ITEPEJIIK

Joparok 3
/0 Haka3zy MiHicTepcTBa 0X0poHH
30poB’st Ykpainu «IIpo gepxaBHY
peecTpariio (mepepeecTpariiio) JTiKapcbKHX
3aco0iB (MegAHYHHUX IMyHOOi0/TOriUHHX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpaniiiHuX MaTepiatiB»
Bix 29 BepecHs 2023 poky Ne 1709

JIIKAPCBKHMX 3ACOBIB (MEJNYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), IIOJ0 AKUX BYJ/IN BHECEHI

3ACOBIB YKPAIHA

3MIHU 1O PEECTPAIIIMHUX MATEPIAJIB, IKI BHOCATECSH 10 JEP)KABHOI'O PEECTPY JIIKAPCHKUNX

MO/10 mn; donakoH
Ne 1 3 nopoLuKkom no
1000 MOy
KOMMNIEKTi 3
PO34YMHHMKOM (BOAA
Ons iv'exuin) no 10
M Y dprakoHi Ne 1
Ta Habopom Ans
PO3YMHEHHS |
BBEJEHHA Y

[0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
(BHECEHHSA 3MiH 10 AOCLE NiC/S OHOB/IEHHSA
3arasibHOI CTaTTi Ha rOTOBY JliKapCbKy dhopmy Y
LoY/EBponelicbkiin hapmakoner). BunyueHHs i3
cneumdikauii Ha po3UMHHUK (Bofa ANS iH'EKLLiN)
NOKa3HUKIB "KUCMOTHICTb abo NyXHICTb",
"Xnopugu", "Hitpatn", "Cynbcpatn”, "AMOHIiA" Ta
"KanbLiit i MarHiiA" 3 MeToo NpuBeAEHHS Y
BigMNoBiAHICTb A0 MOHorpadii 0169 “Water for
injection” €Bponelicbkoi papmakonei 11.1.

Ne Ha3ssa ®Dopma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/n NikapcbKo20 | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs1* | peecmpayiliHo20
3acoby ynakoska) nocBi04Y€HHs1
1. A3NMEL® TabneTku, BKPUTI MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/7234/02/01
NNiBKOBOIO "Knismegnp "Knismegnpenapa 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nidnsieae
o060n10HkKot, no 500 enapar” T Ta chapmakoHarnsgy. 3MiHu y KopoTkili
mr; no 3 a6o 10 XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
Tabnetok y 6nictepi; MapKyBaHHS Ta IHCTPYKUIiT A/19 MeANYHOro
no 1 6nictepy y 3aCTOCYBaHHSA reHepuYHNX/ribpuaHux/6ionogioHMx
naJui 3 KapToHy NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX AOAATKOBUX
OaHuX) - 3MiHM BHECEHO [0 iHCTPYKLIT ANns
MeANYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby y
po3ainu: "®apmakosoriyHi BNacTuBocTi",
"B3aemogia 3 iHWMMKM NiKapcbkumn 3acobamm Ta
iHLWI BMAW B3aemogiin", "MobivHi peakuii”
BignoBigHO A0 iHdhopMaLii Woa0 MeanyHOoro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoty
(CYMAMEL, TabneTtku, BKpUTI N/1iBKOBOK
060/10HKOI0). BBEAEHHS 3MiH NPOTArOM 6-Tn
MiCsILiB NicNs 3aTBEPAKEHHS.
2. AIMA®IKC MOPOLLOK Ta KEAPIOH ITanis KEZAPIOH C.M.A. ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/17426/01/02
PO3YMHHUK AN C.N.A. 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peuyenmom
pO34unHy Ans 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
iHdpysiii, 1000 3MiHa napameTpiB cneundikauiii Ta/abo
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KOHTPOJO SIKOCTI);
Nab6op /IC CE eHp
Ko. KI, HimeuunHa
(BunpobyBaHHsA
KOHTPO/O AKOCTI
(mikpobionoriuHa
yucToTa));
® . XodhpmaHH-/15
Pow fltg,
LLiBeiuapis
(BUnpobyBaHHSA
CTabiNIbHOCTI

opraHom) - 3asiBHMKOM HajaHO OHOBJ/IEHWIA NnaH
ynpaB/iHHA pu3ukamu Bepcist 3.1. 3MiHW BHECEHI
[0 yacTuH Il «Cneundikauis 3 6esnekn», Il «MnaH
3 hapmakoHarnsagy», V «3axoau 3 MiHimizauii
pu3ukiB», VI «Pe3iome nnaHy ynpasniHHsA
pv3vKamMu», y 3B'13Ky 3 OHOBMIEHHAM iHdhopMaLlii
oo nicnspeecTpauiiHix focimKeHb 3 6e3neku,
a TakoX Y 3B'A3KYy 3 BUAaIEHHAM BaX/IMBOIO
pY3NKy «BiACYTHS iHhOpMaLis» 3a pe3ynbTaTHUMK
3aBepLUeHoro gocnimxeHHs. Pestome MYP Bepcis
3.1 popaeTbea.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapPTOHHI KOpooLii
3. AIMA®IKC NOpoLLOK Ta KEAPIOH ITania KEAPIOH C.M.A. ITania BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/17426/01/01
PO3YMHHWK AN C.N.A. 3MiHW | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkumii peyenmom
po3unHy A4ns 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
iHcpysiid, 500 MO/10 3miHa napameTpiB cneyudikaii Ta/abo
M”; chriakoH Ne 1 3 A0NyCTUMMX MEX FOTOBOFO JiKapCbKOro 3acoby
nopoLukom no 500 (BHECEHHSA 3MiH [0 [OCLE NiC/S OHOBJ/IEHHA
MO y KoMnnekTi 3 3arasibHOI CTaTTi Ha rOTOBY JliKapCbKy hopmy Y
PO34YMHHMKOM (BOAA [oY/Esponelicbkin hapmakoner). BunyueHns i3
Ans iH'ekuiid) no 10 cneuudikaLii Ha PO34YMHHUK (BOAa NS iH'EKLiIA)
My prakoHi Ne 1 NOKa3HWKiB "KUCMOTHICTb abo NyXHICTb",
Ta Habopom ans "Xnopugn", "Hitpatn", "Cynbchatn”, "AMOHIR" Ta
PO3YMHEHHS i "KanbLjil i marHiin" 3 MeTolo NnpuBeAeHHs y
BBEJEHHS Y BigNoBiAHICTL A0 MOHOrpadii 0169 “Water for
KapTOHHI/ Kopobui injection” €sponelicbKoi hapmakonei 11.1.
4, ANEKEH3A® Kancynu Teepai no TOB «Pow YkpaiHa [enbdapm ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a He UA/16997/01/01
150 mr no 8 kancyn YkpaiHa» MinaHo, C.P.J1., HimeuunHa/ | 3miHm Il Tuny - 3miHn woao 6e3nekn/edpekTMBHOCTI |  peyernmom | nidss2ae
TBEPAMX Y BnicTepi; ITanisa LLisefiuapis Ta dhapmakoHarnsagy. 3MiHu y KopoTkili
no 7 6nictepiB y (BunpobyBaHHsA XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
KapTOHHI nayuj, no cTabinbHoCTi, MapKyBaHHS Ta IHCTPYKLUiT 418 MeAn4HOoro
4 naykn y KapTOHHIl nepBUHHE Ta 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU AaHUMU 3
Kopoobui BTOPVHHE AKOCTI, AOKNIHIYHUMWN, KNIHIYHUMW JaHUMK Ta
nakyBaHHs1); JaHuMu 3 hapMakoHarnagy - 3MiHu BHeCEHO B
EBOHiK IHCTPYKLi0 415 MeANYHOr0 3acTOCyBaHHSA
OnepeiiwH3 M6X, nikapcbKoro 3acoby Ao po3ainy “MobivHi peakuii”
HimeyunHa LLOA0 reMOoNITUYHOT aHeMii. BBegeHHs 3MiH
(BunpobyBaHHsA NpoTArom 6-T1 MICALIB MiCNA 3aTBEPMXKEHHS.
KOHTPOJO SIKOCTI 3MiHu Il Tuny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
(eTunxnopupn)); Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) oo
Ekcenna rm6X 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
eHf Ko. KT, NOCBIAYEHHS, BKOYatouun MnaH ynpasniHHA
HimeyunHa pu3nKamm (3acTocyBaHHs 3MiH(1), ski(a)
(B1pOGHMLTBO BMMaraTb(€) NoJanbLLIOro 06rpyHTYBaHHS
Hepo3dacoBaHol HOBUMM [OLATKOBMM AaHUMK, LLIO MatoTb
NPOAYKLT, Ha/faBaTnCA KOMMETEHTHUM OPraHoM, OCKIIbKM
BMNPOGYBaHHSA BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
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CTabiNbHOCTI
(mikpobionoriuHa
yucToTa):
®.XothpmaHH-/15
Pow NTA,
LLieiiuapis;
BMNPOGYBaHHSA
CTabiNbHOCTI,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Jenbcapm
MinaHo, C.P./N.,
ITanis;
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(mikpobionoriuHa
yucToTa):
Na6op JIC CE eHa

3aTBEPKEHHS.
3miHu |l TUny - 3MiHn Wopao 6e3nekn/ed)eKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHVMU Ta
JaHuMu 3 hapmakoHarnsgy - 3MiHu BHeCeHo [0
IHCTPYKUIi ANA MeAUYHOTO 3acTOCYBaHHSA
NiKapcbKoro 3acoby Ao po3sainis "OcobnnsocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta go3n”,
"Mo6iYHI peakuii”. BBeeHHA 3MiH NPOTArom 6-Tu
MiCALIB MIiCNSA 3aTBEPLKEHHS.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(mikpobionoriuHa
yucToTa));
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
(Bunyck cepil);
®.XohpmaHH-/15
Pow NTpA,
LBeliuapis
(nepBuHHE Ta
BTOPWHHE
nakyBaHHS,
BMNPOGYBaHHSA
cTabinbHOCTI,
BUNYCK cepi)
5. ANEKEH3A® | kancynu TBepgi no TOB «Pouw YkpaiHa BWMNYCK Cepil: LBenuapis/ BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/16997/01/01
150 wmr; no 8 kancyn YkpaiHa» & . XohpmaHH-/15 ITania/ 3MiHY | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa KOaYy peyenmom | niosisi2ae
TBEPAMX Y BnicTepi; Pow fltg, HimeuunHa ATX - 3MiHV BHECEHO A0 IHCTPYKLiT Ans
no 7 6nictepiB y LLiBeiiuapis; MeZAMYHOro 3acTOCyBaHHS NikapCbKoro 3acoby Ao
KapTOHHIA nayui, no nepBuHHe Ta po3giny "®apmakoTepanesTuyHa rpyna. Kog ATX."
4 naykn y KapTOHHIN BTOPUHHE BIAMNOBIAHO 4O MKHAPOAHOro Knacudikaropa
Kopobui nakyBaHHs, BOO3 (http://www.whocc.no/atc_ddd_index/):
BMNPO6YBaHHSA 3aTBepAXeHo — "AHTUHeONNacTUYHI 3acobu.
cTabinbHoCTI, IHri6iTopn npoTeiHkiHasu. AnekTuHi6. Kog ATX
BWMNYCK Cepil: LO1X E36.", 3anponoHoBaHo —
& . XohpmaHH-/15 "AHTUHeONacTUYHi 3aco6M. IHriGiTopK
Pow fltg, npoTeiHKiHa3w. [HribiTopun kiHasn aHan1acTUYHOI
LLiBeiiuapis; nimcpomu (ALK). AnekTuHi6. Kog ATX LO1E D03."
BMNPOGYBaHHSA BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
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0,4 mr; no 10

TabneTok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHIi1 kopobu,i

npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
34iicHeHHs hapmakoHarnsay (BkaYakyn

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Ko. KT,
HimeuyuunHa,;
BMNPOGYBaHHSA
KOHTPOJO AKOCTI
(eTunxnopug):
EBOHIK
OnepeiiwH3 M6X,
HimeuuunHa,;
BMPOGHMLITBO
Hepo3dacoBaHol
nNpoAayKuUiT,
BMNPOGYBaHHSA
KOHTPOJHO AKOCTI:
Ekcenna rm6X
eHp Ko. KT,
HimeyunHa
6. ANEPIFOCTO | Tabnetku, BKpUTI MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/10337/01/01
ne NNiBKOBOO "PITOPAPM "PITOPAPM" 3MiHn | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
060/10HKOI0, N0 5 Mr; " Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
no 10 TabneTok y y3arasibHeHUX JaHnX Npo cucTemy
6nicTepi; no 1 abo 2 hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
6nicTepn y nauuj 3 npo cmuctemy chapmakoHarnsgy, 3MiHa
KapToHy YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHss macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ihoro Homepa. 3miHa
MicLSl 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
AlNNb®A M TabneTku, BKpUTI OPIrAHOCU OAE Anotekc IHK. KaHapa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/13454/01/01
nNiBKOBOO H 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
060/10HKOI0, 3 NAVOCAEH Ta (papmakoHarnsgy. BeegeHHs abo 3miHv o
MoANDIKOBAHUM Ch3 (E® y3araslbHeHNX AaHux npo cuctemy
BMBINIbHEHHSAM NO 3ETI) hapmakoHarnagy (BBeLeHHS y3arasibHeHUX JaHnX
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6nicTepy B nayw,

XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
3aCTOCYBaHHS reHepuYHNX/ribpuaHux/6ionogioHMx
nNiKapcbknx 3acobiB Nic/1s BHECEHHS TiEl camoi
3MiHM Ha ped)epeHTHUI npenapar (3miHa He

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarssay). 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.
8. ANbdAXONI PO34UH OpasIbHUIA, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/17917/01/01
H® 600 mr/7 mnno 7 mn | "®apmauesT "papmaueBTnyHa 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peyenmom | nidsis2ae
y h1akoHi 3 n4yHa chipma thipma "AapHuus” 3aci6. CtabinbHicTb. 3MiHa y TepMiHax
KPULLIKOIO 3 "OapHuus” npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
KOHTpOIEM nepLuoro NikapcbKoro 3acoby (36iNbLIEeHHS TEPMiHY
BiakpuTTH; no 10 npuaaTHOCTI TOTOBOrO NikapcbKoro 3acoby) - Ans
hNakoHiB y nayui TOProBoOl yNakoBku (NiATBEPIKYETLCA AaHUMU
peasibHOro yacy) 36iNbLUEeHHS TEPMIHY
npuaaTHOCTI FOTOBOrO JliKapCbKOro 3acoby
3aTBEPAKEHO: TEPMIH NPUAATHOCTI 2 POKU;
3anponoHOBaHO: TEPMiH MPUAATHOCTI 3 POKK.
3MiHN BHeCeHi B po3ain "TepmiH npuaaTHocTi” B
IHCTPYKLUiO AN MeANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeefeHHs 3MiH NpoTAarom 6-
TW MicALIB Nic/1a 3aTBepAKEHHS
9. AMAPUN® M | TabneTku, BKpUTI TOB YkpaiHa XeHaoK IHK. Pecny6nika BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/9859/01/02
2Mrisoomr 060/10HKOI Ne 30 "CaHoi- Kopes 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenmom
(10x3): no 10 ABeHTIC Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
Tabnetok y 6nictepi: YkpaiHa" y3araslbHeHNX AaHux Npo cuctemy
no 3 6nictepu B thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHux
KapTOHHI KopoobLi npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarisgy). 3miHa
YMOBHOBaXEHOT 0CO6Y 3a8BHMKA, BignoBiganbHOT
3a hapmakoHarnag,.
[itoua pepakuin: Xogakiscbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
Bapdonomeesa IBaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YyNOBHOBaXKeHOI ocobu,
BifnoBiganbLHOI 3a thapmakoHarnsag,.
10. AMnoaumniH Tabnetku no 5 mr, MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/1586/01/01
no 10 TabneTtok y "Knismeanp "KuiBmegnpenapa 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenmom | nionsizae
6nicTepi, no 3 enapar" T Ta chapmakoHarnsgy. 3MiHu y KopoTkili
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHunx) 3MiHW BHECEHI [0 iHCTPYKUiT ons
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ginu "lNpoTunokasaHHsA", "B3aeMogis 3 iHLLIMMK
nikapcbkrMKM 3acobamu Ta iHLWi BUAn B3aemMogiii",
"MepeposysaHHa", "Mob6iyHI peakuii" 3rigHo 3
iHchopMmauieto 1040 MEANYHOTO 3aCTOCYBaHHS
pechepeHTHOro nikapcbkoro 3acoby (HOPBACK®,
Tabnetku no 5 mr) BeBeeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBepAKEHHSs!
11. AHArCPENIAO- Kancynu Teepai no Mictpan AHrnis BMPOOHULITBO IcnaHis/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/19596/01/01
BICTA 1mr; no 100 kancyn Kenitan roToBOI Nikapcbkoi | HimeuyunHa/ 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
y naswuj, no 1 MeHemKMeH chopmu, NepBrMHHA Yecbka Ta hapmakoHarnsgy (iHwi 3mMiHn) HesHauHi 3MiHu
NAAWLI Y KAPTOHHIN T NimiTeq, Ta BTOpUHHA Pecny6nika y TeKCTi MapKyBaHHs nepBuHHoI (N.4 JATA
nauui ynakoBka, ¢i3uko- 3AKIHYEHHA TEPMIHY MNPUOATHOCTI) Ta
XiMiYHWI KOHTPO/Tb BTOPUWHHOI (N. 17. IHLWE) ynakoBkn Nikapcbkoro
cepii, BUNycK 3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB
cepii: nicns saTBepipkKeHHs
CiHTOH XicnaHis,
C.J1., IcnaHis;
BTOPVHHE
nakyBaHHS:
PotteHzopd
dapma M'm6X,
HimeuumnHa;
Pi3MKO-XiMiYHWIA
KOHTPO/b:
KBiHTa-AHaniTuka
C.p.0., Yecbka
Pecny6nika
12. ACMIPUH® C | TabneTtku wunydi; no Baiiep LLiBeiiuapi Baiiep HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/4398/01/01
2 Tabnetkn y ctpuni; | KoHcbiomep A BitTepcensp, 3MiHK | TNy - 3MiHK 3 AkocTi. APl BUpo6HULTBO. peyenma
no 5 ctpunis y Kep Al 6X 3MiHu BUNpobyBaHb abo AONYCTUMMX MEX Y

KapTOHHI KopoobLi

npoueci BupobHuuTBa A®I, 110 BCTAHOB/EHI Y
crneundikauisx (BUny4YeHHs HECyTTEBOIO
BMNpo6yBaHHSA). BuaaneHHs 3aranbHOro Tecty Ha
BaXKi MeTanu 3i cneumdikauii Ha Ailody pevyoBuUHy
KucnoTa auetunicaniyunosa. 3MiHu | Tuny - 3MiHu
3 AKocTi. A®l. Bupo6HMLTBO. 3MiHa BUPO6HMKA
BUXiAHOIro/NPOMIXHOIO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6GHMYOMY npoueci AdI,
ab60o 3miHa BUpoObHuKa (BkoYaroun, e HeobxigHo,
MicLle NpoBeAEHHS KOHTPO/IO AKocTi) AdI (3a
BiiCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepapkeHoMy
[0CbE)(3MiHM [0 3ax0fiB, NOB'A3aHNX 3 KOHTPO/IEM
A®I|, abo foAaBaHHS AiNbHULI, Ae NPOBOAUTLCA
KOHTpO/b/BMNpo6yBaHHSA cepii). [logaBaHHA
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MaigaHumka Laboratorio Echevarne, S.A. ans
TeCTyBaHHs MiKpo6ionoriyHoT ynctotn Ad|
aueTuncaniumnosa KucnoTta BupobHuka Bayer
Hispania, S.L.
13. ACMIPO3A® Kancynu Teepai no MpAT YkpaiHa BUPOBHULTBO, Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18799/01/02
10 mr/100 wmr, no 10 "®bapmauesT nepBuHHE Ta 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peyenmom
kancyn y 6nictepi, n4yHa chipma BTOPUHHE 3aci6. 3MiHN y BUpo6HMLTBI. 3amiHa abo
no 3 6nictepu B "OapHuus” nakyBaHHs1, BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
nauui KOHTPO/b Cepil, YacTUHM ab0 BCbOro BMPOBHMYOTrO npoLecy
BWMNYCK Cepil: roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
Apavepg ®apma BTOPWHHOIO NakyBaHHS) BBEAEHHS A04ATKOBOI
C.A,, Monbua; AinbHUL BUpo6HuMLTBa 13 (BTOPMHHE NakyBaHHS)
nepBuUHHE Ta komnaHii Agamen ®apma C.A., Monbla (Byn.
BTOPUHHE LkonbHa 33, KcaBepos., 95-054, MNonbLua)
nakyBaHHs: BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
Apawvep ®apma 3aTBepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
C.A,, Monbla [0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTWUHN ab0 BCbOro
BMPOGHMYOro NpoLecy roToBoro NikapcbKoro
3ac06y (AinbHMLA AN NEPBUHHOTO NaKyBaHHS)
BBEJEHHS A04aTKOBOI AiNbHULi BupobHuuTtea /13
(nepBuHHe NakyBaHHS) koMnNaHii Agameq ®apma
C.A., NonbLa (Byn. LWkonbHa 33, Kcasepos, 95-
054, MonbLa).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo AONyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHwu).
BHECEHHS 3MiHM B 3aTBepapxeHi MKA /13 B
Cneuudpikauito M3 gns gosysaHHs 5 mr/100 mr 3a
NokasHNMKOM «KinbKicHe BU3HaueHHS
po3yBacTaTuHy» A/151 TPUBEAEHHS A0
opuriHanbHVX matepianis BupobHuka M3 (posgin
3.2.P.5.1. Cneuudikauis).
14. ACMIPO3A® Kancynu TBepai no MpAT YkpaiHa BUPOBHMLTBO, Monbwa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/18799/01/03
20 mr/100 wr, no 10 "®bapmauesT nepBuHHE Ta 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenmom
kancyn y 6nictepi, n4yHa chipma BTOPUHHE 3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
no 3 6nictepu B "NapHuus" nakyBaHHs, BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLUTBA ANs
nauui KOHTPO/b Cepil, YacTuHM abo BCbOro BMPOOHMYOrO npoLecy
BUNYCK cepi: roTOBOrO JlikapcbKoro 3acoby (AinbHuusa Ans
Apavepn ®apma BTOPWHHOIO NakyBaHHS) BBEAEHHS A04ATKOBOI
C.A,, MonbLa; AinbHWL BUpo6HuLTBa M13 (BTOPMHHE NakyBaHHS)
nepBuHHE Ta komnanii Agamep ®apma C.A., MonbLua (Byn.
BTOPUHHE LLkonbHa 33, KcaBepos, 95-054, MNonbLua)

nakyBaHHs:

BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicnas
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Apawvep dapmva 3aTBEpMXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
C.A., Monblua [oTOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3amiHa abo BBefEeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A/151 YACTWUHM ab0 BCbOro
BMPOBHMNYOro NpoLecy roToBoro Nikapcbkoro
3aco6y (4ibHMUA 415 NePBUHHOMO NakyBaHHS)
BBEJEHHS A04aTKOBOI AiNbHULi BupobHuuTtea 13
(nepBuHHe NakyBaHHS) koMnNaHii Agameq ®apma
C.A., MonbLya (Byn. WkonbHa 33, Kcasepos, 95-
054, MonbLia).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbkoro 3aco6y. 3mMiHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOTO
nikapcbKoro 3acoby (iHWi 3MiHwu).
BHECEHHS 3MiHu B 3aTBepapxeHi MKA 13 B
Cneuudpikauito M3 gns gosysaHHs 5 mr/100 mr 3a
NMokasHNKOM «KifibKicHe BU3HaYeHHS
po3yBacTaTuHy» A/151 TPUBEAEHHS A0
opuriHanbHUX matepianis BupobHuka M3 (posgin
3.2.P.5.1. Cneuudikauis).
15. ACMIPO3A® Kancynu Teepai no 5 MpAT YkpaiHa BUPOBHULTBO, Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/18799/01/01
mr/100 wr, no 10 "®bapmauesT nepBuHHE Ta 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peyenmom
kancyn y 6nictepi, n4yHa chipma BTOPUHHE 3aci6. 3MiHN y BUpo6HMLTBI. 3amiHa abo
no 3 6nictepu B "OapHuus” nakyBaHHs1, BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLTBA ANs
nauui KOHTPO/b Cepil, YacTUHM abo BCbOro BMPOBHMYOTrO npoLecy
BWMNYCK Cepil: roTOBOrO JlikapcbKoro 3acoby (AinbHuusa ans
Apavepg dapma BTOPWHHOIO NakyBaHHS) BBEAEHHS A04ATKOBOI
C.A,, MonbLa; AinbHWLi BUpo6HuLTBa M13 (BTOPMHHE NakyBaHHS)
nepBuUHHE Ta komnaHii Agamen ®apma C.A., Monbla (Byn.
BTOPUHHE LLkonbHa 33, KcaBepos., 95-054, MNonbLua)
nakyBaHHs: BBefeHHs 3MiH npoTarom 6-t1 MicauiB nicns
Apawvep ®apma 3aTBepMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
C.A,, Monbla [0TOBWIA NikapcbkuMii 3aci6. 3MiHM Y BUPOOHULITBI.

3amiHa abo BBeAeHHS [,04aTKOBOI AiNbHULL
BMPOGHMLITBA A1 YACTWUHN ab0 BCbOro
BMPOBGHMYOro NpoLecy roToBoro NikapcbKoro
3ac06y (AinbHMLA AN NEPBUHHOTO NaKyBaHHS)
BBEJEHHS A04aTKOBOI AiNbHWLi BupobHuuTtea /13
(nepBuHHe NakyBaHHS) koMnNaHii Agameq ®apma
C.A., NMonbLa (Byn. LWkonbHa 33, Kcasepos, 95-
054, MonbLa).

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TMNy - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro

nikapcbKoro 3acoby. 3miHa napameTpis
cneundikauin Ta/abo A0NYyCTUMUX MEX TOTOBOTO
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nikapcbKoro 3acoby (iHwWi 3MiHwm).
BHECEHHS 3MiHu B 3aTBepapxeHi MKA /13 B
Cneuudpikauito M3 gns gosysaHHs 5 mr/100 mr 3a
NMoKa3HNMKOM «KinibKicHe BU3HaueHHS
po3yBacTaTuHy» AN NpuBeAeHHs Ao
opuriHanbHUX matepianis BupobHuka M3 (posgin
3.2.P.5.1. Cneuudikauis).

16.

ACIPIKC

cnpeii HazasbHUA
po3oBanuit, 15,75
mr/go3a; no 4 mn (40
[003) y dhnakoHi; no 1
chnakoHy y nauuj 3
KapTOHY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»,
YkpaiHa
(BUMpOGHUYA
AinbHnus (BCi
cTagji
BMPOBHUYOrOo
npouecy);
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/IOYa0UN
KOHTPO/b/BMNPOGY
BaHHs cepii)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHM | TNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
(BNacHvKa peecTpauiiHoro nocBigyeHHs1). 3miHa
afipecyv 3anBHVKa. BBefeHHs 3MiH npoTsrom 6-Tu
MicsAUIB MicnsA 3aTBeppKeHHs. 3MiHu | TUny - 3MiHK
3 IKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPOIHO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHsA BMPOOHMKA, L0 BignoBigae 3a
BBE3EHHA Ta/abo BMNycK cepii) - He BkItoyaroun
KOHTPONb/BUNPOGYBaHHSA cepil. JoaaBaHHS
BMpO6HMKa /13, BiANOBIAA/ILHOIO 3a BUNYCK cepil,
He BK/104atoun KOHTPOsIb/BUNPOGYBaHHS cepil:
TOB HB® «MIKPOXIM» (3a agpecoto: YkpaiHa,
01013 m. Kuis, Byn. ByaiHgycTpii, 6ya. 5). 3MiHn
BHeCeHi y po3ginu "BupobHuk" Ta
"Micue3HaxokeHHs1 BUPO6HVKa Ta agpeca micus
NPOBaKEHHS NOro Aif/IbHOCTI" B IHCTPYKL,itO ANs
MeAMYHOr0 3aCTOCYBaHHS Y 3B'A3KY 3 BBEEHHAM
[04aTKOBOro BUPO6HKKa, Lo Bignosigae 3a
BUMYCK Cepii, 3 MOX/IMBICTIO APYKYBaHHS 4BOX
IHCTPYKLil ANns MegnyHOro 3actocyBaHHs /13 ans
oKpemmnx BUPOGHWKIB (BIAMOBIAA/IbHMX 3@ BUMYCK
cepii) Ta sIK HacnigokK - NosiBa TEKCTY MapKyBaHHS
yNakoBKM MiKapCbKOro 3acoby Ans [o[aTKoBoro
BUpPOOHUKA. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBePKEHHS.

3a
peyenmom

He
nionsieae

UA/14621/01/01

17.

A®IHITOP

TabneTku no 5 mr,
no 10 TabneTtok y
6nictepi; no 3
6nicTepy B
KapTOHHIl KopooLi

Hosapric
®apma Al

LLiBefiuapi
A

BVMPOGHMLTBO 3a
NOBHUM LIMK/TOM:
HoBapTic ®apma
LTeiiH AT,
LLIBeiiuapis;
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
MikpobionoriyHa
ynucToTa):
dapmaHanituka
CA, UWseliyapis

LLiBefiuapis

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta thapmakoHarnsgy. 3MmiHa yactotun Ta/abo
TEepMiHiB NoJaHHA perynspHO OHOB/IOBaHWX 3BITIB
3 6e3nekun nikapcbkux 3acobis - 3MiHM Y YacToTi Ta
TepMiHax NofaHHs perynspHoO OHOB/TOBAHOrO
3BiTYy 3 6e3neku.

[itoya pepakuis: YactoTa nofjaHHsa perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3nekun 1 pik. KiHuesa
Aara ans BkAYeHHs gaHnx go PO3b6 -
31.03.2018 p. Aata nogaHHs - 09.06.2018 p. /
[MponoHoBaHa pegakuis: Yactota nogaHHs

3a
peyenmom

UA/11439/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku.
KiHueBa gaTa a5 BKOYEHHS aaHux go PO36 -
31.03.2024 p. farta nogaHHA - 29.06.2024 p.
PekomeH0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBIOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y E€C.
18. A®IHITOP Tabnetkv no 10 wmr; HoBaprTic LLisefiuapi BVMPOGHMLTBO 3a LLiBefiuapis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/11439/01/02
no 10 TabneTtok y dapma Al A NOBHUM LUK/IOM: 3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
6nictepi; no 3 HoBapTic ®apma Ta thapmakoHarnsgy. 3miHa yactotu Ta/abo
6nictepu B LLTeliH AT, TEPMiHiB NOAAHHSA PerynsipHO OHOBJIIOBAHMX 3BITiB
KapTOHHIlA KOpooLi LLieiiuapis; 3 6e3nekun nikapcbkux 3acobis - 3MiHM Y YacToTi Ta
KOHTPO/b SKOCTI TepMiHax NoAaHHs perynsipHoO OHOB/IHOBAHOIO
(3a BUHATKOM 3BiTYy 3 6e3neku.
Tecty [itoya pepakuis: YactoTa nofaHHsa perynspHo
MikpoGiosoriyHa OHOB/IOBAHOrO 3BiTY 3 6e3nekn 1 pik. KiHuesa
yncToTa): Jarta ans BKNYeHHA faHnx go PO36 -
dapmaHanituka 31.03.2018 p. Aata nogaHHs - 09.06.2018 p. /
CA, Weeliyapis MponoHoBaHa pegakuis: YactoTa nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku.
KiHueBa faTa A5 BKOYEHHS aaHux fo PO36 -
31.03.2024 p. farta nogaHHsA - 29.06.2024 p.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBOBaHUX
3BiTIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.
19. A®DIHITOP Tabnetkv no 2,5 wr; Hosapric LLiBeiiuapi BMPOGHMLTBO 3a LLiBeiiuapis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/11439/01/03
no 10 TabneTtok y dapma Al A NOBHWM LUK/IOM: 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
6nictepi; no 3 HoBapTic ®apma Ta thapmakoHarnsgy. 3MmiHa yactotun Ta/abo
6nictepu B LLTeliH AT, TEepPMiHiB NoJaHHA perynspHO OHOB/IOBaHWX 3BITIB
KapTOHHIl KopooLi LLIBeiiuapis; 3 6e3nekun nikapcbkux 3acobis - 3MiHM Y YacToTi Ta
KOHTPO/b SKOCTI TepMiHax NoAaHHs perynsipHO OHOB/IHOBAHOIO
(3a BUHATKOM 3BiTYy 3 6e3neku.
Tecty [itoya pepakuis: YactoTa nofjaHHsa perynsipHo
MikpoGiosioriyHa OHOB/IOBAHOrO 3BiTY 3 6e3nekn 1 pik. KiHueBa
ynucToTa): fara ans BkAYeHHs gaHnx go PO3b6 -
dapmaHanituka 31.03.2018 p. Aata nogaHHs - 09.06.2018 p. /
CA, Weeliyapis MponoHoBaHa pegakuis: YacToTa nogaHHs
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn 3 poku.
KiHueBa gata Ansa BKIOYEHHS gaHux fo PO36 -
31.03.2024 p. farta nogaHHsA - 29.06.2024 p.
PekomeHA0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepioAnYHOCTI NOAaHHA PErynsapHO OHOB/IOBAHUX
3BITIB 3 6e3nekn Nikapcbkmx 3acobiB y EC.
20. ADDOUNLA CyCrneHsisi opasibHa 3 [enbta LLiBeiiuapi ANKANOIL AL MiBHiYHA BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 6e3 UA/17927/01/01
cupon abpukocoBuM Megiken A Ckon'e MakeoHis 3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapPCbKMIA peyenma
cmakom, 100 mr/5 MpomoyLIH3 3aci6. KOHTposib roTOBOro Nikapcbkoro 3acooby.
M/, no 100 mny Al 3MiHa y MeToAax BUNpo6yBaHHSA rOTOBOrO

dpnakoHi, no 1
doNakoHy B

niKapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPLKEHNX MeToaX BUNPOOYBaHHS).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOMMEeKTi 3i BHOCATbCA HE3HAYHI 3MiHW Y 3aTBEPAKEHI MeToau
LUNpUL,OM- BMNpobyBaHHA /13. A came y nopsifok
[103aTOpPOM y NPUroTyBaHHA BUNPO6OBYBAHOIO PO3Y4MHY A5
KapTOHHI KopoobLi BM3HAYEHHS BMICTY Ail040i peyoBMHY iGynpocheHy
y FOTOBOMY NiKapCbkoMy 3aco6i. 3miHu | Tuny -
3MiHU 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTposb roToBOro fikapcbkoro 3acoby. 3mMiHa y
MeTogax BUNpo6yBaHHSA rOTOBOTO MiKapCbKoro
3ac06y (He3HayHa 3MiHa Y 3aTBEpPAYKEHNX
MeToJax BUNPObyBaHHS).
BHOCATbLCA HE3HAYHI 3MiHW Y 3aTBEpKeHi meToan
BMNpobyBaHHs [/13. A came y nopsgokK
NpUroTyBaHHs BUNPO6GOBYBAHOIO PO3YUHY A/15
BMU3HAYEHHSI BMICTY AOMOMDKHOI PEYOBMHUN HaTpItO
6eH30aty y roToBOMY JlikapCbKOMy 3acobi.
21. BEKCEPO cycneHsis ans nakcoCmit Benvka "nakcoCmiTKnsiiH ITanisa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/19683/01/01
BAKLUVHA iH'ekujii no 1 posi KnsiiH BpuTaHis BakuuHu C.P.J1. 3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudpikat peuenmom
ansa (0,5 mn/po3y); no 1 Ekcnopt BignosigHocTi/lE-cepTudpikar BignosigHOCTI
MPO®DINAKT posi (0,5 mn)y Nimiteq €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
KU nonepeaHsL0 HOBOro abo OHOBMEHOro cepTudikata
MEHIHITOKOK | HanoBHeHOMYy BiANOBIAHOCTI ab0 BU/TyYEHHs cepTudikata
OBOI wnpuui; no 1 BiANOBIgHOCTI E€Bponeiickkili hapmakonei: ans
IHOEKLL, nonepeHL0 Adl; ansa BuUXigHOro
o HanoBHeEHOMY marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKNTNKAET LUINPULLY Y KOMMEKTI BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
bCA 3 IBOMa rosikamvi B [LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
CEPOI'ryno naacTMKoOBOMY €sponelicbkin hapmakonei) - OHOBEHWIA
0B KOHTeliHepi; mo 1 cepTudikaT Bif, y)xe 3aTBepAXeHOro BUPO6HUKA.
(BUFOTOBJIE | nnacTukoBOMy [MogaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
HA 3A KOHTEliHepy y €sponelicbkin dpapmakonei Ne R1-CEP 2003-232 -
PEKOMBIHA KapTOHHIA Kopoo6Li Rev 03 (3aTBepmkeHo: R1-CEP 2003-232 - Rev
HTHOR AHK 02) ana A®| 6eTameTasoHy AUnNponioHaTy Bif BXe
TEXHONoOrie 3arBepmxeHoro BupobHrka FARMABIOS SPA,
10, Italy/®APMABIOC CIA, ITanis.
AL COPBOBA
HA)
22, BENOrNEHT kpem no 15 r a6o 30 Benyno, Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/10920/01/01
r B Ty6i; no 1 Ty6i B nikn Ta KoCcMeTuka, A.4. 3MiHu | TUny - 3miHK 3 AkocTi. CepTudpikat peuenmom
KapTOHHIW nayu,i KOCMeTHKa, BignosigHocTi/l E-cepTudpikat BignosigHOCTI
a.a. €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA

HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei) - OHOBEHWIA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepTudikaT Bif, y)xe 3aTBepAKEHOr0 BUPOOHUKA.
[MogaHHA OHOBNEHOrO cepTudikaTa BifgnoBigHOCTI
€sponelicbkilii hapmakonei Ne R1-CEP 2003-232 -
Rev 03 (3aTBepmkeHo: R1-CEP 2003-232 - Rev
02) ana A®l 6eTameTa3oHy AUNPoONioHaTy Bif BXe
3aTBepaxeHoro BupobHnka FARMABIOS SPA,
Italy/PAPMABIOC CMA, ITanisi.

23.

BENOrEHT

masb no 15 r a6o 30
ry Ty6i; no 1 1y6i B
KapTOHHI navu,i

Benyno,
nikn Ta
KOCMEeTUKa,

a.a.

Xopsaris

Benyno, nikn Ta
KocmeTwuka, 4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
mMarepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuduikart Bif y)Xe 3aTBepKEHOro BUPOOHMKA.
MopaHHA OHOBIEHOrO cepTudpikaTa BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 2003-232 -
Rev 03 (3atBepmkeHo: R1-CEP 2003-232 - Rev
02) ana A®l 6eTameTa3oHy AMnNponioHaty Bif BXe
3aTBepaxeHoro BupobHnka FARMABIOS SPA,
Italy/®APMABEIOC CNA, ITanis.

3a
peyenmom

UA/10920/02/01

24,

BE/NNOAEPM

Kpem ans
30BHiLLHLOrO
3actocyBaHHs, 0,05
%;
no15ra6o30ry
Ty6i; no 1 T1y6i B
KapTOHHI KopoobLi

Benyno,
Nikn Ta
KOCMETHKA,

A

Xopsaris

Benyno, nikv Ta
KocmeTuka, A.4.

Xopsaris

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | Tuny - 3miHK 3 akocTi. CepTudpikart
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOB/IEHOro cepTudikara
BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
BiANoBIgHOCTI €Bponeiickbkili hapmakonei: gns
A®I; ans BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[LOMOMDKHOT peyoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTudikar Bif y)Xe 3aTBep4)KEHOr0 BUPOOHMKA.
[MogaHHA OHOBNEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2003-232 -
Rev 03 (3aTBepmkeHo: R1-CEP 2003-232 - Rev
02) ana A®l 6eTameTa3oHy AUNPONIOHATY Bif BXe
3aTBepxeHoro Bupo6Hnka FARMABIOS SPA,
Italy/®APMABIOC CIA, ITanis.

3a
peyerimom

UA/9695/01/01

25.

BEMNAHTEH®
nnoc

Kpem; no 100r,30r
ab6o 3,5 ry Ty6i; no
1 Ty6i B KAPTOHHIl

Baiiep
KoHcbromep
Kep Al

LLiBeiiuapi
A

T I'peHsax
MpopykTioHc MM6X

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TURY - 3MiHK 3 sKocTi. CepTudikar
BignosigHocTI/lE-cepTudcpikat BignoBigHOCTI

6e3
peyenma

UA/7805/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Kopobui

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNULTBI ADI; fns
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei) - HoBuii cepTudikar
Bif] BXXe 3aTBEpPAKEHOro BUpobHMKa - MogaHHsA
HoBoOro ceptucpikarta signosigHocTi EP RO-CEP
2018-081-Rev 01 gna A®Il XnoprekcugnHy
aurigpoxnopuay Bif, BXe 3aTBepAKeHOro
BMpo6HMKa Medichem, S.A. 3MiHu | Tuny - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI E€BpONechbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo
BUyYEHHS cepTudpikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans
BMXiAHOrO MaTepiany/peareHTy/MpoMiKHOIo
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHWLTBI
A®I; ona foNoOMiKHOT peqyoBuHN (cepTudpikat
BifNoBigHOCTI €Bponelickkili hapmakonei) -
OHoBReHW cepTuddikaT Bif, y)xe 3aTBepAKeHOro
BUpO6HMKa - MNogaHHA oHoBieHoro CEP R1-CEP-
1997-113- Rev 03 (nonepepHs sepcia R1-CEP-
1997-113- Rev 02) ans Ajro40i pevyoBUHM
[eKCnaHTeHON Bif, BXe 3aTBEPAXXEHOro BUPOBHMKa
DSM Nutritional Products Ltd.

26.

BOM-BEHIE

mMa3sb, no 301y
Ty6ax; no 25ry
6aHkax; no 30ry
Ty6i; no 1 Ty6i B
nauui

MPAT
"®ITOPAPM

Ykpaina

BiANOBiAa/IbHWIA 32
BUPOBHULTBO,
nepByHHE/BTOPWH
He nakyBaHHs,
KOHTPONb SIKOCTI
Ta BUNycK cepii:
MPAT
"®ITOPAPM",
YKpaiHa;
BiANOBiAa/IbHWIA 32
BUPOBHULTBO,
nepByHHE/BTOPWH
He nakyBaHHsA Ta
KOHTPO/b SIKOCTI:
AT "ly6Hudpapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gaiina cuctemu papmMakoHarnsay). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-haiina
cucTeMu dpapmakoHarisgy Ta lioro Homepa. 3miHa

6e3
peyenma

UA/8240/01/01




30

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

MicuUst 34iACHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.

27.

BA3OHAT®

Kancynu no 250 wmr;
no 10 kancyny
6nictepi; no 4 abo 6
6nictepiB y
KapTOHHI navu,i

AT
"OnaiiHdhap
"

Nartsis

AT "Onaiincpapm"

Narsis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa ANs 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigabHOI 3a
thapmakoHarnsag B Ykpaii.

[itoya pepaxkuisi: MNpuckoka AHApili. NponoHoBaHa
pepakuisi: CaBueHko AmuTpo CeprilioBuy. 3miHa
KOHTaKTHUX AaHWNX KOHTaKTHOI 0CO6U 3asiBHYKA,
BignoBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

3a
peyerimom

UA/9434/01/01

28.

BA3OHAT®

kancynu no 500 wmr;
no 6 kancyny
6nicTepi; no 5 abo
10 6nicTepiB y
KapTOHHIW nayu,i

AT
"OnaviHdhap
"

Nartsis

AT "OnaiiHcpapm”

Nartsis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX AaHunx npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHux
npo cucTemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YyNOBHOBaXeHOI 0cobWu, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
hapmMakoHarnag B YKpaiHi.

[itoywa pepaxkuis: Mpuckoka ARApili. NponoHoBaHa
pepakuis: CaBueHko AmuTpo CeprilioBuy. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6W 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.

3a
peyenmom

UA/9434/01/02

29.

BANAUUKNO
BIP-TrETEPO

TabneTku, BKpUTI
NiBKOBOIO
o6onoHkot, no 500
Mr; No 5 TabneTok y
6nictepi; no 2
6nictepu y kopobui 3

FETEPO
NAB3
NIMITEL

IHAis

leTepo /1a63
Nimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:
3MiHM | Tuny - 3MiHK WoAo 6e3neku/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta IHCTPYKUIT A/18 MeanYHoro
3aCTOCYBaHHA Ha MifcTasi perynsipHo

3a
peyenmom

He
nionsieae

UA/17017/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapToHy; no 6
TabneTok y 6nicrepi;
no 5 6nictepis y
KOpOO6Li 3 KApTOHY

OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiinii nepiog,

ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkeHs (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHW BHECEHO A0 IHCTPYKLiT AN1A MeAn4HOoro
3aCTOCYBaHHSA NiKapCbKOro 3acoby y po3ainu:
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmneocTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,

BariTHOCTi abo rogyBaHHs rpyaat”, "Mo6iyHi

peakuii" BignoBiAHO 4O OHOBNEHOI iHChopmMaLii 3
6e3nekun Aitoyoi pevoBrHN. BBeAeHHS 3MiH

NpoTSArom 6-Tv MicsILiB Nic/1s 3aTBepAKEHHS!

30.

BAJIEPIAHN
HACTOUKA

HacToiika no 25 mn y
hnakoHax

MPAT
"®ITO®PAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3mMiHa
KOHTaKTHUX JaHWNX YMOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHss macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ihoro Homepa. 3miHa
MicLSl 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.

6e3
peyenma

UA/8139/01/01

31.

BANICKIH

Ma3b 40 % no 50 ry
Ty6i; no 1 1y6i B
nadui 3 KapToHy

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
34iicHeHHs hapmakoHarnsay (BkaYakyn

6e3
peyenma

UA/13205/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarssay). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
dhapmakoHarnsgy.
32. BEHK/IKCTO | TabneTku, BKPUTI E66Bi LLsenuapi E668i AlipneHg, Ipnangis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16667/01/01
® N/1iBKOBOIO Biochapmachb A HN B.B., IpnaHgis HimeuunHa 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenmom
060/10HKO0, 10 Mr loTikan3 (BUPOBHULTBO 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
Ne 14: no 2 6X nNiKapcbkoro (BKKOYAOUM Ajana3oH po3Mipy cepii) roToBOro
Tabnetku y 6nictepi, 3acoby, nikapcbKoro 3acoby (36inbweHHs go 10 pasis
no 7 6nictepis B TECTYBaHHS); NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM).
KapTOHHI Kopoobui E668i [loiuneHs 36inbLUEHHS PO3Mipy cepii rOTOBOrO JlikapCbKoro
v6X i Ko. KI, 3acoby Ansa fo3yBaHHsA no 100 mr. 3aTBepKeHo:
HimeyunHa Bia 30 kr go 340 kr. 3anponoHosaHo: Big 30 kr o
(BMpOGHMLTBO, 800 «r.
nakyBaHHS Ta
TecTyBaHHS
NPOMDKHOrO
ekcTpygarty
BEHEeTOoKNakcy;
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii roToBoro
nikapcbkoro
3acoby)
33. BEHK/IKCTO | TabneTku, BKPUTI E66Bi LLsefiuapi E66Bi AlipneHg, Ipnangis/ BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/16667/01/02
® NNiBKOBOIO Biothapmach A HN B.B., IpnaHgis HimeuyunHa 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenmom
060/10HKO10, 50 Mr; oTikan3 (BUPOGHULTBO 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3mipy cepil
Ne 7: no 1 Tabnetui X nNiKapcbkoro (BK/KOHAOUM Ajana3oH po3Mipy cepii) roToBOro
y 6nicTepi, no 7 3acoby, nikapcbKoro 3acoby (36inbweHHs go 10 pasis
6nictepiB y TEeCTYBaHHS); NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM).
KapTOHHI KopoobLi E668i [loiuneHs 36inbLUEHHS PO3Mipy cepii roTOBOro JlikapcbKoro
v6X i Ko. K[, 3acoby Ansa fo3yBaHHA Mo 100 mr. 3aTBepXeHo:
HimeyunHa Bia 30 kr go 340 kr. 3anponoHoBaHo: Big 30 kr o
(BMpOGHMLTBO, 800 «r.
nakyBaHHs Ta
TecTyBaHHS
NPOMKHOro
ekcTpygarty
BEHEeTOK/akcy;
nepBuHHe Ta
BTOPWHHE

nakyBaHHS1, BUMYCK
cepii rotoBoro
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nikapcbkoro
3acoby)
34. BEHK/IKCTO | TabneTku, BKPUTI E66Bi LLsenuapi E668i AlipneHg, Ipnangis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/16667/01/03
® N/1iBKOBOIO Biochapmach A HN B.B., IpnaHgis HimeuunHa 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenmom
060/10HKO0, 100 Mmr; loTikan3 (BUPOBHULTBO 3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil
Ne 7, Ne 14: no 1 vM6X nikapcbkoro (BK/IIOYAtOUM diana3oH po3Mipy cepii) roToBOro
abo 2 Tabnetkn y 3acoby, nikapcbkoro 3acoby (36inbweHHs go 10 pasis
6nictepi, no 7 TEeCTYBaHHs); NOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM).
6nictepiB y E66Bi [ljonuneHg 36inbLUEHHA pO3Mipy cepii roTOBOro nikapcbkoro
KapTOHHI kopo6Lyj; v6X i Ko. KI, 3acoby Ansa fo3yBaHHsA no 100 mr. 3aTBepKeHo:
Ne 112: no 4 HimeyunHa Bia 30 kr go 340 kr. 3anponoHoBaHo: Big 30 kr o
Tabnetkn y 6nictepi, (BMPOGHMLTBO, 800 «r.
no 7 6nictepiB y nakyBaHHs Ta
KapTOHHI Kopo6Lyj; TecTyBaHHs
4 KapTOHHiI KOPOOKHM NPOMDKHOrO
y TpynoBiii ynakosLi ekcTpyaary
BEHEeTOKNakcy;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii roToBoro
nikapcbkoro
3acoby)
35. BEHOCMIH® | TabneTku, BKPUTI MPAT Ykpaina BiANOBIAa/IbHUI 3a Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 6e3 UA/9747/01/01
NNiBKOBOIO "PITOPAPM BMPOGHMLTBO, 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenma
060/10HKO10; M0 10 " nepBuUHHE/BTOPUH Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
TabneTok y 6nictepi; He nakyBaHHS, y3arasibHeHVX AaHux Npo cuctemy
no 3 a6o 6 6nictepis KOHTPO/b AKOCTI thapmakoHarnagy (BBefeHHS y3ara/ibHeHUX JaHnx
y nauuii 3 KapToHy Ta BUMYyCK cepii: npo cuctemy chapmakoHarnsgy, amiHa
MPAT yMOBHOBaXeHOT 0cobw, BifnoBiganbHOI 3a
"®ITOPAPM", 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
YKpaiHa; hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS
BiANOBIAa/IbHUI 3a thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA
BMPOGHMLTBO, Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
nepBuUHHE/BTOPUH 3piicHeHHs chapMakoHarnsay (Bkioyakyn
He nakyBaHHA Ta KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
KOHTPO/b AKOCTI: macTep-gaiina cuctemy papmMakoHarnsgy). 3miHa
MAT "BitamiHun", KOHTaKTHUX aHnX YNOBHOBaXXEHOI 0cobu
YkpaiHa 3asBHWVKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMkeHHss MacTep-caiina
cucteMu dhapmakoHarnsgy Ta oro Homepa.
3MiHa Micus 3AiICHEHHS OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsgy.
36. BOAAHOIO EKCTPaKT pigkuid; no MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 6e3 UA/1093/01/01
MEPLO 25 Mn 'y donakoHax "®ITOPAPM "®ITOPAPM" 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
EKCTPAKT " Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
PI,qKVII7| y3arasibHeHnX AaHux Npo cucTemy

chapmakoHarnagy (BBefeHHs y3arasisHeHUX JaHnX
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

npo cuctemy chapmakoHarnsgy, amMiHa
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX [aHWNX YOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHA MacTep-daiina
cvucTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.

37.

BOJ/IbTAPEH
®

PO34MH A5 iH'EKLN,
75 mr/3 mn; no 3 mn
B amnyni; no 5
amnyn y kopo6uj 3
KapToHY

HoBaprTic
®apma Al

LLiBefiuapi
A

Nex
PapmacboTuKanc
4.4., CnoseHis,
HoapTic ®apma
LTeiiH AT,
LLiseiuapis

CnoseHis/
LLiBeiiuapis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu 1l Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA Yy 3B'SI3KY i3 HOBUMY AaHUMK 3
SAKOCTIi, AOKMIHIYHUMM, KTiHIYHMK AaHUMK Ta
JaHuMu 3 hapMakoHarnagy - 3MiHu BHeECEHO B
IHCTPYKLiO 415 MeANUYHOr0 3acTOCyBaHHSA
nikapcbKoro 3acoby A0 po3finie "3acTocyBaHHS Y
nepiog, BariTHoCTi abo rogyBaHHs rpyaat”,
"Cnoci6 3acTocyBaHHs Ta f031" (OHOBNEHO
iHchopmawito 3 6e3nekn 3acTocyBaHHS Ajto4oi
peyoBUHM) Ta pefaroBaHo po3gain
"MpoTunoka3aHHa". BBeAeHHs 3MiH NPoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.

3a
peyenmom

He
nionsiecae

UA/9812/01/01

38.

BOPUKOHA3
on

NOPOLLIOK Ans
PO34unHy Ans
iHpysiii no 200 Mry
donakoHi, no 1
chnakoHy y nauuj 3
KapTOHY

xeHodhapm
nTg

Benvka
BpuTtaHis

XaiiHaHb Moni
®apwm Ko., 14,

Kutait

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHDb,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3aCcTOCyBaHHSA Nikapcbkoro 3acoby y po3ain
"B3aemogia 3 iHWKMMKM NiKapcbkumn 3acobamm Ta

iHLWi BMAW B3aeMogii" BigNOBIAHO 10 OHOBAEHOT

3a
peyenmom

He
nionsieae

UA/20010/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
iHdhopmalii 3 6e3neku Aikyoi pe4yoBUHU
39. BOPUKOHA3 | TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka nepBuHHE Ta Ipeuis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/15524/02/01
On 3EHTIBA N1iBKOBOIO Pecny6nik BTOPVHHE 3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI peyenmom | nidsis2ae
obonoHkoto, no 50 a nakyBaHHs, Ta chapmakoHarnsgy. 3miHa y KopoTkili
Mr; N0 7 TabneTok y KOHTPO/b Ccepil, XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
6nicTepi; no 2 abo 4 Bignosigae 3a MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
6nictepu y BWMNYCK Cepil: 3acToCcyBaHHS Ha MigcTasi peryssipHo
KapTOHHIA naywj; no DPAPMATEH C.A., OHOBJIHOBAHOrO 3BiTY 3 6e3neKkun NiKapcbkoro
10 TabneTok y Mpeuist; 3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
6nicTepi; no 3 BMPOGHMLTBO "in nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
6nictepu y bulk", nepsuHHe ab0 AK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
KapTOHHIW nayu,i Ta BTOPUHHE npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
nakyBaHHs, pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOHTPO/b Cepil, KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
BignoBigae 3a 3MiHM BHECEHI [0 IHCTPYKLiT 4151 MegnyHoro
BWMNYCK Cepil: 3aCcTOCyBaHHA NikapcbKoro 3acoby y po3gin
SAPMATEH "B3aemogia 3 iHWKMMK NiKapCbkumn 3acobammn Ta
IHTEPHELLHN iHLWIi BMAW B3aeMOgji" BigNOBIAHO [0 OHOBMEHOT
CA, peuis iHchopmawuii 3 6e3neku Ajto4oi peyoBUHN.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS
40. BOPUKOHA3 | nopotuok ans 3eHTiBa, K.C. Yecbka BTOPVHHE peuis BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/15524/01/01
O/l 3EHTIBA pO34unHy Ans Pecny6nik nakyBaHHs, 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom | nidssizae
iHcpysiii no 200 mr; 1 a KOHTPO/b cepii, Ta thapmakoHarnsgy. 3miHa y KopoTkili
(0N1aKOH 3 MOPOLLKOM Bignosigae 3a XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
B KapTOHHI nauu,i BUNYCK cepi: MapKyBaHHS Ta IHCTPYKLUii 418 MeAn4HOoro
PAPMATEH C.A., 3aCTOCyBaHHS Ha NigcTasi perynsipHo
'peuisi; BTOPUHHE OHOBJ/IIOBAHOTO 3BITY 3 6e3MneKn NiKapCbKoro
nakyBaHHs, 3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
KOHTPO/b cepii: nikapcbKoro 3acoby B nicispeecTpaviitHuii nepiog,
PAPMATEH ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
IHTEPHELLHN npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
CA, lNpeuisi; pocnipkens (PIP) (3MiHy y3romxeHo 3
BUPOBHMLTBO "in KOMNETEHTHUM YNOBHOB&XEHNM OpraHoMm).
bulk", nepsnHHe 3MiHV BHECeHI [0 IHCTPYKLIi 418 MeguyHoro
Ta BTOPUHHE 3acTOCyBaHHS NikapCcbKoro 3acoby y po3gain
nakyBaHHs, "B3aemogis 3 iHWMMK NikapcbkuMmn 3acobamm Ta
KOHTPO/b cepil, iHLWIi BMAW B3aeMogijit" BiANOBIAHO 10 OHOBNEHOT
Bignosigae 3a iHchopmawuii 3 6e3neku Ajtoyoi peyoBUHN.
BUNYCK cepi: BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
AHapm Ennac 3aTBepAXeEHHSA
C.A., peuis
41. BOPUTAB®- TabneTku, BKpUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/10647/01/01
200 nNiBKOBOO H Naiidy CaeHcnz 3MiHK | TRy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom
060/10HKO10, M0 200 NAN®CAEH Niviteq Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
mr no 10 TabneTok y Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
6nicTepi; no 1 3ETI) hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux

6nictepy y

npo cuctemy hapMakoHarsisgy, 3miHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KopoobLi

yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu papmMakoHarssay). 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

42,

BOPUTAB®-
50

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, N0 50
Mr o 10 Tabnetok y
6nictepi; mo 1
6nictepy y
KapTOHHIlA KOpooLi

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepTomxeH
Naich CaeHeus
Nimiteq

IHAis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHW | Tuny - 3MiHK Woao 6e3nekn/edeKkTNBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4NoBiAabHOI 3a hapMakoHarnsa B YkpaiHi.

3a
peyenmom

UA/10647/01/02

rEEPAIH

niodpinisat gns
pO34nHYy ANS iH'eKUIl
no 20 mr; 1 donakoH
o6'emom 10 mn 3
niodpinizatom B
ynakoBLi

Mini
Xernckepe
NimiTen

Benuka
BpuTaHis

lNychik BiocaiHcuc
Nimitepn, FOHIT-2

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
YTOYHEHHS HanMcaHHA Ha3Bu BUPOGHUKa B
Haka3i MO3 YkpaiHu Ne 1399 Big 03.08.2023 B
npoueci BHeCEeHHA 3MiH (3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BK/OYAKUM AiNbHNLi BUNYCKY cepii abo
MicLie NpoBefleHHA KOHTPOSII0 AKOCTI. (ZiSNbHICTDb,
3a AKy Bignosigae BMpo6HMK/iMnopTep,
BK/IOYa0UM BUMYCK cepili) 3MiHa HaliMeHyBaHHS
BMpo6HUKa MN3, y 3B'A3Ky i3 06'€AHAHHAM 3 iHLLO
KoMMaHieto. TakoX YTOYHEHHS afpecu
(po3wmpeHe HanucaHHA agpecn). TepMiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBepMxeHHs. Pefakuis B Hakasi - MNydik
BiocaiHcuc Nimiteq, IHais. BipHa pegakuis -
I'ycpik BiocaiHcuc Jlimitea, FOHIT-2, IHAiA.

3a
peyerimom

UA/6630/02/01

FNEHCNPEN

cnpeli HazanbHWiA,
[030BaHui,
cycneHsis, 50
MKI/g0o3y, no 60 abo

[-p Peagi'c
Na6opaTtopi
c ita.

IHais

neHmapk
dapmMacbloTKan3
nra.

IHgis

BHECEHHS 3MiH 0 peecTpauiiHux maTepianis:
3MiHW | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHa po3mipy cepii

(BK/IKOYAKOUM Aiana3oH po3Mipy cepii) roToBoro

3a
peyenmom

UA/14550/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
120 po3y nikapcbkoro 3acoby (36inbweHHs go 10 pasis
nosnieTuieHoBomy NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS
donakoHi; no 1 [04aTKOBOro po3Mipy cepii roTOBOro NikapCbKoro
chnakoHy 3 3acoby 625 kr. 3aTBepaxeHo: 125 kr (13888
[03YH04UM HACOCOM- dhnakoHiB ansa 60 Ao3 Ta 6944 chnakoHis Ana 120
po3nuaBayeM, 003),
3aKpUTUM 375 kr (41666 dnakoHiB ans 60 go3 Ta 20833
KOBMNaykom, y hnakoHiB gns 120 fo3. 3anponoHoBaHo: 125 kr
KapTOHHilA KOpO6L (13888 dhnakoHis ansa 60 fo3 Ta 6944 chnakoHis
ans 120 pos), 375 kr (41666 cnakoHiB Ansa 60 fo3
Ta 20833 chnakoHis gns 120 no3), 625 kr (69444
onakoHiB gns 60 o3 Ta 34722 cnakoHis gns 120
£03)
45, TNEHUET TabneTku, BKPUTI neHmapk IHAis neHmapk IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/11243/01/01
060/10HKOI0, N0 5 Mr PapmacbioT PapmacboTukan3 3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI peyenma
no 10 Tabnetok y nkans fitg,. nra. Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepi; no 1 abo y3ara/lbHeHNX AaHux npo cuctemy
no 3, aéo no 10 thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
6nicTepis B npo cuctemy chapmakoHarnsgy, 3MiHa
KapTOHHIiA ynakoBL,i YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3mMiHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.
[itoyva pegakuis: YTe XodgHep / Ute Hoeffner.
MponoHoBaHa pepakuis: AHiaHewBap ApiyH
Canan / Dr. Dnyaneshwar Sanap.
3MiHa KOHTaKTHUX AaHVX YNOBHOB&XEHOI 0cobu,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarniagy. 3miHa MicLe3HaxXoLKeHHs
MacTep-thaina cuctemy dhapmakoHarnsay.
46. rnoay HacToiika; no 100 TOB YkpaiHa TOB "MEANEB" Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/17226/01/01
HACTOWKA My chriakoHax "MEO/IEB" 3MiHKM | TUNy - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI peyenma

CKNAHUX

Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiANoBiga/IbHOI 3a
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3pificHeHHs hapmakoHarnsgy (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
YMOBHOB&XXEHOT 0CO6Y 3asBHMKa, BignoBiganibHOI
3a (hapmakoHarnsg,.

[itoua pepakuis: 3yesa CaiTnaHa BacunisHa.
MponoHoBaHa pepakuis: 3iHoBa Knasgis
BikTopiBHa. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOBaXEHOT 0CO6U 3asBHMKa, BignoBigabHOI
3a hapmakoHarnag. 3MiHa MicLie3HaxomKeHHs
mMacTep-alina cuctemu papmMmakoHarnsay Ta inoro
Homepa. 3MiHa MicLs 34iACHEHHS OCHOBHOT
LisNIbHOCTI 3 hapmakoHarnsay

47.

DXYBPEKCA

Tabnetku, Lo
[AVCnepryoTbes B
POTOBI NOPOXHWHI
no 5 mr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepn
Y KapTOHHIi1 kopobui

[xy6inaHt
[hxeHepikc
NimiTeq

IHAis

Lxy6inant
IxeHepike Mimiteq

IHAis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiANOBiAANLHOI 3a 3filicHEHHS (hapmakoHarnsay B
YkpaiHi. [jtova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BIANOBIAA/IbHOI 3@ 34iiCHEHHS
hapmakoHarnsiay B YKpaii.

3a
peyenmom

UA/15719/01/01

48.

DKYBPEKCA

Tabnetku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI
no 10 mr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepn
Y KapTOHHii1 kopobui

[xy6inaHt
[hxeHepikc
Nimiteq

IHAis

Lxy6inaHt
[xeHepike MlimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHu | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6MU, BiANOBIAaNLHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsagy 3asaBHuKa gns 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6u, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gpaiina cuctemu hapmakoHarnsgy) -

3a
peyenmom

UA/15719/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiANOBIAANLHOI 3a 3ilicHEHHS (hapmakoHarnagy B
YkpaiHi. [jitova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BiAMOBIAANBLHOI 32 3AiACHEHHSA
dhapmakoHarnsay B YKpaiHi.

49,

DXYBPEKCA

Tabnetku, Lo
[AVCnepryoTbes B
POTOBI NOPOXHWHI
no 15 mr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepn
Y KapTOHHIi1 kopobui

[xy6inaHt
[bxeHepikc
NimiTeq

IHAis

Lxy6inant
IxeHepike Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIifaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs chapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asBHNIKA,
BiANOBIAANLHOI 3a 3filicHEHHS (hapmakoHarnsgy B
YkpaiHi. [jtova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BIANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsiay B YKpaiHi.

3a
peyenmom

UA/15719/01/03

50.

DXYBPEKCA

Tabnetku, Lo
AncnepryoTbes B
POTOBI NOPOXHWHI
no 20 mr, no 10
TabneTtok y 6nictepi;
no 1 a6o 3 6nictepun
Y KapTOHHii1 kopobui

[xy6inaHt
[hxeHepikc
Nimiteq

IHAis

Lxy6inaHt
[xeHepike MlimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX JaHunx npo cuctemy
thapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHux
npo cucTemy hapmakoHarnsagy, amiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6u, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BiANOBiAANLHOI 3a 3filicHEHHS (hapmakoHarnsgy B
YkpaiHi. [jtova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopucisHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BiANOBIAA/IbHOI 3@ 3AiiCHEHHS

3a
peyenmom

UA/15719/01/04
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

dhapmakoHarnsiay B YKpaiHi.

51.

DXYBPEKCA

Tabnetku, Lo
[OVCNepryoTbes B
POTOBI NOPOXHWHI
no 5 mr in bulk: no
5000 TabneTok y
nonieTnIeHoBUX
nakeTax

[xy6inaHt
[bxeHepikc
NimiTeq

IHAis

Lbxy6inaHt
IxeHepike Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiANOBiAANLHOI 3a 3filicHEHHS (hapmakoHarnsay B
YkpaiHi. [jtova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BIANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsiay B YKpaii.

UA/16641/01/01

52.

DXYBPEKCA

Tabnetku, Lo
AVCcnepryoTbes B
POTOBI NOPOXHWHI
no 10 wr in bulk: no
5000 TabneTok y
nonieTnIeHoBUX
nakeTax

[xy6inaHt
[hxeHepikc
Nimiteq

IHAis

Lxy6inaHt
[xeHepike MlimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHVX AaHunx npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHux
npo cucTemy hapmakoHarnsagy, amiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YyNOBHOBaXeHOI 0cobWu, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemu hapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BiANOBiAANbHOI 3a 3filicHEHHS (hapmakoHarnsgy B
YkpaiHi. [jtova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OnexHa bopucisHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHSA
(hapmakoHarnsay B Ykpaii.

UA/16641/01/02

53.

MKYBPEKCA

Tabnetku, Lo
AVCnepryioTbes B
POTOBI NOPOXHWHI
no 15 mr in bulk: no
5000 TabneTok y

[bxy6inaHTt
L[hxeHepikc
Nimiten

IHais

[bxy6inaHTt
[bxeHepikc NimiTeq,

IHais

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasilbHeHUX JaHnX Npo cucTemy
hapmakoHarnsay (BBefAEeHHs y3arasibHeHUX faHnx

UA/16641/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nonieTuIeHoBMX
naketax

npo cuctemy chapmakoHarnsgy, amMiHa
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemun dhapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNIKA,
BiANOBiAANLHOI 3a 3filicCHEHHS (hapmakoHarnagy B
YkpaiHi. [itova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
3asBHUKA, BiAMOBIAANBLHOI 32 3AiACHEHHSA
dhapmakoHarnsigy B YKpaiHi.

54.

DXYBPEKCA

Tabnetku, Lo
[AVCnepryoTbes B
POTOBI NOPOXHWHI
no 20 wr in bulk: no
5000 TabneTok y
nonieTnIeHoBUX
nakeTax

[xy6inaHt
[hxeHepikc
NimiTeq

IHAis

Lxy6inant
IxeHepike Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHOT 0CO6Y 3asABHNKA,
BiANOBIAANLHOI 3a 3filicHEHHS (hapmakoHarnsgy B
YkpaiHi. [jtova pegakuis: Manoj Kumar.
MponoHoBaHa pepgakuis: Menix OneHa bopuciBHa.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHUKA, BIANOBIAA/IbHOI 3@ 34iiCHEHHS
hapmakoHarnsiay B YKpaiHi.

UA/16641/01/04

55.

OVKNODEHA
K-340POB'A
®OPTE

renb, 30 mr/r, no 50
ry Ty6i; no 1 Ty6i B
KapTOHHIlA KopoobLi

ToBapucTso
3
06MeXeHoI0
BignoBiganb
HICTIO
"®GapmauesT
N4yHa
KOMMaHis
"3popos'a"

YkpaiHa

ToBapucTso 3
06MeXeHO
Bi4nNoBiAaNbHICTIO
"@apmaueBTnyHa
KOMMaHis
"3popos'a’,
YkpaiHa (Bci cTagil
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BMNycCK cepil);
ToBapucTBo 3

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHn | TURY - 3MiHK 3 SKOCTi. FOTOBWIA NikapCbKWii
3aci6. 3MiHM y BUpo6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiNbHUL BUPpOOHMLUTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLiecy
rOTOBOrO JlikapCbKoro 3acoby (AinbHULSA, Ha SKil
npoBoAATLCA ByAb-AKi BUPOOHMUI cTagii, 3a
BMHATKOM BUMYCKY CepiiA, KOHTPOJO AKOCTI,
NMepBUHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1
HeCcTepuIbHUX Nikapcbkmx 3aco6iB). CynyTHs
3MiHa- 3MiHUM 3 AKOCTI. [0TOBWIA NikapCbkuii 3aci6.

6e3
peyenma

UA/1539/01/02




42

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

06MeXeHO
BiANOBIAA/ILHICTIO
"papmaneBTnyHa
KoMnaHis
"3a0pos'a”,
Ykpaina (Bci cTagii
BMPOGHMLTBA,
OKpIM KOHTPO/IH0
SAKOCTI Ta BUNYCKY
cepii)

3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNIbHALL BUPOBHULITBA A/19 YACTUHU
ab0 BCbOro BUPOGHMYOro npoLecy rotoBoro
nikapcbKoro 3acoby (AinbHWUUSA 415 BTOPUHHOTO
nakyBaHHs) - 3MiHW 3 SKOCTi. [OTOBWIA SlikapCbKuii
3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo
BBE/IEHHS 40AATKOBOI AiNIbHULI BUPOGHULTBA A5
4yacTuHK abo BCbOro BUPOBHMYOro npouecy
roTOBOrO /liKapCbKoro 3acoby (AinbHuua aAns
NepPBUHHOTO MakKyBaHHS) BBEAEHHS A0AaTKOBOT
ninbHUUi MN® (agpeca: YkpaiHa, 08301, Kuiscbka
06n., M. Bopucnine, Byn. LesyeHka, 6yg. 100, niT.
B-Il (kopnyc 4)) fo 3aTBEepXEHOI AiNbHNL
MPN®CIA (uex ®XLl) (agpeca: YkpaiHa, 61013,
XapkiscbKa 0671., MicTo Xapkis, Bynuua LLleByeHka,
6yanHok 22). Ha ginbHuui MN1® 6yayTh
NpoOBOAUTUCA YCi BUPOOHWYI cTagii (y Tomy uucni
nepByHHE Ta BTOPMHHE NakyBaHHS), 3a BUHATKOM
KOHTpO/0 AKkocTi J13 Ta Bunycky cepii. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUpO6HULTBI. 3MiHa po3mipy cepii
(BKNKOYAOUM Ajiana3oH po3Mipy cepil) roToBoro
nikapcbkoro 3acoby (3meHweHHsA fo 10 pasis)
BBE/JEHHS 0AaTKOBOro po3mipy cepii /13 ans
[04aTKOBI AinbHUL BUpo6bHMUTBA ToBapucTsea 3
obMmexeHolo BignosiganbHiCcTo "®apmaleBTuyHa
KkommnaHia "3gopoB’a” - uex M/1®, o 3HaxoauTbes
3a agpecoto: YkpaiHa, 08301, Kuiscbka 0611., M.
Bopucnine, Byn. LLeByeHka, 6ya. 100, nit. b-lI
(kopnyc 4).

56.

DIKNTOCEN®
®

cynosuTopii no 100
Mr; o 5
CynosunTopiiB y
cTpwvni, no 1 a6o no
2 cTpunu y
KapTOHHIA ynakoBsL,i

TOB
«FNEQPAP
M NTO»

YkpaiHa

KYCYM
XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm).
3MiHN BHECEHO A0 IHCTPYKLii 415 MeAUYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3giny
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyAAr0" BignoBigHO [0 OHOBEHO! iHdhopMaLlii 3

3a
peyenmom

He
nionsieae

UA/16445/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6e3nekun Ailoyoi peHOBMHN AUKIOtEHaKY 3rigHO 3
pekomeHpauismm PRAC. TepMiH BBEEHHS 3MiH -
npoTArom 6 micsAuiB nicnsa 3atBepkeHHs. CynyTHA
3MiHa- 3MiHM LWoao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
3060B'A3aHb Ta YMOB Bugadi peecTpauiliHoro
NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHA
pr3nkamm (3acTocyBaHHA TEKCTY, SKWi
NOrofKEHNI 3 KOMMETEHTHUM OpPraHoMm).
3asaBHMKOM HaflaHO OHOBJIEHWUV MnaH ynpasiHHSA
pu3mKamm Bepcisa 2.2 3MiHN BHECEHO [10 YacTuH: |
«3arasibHa iHchopmauis» || «Cneumndikayin 3
6e3nekn» (Mogynb CV «3axoan 3 MiHimizauil
pu3mnkiB») VI «Pe3toMe nnaHy ynpas/iHHA
pusnkamu» VIl «loaatku» y 38’a3Ky 3 OHOB/IEHHAM
iHchopmawii 3 6e3nekn Ha nigcTasi pekomeHaau,in
PRAC. Pestome MNnaHy ynpasniHHA pyU3nkamu
Bepcisa 2.2 AofaeTbes.

57.

[IOKCOPYBIL,
VIH AKKOP/,

KOHLieHTparT Ans
pO34nHy Ans

iHcpysii 2 mr/mn, no
5 mn (10 mr), 10 mn
(20 wmr), 25 mn (50
mr), 50 mn (100 wmr),
100 mn (200 mr) y
donakoHi, no 1
donakoHy y kopobui 3
KapTOHY

Akkopa
Xenckea
Moncka Cn.
3.0.0.

Monbwa

BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBrHHE Ta
BTOPWHHE
nakyBaHHS:
IHTac
dapmacbloTikanc
NimiTes, HAis;
BMPOGHMLITBO,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
IHTac
dapmacbtoTikanc
NimiTea, IHAis;
BiANOBiAabHMI 3a
BWMNYCK cepil:
Akkopfa Xenckea
NimiTen, Benuka
BpuTaHis;
BTOPWHHE
nakyBaHHS:
AKKopg, Xesnckea
NimiTen, Benuka
BpuTaHis;
KOHTPO/b AKOCTI
cepiii:
BeccniHr XaHrepi
KdpT., YropumHa,;

IHgis/
Benuka
Bputanis/
YropwmHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUny - AOMIHICTpaTUBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu micua
NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BKkIYaoun
AiNnbHUL BUNYcKy cepii abo micue npoBegeHHs
KOHTPOJI0 AIKOCTI. (ZiANbHICTb, 3a Ky BignoBigae
BMPOGHWK/IMNOPTEP, HEe BK/IOYAKUM BUMYCK Cepiid)
3MiHa agpecu BUPO6HUKA BiANOBifa/IbHOTO 3a
BUPOOHNLTBO, KOHTPO/Tb SKOCTI, MPEBUHHE Ta
BTOPWHHE NnakKyBaHHs: IHTac ®apmMacbloTikanc
Nimiten, IHAia, 6€3 3mMiHM Micus po3TallyBaHHSA
BMPOOHMYOro MaiifaHumka

3a
peyenmom

He
nionsiecae

UA/17439/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KOHTPO/b SIKOCTI
cepi:
SAPMABAIL,
nra.
Mikpob6ionoriyHa
nab6opaTopis,
YropwmHa
58. AYDANAK® cupon, 667 mr/1 mn AG6OTT HigepnaH A660TT Higepnanaun BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 niosnsieae UA/3255/01/01
no 200 mn, abo no Xenckea on Bionogxikans b.B. 3MiHW | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI peyenma
300 mn, abo no 500 MpopakTc Ta thapmakoHarnagy (iHwi 3MiHu) - 3MiHW BHECEHO
M, abo no 1000 mn B.B. 00 IHCTPYKLT A/18 MeAMNYHOro 3aCTOCYBaHHSA
y hnakoHi 3 niKapcbKoro 3acoby Ao po3sginy "OcobnmnsocTi
nonietunexy; no 15 3acTocyBaHHs" BiAMOBIAHO 4O OHOBMEHOI
MmN y calle; no 10, iHbopMmawLii 3 6e3nekn 3acTocyBaHHA NiKapCbKoro
ab6o no 20, abo no 3acoby, a Takox 40 po3giny "MobivHi peakuii”
50 cawe y BHECEHO iHhopMaLito Wwoao HeobXigHOCTI
KapTOHHIlA KOpooLi NoBiAOMAATA MPO YCi BUNAAKW NifO3PIOBaHNX
No6iYHMX peakuii Ta BiACYTHOCTI eheKTUBHOCTI
nikapcbkoro 3acoby. BBefeHHs 3MiH NpoTarom 6-
TV MiCALIB Nicna 3aTBePAXEHHS; 3MiHK | Tuny -
3MiHM 3 iKOCTi. [OTOBWMIA Nikapcbknii 3aci6.
CuncTeMa KoHTelHep/3aKynopioBasibHUiA 3aci6.
3MiHa y NepByHHIlA yNakoBLji roTOBOr0 /iKapCbKOro
3acoby (Tvn KOHTeHepa abo Aof4aBaHHS HOBOMO
KOHTeliHepa) - TBepAi, M'AKi Ta HeCTepWbHI pigki
nikapcbki hopmu - 3aMiHa TUMNY NepPBUHHOT
ynakosku /13 ans popmu Bunycky no 15 mny
nakeTvKax, a came 3aMiHa NakeTukiB i3 3-
Wwaposoro namiHaTty (dual sachet) Ha cawe 3 4-
LapoBoro namiHaTty (sachet (stick pack)), 3
BiAMOBIAHOIO cneyudikalielo Ta MeTogamu
aHanisy BHeceHHs BignosigHux 3miH o MKA 113, a
came p. «Ynakoska» Ta . 5. «|Hwi Bumorn O6’em
BMICTY ynakoBku 5.2. OfHO[030Bi yNakoBKu
(cawe)» (3aTBEPAKEHO NAKETUKN). 3MiIHN BHECEHO
[0 IHCTPYKLIT ANA MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao posginis "Cnoci6
3aCTOCyBaHHA Ta 031" Ta "YnakoBka'", a Takox A0
MapKyBaHHS yMakoBKM IKaPCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
59. EBKABA/I® emynbceis, 31/10rB Ecnapma HimeuumnH BUNYCK cepi: HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/5753/01/01
BANTb3AM 100 r no 25 mn, abo M6X a Ecnapma M'm6X, 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
no 40 mn, a6o no HimeuuunHa; Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
100 mn B Ty6i, no 1 BMPOGHMLITBO y3arasibHeHNxX AaHux npo cucrtemy
Ty6i B KAPTOHHIl Hepo3ghacoBaHOro thapmakoHarnagy (BBefeHHS y3arasibHeHUX JaHux
Kopobui NPOAYKTY, npo cuctemy dpapmMakoHarnsgy, amiHa
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,

KOHTPO/b SIKOCTI:

NixtenxenbAt
mM6X

PapmaueBTMyHa
habpuka,
Himeyunna

yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0Co6u
3a8BHKa, BiANOBIAaNLHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag, B
YKkpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-halina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micust 34iICHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.

60.

EBKABA/N®
KPAMNMI

Kpanni, 1 mr/mn; no
10 mn y dpriakoHi; no
1 chnakoHy B
KapTOHHI/ ynakosL,i

Ecnapma
M6X

HimeyunH
a

Papma
BepHirepoge
M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI
Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemu papmMmakoHarnsgy). 3miHa
KOHTaKTHUX laHNX YMOBHOBaXeHOT 0cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxomkeHHss MacTep-caiina
cuctemmn chapmakoHarnsgy Ta ioro Homepa. 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy

6e3
peyenma

UA/13241/01/01

61.

EBKABAN®
KPAT/II ANS
UTEN

Kpanni, 0,5 mr/mn;
no 10 mn y doNakoHi;
no 1 cpnakoHy B
KapTOHHIA ynakoBL,i

Ecnapma
M6X

HimeyuuH
a

Papma
BepHirepoge
M6X

Himeuunna

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX npo cucTemy
thapmakoHarnsagy (BBefAeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3

6e3
peyenma

UA/13241/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANOBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTakTHOI 0cobu
3asBHMKa, BiANOBIAabHOI 3a hapmakoHarnsag B
YkpaiHi. 3MiHa MicLie3HaxomKeHHsA MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micust 34iICHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.

62.

EBKABA/N®
cupon

cupon, 3 /151 B 100
r;no 100 mny
donakoHi i3 ckna; no
1 donakoHy B
KapTOHHIA Kopoo6Li

Ecnapma
M6X

HimeyunH
a

Papma
BepHirepoge
M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX JlaHNX YNOBHOBaXeHOT 0Cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxomKkeHHss MacTep-daiina
cuctemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
MiCLA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/5754/01/01

63.

EBKABAN®
CNPEN

PO34MH Ha3asbHUIA,
1mr/Mano 10 mny
donakoHi; no 1
donakoHy 3
[l03aTopom B
KapTOHHIA ynakoBL,i

Ecnapma
M6X

HimeyuuH
a

Papma
BepHirepoge
M6X

Himeyunna

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiANoBiga/IbHOI 3a

6e3
peyenma

UA/13241/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3pificHeHHs hapmakoHarnsgy (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX [JaHWNX YOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKkTHOI 0cobu
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
YKpaii.
3MiHa MicLe3HaxoMKeHHA MacTep-aiina
cvucTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.

64.

EBKABAN®2
00 CALLE

MOPOLLIOK ANs
0OpasibHOr0 PO3UNHY
no 200 mr;no 3ry
cawe; no 20 a6o no
50 cawe B
KapTOHHI/ ynakosL,i

Ecnapma
M6X

HimeuumnH
a

Ninpodhapm MmeX

HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu papmMakoHarnsay). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asBHMKa, BiANOBIAaNbLHOI 3a hapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHKKa, BiANOBIAaNbHOI 3a thapmakoHarnsag s
YkpaiHi.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-haiina
cucTeMu dhapmakoHarnsgy Ta iioro Homepa. 3miHa
MicUsi 34iACHEHHA OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy

6e3
peyenma

UA/16272/01/01

65.

EBKABA/I®6
00 CALLE

MOPOLLIOK As1si
OpasibHOro PO34nNHY
no 600 mr; no 3r B
cawe; no 10, a6o no
20, a6o no 50 cawle
B KapTOHHiiA
ynakoBLi

Ecnapma
M6X

HimeyuuH
a

Ningodhapm MeX

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHO| 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsAgy; KOHTaKkTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBigaIbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi

6e3
peyenma

UA/16272/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MacTep-aiina cuctemn chapmakoHarnsgy) 3miHa
KOHTaKTHUX JaHUX YNOBHOBaXeHOT 0cobm
3a8BHWMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHYKa, BigNoBiga/IbHOT 3a hapmMakoHarnsg B
YKpaiHi. 3MiHa MicLe3HaxomKeHHs MacTep-aiina
cvucTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.
66. ErFONNAH3A TabneTku, BKpUTI 3AT YropwmHa 3AT YropumHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a He UA/11344/01/01
NNiBKOBOO dapmaueBT dapmaleBTUYHNIA 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | nidssizae
060/10HKOI0, N0 5 Mr; | MYHWIA 3aBOA, 3asof ElC Ta chapmakoHarnsagy. 3MiHu y KopoTkili
no 7 TabneTtok y Eric XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI

6nictepi; no 4 a6o 8
6nictepiB y
KapTOHHIA ynakoBL,i

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpnaHux/6ionogibHmx
nikapcbKUx 3aco6iB nicns BHECEHHS Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Hafl@aHHS XOAHNX HOBUX [OAATKOBUX
[OaHnX) 3MiHV BHECEeHi 10 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ginu "®apmakonoriyHi BiacTneocTi”,
"B3aemogijs 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnmnsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta gosun”, "Litn" (pegaryBaHHs),
"MepeposyBaHHa", "Mob6iyHI peakujii" 3rigHo 3
iHhopMmauieto L1040 MEANYHOTO 3aCTOCYBaHHS
pecdhepeHTHOro ikapcbkoro 3acoby (ZYPREXA
coated tablets) BBegeHHs 3MiH NPOTArom 6-Tu
MiCALIB MiCNsA 3aTBEpAKEHHS
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnifgxeHb 3 6e3neku 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECeHI [0 iHCTPYKLIi 418 MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakuii BiANOBIAHO A0 iHOpMaL;i 3
6e3nekun nikapcbkoro 3acoby BeeaeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiC/S 3aTBEPKEHHA 3MiHM
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna pgii)
BUAAIEHHS 3aTBEPKEHOrO [03YBaHHA 7,5 Mr i3
Marepianis peecTpaLiiiHoro AOChE; 3aNLLATHCA
no3syBaHHsa 5 mr; 10 mr; 15 mr; 20 Mr. 3MiHn
BHECEHI A0 IHCTPYKLiT 418 MeanyHoro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3aim
"Cknag'", "Mlikapcbka hopma” WoA0 BUNYUEHHSA
cunu gji 7,5 mr BeegeHHs 3MiH npoTsarom 6-tu
MicsILiB Micns 3aTBepAKEHHSs!
67. EFONAH3A TabneTku, BKPUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a He UA/11344/01/03
nAiBKOBOO PapmaueBT dapmaueBTUUHWI 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom nionsieae
obonoHkoto, no 10 VNYHWIA 3aBOf, 3aBog ElC Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
Mr; o 7 TabneTok y EriC

6nictepi; no 4 a6o 8
6nicTepiB y
KapTOHHIiA ynakoBL,i

XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHux/6ionogioHMx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHWI npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
LaHnX) 3MiHU BHECEHI A0 IHCTPYKUIT ANns
MEeANYHOro 3acTOCyBaHHSA NiKapCcbKoro 3acoby y
po3gainy "dapmakonoriyHi BNactTueocTi",
"B3aemogia 3 iHWKMMM NiKapCbkumn 3acobammn Ta
iHWi BMAW B3aemogijin", "OcobnmnsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogysBaHHA rpyaat”, "Cnocié
3acTocyBaHHsa Ta gosu", "[itn" (pegarysaHHs),
"Mepeno3yBaHHa", "Mo6iyHI peakujii” 3rigHo 3
iH(bopMmaLieto Woa0 MefMYHOro 3acTocyBaHHsA
pethepeHTHOro nikapcbkoro 3acoby (ZYPREXA
coated tablets) BeefeHHsi 3MiH NpoTsArom 6-Tu
MicALiB nicna 3aTBepaKEHHs
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/igKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHI A0 IHCTPYKLii 418 MeanyHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Mo6iyHi peakui™ BignosigHO A0 iHopMauii 3

6e3nekun nikapcbkoro 3acoby BeefeHHs 3MiH




50

Ymosu

Peknam

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

yBaHHST*

peecmpayitiHo2o
nocsioYeHHs1

3acoby

ynakoska)

NPOTAroM 6-T MICALIB MIiC/1SA 3aTBEPIKEHHS 3MiHM
| Tuny - 3MiHK Wopao 6e3nekn/edreKTUBHOCTI Ta
hapmakoHarnagy. Bunyyents (cuna i)
BUAA/IEHHA 3aTBEPAKEHOro A03yBaHHA 7,5 Mr i3
Marepianis peecTpaLiiiHoro AOChbE; 3aNLLIAKTLCA
[o3yBaHHsa 5 mr; 10 mr; 15 mr; 20 mMr. 3MiHn
BHECEHI A0 IHCTPYKLii 4518 MeanyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby y posainu
"Cknag", "Nlikapcbka hopma” LWOA0 BUAYUEHHS
cunwn gji 7,5 mr BeBegeHHs 3MiH npoTsrom 6-Tu
MicALiB Nicnsa 3aTBepAKEeHHs
BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:

3a

He

UA/11344/01/04

68.

ErFONNAH3A

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 15
Mr; Mo 7 TabneTok y
6nicTepi; no 4 a6o 8
6nictepiB y
KapTOHHI/ ynakosL,i

3AT
dapmaueBT
WNYHWIA 3aBO,
ErIC

YropwmHa

3AT
dapmaueBTUYHNIA
3asog ElC

YropmHa

3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHSA reHepUYHUX/Ti6puaHUX/6ionoai6HNX
NiKapcbKnx 3acobiB Nic/1s1 BHECEHHS TiET camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye HafjaHHS XOAHNX HOBUX AOAATKOBMX
[aHnX) 3MiHV BHECEHI [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y
po3zinu "®apmakonoriyHi BnacTnsocTi”,
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWi BUAM B3aemogijin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo rogyBaHHA rpygat”, "Cnocio
3acTocyBaHHsa Ta gosu", "[iTn" (pegaryBaHHs),
"MepenosyBaHHA", "T0O6GIYHI peakuii” 3rigHo 3
iH(hopMmaLliero Woa0 MegMYHOro 3acToCyBaHHs
pechepeHTHOro nikapcbkoro 3acoby (ZYPREXA
coated tablets) BBeieHHs 3MiH NPOTAromM 6-Tu
MiCALIB NiCNsA 3aTBEPA)KEHHS
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHUX BiAMOBIAHO A0 NiaHy negiaTpudHmuX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHU BHECEHI A0 iHCTPYKLii Ans MeguyHoro
3aCcTOCYyBaHHS Nikapcbkoro 3acoby y po3gain

peyerimom

"Mo6iyHi peakuii” BiANOBIAHO A0 iHopmaLii 3

nionsieae
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n/n

JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o

69.

EFONAH3A

TabneTku, BKpUTI

3AT

6e3nekun nikapcbkoro 3acoby BeegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXEHHA 3MiHN
| Tuny - 3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BunyueHnts (cuna gai)
BUAa/IEHHA 3aTBEPAKEHOro A03yBaHHA 7,5 Mr i3
mMatepianis peecTpauiiHoro J0Cbe; 3aMLLAKTLCA
po3yBaHHsa 5 mr; 10 mr; 15 mr; 20 Mr. 3MiHK
BHECeHi A0 IHCTPYKLii Ana Mean4yHoro
3acTOCyBaHHSA NiKapcbKoro 3acoby y po3aim
"Cknag", "Nikapcbka dhopma" Wwoao BUTYyHYEeHHS
cunu gii 7,5 mr BBeAeHHA 3MiH NpoTArom 6-tu
MicsLiB NicNs 3aTBEPAKEHHSA

nocsi0OYeHHs

NNiBKOBOO
060n0HKot0, No 20
Mr; Mo 7 TabneTok y
6nictepi; no 4 a6o 8
6nictepiB y
KapTOHHIA ynakoBL,i

dapmaueBT
MNYHUIA 3aBOS,
Eric

YropmHa

3AT
dapmaleBTUYHNIA
3aBog ElC

YropuwmHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHu | TUny - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnsagy. 3MiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpuaHux/6ionogibHmx
niKapcbKUx 3aco6iB nicns BHECEHHS Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX [OAATKOBUX
[OaHnX) 3MiHV BHECEeHi 0 IHCTPYKUIiT ans
MeAMYHOro 3acTOCYBaHHSA NMikapCbKoro 3acoby y
po3ginu "dapmakonoriyHi BnactusocTi",
"B3aemogijs 3 iHWVMK fikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiit", "OcobnunsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHA Ta ao3un”, "Litn" (pegaryBaHHs),
"MepepnosyBaHHa", "Mob6iyHI peakujii 3rigHo 3
iHhopmauieto L1040 MEANYHOTO 3aCTOCYBaHHS
pecdhepeHTHOro ikapcbkoro 3acoby (ZYPREXA
coated tablets) BBeaeHHs 3MiH NPOTArom 6-Tu
MiCALIB MiCNsA 3aTBEpKEHHS
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnifxkeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECeHI [0 iHCTPYKLIi 418 MeguyHoro

3aCTOCYBaHHSA NikapcbKoro 3acoby y po3gin

3a
peyenmom

He
nionsieae

UA/11344/01/05
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

"Mo6iyHi peakuii BIiANOBIAHO A0 iHOpMaL;i 3
6e3nekun nikapcbkoro 3acoby BeeaeHHs 3MiH
NPOTAroM 6-T MICALIB NICNSA 3aTBEPIYKEHHA SMiHM
| Tuny - 3miHn Wopao 6e3nekn/edreKTMBHOCTI Ta
thapmakoHarnagy. Bunyyenns (cuna pgii)
BUAAIEHHS 3aTBEPAKEHOrO [03YBaHHA 7,5 Mr i3
Marepianis peecTpauiiiHoOro AOChE; 3aNLLAITHCA
no3syBaHHsa 5 mr; 10 mr; 15 mr; 20 Mr. 3MiHn
BHECEHI A0 IHCTPYKLiT 418 MeanyHoro
3acTOCyBaHHS NiKapcbKoro 3acoby y po3ginu
"Cknag'", "Mlikapcbka popma” LWoA0 BUNYUEHHSA
cunu gji 7,5 mr BeegeHHs 3MiH npoTsarom 6-tu
MicsILiB Micns 3aTBepAKEHHSs!

70.

E3O0OJ/IOHI®

NOPOLLIOK Ans
pO3unHy A5 iH ek
abo iHdysiii no 40
mr; 1 a6o 10
onakoHiB 3
MOPOLLKOM Y naui

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

BUPOGHMLTBO 3a
MOBHVM LMK/IOM:
Codpapimekc —
IHaycTpia Kimika e
dapmacbHoTika,
C.A., Moprtyranis;
BMPOBOHULITBO
Hepo3acoBaHoro
NpPoOAYyKTY,
nepBuHHE
nakysaHHs: [JEBA
XongjHr Eit. Ec.,
TypeyunHa

Moptyranis/
TypeyunHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4NoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/17087/01/01

71.

E3O/IOHI®-
20

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, M0 20
Mr; No 7 TabneTok y
6nicTepi; no 1 abo 2
6nictepn y
KapTOHHI KopoobLi

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH
Navid CaeHcuns
Nimitep

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asiBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.

3a
peyerimom

UA/11328/01/01

72.

E30/IOHI®-
20

TabneTku, BKpUTI
nNiBKOBOO
0060/10HKOH, M0 20

OPrAHOCU
H
NIANPCAEH

OAE

EBepToaxeH
Naiicp CaeHcuns
Jliviteg

IHais

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao

UA/11329/01/01




53

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

mr; in bulk: no 2500
y NoABIlHMX nakeTax

Cu3 (EP
3ET )

y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHs1 hapMakoHar/say; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6U 3asiBHYKA,
Bi4noBiAa/IbHOI 3a dhapMakoHarnsa B YkpaiHi.

73.

E30J/IOHI®-
40

TabneTku, BKPUTI
N1iBKOBOIO
ob6onoHkoto, no 40
MrF; MO 7 TabNeTok y
6nictepi; no 1 a6o 2
6nictepu y
KapTOHHIlA KOpooLi

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ET )

OAE

EBepToaxeH
Naich CaeHeus
Nimiteq

IHAis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKA,
Bi4NoBiAabHOI 3a hapMakoHarnsg B YkpaiHi.

3a
peyenmom

UA/11328/01/02

74.

E3O/IOHI®-
40

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 40
mr; in bulk: no 2500
y NOABIHNX NakeTax

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EBepTomxeH
Navid CaeHcuns
Nimitep

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asiBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YKpaiHi.

UA/11329/01/02

75.

EMOKNOT

MOPOLLOK Ta
PO3UVHHUK ANsi
pO3uuHy Ansi

KEAPIOH
C.NA.

ITanisa

KEAPIOH C.IN.A.

ITanis

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii
3aci6. KOHTposib roTOBOro NiKapcbKoro 3acoby.

3a
peuyenmom

UA/17394/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
iHcpysiiA, 1000 3miHa napameTpiB cneyudikauii Ta/abo
MO/10 mn, donakoH [0NYyCTUMUX MEX rOTOBOrO JiKapCbKOro 3acoby
Ne 1 3 nopoLuKom rno (BHECEHHSA 3MiH 0 AOCHE NICNSA OHOB/EHHS
1000 MOy 3arasibHOI CTaTTi HAa FOTOBY Nikapcbky hopmy y
KOMNEKTi 3 [oY/EBponeiickkili hapmakonei) BunyyeHHs i3
PO34YMHHMKOM (BOAA cneumdikauii Ha po34UMHHUK (Bofa ANS iH'EKLLiNA)
Ans iH ekuin) no 10 nokKasHUKiB "KncrnoTHICTb abo NyXHIiCcTb",
MN Y prakoHi Ne 1 "Xnopugu", "Hitpatn", "Cynbcpatnn”, "AMOHIiA" Ta
Ta Habopom Ans "KanbLiit i MarHiiA" 3 MeTo NpuBeAEHHS Y
PO3YMHEHHS i BiANOBIAHICTL A0 MoHOrpadii 0169 “Water for
BBEJEHHS Y injection” €sponelicbkoi hapmakonei 11.1.
KapTOHHI KOpo6Li
76. EMOKNOT MOPOLLIOK Ta KEAPIOH ITanisa KEAPIOH C.M.A. ITanisa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/17394/01/01
PO3YMHHUK AN C.N.A. 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii peuenmom
PO34urHy ANs 3aci6. KOHTposib roTOBOro Nikapcbkoro 3acooby.
iHcpysiiA, 500 MO/10 3miHa napameTpiB cneyudikauii Ta/abo
mn, conakoH Ne 1 3 [0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
nopoLukom no 500 (BHECEHHS 3MiH 0 AOCHE NICNSA OHOB/EHHS
MO y komnekTi 3 3arasibHOI CTaTTi Ha rOTOBY NiKapcbky hopmy y
PO34MHHMKOM (BO4A [oY/EBponeiickkili hapmakonei) BunyyeHHs i3
Ans iH ekuin) no 10 cneuudikaLii Ha PO34YMHHUK (BOAa ANS iH'EKLiNA)
My chriakoHi Ne 1 noKasHUKiB "K1cnoTHICTb abo MyXHIiCTb",
Ta Habopom A/1A "Xnopugu", "Hitpatn", "Cynbcatn”, "AMOHIiA" Ta
PO3YMHEHHS i "KanbLjin i marHin" 3 MeTol npuBeaeHHs y
BBEEHHS Y BiANOBIAHICTL A0 MoHorpadii 0169 “Water for
KapTOHHI KOopoo6Li injection” €sponelicbkoi hapmakonei 11.1.
77. ENAVNAPA® pO34nH ANs iH'eKUii, TOB Ykpaina CaHodi-ABeHTIC HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/10240/01/01
100 Oga./mn Ne 5: no "CaHoi- LoiiunaHg TM6X 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom
1 kapTpuaxy no 3 ABeHTIC Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
M/1, BMOHTOBaHoMy YkpaiHa" y3arasibHeHuUX AaHux Npo cuctemy
B O[}HOpPa30BWii thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
NPUCTPIN - LUNpWL- npo cuctemy chapmakoHarnsgy, amiHa
pyyky ConoCrap® YNOBHOBaXXEHO| 0CO6M, BigNOBigabHOI 3a
(6e3 ronok gns 3[iiCHeHHA hapMakoHarnsAgy; KOHTaKkTHOT ocobu 3
iH'ekuilt), no 5 thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
LLNPUL-PYYOK Y thapmakoHarnsgy B YkpaiHi, KO0 BOHA BigMiHHA
KapTOHHIA Kopoo6Li Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBigaIbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-chaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XXEHOT 0COOU 3a8BHMKA, BifNOBIgaNbHOI
3a thapmakoHarnsg,.
[itova pepakuin: Xogakiscbka TeTaHa
BsavecnasiBHa. MponoHoBaHa peaakuis:
Bapdonomeesa IsaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi ocobu,
Bi4NoBiAa/IbHOI 32 dhapMakoHarnsga.
78. EMPAKAL TabNeTKn, BKPUTI [xy6inaHt IHAis Lxy6inaHt IHgis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/15698/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NNiBKOBOIO [hxeHepikc [xeHepikc MlimiTeq 3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
060/10HKOI0, M0 5 Mr, NimiTen Ta (papmakoHarnsgy. BeegeHHs abo 3miHu o
no 10 TabneTok B y3arasibHeHUX AaHuX Npo cuctemy
6nicTepi; no 3 thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX JaHux
6nictepu B npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHIA KOpO6L yNOBHOBaXeHOT 0cobu, BifNoBifabHOT 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6WU, BiAMOBIga/IbHOI 3a
3iiCHeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI
3a 34ilicHeHHA thapmakoHarnsgy B Ykpaini. [iitoua
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoBigabHOI 3a
3fiicHEHHs1 dpapMakoHarisay B YKpaiHi.
79. EMPAKAL TabneTku, BKPUTI [xy6inaHt IHAis Lbxy6inaHt IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15698/01/02
NNiBKOBOO L[hxeHepikc [bxeHepike NimiTeq, 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
060/10HKOHD, M0 10 NimiTeq Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
mr, no 10 TabneTok y3arasibHeHUX JaHnX Npo cucTemy
B 6nicTepi; no 3 hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
6nictepu B npo cuctemy chapmakoHarnsgy, aMiHa
KapTOHHIlA KOpooLi YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHOI 0CO6M 3asiBHMKA, BiANoBiAa/IbHOT
3a 3AjiicHeHHs1 hapMakoHariaay B YkpaiHi. Jitoua
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix OnexHa bopuciBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
3[ifiCHEHHs hapMakoHarnisay B YkpaiHi.
80. EMNPAKAL TabneTku, BKpUTI Lxy6inaHTt IHAjA Lxy6inaHTt IHAjsA BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15698/01/03
nNiBKOBOIO [hxeHepikc [bxeHepike NimiTeq, 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
060/10HKO0, N0 15 Nimiteq Ta papmakoHarnsgy. BeegeHHs abo 3miHv o

mr, no 10 TabneTok
B 6nicTepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsay 3asBHvKa A0s 34iINCHEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

chapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKIyanum
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M 3asBHVKa, BifNOBiAaIbHOT
3a 3AjiicHeHHs hapmakoHaraay B YkpaiHi. Jitoua
pefakuis: Manoj Kumar. MponoHoBaHa pefaku,is:
Menix Onexa bopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigaibHOI 3a
3[jiCHEHHs1 hapMakoHarsay B YKpaiHi.

81.

EMPAKAL

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, N0 5 ™,
in bulk: Ne 5000 y
nonieTueHoBoOMy
nakerTi

[bxy6inaHTt
[xeHepikc
NimiTeq

IHais

[bxy6inaHTt
IxeHepikc MimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHH
macTep-ghaiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0COo6Y 3asiBHMKA, BiANOBIAa/IbHOT
3a 34jiicHeHHs hapmakoHarnagy B YkpaiHi. [ioua
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3fiicHeHHs1 hapMakoHaraisay B YKpaiHi.

UA/15699/01/01

82.

EMPAKAL

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOH0, M0 10
mr, in bulk: Ne 5000
y NoNieTuIeHoBOMY
nakerti

[xy6inaHt
[hxeHepikc
Nimiteq

IHAis

Lxy6inaHt
[xeHepike MlimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefAeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl YyNOBHOBaXeHOI 0cobWu, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0Cc0o6M 3asiBHMKA, BiANoBiAa/IbHOT
3a 3[jiicHeHHs1 hapMakoHarniagy B YkpaiHi. [itoua
pegakuis: Manoj Kumar. lMponoHoBaHa pegakLis:

UA/15699/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

Menix OnexHa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asBHKKA, Bi4NoBiganbHOI 3a
34jiicHeHHs hapMakoHarnaay B YKpaiHi.

83.

EMPAKAL

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO0, MO 15
mr, in bulk: Ne 5000
y NosieTUIEHOBOMY
nakeTi

[xy6inaHTt
hxeHepikc
Nimiteq

IHais

Lxy6inaHTt
[bkeHepike NimiTeq,

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smMiHa
yMOBHOBaXeHOT 0cobw, BignoBigansHoOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gpaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M 3asBHVKa, BifNOBIAaIbHOT
3a 3AjiicHeHHs hapmMakoHariagy B YkpaiHi. Jitoua
pegakuis: Manoj Kumar. MponoHoBaHa pejakuis:
Menix Onexa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarsay B YKpaiHi.

UA/15699/01/03

84.

EMPAKAL

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO10, No 20
mr; in bulk: Ne 5000
y NonieTuIeHOBOMY
nakerTi

[bxy6inaHTt
L[hxeHepikc
NimiTen

IHais

[bxy6inaHTt
[bxeHepike NimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CcOo6Y 3asiBHMKA, BiANOBIAAIbHOT
3a 34jiicHeHHs hapmakoHariagy B YkpaiHi. [Jitoua
pepakuisf: Manoj Kumar. MponoHoBaHa pejakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3fliicHeHHs1 dpapMakoHarasay B YKpaii.

UA/15699/01/04

85.

EMPAKAL

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKOH, M0 20
Mmr; no 10 TabneTok
B bniicTepi; no 3

[bxy6inaHTt
L[hxeHepikc
Nimiten

IHais

[bxy6inaHTt
[bxeHepikc NimiTeq,

IHais

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasilbHeHUX JaHnX Npo cucTemy
hapmakoHarnsay (BBefAEeHHs y3arasibHeHUX faHnx

3a
peyenmom

UA/15698/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nictepu B npo cmuctemy chapmakoHarnsgy, 3MiHa
KapTOHHilA KopooLi YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemun dhapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M 3asiBHUKA, BiANOBiAa/IbHOT
3a 3AjiicHeHHs1 hapmMakoHarnaay B YkpaiHi. Jitoua
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix Onexa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asBHKKA, Bi4NoBiganbHOI 3a
34iicHeHHs hapMakoHarnaay B YkpaiHi.
86. ECKAMNEN Tabnetkv no 1,5 wr; BAT YropwuHa BAT "legeoH YropumHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/4789/01/01
no 1 rabnetuiy "l'epeoH PixTep" 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
6nictepi; no 1 PixTep" Ta thapmakoHarnsgy. 3miHa yactotun Ta/abo
6nicTepy pasom 3 TEPMiHiB NOAAHHSA PerynsipHO OHOBJIIOBAHMX 3BITiB
KapTOHHUM 3 6e3nekn nikapcbkmx 3aco6is - HactoTa nogaHHs
dyTnspom ans perynspHoO OHOB/IHOBAHOrO 3BiTy 3 6e3neku 6e3
36epiraHHsa 6rictepa 3MiH - 3 poku.
B KapTOHHIiA 3MiHa TepMiHIB NOAAHHSA perynspHo
ynakoBLi OHOB/IIOBAHOrO 3BITY 3 6e3neku. / fliloua pegakuyis:
KiHueBa gata ansa BK/lOYEHHS gaHux go PO36 -
13.12.2023 p. data nogaHHsA - 23.03.2024 p.
MponoHoBaHa pepgakuis: KiHuesa gata ans
BK/OYEHHSA AaHunx fo PO3b - 08.05.2025 p. faTa
nogaHHs - 06.08.2025 p. PekomeHgoBaHo [0
3aTBEPKEHHS BigNOBIAHO A0 NEpPioANYHOCTI
nofaHHsA perynsapHO OHOB/IOBAHUX 3BITIB 3
6e3nekn Nikapcbknx 3acobiB y EBponeiicbkomy
Cotosi
87. ECKY3AH® Kpansi opasibHi; no Ecnapma HimeuuunH Papma HimeuyunHa BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 6e3 UA/0217/01/01
KPAN/I 20 My donakoHi 3 6X a BepHirepoge 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
KpanenbHuLeto; no 1 6X Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao

donakoHy B
KapTOHHIl KopooLi

y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3a8BHWKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAabHOI 3a thapmakoHarnsag B
YKkpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
dhapmakoHarnsgy.
88. ECKY3AH® Kancynm Ecnapma HimeuumnH BMPOGHULITBO in Ipnangis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/15249/01/01
NOHr NPOJIOHroBaHoI fji M6X a bulk, koHTponb HimeuunHa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenma
no 50 mr no 10 cepii: Temmnep Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
Kancyn y énictepi; IpenaHg Nimiten, y3araslbHeHNX AaHUX Npo CUcTemy
no 3, abo no 6, abo IpnaHgjs; hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux
no 9 6nictepis y nepBuHHE Ta npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHI Kopo6Lyj; BTOPVHHE yMNOBHOBaXeHOT 0cobu, BigNoBifanbHOI 3a
no 30 kancyny nakyBaHHS: 3AiiCHeHHA hapMakoHarnsgy; KOHTaKkTHOT ocobu 3
6nictepi; no 1, abo [pareHodhapm thapmakoHarnagy 3asiBHUKa A5 34iiCHEHHS
no 2, abo no 3 Anotekep MoLwb thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
6nictepu y vM6X, HimeyunHa; Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIga/IbHOI 3a
KapTOHHIlA KOpooLi nepBuHHE Ta 3[iicHeHHs chapMakoHarnsay (Bkiyakyn
BTOPVHHE KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
nakyBaHHs: Caicc MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
Kenc 'm6X, KOHTaKTHUX aHuX YNOBHOBaXXeHOI 0cobu
HimeuunHa; 3asBHVKa, BigNoBiAa/IbHOI 3a dhapMakoHarnsg.
BWMNYCK Cepil: 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOI 0cobu
Ecnapma 'm6X, 3asBHYKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
HimeuunHa; YKpaiHi. 3mMiHa MicLle3HaxoMKeHHs1 MacTep-haina
BTOPVHHE cuctemmn thapmakoHarnisgy Ta oro Homepa. 3miHa
nakyBaHHs: MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
ecnapma ®apma thapmakoHarnagy.
Cepsices 'M6X,
HimeyunHa
89. ECMNA-KAPB® | TabneTtku no 5 mr no Ecnapma HimeuumnH ecnapma ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/12191/01/01
25 TabneTtok y M6X a Cepsices 'M6X, 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom

6nictepi, no 2 abo
no 4 6nictepny
KapTOHHIA Kopoo6Li

HimeuyunHa
(BTOPUHHE
nakyBaHHs);
Ningodpapm MvbX,
HimeuunHa
(BpOGHNLTBO
bulk, nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepii)

Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0CobM
3asBHMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHVKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMmKeHHss MacTep-daiina
cuctemmn chapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisSNIbHOCTI 3
dhapmakoHarnsgy.
90. ECNA-KAPB® | Tabnetku no 10 mr Ecnapma HimeuuunH ecnapma ®apma HimeuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12191/01/02
no 25 tabnetok y vM6X a Cepsices 'M6X, 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
6nicTepi, no 2 abo HimeuunHa Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
no 4 6nictepun y (BTOpPUHHE y3arasibHeHUX JaHnX Npo cucTemy
KapTOHHI Kopoobui nakyBaHHs); hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
Ninpgodhapm MvbX, npo cuctemy chapmakoHarnsgy, aMiHa
HimeyunHa YNOBHOB&XEHOT 0co6MU, BiANOBIifaNbHOI 3a
(Bpo6HMLTBO 3[iiCHEeHHs hapMakoHarsay; KOHTakTHOI ocobu 3
bulk, nepBuHHe thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
nakyBaHHs1, hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BTOPVHHE Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
nakyBaHHs, 3pificHeHHs chapmakoHarnsay (BkioYakyn
KOHTPO/b SKOCTI, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
BWMNYCK Cepil) macTep-aiina cuctemu hapmakoHarnagy) 3miHa
KOHTaKTHUX JaHWNX YOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsag.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B
YKpaiHi.
3MiHa MicLe3HaxoMKeHHs macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ihioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
91. ECNA- PO34MH A5 iH'EKLN, Ecnapma HimeuuunH Ecnapma M'm6X, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/4179/02/02
NINOH® 25 mr/mn; no 24 mn 6X a HimeyunHa 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
IH'EKLL. 600 B amnyni; no 5 (Bunyck cepii); Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
amnyn y KapTOHHIl 3ircppig, XamernbH y3araJlbHeHNX AaHux npo cuctemy
Kopobui 'm6X, HimeuyunHa hapmakoHarnagy (BBeLeHHS y3arasibHeHUX JaHnX
(BUPOGHNLTBO npo cuctemy papMakoHarnsgy, smiHa
Hepo3ghacoBaHOro yMOBHOBaXeHOT 0cobu, BignoBiganbHoOI 3a
NPOAYKTY, 3AiliCHeHHs hapMakoHarnsy; KOHTaKTHOT 0coou 3
nepBuHHe thapmakoHarnagy 3asBHUka Ans 34iiCHeHHA
nakyBaHHs, thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BTOPVHHE BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
nakyBaHHs, 3fificHeHHs hapmakoHarnsgy (Bkioyarun

KOHTPO/b SIKOCTI)

KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANoBiAa/IbHOT 3a papMakoHarnsag.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHMKA, BiANOBIAaNbHOI 3a hapmakoHarnsag B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YKkpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHA OCHOBHOI Ais/IbHOCTI 3
chapmakoHarnsgy
92. ECNA- NMopoLUOK ANs Ecnapma HimeuumnH BMPOGHMLITBO HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/14782/01/01
POLMH® 0OpasibHOro PO34nNHY M6X a Hepo3dacoBaHoro 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
no 3000 mr/naker; NPOAYKTY, Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
no 8 r nopoLuky nepBuHHe y3arasibHeHVX AaHnx Npo cuctemy
(3000 wr gitouoi nakyBaHHs, thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
peyoBMHM) Y NaKeTi; BTOPVHHE npo cuctemy hapmakoHarnsgy, amiHa
no 1 nakety B nakyBaHHs, YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
KapTOHHIA ynakoBsL,i KOHTPO/b AKOCTI, 3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
BUMYCK Cepii: chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
Ninpgodhapm MméX, thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHaA
HimeuumnHa; Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBIga/IbHOI 3a
BTOPVHHE 3piicHeHHs chapMakoHarnsay (BkiYakyn
nakyBaHHs: KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
ecnapmva ®apma MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
Cepsices 'M6X, KOHTaKTHUX aHMX YNOBHOBaXeHOI 0cobu
HimeuunHa 3asBHVKa, BigNoBiAa/IbHOI 3a dhapMakoHarnsg.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi. 3mMiHa MicLle3HaxoMKeHHs1 MacTep-haina
cvucTeMu dpapmakoHarnsgy Ta ihoro Homepa. 3miHa
MicLSl 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
93. ETOPUKOKC TabneTku, BKpUTI MicTpan AHrniA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/19770/01/02
NB-BICTA nNiBKOBOO Kenitan C.J. 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuyenmom | nidssizae
060/10HKO0 NO 60 MeHexmeH Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
Mr; no 7 TabneTok y T NimiTeq, XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
6nictepi, no 1 a6o 4 MapKyBaHHS Ta IHCTPYKLUiT 418 MeAn4HOro
6nicTepy B nayw,i 3aCTOCYBaHHSA reHepuYHNX/ribpnaHux/6ionogibHmx
nikapcbkUx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XOOHNX HOBUX A0AATKOBMX
[aHnX) 3MiHU BHECEHI [0 IHCTPYKUIT ANns
MeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3zin "3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar0"3rigHo 3 iHpopmauieto Wwoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
niKapcbKoro 3acoby (ApKOKCIS®, TabneTkn, BKpUTI
NMiBKOBOK 060M10HKo0, No 30 mr, 60 mr, 90 mr,
120 wmr). BBeeHHS 3MiH NpOTAroM 6-Tu MmicsLUiB
nicns 3aTBepipkKeHHs
94. ETOPUKOKC TabneTku, BKpUTI Mictpan AHrniA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a He UA/19770/01/03
NB-BICTA nNiBKOBOO Kenitan C.. 3MiHKM | TNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyernmom nionsieae
060/10HKOH 1Mo 90 MeHemKMeH Ta hapmakoHarnsgy. 3MiHv y KOpPOTKii
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Peknam

Homep

n/n

Hassa
JliKapcbKO20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

yBaHHST*

peecmpayitiHo2o

nocsi0OYeHHs

3acoby

ynakoska)

Mr; N0 7 TabneTok y
6nicTepi, no 1 a6o 4
6nicTepy B nayw,

T NimiTeq,

XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuyHNX/ribpuaHnx/6ionodibHmx
niKapcbkuUx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX AOAATKOBMX
[OaHnX) 3MiHV BHECEHi 10 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby y
po3gin "3actocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”3rigHo 3 iHhopmaljieto Wwoao
MeAMYHOro 3acTocyBaHHA pediepeHTHOro
niKapcbKoro 3acoby (ApKOKCIS®, TabneTkn, BKpUTI
nniBKkoBO 060/10HKOt0, Mo 30 mr, 60 mr, 90 wmr,
120 mr). BBeeHHS 3MiH NPOTAroM 6-Tu micsauiB
nicns 3aTBepipkeHHs

3a

He

UA/19770/01/04

95.

ETOPUKOKC
NB-BICTA

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0 M0 120
Mr; Mo 7 TabneTok y
6nictepi, no 1 a6o 4
6nicTepy B nayw,

Mictpan
Kenitan
MeHemxmeH
T NimiTepq,

AHrnisA

CiHTOH XicnaHis,
C..

Icnanis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsagy. 3mMiHu y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpuaHux/6ionogibHmx
niKapcbkUx 3aco6iB Nicns BHECEHHS Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX [OAATKOBUX
[OaHnX) 3MiHV BHECEeHi 10 IHCTPYKUIiT Ans
MeAMYHOro 3acTOCYBaHHSA NMikapCcbKoro 3acoby y
po3zin "3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”3rigHo 3 iHhopmaljieto Wwoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbKoro 3acoby (ApKOKCIS®, TabneTkn, BKpUTI
NMiBKOBOK 06010HKO, No 30 mr, 60 mr, 90 mr,
120 mr). BBeeHHS 3MiH NpOTAroM 6-Tu micsuiB
nicns 3aTBepipkeHHs

peyenmom

3a

nionsiecae

He

UA/19770/01/01

96.

ETOPUKOKC
NB-BICTA

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0 10 30
MrF; N0 7 TabneTok y
6nictepi, no 1 a6o 4
6nicTepy B nayw,i

MicTpan
Kenitan
MeHexmeH
T NlimiTeq,

AHrniA

CiHTOH XicnaHis,
C.J.

IcnaHis

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta dhapmakoHarnsagy. 3MiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN151 MeAnYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpnaHux/6ionogibHmx
nikapcbkUx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 npenapaT (3MiHa He
noTpebye HafaHHS XOOHNX HOBUX AOAATKOBMX
[aHnX) 3MiHU BHECEHI [0 IHCTPYKUIT ANns
MeAMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y
po3zin "3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaar0"3rigHo 3 iHpopmauieto Wwoao
MeAMYHOro 3acToCcyBaHHA pedhepeHTHOro

NiKapcbKoro 3acoby (ApKOKCIsS®, TabNeTkn, BKpUTI

peyenmom

nionsieae
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

nniBkoBo 060/10HKOt0, Mo 30 mr, 60 mr, 90 wmr,
120 mr). BBeeHHS 3MiH NPOTAroM 6-Tu MicAuiB
nicns 3aTBepipkeHHs

97.

EY®OPBIYM
KOMMO3nTy
M
HA3EHTPON
®EH C

cnpeii HasasbHWIA,
no 20 mny
posnuatoBadi; no 1
posnuioBayy B
KopoOLi 3 KapTOHY

Bionoriwe
Xanbmitre
Nb Xeesb
meX

HimeuumnH
a

Bionoriwe
XainbMitTenb
Xeenb M'v6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OPraHoMm) - 3MiHu
BHECEHO B IHCTPYKLIiO AN MeANYHOro
3aCcTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"Oco6nMBOCTI 3acTOCyBaHHS" BigNoBiAHO 40
OHOBJEHOT iH(hopmaLi Wwoao 6e3neku
3aCTOCYBaHHS AONOMDKHMX pevyoBuH. BBegeHHs
3MiH NPOTAroM 6-TW MIiCALB NicNs 3aTBEpPKEHHS.
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npugaTHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (3MiHa B ymoBax 36epiraHHs
roToBOro fikapcbKoro 3acoby abo nicns
PO34YMHEHHA/BIAHOBNEHHS) - 3MiHa YMOB
36epiraHHA /13. 3aTBEpAXKEHO: YMOBU 36€epiraHHs:
36epirati B OpuriHasibHii ynakosL,i npu
Temnepartypi He Buwe 25°C / 3anponoHoBaHO
YmoBu 36epiraHHs: Jlikapcbkuii 3aci6 He noTpebye
0CO6NMBMX YMOB 36€epiraHHs. 3MiHU BHECEHO B
IHCTpPYKLit0 4519 MEANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainy "Ymosu
36epiraHHA" Ta K HacNifoK BiANOBIAHI 3MiHW
BHECEHO B TEKCT MapKyBaHHS YNakoBKu
nNiKkapcbKoro 3acoby. BBeeHHs 3MiH NpoTArom 6-
TN MiCALB NiCNs 3aTBEPMAXKEHHS.

6e3
peyenma

niossieae

UA/6010/01/01

98.

310AAP

MOPOLLIOK AN1si
pO34uHy ans

iH ek no 1000 wmr,
no 1 a6o no 10
oNakoHiB 3
MOPOLLKOM Y
KapPTOHHI KOpooOLi

AAP dapma
®3-/1/1C

O6'eHaHi
Apabcbki
Emipatu

3elicc
dapwmac’oTikenc
Met. N4,

IHAjsA

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miH1) OHOBNEHHSA
TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro 3acoby
Bi4NoBigHO A0 BUMOr Hakaly MO3 YkpaiHu Big,
23.07.2015 p. Ne460.

3a
peyenmom

UA/17349/01/01

99.

30KCI

TabneTku, BKpUTI
M/1iBKOBOIO

OPIrAHOCHK
H

OAE

EBepTomxeH
Navidy

IHais

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHK | TNy - 3MiHKM Woao 6e3nekn/eddekTUBHOCTI

3a
peyenmom

UA/17229/01/02




64

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
060/10HKO10, Mo 500 NANOCAEH CaeHcms Jliviteq Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
Mr, no 3 TabneTkn y Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
6nicTepi; no 1 abo 3ETI) thapmakoHarnsagy (BBefeHHs y3ara/ibHeHUX JaHux
no 2 6nictepu y npo cuctemy chapmakoHarnsgy, 3MiHa
naJi 3 KapToHy YMNOBHOBaXeEHOT 0cobu, BigNoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnszy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNIKA,
Bi4NoBiAaIbHOI 32 hapMakoHarnsa B YkpaiHi.
100. | 30KCI TabneTku, BKpUTI OPIrAHOCU OAE EBepromxeH IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/17229/01/01
N/1iBKOBOIO H Naid 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenmom
060/10HKO10, MO 250 NANDCAEH CaeHcus Jlimites Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu a0
Mmr, no 3 TabneTkn y Cn3 (E® y3arasibHeHUX AaHuX Npo cuctemy
6nicTepi; no 1 abo 3ET ) hapmakoHarnsgy (BBefAeHHs y3arasibHeHNX JaHux
no 2 6nictepuy npo cuctemy hapmakoHarnsgy, amiHa
nauuj 3 KapToHy yMNOBHOBaXeHOT 0cobu, BifnoBiganbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnisgy). 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asBHIKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.
101. | IMYHOI/IOBY | po3uuH Ans iH'eKuili TOB YkpaiHa TOB "BIO®APMA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15902/01/01
NIH NIOANHN | 10%; no 1,5 mn B "BIO®APMA MNA3SMA", 3MiHu | TUNy - AgMiHICTPaTUBHI 3MiHW. BunyyeHHs peuenmom
HOPMA/IbHWM | amnyni; no 10 MNA3MA" YkpaiHa; BVMPOGHWYOI f4inbHNL (BKIHOYAKUN AinbHALI ANS
n- amnyn y nauj (BMPO6HMLTBO, A®I, NpoMiXHOro NPoAyKTy abo roToBoro
BIO®PAPMA nepBuHHE Ta NiKapcbKoro 3acoby, AinbHULL 415 NPOBEAEHHS
BTOPUHHE nakyBaHHs1, BUPOOHMKaA, BigNOBI4a/IbHOMO 3a
nakyBaHHs, BWMYCK Cepiid, MicLle NPOBEAEHHS KOHTPOSIO cepii)
KOHTPOb SKOCTI, ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
BMNYCK Cepiii; peareHTy ab0 AOMOMIKHOI PEYOBUHY (SIKLLO
BTOPWHHE 3a3HayeHo y OCbE) - BUYHYEHHS BUPOOHUYOT
nakyBaHHs); AinbHUUI 3a agpecoto YkpaiHa, 09100, Kniscbka
TOB "03 06n., M. bina Liepksa, Byn. Kniscbka, 37,
"BIO®PAPMA BiANOBIAa/IbHOT 38 NPOBEAEHHA KOHTPO/IHO AKOCTI.
YKpaiHa
102. | IHCYNIH NMOpPOLLOK AT YKpaina BiokoH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/15743/01/01
TNAPTIH (cy6eTaHuis) B "®apmak” Baiionomxukc 3MiHu Il Tuny: 3miHun 3 akocTi. A®I. (iHwi 3miHW)(B.I.
(AHK- CKNSAHUX HGaHKax Nivitep (x),I1). OHoBNEeHuiA po3gin 3.2.S.2.3 Big, BUPo6HMKa
PEKOMBIHA KOpPUYHEBOro Biocon Biologics Limited, IHgis HagaeTbes. B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HTHUN) Konbopy Ans OHOBJ/IEHOMY po34ini 3.2.S.2.3 Bigdynmcsa HacTynHi
hapMaLeBTUYHOTO 3MiHK: 1) MNporpama TecTyBaHHA CTabiNIbHOCTI
3acTocyBaHHsA rOIOBHOMO 6aHKy KAiTUH (NepiogUYHICTL Ta TecTn

0115 nepeBipku cTabinbHocTi). JaHa 3MiHa
noB’sA3aHa 3 pekoMeHaavismu kepisHuute ICH
Q5D, WHO Annex 1 (Technical report No. 878) Ta
USP chapter 1044 gnsa gocnigkeHb cTabisibHOCTI
6aHKy KIITUH. 2) BKNOYEHHSI BTOPUHHOTO
rofI0BHOTO 6aHKy KnituH (SMCB) fo cuctemmn
KNITMHHUX 6aHkiB. JaHa 3MiHa noB’sizaHa 3
HeoObXiZHicTio onepauiiHoro 3abe3neyeHHs
HasiIBHOCTi 6aHKiB KMITUH 415 MaiGyTHIX cepiid, a
TakoX A1 CTBOPEHHS HOBOT NapTii 6aHKy KMiTUH
iHCYniHY rnapridy ons npouecy BMpobHuuTBa. 3)
3MmiHa B cneumdikauii gns aueToHITpuny (ZogaHa
MOX/IMBICTb BUKOPUCTAHHSA BiJHOB/IEHOTO
aLeToHITPUY Ha J0A4aTOK 0 CBIXOro
aueToHiTpuny). [laHa 3miHa noe’si3aHa 3
HeoObXigHICTIO0 onepaviiHoi BUMOTH LLOAO
3a6e3neyeHHss HasABHOCTI CUPOBUHMN AN
6e3nepepBHOro NpoLecy Ta Lo 3MiHy 6yno
OuiHeHO 3 BpaxyBaHHAM ICH Q7. 3miHu | Tuny:
3MiHuM 3 aKocTi. A®l. BUpo6HULTBO. 3MiHN B
npoueci BupobHuutea APl (HeHayHa 3MiHa Y
npoteci BupobHuutea Adl). B oHoBneHomy
po3aini 3.2.S.2.2 6ynu BHeCeHi He3HauHi 3MiHu
NoB’A3aHi 3 NOCTIHAM BAOCKOHAIEHHSIM Ta
ONTUMI3aLi€l0 TEXHOTOMNYHOr0 npouecy. 3MiHU He
BM/IMBAKOTh Ha AKICTb NPOAYKLT. 3MiHW | TNYy:
3MiHn 3 aKkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo JonycTUMmX
MeX, BU3HaYeHuX y cneuudikayisax Ha AdPl, abo
BUXiAHWIA/NPOMIDKHUIA NpOAyKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y Npoueci BUpobHuuTea Ad|
(iHWi 3miHW). 3MiHM B cneundikaLii 3a NOKa3HUKOM
«3a/TMLLKOBI PO3YMHHKKM». OHOBNIEHO PO3Ain
3.2.5.4.1 Big BMpO6GHMKa Biocon Biologics Limited,
IHais. B oHoBneHomy po3aini 3.2.S.4.1 no
nokKasHuka «3asIMLLKOBI OpraHiyHi PO3UNMHHUKM»
[0[aTKOBO BBEAEHO KOHTPO/b eTunauetarty. [laHa
3MiHa NpoBejeHa BUPOOGHUKOM B pamMkax
npoveaypHOro BAOCKOHaNEHHSA. Y 3B'A3KY 3
OHOBJ/IEHHAM crieumdikauii gns cybetaHuii IHcyniH
rnaprid, BUpo6Hvka Biocon Biologics India Limited,
IHAjA faHa 3MiHa BHOCATbCS TakoxX B MKA ao
po3ainy «3a/IMLLKOBI OpraHivyHi PO3YNHHMKM», a
came: A0faHO KOHTPONb eTunaueTaTy y
BiANOBIAHOCTI 10 AOKYMeHTaLii BUPO6HMKA. 3MiHK




66

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

| Tuny: 3miHm 3 AkocTi. A®I. KoHTponb AdI. 3miHa
y MeTogax BunpobyBaHHA A®l abo BUXigHOTO
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(He3HauHi 3MiHW y 3aTBEPKEHUX MeTofax
BMNPOOGYBaHHSA). 3MiHN B METOAAX KOHTPO/IIO 3a
nokasHukoM «laeHTudikauis». OHOBMEHO po3ain p
3.2.S.4.2 Big BMpo6HUMKa Biocon Biologics Limited,
IHAis. B oHoBNEeHoMmy po3gini 3.2.5.4.2 B
aHaniTUYHI METOAMKN 38 NOKA3HNKOM
«lpeHTudpikauis. Metos NenTUAHOIO KapTyBaHHA»
npuBeaeHo Yy BiANOBIAHICTL A0 BUMOT MOHOrpadii
€Bponeiicbkoi thapmakonei «Insulin Glargine».
[aHa 3MiHa BHOCATbLCA Takox B MKA. 3MiHu |
TUny: 3MiHM 3 AkocTi. APl KoHTponb AdL. 3miHa 'y
MeToAax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEPKEHUX MeToAax
BMNPO6YBaHHS). 3MiHVM B METOAAax KOHTPO/IIO 3a
NOKa3HUKOM «Biflkn BUCOKOMONEKYNAPHI».
OHoBrieHo po3gin p 3.2.5.4.2 Bif BUpOGHMKa
Biocon Biologics Limited, IHAisi. B oHoB/1eHOMY
po3gini 3.2.5.4.2 B aHaniTU4YHY METOAUKY 3a
NOKa3HUKOM «Bifikvi BUCOKOMOSEKYNSAPHI»
npvBeLeHo Y BiANoBIAHICTb A0 BUMOr MOHorpadii
€Bponeiicbkoi hapmakonei «Insulin Glargine».
[aHa 3MiHa BHOCSTbCA Tako B MKA. 3MiHu |
TUny: 3MiHM 3 skocTi. A®l. KoHTponb A®I. 3miHa y
mMeTofdax BunpobysaHHs A®| abo BuxigHoro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HMLTBa ADI
(iHWi 3MiHW y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs) APl abo
BVXiZAHOrO/NPOMIXHOr0o NPOAYKTY). 3MiHV B
MeTofAax KOHTPOJIO 3a NOKa3HUKOM
«OpfHONaHLOroBuiA nonepeaHuk». OHOBIEHO
po3ain p 3.2.5.4.2 Big BUpo6HMKa Biocon Biologics
Limited, Ingis. B oHoBneHomy po3gini 3.2.5.4.2 B
aHasliTUYHY METOAMKY 3a MOKA3HUKOM
«OAHONAHLIOroBuiA monepeaHuK» BHeCEHI
YTOUHEHHSI B paMKaXx YA0CKOHA/IEHHS aHaUTITUYHMX
MeToauK. [laHa 3MiHa BHOCATbCS TakoX B MKHA.
3MiHu | TUny: 3miHN 3 AkocTi. APl KoHTponb AdI.
3MiHa y meTofax BunpobysaHHsa APl abo
BUXIiQHOr0 Marepiany/npomMbKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y

npoueci Bupo6HuuTea AP (iHwi 3MiHM y MeTodax
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BMNpPo6YyBaHHSA (BK/IHOYAtOUM 3amiHy abo

[0noBHEHHS) AP abo BUXIAHOTO/NPOMIXHOro
nNpoaykTy). 3MiHN B METOAAX KOHTPOJIIO 3a
NOKa3HUKOM «LIMHK». OHOBMEHO po3Ain p

3.2.S.4.2 Big BMpo6HUMKa Biocon Biologics Limited,
IHAia. B oHoBNEeHoMmy po3gini 3.2.5.4.2 B
aHaniTUYHY METOAMKY 3a MOKA3HNKOM «LiMHK»
BHECEHi YTOUHEHHSI B paMKaXx y0CKOHaNIeHHs!
aHaniTUYHNX MeToAvK. JaHa 3miHa BHOCATLCSA
Takox B MKA. 3MiHn | Tuny: 3miHn 3 skocTi. AdI.
KoHTposnb A®L. 3MiHa y MeToaax BUNpobyBaHHSA
Ad| ab0 BMXigHOrO MaTepiany/npoMixKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BUpo6HuuTBa AP (iHWi 3MiHM y MeToaax
BMNpPoGYyBaHHSA (BK/IIOYAOUM 3amiHy abo
[0noBHeHHs) A®| abo BUXiZHOro/NpPOMIDKHOTO
NPOAYKTY). 3MiHM B METOAAX KOHTPO/IIO 3a
nokasHukoM «CynpoBigHi fOMiLLKW». OHOBNEHO
po3gain p 3.2.S.4.2 Big Bupo6Huka Biocon Biologics
Limited, IHgis. B oHoBneHomy po3gini 3.2.5.4.2 B
aHaniTUYHy MeTOAMKY 3a NokasHUKoM «CynpoBsigHi
[OMILLKV» BHECEHI YTOYHEHHS B pamKax

YAOCKOHa/IeHHS aHaNiTUYHNX MeToauK. laHa

3MiHa BHOCATbCA TakoX B MKA. 3MiHn | Tuny:

3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y

MeToAax BunpobyBaHHs A®Il abo BUxigHOro

marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo

BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI

(iHWi 3miHM y MeTogax BUNPobyBaHHs (BK/IOUauM

3amMiHy abo fonoBHeHHs) APl abo

BMXIiAHOr0/MPOMIXHOrO NPoAyKTY). 3MiHU B

MeToAax KOHTPOJI0 3a NokasHWKOM «KinbKicHe

BM3HA4YeHHA.». OHOBNEHO po3ain p 3.2.S.4.2 Big,

BMpO6HMKa Biocon Biologics Limited, IHais. B

OHOBNEHOMY po3aini 3.2.S.4.2 B aHaNiTU4Hy

METOAMKY 3a NOKa3HMKOM «KisibkicHe

BU3HAYEHHS.» BHECEHI YTOYHEHHS B pamkax

YZOCKOHa/IEHHS! aHaNiTUYHNX MeToauK. aHa

3MiHa BHOCATbCA TakoX B MKHA. 3MiHn | Tuny:

3MiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y

MeToAax BunpobyBaHHs A®I abo BUxigHOro

marepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo

BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI

(iHWi 3MmiHM y MeTogax BUNPobyBaHHsA (BK/IOUa0umn

3amMiHy abo fonoBHeHHs) APl abo

BMXIiAHOr0/MPOMIXHOrO NPoAyKTY). 3MiHU B

MeToAax KOHTPOJI0 3a NOKa3HUKOM «Binku KnituH

rocnogapsi». OHoBNeHO po3gin p 3.2.S.4.2 Big
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

BMpO6HMKa Biocon Biologics Limited, IHais. B
OHOBNEHOMY po3aini 3.2.S.4.2 B aHaNiTU4Hy
METOAMKY 3a NOKa3HUKOM «Bifkun KNiTuH
rocrnofapsi» BHECEHI YTOYHEHHS B pamkax
YAOCKOHa/IeHHS aHaNiTUYHNX MeToauK. laHa
3MiHa BHOCATbCA TakoX B MKA. 3MiHn | Tuny:
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y
MeToAax BunpobyBaHHs A®Il abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUa0un
3amMiHy abo fonoBHeHHS) APl abo
BMXIiAHOr0/MPOMIXHOrO NPoAyKTY). 3MiHU B
MeToAax KOHTPO/I0 3a NokasHWMKoM «JHK kniTuH
rocnogaps». OHoBNeHO po3ain p 3.2.S.4.2 Big,
BMpO6HUMKa Biocon Biologics Limited, IHais. B
OHOBNEHOMY po3aini 3.2.S.4.2 B aHaNiTU4Hy
METOAMKY 3a NOoKa3HMKOM «HK KAiTuH
rocrnofapsi» BHECEHI YTOYHEHHS B pamkax
YZOCKOHa/IEHHS! aHaNiTUYHNX MeToauK. aHa
3MiHa BHOCATbCA TakoX B MKA. 3MiHn | Tuny:
3MiHu 3 sKocTi. A®Il. KonTponb A®I. 3miHa y
MeToAax BunpobyBaHHs A®I abo BUxigHOro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BUKOPWCTOBYETLCA Y NpoLieci BUpobHuytea AdI
(iHWi 3miHM y MeTogax BUNPobyBaHHA (BK/IOUaun
3amMiHy abo fonoBHeHHS) APl abo
BMXIiAHOr0/MPOMIXHOrO NPoAyKTY). 3MiHU B
MeToAax KOHTPO/I0 38 NOKa3HWKOM «3asIMLLIKOBI
PO3UNHHUKM». OHOBMIEHO po3ain p 3.2.5.4.2 Bif
BMpOG6HMKa Biocon Biologics Limited, IHgis. Jo
NoKa3HUKa «3a/IMLLKOBI OpraHiuHi PO3UYMHHUKM»
[l01aHO KOHTPO/b eTunauetary. [laHa 3miHa
BHOCATbCA TakoX B MKA. 3miHu | Tvny: 3MiHn 3
AKOCTi. A®I. KoHTponb A®I. 3miHa y meTogax
BuNpobysaHHA APl abo BuxigHOro
mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AD|
(iHWi 3MiHM y MeTogax BUNpobyBaHHA (BKIOYa0UM
3amMiHy abo fonoBHeHHs1) Ad| abo
BVXiIZAHOrO/NPOMIXHOro NPOAYKTY). 3MiHV B
MeTofax KOHTPO/IO 3a NOKa3HUKOM «BmicT
anmveTundopmaminy». OHOBIEHO po3ain p
3.2.S.4.2 Big BMpo6HUMKa Biocon Biologics Limited,
IHAin. B oHoBNEeHomy po3gini 3.2.5.4.2 B
aHaniTU4YHY METOAMKY 3a MOKa3HUKOM «BmicT
avmeTundopmMamify» BHECEHi yTOYHEHHS B
pamkax yA0CKOHaIEHHS aHaTITUYHNUX METOAUK.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[aHa 3MiHa BHOCSTbCA Takox B MKA. 3MiHu |
Tnny: 3MiHK 3 siKocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (iHwi 3miHW). Po3gin
3.2.S.6. OHoBNEeHO po3gain 3.2.S.6 Big BUPOGHMKA
Biocon Biologics Limited, IHgia HagatoTbcs. B
OHOBJ/IEHOMY po34ini 3.2.S.6 Bigbynmcsa HacTymHi
3MiHW: 1.36iMblIEeH0 MakcMasibHa EMHICTb
KOHTelHepy A5 NepBUHHOI ynakosku Big 1000 mn
0o 2500 mn. fJaHa 3miHa 3gilicHeHa BUPO6HMKOM 3
MEeTOH MiHiIMi3aLiT KiIbKOCTi M/IALIOK, AKi
BUKOPWCTOBYIOTLCS A/19 NEPBUHHOTO NakyBaHHsS Ta
NS NONereHHsa poboTw, Lo A03BONAE
CKOPOTUTU Yac NePBMHHOIO NakyBaHHSA. 2.
BeefeHHs go po3giny 3.2.S.6 gogatkosoi
iHchopMmaLii CTOCOBHO BTOPUHHOT yNakoBku. 3MiHu |
Tnny: 3MiHK 3 siKocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHK
napameTpiB cneuudikauiii Ta/abo JonyCcTUMMX
MeX, 3a3HaveHux y cneumdikauisx, ans
6e3nocepeHbOl ynakoBkn A®| (iHLWi 3MiHW).
Po3gain 3.2.S5.6. OHoBAeHo po3ain 3.2.S.6 Big
BMpo6HUKa Biocon Biologics Limited, IHais
HagalTbes. B oHoBneHomy po3gini 3.2.S.6
npuBeaeHo cneuvdikaii Ha NepBYHHY YyNakoBKy Y
BignosigHicTb A0 chapmakonei CLUA.

103.

KAMPEOMIL,
NH

NOPOLLIOK A71SA
pO34nHYy A5 iH'EKUIl
nolo0r;y
dhnakoHax

MNAT
"Knismegnp
enapar”

YkpaiHa

MAT

"Knismegnpenapa

T

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynopoBabHui
3aci6 (iHwWi 3MiHW) - BUyYeHHs 3 p. 3.2.P.7.
CuncTeMa KoHTelHep/ 3aKynoptoBasibHuiA 3acio
HaliMeHyBaHHS (DipM-BUPOGHUKIB NEPBUHHNX
nakyBaslbHNX MaTepianis (CKNSAHUX h/1akoHIB) Ta
BMPOGHUKIB CKNSIHMX dhriakoHiB BAT «MeacTekno,
r. KnuH, Pocist Ta OAO «TyiiMasncTekno», Pocis.

3a
peyenmom

UA/9885/01/01

104.

KEHANOTI 40

cycneHsis ans
iH'ekUin, 40 mr/mn no
1 mn B amnyni; no 5
amnyn y 6nictepi; no
1 6nicTtepy B
KapTOHHIl KopooLi

KPKA, 4.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTO

CnoBeHisa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta thapmakoHarnagy (iHWwi 3miHW). 3MiHW BHECeHI

[0 IHCTPYKUiT NS MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainy “MobivHi peakuii”
o0 6e3nekn 3acTocyBaHHA NikapCcbKoro 3acoby

BiANOBIAHO A0 pekomeHgauin CMDh EMA.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss

3aTBEepMAKEHHS. 3MiHM |l Trny - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT Ana

Me[IMYHOr0 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMU

3a
peyerimom

He
nionsieae

UA/0463/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

OaHUMN 3 SIKOCTi, AOKAIHIYHUMU, KNIHIYHMMW
OaHuMKn Ta AaHumuy 3 hapmakoHarnsgy.
3MiHU BHeCeHi A0 IHCTPYKUiT 418 Mean4Horo
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWKMU Nikapcbkumn 3acobamu Ta
iHWi BMAW B3aemogiii", "OcobnmsocTi
3acTocyBaHHsa" (y TOMy umcni "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat"),
"Mo6iuHi peakwji" BigNOBIAHO A0 MaTepianis
peecTpauiiHoro gocke. BBeieHHS 3MiH NpOTSArom
6-TU MicsAUIB Nicnsa 3aTBEPKEHHS

105. | KIMALE®® MOPOLLIOK A5 MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/0501/01/02
po3unHy ANns iH'ekuii | “"KuiBmegnp "KviBmegnpenapa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom | niosisi2ae
no 1,5r; 1 donakoH 3 enapar" T Ta chapmakoHarnsgy. 3miHa y KopoTkili
MOPOLLKOM Yy nayLi XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi

MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYBaHHA Ha MigcTaBi perynsipHo
OHOBJ1HOBAHOrO 3BiTY 3 6€3MeKun NiKapcbkoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBeAeHNX BiAMOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHN BHECEHO A0 IHCTPYKLi 415 MegUyYHOro
3acToCyBaHHA NiKapcbKoro 3acoby A0 po3ainis
"Ocob6nuBocTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii”
BiANOBIAHO A0 pekomeHAauin PRAC. TepMmiH
BBEJEHHS 3MiH - NPOTAroM 6 MicAuiB nicns

3aTBEPKEHHS.
106. | KIMALUE®® NMopoLUoK AN MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a He UA/0501/01/01
po3unHy Ans iH'ekuii | "Kuismegnp "KuiBmegnpenapa 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuyenmom | nidssizae
no 0,75 r; 1 donakoH enapar” ™ Ta chapmakoHarnsgy. 3miHa y KopoTkili
3 NMOPOLLKOM Y nauLii XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCyBaHHS Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviitHuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkens (PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3ainis
"Ocob6nmBoCTi 3acTocyBaHHA" Ta "MMobiuHi peakuii”
BiANOBIAHO A0 pekomeHaauin PRAC. TepMiH
BBEAEHHS 3MiH - MpoTAroM 6 micauis nicns
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPMKEHHS.
107. | KNATIHON® TabneTku, BKPUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/5974/01/01
o6onoHkoto, no 500 H Navid CaeHcuna 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
Mr + TabneTku, NAN®CAEH Nimiteq Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
BKPUTiI 060/TI0HKOHO, Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
no 250 mr + kancynau 3ETI) hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
no 30 wr; npo cuctemy chapmakoHarnsgy, amiHa
KOMGIHOBaHWIA HaGip YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
0N nepopasibHOro 3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
3acTocyBaHHsA Ne42: dhapmakoHarnsgy 3asaBHuKa Ans 34iliCHeHHS
2 TabneTkn XOBTOro hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
KO/IbOpPY Kpyrnoi Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
chopmm (THIgA30ny) 3pificHeHHs hapmakoHarnsay (BkioYakyn
+ 2 Tabnetku KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
XOBTOrO KO/bOpY macTep-haiina cuctemn thapmakoHarnsagy) -
JoBracToi hopmu 3MiHa KOHTaKTHMX AaHNX KOHTaKkTHOI 0cobu
(knapuTpoOMiLUHY) + 3asBHYKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
2 Kancynu YkpaiHi.
(naHconpasony) -y
cTpwni, No 7 cTpunis
Y KaPTOHHIl nauui;
KOMOGIHOBaHUiA Habip
[Ansi nepopanbHOro
3acTocyBaHHs Ne42:
2 TabneTky XOBTOro
KONbOpY Kpyrnoi
hopmm (THIgasony)
+ 2 Tabnetkun
)XOBTOrO KO/bOpY
[oBractoi ghopmu
(knapuTpomiLuHy) +
2 Karncynu
(naHconpasony) — y
6nicTepi, no 7
6nictepiB y
KapTOHHIW nayui
108. | KNEBA3O/I® | kpem BariHa/bHUIA, MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/12647/01/01
no 20 ry Ty6i; no 1 "®ITOPAPM "®ITOPAPM" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom

Ty6i pasom 3 3
annikatopamv B
nauui

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
34iicHeHHs hapmakoHarnsay (BkaYakyn
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarssay). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6u
3asBHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
dhapmakoHarnsgy.

109.

KOMBICINA3
M®
FTACTPOKOM
DOPT

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0 in bulk
no 5000 Tabnetok y
NoABINHNX
nosieTuNeHoBmx
nakeTax

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EBepromxeH
Navid CaeHcuns
Nimitep

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX [aHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBIAa/IbHOI 3a hapmakoHarisg B YKpaiHi.

UA/15711/01/01

110.

KOMBICNA3
M®
FACTPOKOM
DPOPT

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKOI0 110 10
TabneTok y 6nictepi;
no 1 abo 2 6nictepu
y nayui 3 KApTOHY

OPrAHOCU
H
NAN®CAEH
CU3 (E®
3ETI)

OAE

EBepToaxeH
Naiid CaeHcns
Nimviteq

IHAjsA

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXeEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fjiicHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-haiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BifnoBiAaNbHOI 3a hapmakoHarnsa B YKpaiHi.

6e3
peyenma

UA/15710/01/01

111.

KOHTPO/10K
®

NOPOLLIOK ANSA
PO34MHY A8 iH ekl
no 40 mr; 1 donakoH
3 MOPOLLKOM Y
KapTOHHI KOpoOLyi

Takega
meX

HimeyuunH
a

BMPOGHULTBO 3a
MOBHUM LIVIK/IOM:
Takepa M'm6X,
HimeuumnHa,;
BMPOBGHULITBO
Hepo3acoBaHol
npoAyKuii,
nepBUHHe

Himeuunna/
ITania/
MopTyranis

BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis:
3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapPCbKWiA
3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
3miHa napamMeTpiB cneyudikauii Ta/abo
[OMyCTUMMX MEX FOTOBOTO NiKapCbKoro 3acoby
(BHECEHHSA 3MiH 10 [,OCLE NICMA OHOB/EHHSA
3arasibHOI CTaTTi Ha rOTOBY JliKapCbKy dhopmy Y
[oY/EBponeiicbkiit papmakonei) BHECEHHS 3MiH

3a
peyenmom

UA/0106/02/01
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HimewunHa; Xikma
dapmacbioTika
(Moptyranis),
C.A., Moprtyranis;
BUPOBHMK
BiiNOBIfaNbHWIA 32
KOHTPO/b SIKOCTI:
Na6op IC CE eHa
Ko. KI, HimeuunHa

3aMiHeHO Ha «Solution practically free of visible
particles». MapameTp crneumdikaii «Mpo3opicTb»
3 BYIMOTOIO «MPO30pUIA» | MOCUNAHHAM Ha ONUC
aHaniTMyHoro metoay EP 6yae BuiyyeHo 3i
cneundikavii MN13, a onuc po3umHy nicns
PO34MHEHHS Bye 3MiIHEHO 3 «NPO30pWiA,
XKOBTYBATMIA PO34MH» Ha «PO34UH Bif 6e36apBHOr0
[0 )XOBTYBaTOr0 KONbOpPY», W06 Bignosigatn
BMMoram EP. BBeeHHS 3MiH NpoTArom 6-tu
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTposb
roTOBOrO JliKkapCcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHS rOTOBOrO J1iKapCbKOro 3acoby
(oHOBNEHHSA NpoLeaypu BUNPObyBaHHA A1s
NpuBELEHHS Y BiANOBIAHICTb 3i 3MIHEHOHO
3arasibHot cTaTtTelo JdY abo €BponeicbKoi
hapmakonei) OHOBEHHA npoueaypu
BUMNPOOYBaHHA A1 TECTY «PO3UYMHHICTb» AN1S
npuBeAeHHs y BiANOBIAHICTb 3i 3MIHEHOIO
3aranbHoo ctaTTeto EP «[Mpenapatu gna
napeHTepasnibHoro BeefeHHs (0520)», a came —
BUAaIeHHs iHGhopMaLiil, MOB’A3aHOl 3 TECTOM Ha
npo30picTb. BBEAEHHA 3MiH NPOTArom 6-Tu MicsiLiB
nicns 3aTBeppKeHHs. 3MiHv | Tuny - 3miHu 3
AKocCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTpob
roToOBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(oHOBNEHHA npoLieaypy BUNPobyBaHHA Ans
npuBeLEeHHs Y BIANOBIAHICTb 3i 3MIHEHOO
3arasibHOt cTatTelo JdY abo EBponericbKoi
thapmakonei) OHOBMEHHA npoLeaypu
BUNPOGYBaHHSA A1 TecTy «CTyniHb 3a6apBieHHA»
AN NPYBEAEHHS Y BiAMOBIAHICTb 3i 3MIHEHOIO
3arasibHolo cTtaTTeto EP 2.2.2 «CTyniHb
3a6apBfieHHs PigNHN», a came — BUAASIEHHS
nocunaHHs Ha «metogy lI» (BisyanbHuii meTop).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS. 3MiHM | TUNY - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
nikapcbKoro 3acoby (iHwi 3MiHM) OHOB/EHHSA BXe

3aTBEPIKEHUX METO/IB KOHTPOHO AKOCTI

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nakyBaHHS: [0 [0CbE NiCNA OHOBJ/IEHHSA 3aras1bHOI CTaTTi Ha
MaTeoH ITanis rotoBy nikapcbky chopmy y EP «[penapatu ans
C.N.A., ITanis; napeHTepasibHOro BBeAeHHs (0520)». BkioueHo
Baccepbyprep nocunaHHs B cneuudikauii 4ns napameTpa
ApuHaiimiTTensBe «Buaumi yacTku» Ha 3aranbHuii p.5.17.2 ans
pk MM6X, [04aTKOBMX BKa3iBOK. B n. «Buanmi yactkm»
«Solution virtually free of visible particles»
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

NiKapCcbKoro 3acoby, a came BUKNAAEHHS TEKCTY
[lepxaBHOI MOBOIO 3riJHO Cy4YacHUX BUMOT.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBepMKEHHA. 3MiHK | Tuny - 3MiHW WoAo

6e3nekun/edhekTUBHOCTI Ta thapMakoHarnagy (iHuwi
3MiHM) BHeceHHs 3MiH A0 po3giny “MapkyBaHHsA"

MKA N3": 3atBepakeHo: TekcToBass MapkMpoBka

ynakoBku (npunaraetc) 3anponoHoBaHo:

MapkyBaHHs (3rifgHO i3 3aTBEPAKEHNM TEKCTOM
MapKyBaHHS1). BBefieHHs1 3MiH NpoTArom 6-tu

MicALiB Nicnsa 3aTBepAKEeHHs

112.

KOTE/IK®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKO10, M0 20
Mr; no 21 Tabnetuiy
6nicTepi; no 3
6nictepu y
KapTOHHI Kopoobui

TOB "PoLu
YkpaiHa"

YkpaiHa

Brpo6HMUTBO
Hepo3dacoBaHol
NpoAYKLUiT,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
npy BUNYCKy
(mikpobionoriuHa
yncToTa):

& . XohpmaHH-/15
Pow fltg,
LLiBeiuapis
BupobHMLTBO
Hepo3acoBaHol
npoaykKuii,
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
npu cTabinbHOCTI
Ta BMNycKy (OKpim
Mikpob6ionoriyHoi
4YNCTOTH):
Ekcenna rmeX
eHg Ko. KT,
HimeyunHa
BunpobyBaHHs
KOHTPO/O SIKOCTI
npw BUNYCKY:

& . XohpmaHH-/15
Pow fltg,
LLiBefiuapis
BunpobyBaHHs
KOHTPO/O SIKOCTI
npu cTabinbHOCTI
Ta BUMycKy
(mikpobionoriuHa
yncToTa):
Nab6op /IC CE eHp
Ko. Kl

Lsenuapis/
HimeuuunHa/
ITanis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3miHu |l TUny - 3MiHn Wopao 6e3nekn/ed)eKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 415 MeAnYHOro
3aCTOCYyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, OKNIHIYHAMMU, KIIHIYHUMN AaHVMU Ta
JaHuMu 3 hapmakoHarnisgy - 3MiHu BHeCeHo [0
IHCTPYKUIT ANA MEANYHOrO 3aCTOCYBaHHSA
NikapcbKoro 3acoby A0 po34inis "®apmMakosiorivHi
BnacTmsocTi", "Oco6/MBOCTi 3acToCyBaHHA"
BiANOBIAHO A0 pe3ynbTartiB AocnimkeHHs ML
39302.

BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBepAKEHHS. CynyTHS 3MiHa - 3MiHM W00
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB
BMAAui peecTpaviiHoro noceigyYeHHs, BK/OYaoum
MnaH ynpaBniHHA pr3nKamMm (3aCTOCYBaHHS
3MiH(1), Aki(a) BUMaratoTb(€) NoA4asbLIOT0
06r'pyHTYBaHHS HOBUMU [OAATKOBVM AaHUMMU, LLIO
MarTb HafaBaTNCA KOMMNETEHTHUM OpraHoM,
OCKi/IbKM BUMAraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM opraHom) 3asiBHUKOM HaJaHo
OHOBJ/IEHUIA NaH ynpasniHHA pu3nkammn Bepcis
5.1. 3miHM BHeceHo A0 yacTuH: Il «Cneuundikauis 3
6e3nekun», Il «MnaH 3 hapmakoHarnagy», VIl
«[lopatkn» y 3B’13Ky 3 BUAA/IEHHSIM pe3y/bTarTiB
npocnigpkeHHss ML39302.

3a
peyerimom

He
nionsieae

UA/15199/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
HimevunHa
lNepBuHHe Ta
BTOPWHHE
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPO/O SIKOCTI
npu cTabinbHOCTI:
[enbtapm
MinaHo, C.P./.,
ITanisa
Bunyck cepii:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
113. | KPANNI Kpansi opasibHi; No MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/8872/01/01
3ENEHIHA 25 Mn 'y dpnakoHax "®ITOPAPM "OITOPAPM" 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI peyenma
" Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnisgy). 3miHa
KOHTaKTHUX JlaHNX YNOBHOBaXeHOT 0Cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMkeHHss MacTep-daiina
cuctemmn chapmakoHarnsgy Ta iioro Homepa. 3miHa
MiCLS 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnsgy.
114. | KCE®OKAM® | nopoLok ans AciHo LLiBeiiuapi Baccepbyprep HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/2593/02/01
PO34nHy A5 iH'EKUi dapma Al A ApuHaiimiTTenoee ABcTpis 3MiHM | TUny - 3MiHK 3 akocTi. A®L. KoHTponb AdL. peyenmom
no 8 mr; 5 donakoHiB pk TM6X, 3MiHa y meTofax BunpobyBaHHsa A®| abo
3 NOPOLLKOM Y HimeyunHa BMXiAHOrO MaTepiany/npomibKHOro
KapTOHHI KopoobLi (B1pOGHMLTBO npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
Hepo3acoBaHol npoueci BupobHuutea A®I (iHWi 3MiHK B MeToAax
nNpoAYyKLUiT, BUNPOGYBaHHSA (BKIOUAOUM 3aMiHy abo
nepBuHHe [OMOBHEHHSA) NS peareHTy, Lo He CNpUYMHSE
nakyBaHHs); iCTOTHOrO BN/IMBY Ha SKicTb ADI). 3MiHa po3ynHY,

Takena ABcCTpis
M6X, ABCTpis
(BTOpUHHE
nakyBaHHs Ta
BUMYCK Cepilf)

LLIO0 BUKOPUCTOBYETLCA AN BU3HAYEHHS PO3MIipY
yactok B A®| JlopHoKkcrkam (po3uurH tensed
3aMiHeHOo Ha po3uvH Nonidet P40). 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTposb AdL. 3miHa y
MeTodax BunpobysaHHs A®l abo BuxigHoro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

mMarepiany/npoMiXKHOTO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEPKEHUX MeToAax
BMNPO6YBaHHS). 3MiHa BUMIpIOBa/IbHOTO Npunagy
018 BU3HAYEHHS rpaHyioMeTpuyHoro cknagy A®l
JopHokcrkam, a came- Malvern Mastersizer 2000
3aMiHeHO Ha HoBily mogenb Malvern Mastersizer
3000, o BiANOBIAAE Cy4aCHOMY PiBHIO
aHaniTMyHoro obnagHaHHa. 3miHu | Tuny - 3miHun 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneundgikauii Ta/abo AONYCTUMUX MEX,
BMU3HAYeHNX Yy cneuudikauisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(aofaBaHHA abo 3aMiHa (32 BUHSATKOM aKTUBHOI
PeyYoBUHM 6IONOrYHOro abo IMYHO/IONYHOTO
NOXO[KEHHS) NapameTpa cneumdikadii 3
BiANOBIAHUM METOA0M BUNPOOYBaHHSA 3a
pe3ynbTatamu gocnigkeHb 3 6e3neku abo SKocCTi).
JloaaBaHHA TECTY Ha BU3HAYEHHS «OaKTepianibHUX
€HJO0TOKCUHIB» 3rigHo 3 Ph. Eur. 2.6.14 (meTopg, C)
B cneyudikadito Ha AdI.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax crneumdikauiii Ta/abo
[OMNYCTUMMX MEX, BU3Ha4YeHuX y cnewmdikanisax
Ha A®I|, abo BUXiZHWNIA/NPOMIXHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
npoueci BupobHuuTea A®| (BUNy4YeHHs
He3Ha4yHOro MokKasHuka sIKoCTi (Hanpukiag,
BWYYEHHS 3acTapifioro nokasHuka)). BunyuexHs
TecTy Ha BMICT «Baxknx meTaniB» 3i cneumdikaw,ii
Ha A®|. BHeCeHHs1 peaakuUiiHUX 3MiH fo
cneumdikadii, Wwo6 npmeecTy 1i y BIANOBIAHICTbL A0
HOBOIO BHYTPILUHLOrO Cy4acHOro
LabnoHy/dopmary.

115.

KycToalon

PO34MH AN
nepdysiii; no 500
mn a6o 1000 mny
NASLLKaX CKASHUX;
no 1 na6o 2 n, abo
5 ny nakertax

Ap. ®paHy
Kbonep
Xemi TM6X

HimeyunH
a

Ap. ®paHy
Kbonep Xewmi
M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. Cuctema KoHTeliHep/3aKynopoBabHui
3aci6 (iHwi 3miHn) (B.ILr. (x) 1A)
[lopgaBaHHA NPOMIDKHOTO (BakyyMHWIA Mpo3opuii
NNacTyKoBUIA NaKeT) i BTOPUHHOTO NakyBaHHS
(kapTOHHOT KOPO6KKM) AN NakeTa no 1 N 3 MeTo
3a6e3neyeHHs AOAATKOBOrO MexaHi4HOro 3axmcTy
NepBUHHOTO NakyBaHHS (N1acTUKOBOro
KOHTelHepa) npv TpaHCnopTyBaHHi. Mpy ubomy
NPOMiXKHE NakyBaHHSA He MapKyeTbCs, a Ha
KapTOHHY KOpobKy nepefb6ayeHO HaHECEHHS
eTVKETKW, 3 BigNOBiAHNMMN 3MiHAMU Y P.

3a
peyerimom

He
niosnsieae

UA/6672/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

«YnakoBka» MK#A /13. 3aresepgxeHo: Mo 500 mn
a60 1000 M1 pO3YMHY Y CKIsAHI NasAwWwkK. Mo 1 n, 2
nTab5 n po3unHy B naketn. CksAHI NASWKN abo
nakeTn NOMILLA0Th i3 BiAMOBIAHO KiSTbKICTHO
IHCTPYKUi AN MeAMYHOro 3acTOCyBaHHA B
rpynosy Tapy.
3anponoHoBaHo: Mo 500 mn a6o 1000 M po3ynHy
Y CKASAHI NAAWKK. Mo 2 1 1a’5 N po3unHy B NakeTu.
Mo 1 ny nakeT; KOXXeH nakeT, 4/1A YCYHEHHs
PY3VKY MOLLKOKEHHS NOPTiB, A0AATKOBO
BMILLYETCA Y NPO30PWiA NakeT 3 NNaCTUKOBOI
nniskn (6e3 MmapkyBaHHs), LLLO BakyyMyETbCS i
repMeTUYHO 3analeTbCs (BakyyMHa ynakoska); no
1 nakeTy B BaKyyMHili ynakoBLji BMiLLyOTb y
KOPOOKY KapTOHHY. CKNsHI NAsLWKM abo nakeTw,
ab0 KapTOHHI KOPOGKM MOMILLAIOTH i3 BiAMOBIgHOW
KiNIbKICTHO IHCTPYKUi/ ANst MeauyHoro
3aCTOCyBaHHA B rpynoBy Tapy. 3MiH/ BHECEHO B
IHCTPYKUiO 4N MeANYHOTO 3aCTOCYBaHHS
nNikapcbKoro 3acoby y po3ain «Ynakoska» (415
naketa no 1 1) 3 BigNOBIAHAMUN 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBKW NiKapCbkoro 3acoby.

116.

NA3SNKC®

Tabnetkv no 40 mr
Ne 45 (15x3): no 15
TabneTok y cTpuni;
no 3 ctpunn y
KapTOHHI Kopoobui

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

3eHTiBa MNpaiiBit
Nimviteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.

[itoya pepakuis: XogakiBcbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
Bapdonomeesa IBaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXKeHOi ocobu,
BignoBiga/IbHOI 3a dhapMakoHarnsa.

3a
peyenmom

UA/4871/01/01

117.

NAMIDEH®

renb1%,no15r
a6o no 30 ry Ty6i;
no 1 Ty6i B nauui 3
KapToHY

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux

6e3
peyenma

UA/6136/02/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
npo cuctemy chapmakoHarnsgy, amMiHa
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX [aHWNX YOBHOBaXXEHOT 0CO6M
3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHA MacTep-daiina
cvucTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy.
118. | NAPUTWUNEH | Tabnetku gns MNAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 6e3 UA/16643/01/01
® PO3CMOKTYBaHHS 3i "Kuismegnp "Knismegnpenapa 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii peyenma
CMakoM M SiTu; no enapar” T 3aci6. KoHTposib roToBOro Nikapcbkoro 3acooby.
10 TabneTok y 3miHa napameTpiB cneyudikauii Ta/abo
6nictepi; no 1, 2 abo O0NYyCTUMUX MEX rOTOBOrO JiKapCbKOro 3acoby
4 6nictepun y naui (iHLWi 3MiHW) BBEAEHHS NEPIOANYHOCTI KOHTPOSIHO
3a nokasHukom "MikpobiosioriyHa uncrora” B
Cneuumdpikavii ['N13. NpoONoHYETLCA KOHTPONOBATH
[AaHunin NoKasHWK Npu BUNYCKY, B KOXHIn 10-i cepii,
asie He MeHLUe ofHi€el cepii B pik
119. | NAPUTUNEH | Tabnetku gns MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/16644/01/01
® PO3CMOKTYBaHHS 3i "Kuismegnp "Kuismegnpenapa 3MiHW | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenma
CMakoM M ATu Ta enapar” ™ 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby.
NMOHy; no 10 3miHa napameTpiB cneyudikaii Ta/abo
TabneTtok y 6nictepi; A0NYyCTUMMX MEX FOTOBOFO JiKapCbKOro 3acoby
nol, 2 abo 4 (iHWi 3miHV) BBEAEHHA NepiogNYHOCTI KOHTPOSIIO
6nictepn y nauui 3a nokasHukoM "MikpobionoriyHa uncrorta” B
Cneupmdpikavii FN13. NpPONOHYETLCS KOHTPONOBATH
[aHnin NoKa3HWK Npu BUMYCKY, B KOXHIn 10- cepii,
a/le He MeHLUe oAHI€el cepii B pik
120. | NAPUTWUNEH | Tabnetku gns MAT YKpaina MAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/16645/01/01
® PO3CMOKTYBaHHS 3i "Knismegnp "Knismegnpenapa 3MiHW | Tuny - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii peyenma
CMakoM M SiTn Ta enapart" T 3aci6. KoHTposib roToBOro Nikapcbkoro 3acoby.
ManmHK, no 10 3MiHa napameTpiB cneundikauiii Ta/abo
TabneTok y 6nictepi; [0MyCTUMUX MEX rOTOBOTO NiKapcbKoro 3acoby
no 1, 2 abo 4 (iHLWi 3MiHW) BBELEHHS NEePIOANYHOCTI KOHTPOSIO
6nictepn y nauuj 3a nokasHukoM "MikpobiosioriyHa uncroTta” B
Cneuumdpikavii ['N13. MNponNoHYyETLCA KOHTPONOBATH
[JaHuii NoKasHWMK NpU BUMYCKY, B KOXHI 10-1i cepii,
asle He MeHLUe ofHI€el cepii B pik
121. | NEBEMIP® PO34UH A5 iH'EKLN, A/T Hoso [aHis A/T Hoso Hopgick, [Lanisa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/4858/01/01
®NEKCMNEH® | 100 OA/mn; no 3 Mn Hopgaick [aHis (BUpO6HMK Bpasunis/ 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenmom
Y KapTpunaxi; no 1 0151 36upaHHs, PpaHuis 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUM
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LWNpuL-pyYLj; mo 1
a60 5 wWnpuy-pyyok
Y KapTOHHiii Kopobuyj;
no 3 MN 'y KapTpuaxi

nakyBsaHHs); A/IT
Hoso Hopgaick,
[aHisi (BUpOGHMK
Hepo3dacoBaHoro
NPOAYyKTY,
HanoBHEHHS B
MeHin®,
nepBuHHa
yrnakoBka,
KOHTPO/b SIKOCTI
Ta BiANOBifAbHWIA
3a BUMNYCK Cepiii
KiHLLeBOro
npoaykTty); AIT
Hoso Hopagick,
[aHia
(mMapkyBaHHs Ta
ynakoska
dnekcleH®,
BTOPUHHE
nakyBaHHs); Hoso
Hopgick MNMpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis
(BMPOGHYK
Hepo3dacoBaHoil
nNpoAayKuUiT,
HarnoBHEHHS B
MNeHdin®,
nepBuHHA
ynakoeka Ta
36VpaHHs,
MapKyBaHHSA Ta
ynakoBka
dnexclleH®,
BTOPWHHE
nakyBaHHs); Hoso
Hopgaick
MpoAtoKCLOoH
CAC, ®paHuis
(BMpPOGHYK
npoAayKuii 3a

NOBHWUM LIMKIOM)

Kineup Ha aMmnynax, KoOHTeliHepa A5 ronok (pisHi
BMAW nNnacTmacw) (3MiHa, sika He BNAVMBaE Ha
KOPOTKY XapakTepucTrKy MikapcbKoro 3acoby)
3MiHa KO/IbOPOBOI aNtOMIHIEBOI KpULLIEYKM Ha
O[1HOKONIPHY a/TIOMIHIEBY KpULLIEYKY 3 KofoM (2D
KOZIOM), SIKUA HAHOCWTLCA Ha Hel 151 3an0BHEHOTO
KapTpuaoxXy.

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KapTpuaXxy B MapKyBaHHs Ta 3aci6. 3miHa 6yAb-AKOi YaCTUHW MaTepiany
6araTof030Bi ynakoBka NEPBUHHOT YNaKOBKY, L0 HE KOHTAKTYE 3 FOTOBUM
0/IHOPa30Biii ®nekcleH®, nikapcbkM 3ac060M (Hanpuknag, Konip KpULLIeYoK
BTOPUHHE 3 KOHTPOJIEM MEPLLOTO BiAKPUTTS, KONIP KOZOBUX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
122. | NEBOMIH® TabneTku, BKpUTI TOB «MIBE YkpaiHa Mi6e Mm6X HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/16583/01/01
30 NNiBKOBOO YKPATHA» ApuHaiimiTTens 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI peyenmom
o6onoHkoto, no 0,03 Ta hapmakoHarnagy (iHwi 3mMiH1) 3mMiHM BHECEHO
mr/0,15 mr; no 21 [0 TEKCTY MapKyBaHHA NepPBUHHOT YNakoBKu
Tabnetui y 6nicrepi; nikapcbKoro 3acoby B n. 2 «KIIbKICTb AIK0YOI
no 1 a6o no 3, a6o PEYOBWHW», n. 3. <HOMEP CEPIi
no 6 6nictepiB y NIKAPCbKOIO 3ACOBY», n. 4. «AATA
KapTOHHIlA KopooLi 3AKIHYEHHA TEPMIHY NPUOATHOCTI» Ta Ao
TEKCTY MapKyBaHHA BTOPUHHOT YNakoBKuM B M. 2
«KIJTbKICTb AIK0YOI PEHOBVIHW», n.4.
«JTIKAPCBKA ®OPMA TA KIJIbKICTb OAVNHNLb
B YMAKOBL,I», n. 8. «4ATA 3AKIHUEHHA
TEPMIHY MPUAATHOCTI», n. 12. <HOMEP
PEECTPALLIVHOIO MOCBIAYEHHSA», n. 13.
«HOMEP CEPII IKAPCHKOIO 3ACOBY».
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS.
123. | NETPO30/1 TabneTku, BKpUTI Akkopa Monsbuwa BMPOGHMLITBO IHAis/ BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19128/01/01
AKKOPL, N/1iBKOBOIO Xenckea nikapcbkoro Benuka 3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA peyenmom
060/10HKO0, M0 2,5 Moncka Cn. 3acoby, nepBrHHe BpuTaHis/ 3aci6. 3MiHW y BUPOBHULLTBI. 3MiHM Y npoLeci
Mmr no 10 TabneTok y 3.0.0. Ta BTOPUHHE Icnanis/ BMPOBGHMLTBA rOTOBOrO NiKapCbKOro 3acooy,
6nicTepi; no 3 nakyBaHHs, Yexisa/ BK/1OUAI0UY MPOMIKHWIA MPOAYKT, WO
6nictepu y KOHTPO/b SKOCTI YropwmHa/ 3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
KapTOHHI KOpoobLyi cepii: IHTAC ManbTa niKapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
®APMACBIOTIKA BMPOGHMLTBA) 3MiHA MapameTpiB MOKPUTTA Mig yac
N3 NIMITEA, npouecy NoKpUTTA TabneTku, sika He BMN/IMBAE Ha
IHAjs; 3arasibHy AkicTb 13, 3 BigNoBigHMYN 3MiHAMU B
BiANOBIAa/IbHMI 3a po3gain 3.2.P.3.3. Onuc BMpo6GHMYOro npouecy Ta
BUNYCK cepil: KOHTponto npovecy: (Coating: 17. Transfer the
AKKOP[, uncoated tablets to the coating area).
XEJICKEA 3arBeppxeHo: Exhaust temperature: 40 °C + 5 °C
NIMITEL, Benuka Spray rate: 20-80 g/min Distance of gun from bed:
BpuTanis; 6-10 inches
AinbHUUA 3 3anponoHoBaHo: Exhaust temperature: 40 °C + 10
KOHTPOJIO SAKOCTI: °C Spray rate: 20-120 g/min Distance of gun from
ANC bed: 6-12 inches

NABOPATOPIC
(FOKENM) NIMITEL,
Benuka BpuTaHis;

AinbHUUS 3
KOHTPO/IO AKOCTi:
ACTPOH
PECbHOPY
NIMITEL, Benuka
BpuTaHis;
AinbHUUS 3
KOHTPO/IO AKOCTi:
JIABOPATOPI
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

OYHOACIO JIAY,
IcnaHis; ainbHUUA
3 KOHTPO/O
akocTi: TOB ANIC
Yecbka
Pecnyb6nika,
Yexist; ginbHMLA 3
KOHTPO/IO AKOCTi:
TOB AJIC Yecbka
Pecny6nika,
Yexis; AinbHULA 3
KOHTPOJIO AKOCTI:
SAPMABANIA,
nra.
Mikpo6ionoriyHa
naboparopis,
YropLmHa;
Aoparkosa
AinbHUUSA 3
BTOPVHHOIO
nakyBaHHs:
AKKOP[,
XEJ/ICKEA
NIMITEA, Benuka
Bputanis;
popatkosa
AinbHUUA 3
BTOPVHHOIO
nakyBaHHS:
Papma lMak
YropuwuHa fta.,
YropLmHa;
AinbHUUA 3
KOHTPOJIO AKOCTI:
dapmagokc
Xenckea N114,.,
ManibTa

124.

NIHE3ONIA4
KPKA

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKO0, MO 600
Mr;

no 10 TabneTtok y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopoobui

KPKA, a.4.,
HoBso mecTo

CnoBeHis

BUPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTto, CioBeHis
KOHTpPO/b cepii:
KPKA, a.4., Hoso
mecTo, C/ioBeHis

CnoBeHisa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3mMiHu y KopoTkili
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpuaHmx/6ionogioHx
NiKapcbknx 3acobiB Nic/s BHECEHHS TiET camoi
3MiHM Ha pethepeHTHW npenapaT (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHVM BHECEHO A0 IHCTPYKLUi Ans
MEeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby y

3a
peyenmom

He
nionsieae

UA/16130/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

po3ginu: "B3aeMogis 3 iHLIMMU NiKapCbKUMu
3acobamu Ta iHWi B1uamn Baemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"Mo6iyHi peakwyji" BignoBigHO A0 iHhopMmauii Lwoao
MeAMYHOro 3acTocyBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (3VBOKC, TabneTku, BKpUTI
NAiBKOBOK 0O0/I0HKOI). BBEAEHHS 3MiH NPOTAroM
6-TW MicALiB nicnsa 3aTBEpMKEHHSA. 3MiHK | TUny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHM BHECEHO 0
IHCTPYKUIii ANA MeAUYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y po3gin "MobivHi peakuii”
LLI00 BaX/IMBOCTI 3BITyBaHHSA NPO MOGiYHI peakwji.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS

125.

NIPNLXYB

Kancynum no 75 mr,
no 10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

[xy6inaHTt
xeHepikc
Nimiteq

IHais

Lxy6inaHTt
[bxeHepike NimiTeq,

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gpaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKa,
BiANOBIAANbHOI 3a 34ilicHeHHS hapmakoHarnagy B
YkpaiHi. fitoya pegakuis: Manoj Kumar.
MponoHoBaHa pegakuis: Menix OnexHa BopucisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy B Ykpaii.

3a
peyenmom

UA/18125/01/01

126.

NIPNLXYB

Kancynu no 150 wr,
no 10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHIl KopooLi

Lxy6inaHTt
[hxeHepikc
Nimiteq

IHAjA

Lxy6inaHTt
[bxeHepike NimiTeq,

IHAjsA

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asBHUKa ANS 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
34iicHeHHs hapmakoHarnsay (BkaYakyn

3a
peyenmom

UA/18125/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKA,
BiANOBIAA/bHOI 3a 34iliCHeHHS hapmakoHarnagy B
YkpaiHi. Oitova pegakuis: Manoj Kumar.
MponoHoBaHa pegakuis: Menix OnexHa BopucisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy B YKpaii.

127.

NIPNLXYB

kancynu no 300 wr,
no 10 kancyny
6nictepi; no 3
6nictepu y
KapTOHHIlA KOpooLi

[xy6inaHTt

hxeHepikc
Nimiteq

IHais

Lxy6inaHTt

[bxeHepike NimiTeq,

IHgis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eteKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHvKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gpaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHOT 0CO6U 3asBHMKa,
BiANOBIAANbHOI 3a 34ilicHeHHS hapmakoHarnagy B
YkpaiHi. fitoya pegakuis: Manoj Kumar.
MponoHoBaHa pegakuis: Menix OnexHa BopucisHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3as1BHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnagy B YkpaiHi.

3a
peyenmom

UA/18125/01/03

128.

MEHOBA3UH

PO34MH AN
30BHILLHLOIO
3acToCyBaHHs,
cnupToBuiA no 40 mn
a6o no 100 mny
oNakoHax CKASHUX;
no 40 mny
donakoHax
noniMmepHMX

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHVX AaHunx npo cuctemy
hapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHux
npo cmuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6u
3asBHVKa, BiANoBiAa/IbHOT 3a papMakoHarnsag.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-halina
cucTeMu dpapmakoHarisgy Ta lioro Homepa. 3miHa

6e3
peyenma

UA/8167/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MicuUst 34iACHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.
129. | MEPANIC®A cnpeii HasanbHWiA, Appan- Xopsartis Appan- XopsarTis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 6e3 UA/17967/01/01
ABAHC po3unH 0,05 %; no laneHcbKuii [aneHcbkmit 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenma
10 mMn y dpNakoHi 3 Nab6opaTtopi Na6opaTopiit 4.4, 3aci6. 3MiHW y BUPOBHULLTBI. 3MiHM Y npoLeci
[03yl4nm na.ng. BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
npUCTPOEM, no 1 BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
donakoHy y 3aCTOCOBYETHCS NPW BUPOGHULTBI FOTOBOTO
KapTOHHI Kopoobui nikapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BVMPOGHMLTBA). BHECEHHS HE3HAYHUX 3MiH Y
BMPOGHMUNIA NpoLLeC 3aBAAKV BBEAEHHIO HOBOTO
nonepeaHbLoro inbTpa Ta cTepunisauiiHoro
hinbTpa 3 MembpaHoto 3 nosiedipcynbgoHy
(PES) Ha fofaToK A0 paHiwe cxBaneHnx inbTpis
3 Memb6paHoto 3 nonisiHingeHdTopuay (PVDF).
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. 3MiHN y BUPOGHULTBI. 3MiHM BUNPOGYBaHb
abo foNyCTUMUX MEX, BCTAHOB/MEHWX Y
cneundikauisix, Mg yac BUpoOHMLTBA rOTOBOro
NiKapcbKoro 3acoby (f4o4aBaHHA HOBOToO MeToay
BMNPOBYBaHHA Ta fOMYCTUMUX Mex). BBegeHH:
[04aTKOBUX NiMITIB TECTyBaHHS B MPOLECI
BMPOGHMLITBA Yepes BNPOBaAXEHHS HOBOrO
nonepegHbLoro dinibTpa. BnposakeHo pisHi mexi
[N NepeBipKu LiNlicHOCTI hinbTpa Sk
BUNPOGYBaHHSA B NpoLeci BUpO6bHMLTBA FOTOBOro
NPOAYKTY, OAHAK MeTOoZ, IKUIA BUKOPUCTOBYETHLCS
AN nepe.ipku UiicHocTi ans 060X inbTpiB, €
ileHTUYHUM (MeToa ANdY3iliHOrO NOTOKY).
130. | MEPANIC®A cnpeii HasanbHWiA, Appan- Xopsartis Appan- XopsarTis BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 6e3 UA/17967/01/02
ABAHC po3uuH 0,1 %; no 10 laneHcbKuii [aneHcbkuit 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKumii peyenma
My hnakoHi 3 Nab6opaTtopi Na6opaTopiit 4.4, 3aci6. 3MiHW y BUPOBHULLTBI. 3MiHM Y npoLeci
[03yl4nm na.ng. BMPOGHMLITBA rOTOBOTO J1iKapCbKOro 3acoby,
npUCTPoEM, no 1 BK/THOHAK0UM MPOMIKHWIA NPOAYKT, L0
donakoHy y 3aCTOCOBYETHLCS NPY BUPOGHULTBI FOTOBOTO

KapTOHHI KopoobLi

niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA). BHECEHHA HE3HAYHUX 3MIH Y
BMPOGHMUNIA NpoLLeC 3aBAAKV BBEAEHHIO HOBOTO
nonepeaHLOro inbTpa Ta cTepunisauiiHoro
hinbTpa 3 Memb6paHoto 3 nosiedpipcynboHy
(PES) Ha fofaTok A0 paHiwe cxBasieHnx inbTpis
3 MembpaHoto 3 nonisiHingeHdTopuay (PVDF).
3MiHn | TURY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKMii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNPOGYBaHb
ab0o gonycTMMMUX MeX, BCTAHOB/IEHNX Y
cneundoikauisix, Mg yac BUpoOHMLTBA FOTOBOrO
niKapcbKoro 3acoby (4oAaBaHHA HOBOroO MeToay
BMNPOBYBaHHA Ta fOMYyCTUMUX MeX). BBegeHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

[04aTKOBUX NiMITIB TECTyBaHHS B MPOLECI
BMPOGHMLITBA Yepes BNPOBaMKEHHS HOBOrO
nonepegHLoro inbTpa. BnposapkeHo pi3Hi Mexi
[N NepeBipKN LiNiCHOCTI inbTpa K
BUNPO6YBaHHSA B NpoLeci BUpO6bHMLTBA rOTOBOro
NPOAYKTY, OAHAK MeTof, KU BUKOPUCTOBYETLCS
AN nepeBipku UinicHocTi ans 060x inbTpiB, €
iieHTUYHUM (MeToa ANdIY3iliHOro NoTOoKY).

131.

METAKAPTU
H

PO34MH A5 iH EKU,i,
1r/5mnno5mns
amnyni; no 5 amnyn
B KOHTYPHIl
YapyHKOBIl
ynakosLi; no 1 a6o 2
KOHTYPHI YapyHKOBI
yNaKkoBKM B
KapTOHHIlA KOpooLi

TOB
«YOPN[
MEONLINH>

YkpaiHa

Medpap lnay CaH.
A.U., TypeuunHa,
Pomdcpapm lnay

CaH. Be Tigx. /114,

LUTi., TypeuunHa

TypeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHn | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby.
3miHa y MeTogax BMnpobyBaHHSA roTOBOro
nikapcbKoro 3acoby (iHWi 3MiHM y MeToaax
BMNPO6YBaHb (BK/IOYaKUM 3aMiHy abo
[OMNOBHEHHS)) 3MiHa MeToAy BuNpobyBaHHA /13
3a NokasHMKOM «CnopigHeHi gomiwwkn» (BEPX,
€, 2.2.29). 3anponoHoBaHWi MeTof,
afianToBaHuii O MeTOAY, ONMMCAHOro B
MoHorpadii E® Levocarnitine. 3minu Il Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHA
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
BUpo6HMYOMY npoueci A®I, a6o 3miHa BUPO6HMKaA
(Bkntovaroun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTposto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BignoBiaHOCTIi EBpONEiiChKilt
thapmakonei y 3aTBepiXeHOMY [OChE)(iHLLi 3MiHW)

3amiHa BUpo6HMKa A®| NeBOKapHITUHY.
3arsepmkeHo: BIOCON LIMITED, IHgis
3anponoHoBaHo: Liaoning Koncepnutra Co., Ltd.,
KnTaii.

3a
peyerimom

UA/15530/01/01

132.

METPOAEHT
®

renb 3yOHWUiA,
JNIMMOHHWI apomar
no20rs
IOMIHIEBIN Ty6i; N0
1 Ty6i y KapTOHHIi
Kopobui

OPIAHOCU
H
NAADCAEH
CU3 (E®
3ET )

OAE

EHK'106 ETikans
MpaiBiT Mimiteq

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHnx faHux
npo cuctemy thapmakoHarnsgy, amMiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3asBHMKA, BiANOBIAaNbHOI 3a hapmakoHarnsag B

6e3
peyenma

UA/7952/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YKpaiHi.
133. | METPOAEHT | renb 3yGHWiA, OPIrAHOCU OAE EHK't06 ETikans IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/7953/01/01
® aHaHacoBwii apomat H MpamsiT Mimiteq 3MmiHu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenma
no20rs. NAN®CAEH Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
atoMiHieBili Ty6i; no Ch3 (E® y3ara/lbHeHNX AaHux npo cuctemy
1 Ty6i y KapTOHHii 3ETI) hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
Kopobui npo cmuctemy chapmakoHarnsgy, aMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
YKpaiHi.
134. | METPOAEHT | renb 3y6GHWiA, OPrAHOCHK OAE EHK'106 ETikans IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 6e3 UA/7954/01/01
® NONYHUYHWI apomat H MpaiisiT MimiTeq 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
no20rs NAN®CAEH Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
anoMiHieBili Ty6i; no Ch3 (E® y3araslbHeHNX AaHux npo cuctemy
1 Ty6i y KapTOHHii 3ETI) thapmakoHarnagy (BBe4eHHS y3arasibHeHUX JaHnX
Kopobui npo cuctemy gpapMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asBHUKa AN 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHVKa, BiANoBiga/IbHOT 3a dhapmakoHarnsag B
YKpaiHi.
135. | METPOAEHT | renb 3y6HuiA, OPIrAHOCH OAE EHK'106 ETikan3 IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/7951/01/01
® opwuriHanbHWii no 20 H MpaiisiT NMimiTeq 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenma
I B afIOMiHieBili Ty6i; | TAMPCAEH Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHU A0
no 1 T1y6iy Cn3 (E® y3araJlbHeHNX AaHux Npo cucTemy
KapTOHHilA KopooLi 3ETI) thapmMakoHarnagy (BBefeHHS y3arasibHeHUX JaHnxX

npo cuctemy thapmakoHarnsgy, amiHa
YMOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHEeHHs1 hapMakoHarisay; KOHTaKkTHOI ocobu 3
hapmakoHarnsgy 3asBHuKa A5 34iCHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga bHOI 3a
3ailicHeHHa hapMakoHarnsgy (Bkioyaum
KOHTaKTHIi AaHi) Ta/abo 3MiHW Y PO3MILLLEHHI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0cobu
3a8BHMKa, BiANOBIAabHOI 3a thapmakoHarnsag B
YKpaiHi.
136. | MET®OPMIH- | Tabnetku, BKpUTI TOB YkpaiHa BupobHMLTBO IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15295/01/03
CAHO®I N1iBKOBOIO "CaHodi- TabneTok, PymyHis 3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
060s10HKOI0, No 1000 ABeHTIC nepBrHHE Ta Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
mr Ne 30 (15x2): no Ykpaina" BTOPUHHE y3arasibHeHUX AaHux Npo cuctemy
15 TabneTtok y nakyBaHHs: hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
6nicTepi, no 2 CaHodi IHais npo cuctemy chapmakoHarnsgy, aMiHa
6nictepu y NimiTen, HAis; YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
KapTOHHI Kopo6Lyj; KoHTponb Ta 3[iiCHEeHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
Ne 120 (20x6): no 20 Bunyck cepii: C.C. thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
Tabnetok y 6nictepi, «3eHTiBa C.A.», hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
no 6 6nictepis y PymyHis Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
KapTOHHIA Kopoo6Li 3pificHeHHs chapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-chaiina cuctemm hapmakoHarnsgy) 3miHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.
[itoua pepakuin: Xogakiscbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa pegakuis:
Bapdonomeesa IBaHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHWX YyNOBHOBaXKeHOI ocobu,
BignoBiga/IbHOI 3a dhapMakoHarnsa.
137. | MIKPOJIAKC PO34MH peKTanbHUiA; MakHin AHrnis OENb®APM PpaHLis BHECEHHS 3MiH [0 peecTpayiiiHux maTtepianis: 6e3 He UA/15636/01/01
® no 5 mn posunHy MpopakTc OPJIEAH 3MiHM | TUny - 3MiHK Woao 6e3nekn/etheKTUBHOCTI peyenma nidnsieae
pekTanbHoro B Ty6i 3 Nimiteq Ta papmakoHarnsagy (iHwi 3miHM) 3MiHW BHeCeHi B
YHIiBEPCAIbHUM IHCTPYKLUiO AN MeANYHOTo 3aCTOCYBaHHS
HaKOHEYHWNKOM; o 4 nikapcbKoro 3acoby y po3gin «Micue3HaxomkeHHs
abo no 12 1y6 3 npefcTaBHUKA 3aBHUKa». TepMiH BBEEHHS 3MiH
yHiBEpCa/IbHUMUN - NPOTAroM 6 MicALIB NiCNsA 3aTBEPKEHHS.
HaKOHeYHVKamu B
KapTOHHI Kopo6Lyj;
no 5 mMn posunHy
PeKTasIbHOrO B Ty6i 3
YKOPOYEHNM
HakOHeYHVKoM; no 4
abo no 12 1y6 3
YKOPOUYEHUMMU
HakoOHeYHMKamun B
KapTOHHI/ Kopobui
138. | MIKCTAPA® cycneHsis gns A/T Hoso [aHis Brpo6HuK [Oanisa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/17173/01/01
30 HM iH'ekuiii, 100 MO/mn; Hopgaick Hepo3acoBaHoro ®paHuia/ 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuWii peyenmom
®JIEKCMNEH® | no3mny NPOAYKTY, Bpasunisi/ 3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUM
KapTpuaxi; no 1 nepBuHHe KuTalicbka 3aci6. 3MiHa ByAb-AKOi YacTUHW MaTepiany
KapTpuaxy y nakyBaHHS; HapogHa NepPBUHHOT YNakKoBKU, LLIO HE KOHTAKTYE 3 FOTOBUM
6araroo30Bili KOHTPO/b SKOCTI Pecny6nika NiKapcbknM 3aco60M (Hanpukaag Kosip KpULLIEYoK
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
0fiIHOPa30Biii NpoAYyKTY B 3 KOHTPOJIEM NEPLUOTO BiAKPUTTA, KONIP KOAOBUX
Lwnpuy-pyyui; no 1 nepBYHHOMY Kineup Ha aMmnynax, KOHTeliHepa A5 ronok (pisHi
a6o 5 wnpuu-pyyok nakyBaHHi BMAW nNnacTmacw) (3MiHa, sika He BNAMBaE Ha
Y KapTOHHIi1 kopobu,i (kapTpuaxi KOPOTKY XapakTepucTrKy MikapcbKoro 3acoby)
MeHin®) Ta 3MiHa KO/IbOPOBOI aNtOMIHIEBOI KpULLIEYKN Ha
BiANOBIfaNbHWIA 32 O[IHOKONIPHY a/TIOMIHIEBY KpULLIEYKY 3 KOofoM (2D
BUMYCK cepil KOOOM), SIKUIA HAHOCUTBLCA Ha HEl 415 3aN0BHEHOTO
roTOBOrO NPOAYKTY KapTpuaoxXy.
(PnekcleH®):
A/T Hoso Hopagick,
[aHia
Brpo6HMK
BiANOBiAa/IbHWIA 32
36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs
rOTOBOrO NPOAYKTY
(PnekcleH®);

KOHTPO/b SIKOCTi
rOTOBOrO NPOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,
[JaHis
MapKyBaHHsA Ta
BTOPWHHE
naxkyBaHHs
roTOBOrO NPOAYKTY
(PnekcleH®):
A/T Hoso Hopgick,
[aHia
Bupo6Huk
npoaykuii 3a
MOBHUM LIK/TOM:
HoBo Hopgick
MpoAoKCboH
CAC, dpaHuis
Bupo6Huk
Hepo3acoBaHOro
NPOAYKTY,
nepBuHHe
nakyBaHHS;
KOHTPO/b SIKOCTI
NpoAyKTY B
nepBuUHHOMY
nakyBaHHi
(kapTpuaxi
MeHpin®);
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

36VpaHHs,
MapKyBaHHSA Ta
BTOPWHHE
nakyBaHHS
roTOBOrO NPOAYKTY
(dPnekcleH®);
KOHTPO/b SIKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):
Hoso Hopgick
Mpoaykao
dapmaceyTika [0
Bpasinb NTaa.,
Bpasunis
Brpo6HMK
Hepo3acosBaHoro
NPOAYKTY,
HanoBHEHHS B
NepBUHHY
ynakoBKy:
Hoso Hopgick
(Kutait)
PapmacbloTikan3
Ko., Nta.,
KvTaiicbka
HapogHa
Pecny6nika

139.

MOKCOMNPEC

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKO10, Mo 0,2
mr, no 10 TabneTok
y 6nicTepi, no 3
6nicTepy B nayw,

My6niuHe
akuioHepHe
TOBap1CTBO
"HaykoBo-
BMPOGHUYNIA
LeHTp
"Bopuiariscb
KWiA Ximiko-
hapmauesT
NYHWI
3asof”

Ykpaina

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BMPOGHUUNIA
LeHTp
"BopuyariBcbKuii
Ximiko-
thapmavLeBTUYHWi
3asog”

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy - 3MiH/ BHECEHI B TEKCT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
nNikapcbKoro 3acoby, a came BUMy4YeHHs!
iHchopmawii pocilicbKoo MOBO. BunyueHHs 3
po3giny 3.2.P.7. iHdhopmaL,ii Mo MapKyBaHHIO0.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPAKEHHS. 3MiHM | TMNY - 3MiHM 3 SKOCTI.
loToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHW) -
MprBeaeHHs y BiANOBIAHICTb po3ainy "Ynakoska"
MK$ 13 3 maTepianamu peectpaviiiHoro Aocbe, a
came 3a3HayeHHs, Lo BUKOPUCTOBYETLCA 6AicTep
3 nnisku MBX/MBAX. Y 3B'A3Ky i3 NOMWUIKOBUM
3a3HaveHHAM y MKA 13 ana gosysaHHa 0,2 Mr
TiNIbKM BUKOPUCTaHHA "BricTepiB 3 NAiBkx
nonisiHinxnopuaHoi" a ans aosysaHHa 0,4 Mr
TiNbKN BUKOPUCTaHHA «BicTepis 3 NniBku
NOAIBIHINIAEHXNOPULHOT».
3arBepmkeHo: MKA HA /13 Po3gin «YnakoBka»

3a
peyenmom

UA/18998/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 0,2 mr no 10 TabneTtok y 6icTepi 3 NNiBkx
NOAIBIHINX/T0PUAHOT | honbri antomiHiesoi. Mo 3
6nicTepn pa3om 3 IHCTPYKLIE 418 MeuyHOro
3aCTOCYBaHHA NOMILLAIOTb Y NaYKy 3 KAPTOHY.
MKSA HA 13 Po3gin «Ynakoska»
no 0,4 mr no 10 TabneTok y 6nicTepi 3 NaiBku
NONIBIHINAEHXTOPUAHOI | hOoNbrv antomiHiesoi. Mo
3 6nicTepu pa3om 3 IHCTPYKLiE AN1A MeANYHOro
3aCTOCyBaHHS MOMILLAIOTb Y MayKy 3 KAPTOHY.
3anponoHoBaHo: MKA HA N3 Po3gin
«¥YnakoBKka» no 0,2 mr Ta no 0,4 mr no 10
Tabnetok y 6nictepi 3 nnisku NBX/MNBAX
(nonisiHinxnopwa/nonisiHingeHxnopug) i oneru
a/1loMiHieBOI. Mo 3 6ricTepn pa3oM 3 iHCTPYKUiED
[ONA MeANYHOro 3acToCyBaHHS NMOMILLAIOTb Y Nayky
3 KQPTOHY.
140. | MOKCOINPEC | Tabnetku, BKpUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/18998/01/02
NNiBKOBOO akuioHepHe akuioHepHe 3MiHn | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
060n0oHKoto, no 0,4 TOBapUCTBO TOBapuCTBO Ta thapmakoHarnsgy - 3MiHv BHECeHi B TEKCT
Mr rno 10 Tabnetok y "HaykoBo- "HaykoBo- MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
6nicTepi, no 3 BMPOOHUYNI BMPOGHNUNI nNikapcbKoro 3acoby, a came BUTyYeHHS
6nicTepu B navw,i LeHTp LeHTp iHhopMmawii pocilicbkoto MOBO. BunyueHHs 3
"BopLuariscb "BopLyariscbKuii po3giny 3.2.P.7. iHthopmMau,ii N0 MapKyBaHHI0.
KW Ximiko- Ximiko- BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
thapmaueBT thapmaueBTUYHWIA 3aTBepMKEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
NYHWIA 3aBof" loToBMIA Nikapcbkuii 3aci6. Cuctema
3aBsog" KOHTeliHep/3akKynopoBasibHWii 3aci6 (iHLWi 3MiHW) -

MprBeAEeHHS y BIANOBIAHICTb po3ainy "YnakoBka"
MK$ 13 3 maTepianamu peectpaviiiHoro gocbe, a
came 3a3HayeHHs, L0 BMKOPUCTOBYETLCA bicTep
3 nnisku MBX/MBAX. Y 3B'A3Ky i3 NOMW/IKOBUM
3a3HayveHHsaM y MKA N3 ana gosysaHHA 0,2 mMr
Ti/TIbKV BUKOPUCTaHHA "BricTepis 3 niBku
nonisiHixnopugHoi" a gns aosysBaHHa 0,4 Mr
TiNbKW BUKOPUCTaHHA «BnicTepis 3 nniBku
NONIBIHINIAEHXTOPUAHOT».
3arBeppkeHo: MKA HA 113 Po3gin «YnakoBka»
no 0,2 mr no 10 TabneTok y 6nicTepi 3 nniBku
NONIBIHIXOPUAHOI | hoNbry antomiHiesoi. Mo 3
6nicTepy pa3om 3 iHCTPYKLiE 415 MenyHOro
3aCTOCYBaHHA NOMILLAIOTb Y NaYKy 3 KAPTOHY.
MKSA HA N3 Po3gin «YnakoBka»
no 0,4 mr no 10 TabneTtok y 6icTepi 3 nniBkx
NOAIBIHINIAEHXNOPUAHOT | ObIM antoMiHieBoi. Mo
3 6nicTepn pasom 3 IHCTPYKLiE 4189 MeANYHOro
3aCTOCYBaHHSA NOMILLAIOTb Y NAYKy 3 KAPTOHY.
3anponoHoBaHo: MKA HA N3 Po3gin
«YnakoBka» no 0,2 mr Tano 0,4 mr no 10
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Tabnetok y 6nictepi 3 nnisku MBX/MNBAX
(nonisiHinxnopua/nonisiHingeHxnopua) i posnbru
a/1lOMiHiEBOI. M0 3 6aicTepn pa3oM 3 IHCTPYKLIED
AN MeAnYHOro 3acTOCyBaHHA NOMILLAIOTh Y nayky
3 KapPTOHY.

141. | MONHYNMIPA kancynu no 200 wr; Mepk Wapni | LWeseiyapi MareoH CnonyyeHi BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/19184/01/01

BIP/ no 40 kancyny Joym IAEA A dapmacbloTikans LWratn 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom

MOLNUPIRA nAswWLi meX IHK., Cnony4yeHi Amepukn/ HalilMeHyBaHHs Ta/abo agpecu Micus

VIR Ltatn Amepuku; KaHapa NPOBaPKEHHNA AiSNbHOCTI BUPOOHUKA (BK/IHOUatOUN,

Mepk Wapn i
Joym JINC,
CronyyeHi Wratn
AwmepuKu,
Mepk LWapn i
Joym JINC,
CronyyeHi Wratn
Amepuku;
Mepk Wapn i
Joywm NINC,
CnonyuyeHi WTtatn
Amepuiku;
MCA IHTepHewHn
M6X (Pinis
MyepTo-Piko)
TOB, CnonyueHi
Ltatn Amepuku,
MateoH IHK.,
KaHaga;
MaTeoH IHK.,
KaHaga;
Lapn MekemxkiHr
Cepsicec, J/1C,
CronyyeHi Wratn
AmepuKn

3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOJII0
SIKOCTi), ab0 BNacHWKa macTtep-gaiina Ha A®l, abo
noctavasibHuka A®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCcTOCOBYIOTLCA Y BUPOOHMUTBI ADI (AKLWLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[ocbe, ab0 BUPOOHMKA HOBOI fLOMOMIXHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCHE)
3anpornoHoBaHO 3MiHy HOPULNYHOIO
HalimeHyBaHHs BUpobHuka Merck Sharp & Dohme
Corp., USA Ha Merck Sharp & Dohme LLC, USA,
Bi4NOBiAa/IbHOIO 3a TECTYBaHHSA Ait040i PeYOBUHN.
Ajpeca 3aMLWaeTbCa HE3MIHHOW. Takox
MPONOHYETLCA BHECTU HE3HAYHI 3MiHU [0 afpecu
Bupo6HuKa AMPAC Fine Chemicals Virginia, LLC
Big 2820 N Normandy Dr., Petersburg, VA 23805,
United States (USA) go 2820 Normandy Dr.,
Petersburg, VA 23805, United States (USA).
Brpo6HuK BignoBigae 3a BUPOGHMLTBO Ta
TecTyBaHHS AOMILLOK Ailo4oi peyoBuHN. He
Bi6yN0CS XOAHMX 3MiH B po3TallyBaHHi
BMPOGHMYOro cainTy. BeBefeHHs 3MiH NpoTArom 6-
TN MicALiB Nicns 3aTBepMKeHHS. 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. BuyyeHHs1 BUPOGHMYOT
AinbHUUi (BKIOYaoumn ainbHuui ana Adl,
NPOMDKHOro NPoAyKTy abo roToBOro JlikapCbKoro
3aco0by, AiNbHUL ANnA NpoBeAEeHHS NaKyBaHHS,
BMPOGHMKA, BifMoBifaIbHOTO 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo
noctavasibH1Ka BUXiLHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y
[10CbE) 3anpONOHOBAHO BUAANEHHS BUPOGHNYOIO
cavity Eurofins BioPharma Product Testing Ireland
Ltd., Ireland, BignoBigasIbHOrO 3a TECTYBaHHSA
e/IeMEeHTHUX [OMILLIOK Ail040T PeYOBUHU, TakK 5K
Lieil BUPOBHVK He BUKOPUCTOBYBaBCA Npu
TECTYBaHHIi cepili Ajito40i pevyoBUHM | He
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
NNaHyeTbCS BUKOPUCTOBYBATUCS B MalibyTHHOMY.

n

Ko

TEeCTyBaHHs FOTOBOIO Jlikapcbkoro 3acoby. Agpeca

NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa

KOHTPOJIO AIKOCTI. (AiANbHICTb, 3a Ky BignoBigae
BMPOGHMK/IMNOpPTEp, HE BK/IHOUAKUM BUMYCK cepiii)

HalimeHyBaHHs BUpo6Huka Mepk Lapn i Joym

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS. 3MiHW | TUny - AOMiHICTpaTMBHI
3MiHW. 3miHa HaliMeHyBaHHS Ta/abo agpecu micus

NPOBaXEHHS Ais/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKIYaUn
AiNbHWL BUMYyCKy cepii abo micle NpoBeAeHHs
KOHTPOIO SIKOCTI. (AiS/IbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/IMNOPTEpP, He BK/IOYAKUM BUNYCK Cepiit)
3anpornoHoOBaHO 3MiHy OPULNYHOIO
HaliMeHyBaHHsi BUpo6HUka Mepk Lapn i Joym
Kopn., CnonyueHi Wtatn Amepuku/Merck Sharp &
Dohme Corp., United States Ha Mepk LLapn i
[oym NINC, CnonyuyeHi Wtatn Amepuku/Merck
Sharp & Dohme LLC, United States,
po3TtawoBaHoro B Rahway, New Jersey (NJ),
BifiNOBIAa/IbHOrO 3a TECTYBaHHA rOTOBOrO
NikapcbKkoro 3acoby. Agpeca 3a/MLWaeTbes
He3MiHHOl. BBeeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicna 3aTBepmAXeHHs 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicUs NPOBaPKEHHS AISNbHOCTI
BUpO6HUKa/iMnopTepa roToBoro /likapcbKoro
3acoby, BK/IKYaun AinbHUL BUNYCKy cepii abo
MiCLie NPOBEAEHHS KOHTPO/TIO SIKOCTI. (OiS/IbHICTb,
3a fKy Bignosigae BUpo6HUK/imnopTep, He
BK/THOHAI0UM BUMYCK CEpii) 3anponoHOBaHO 3MiHy
IOPUANYHOTO HaliMeHyBaHHS BUPOGHMKa Mepk
LWapn i foym Kopn., CnonydyeHi Wtatn Amepukn/
Merck Sharp & Dohme Corp., United States Ha
Mepk Wapn i Aoym JIIC, CnonyueHi LWTatn
Awmepukmn /Merck Sharp & Dohme LLC, United
States, posTtawosaHoro B West Point,
Pennsylvania (PA), BignosiganbHOro 3a

3a/IMIAETLCA HE3MIHHOK. BBEAEHHS 3MiH

POTAroM 6-Tv MICALIB MIC/1A 3aTBEPKEHHS 3MiHM
| TMNy - AgMiHICTpPaTUBHI 3MiHW. 3MiHa

HaliMeHyBaHHs Ta/abo agpecu micus

roTOBOrO NiKapcbkoro 3acoby, BkIoYatoun
AiNbHUL BUNYCKY cepii abo micue npoBegeHHs

3anponoHOBaHO 3MiHY HOPUANYHOIO

pn., CnonyyeHi Wtatn Amepukun /Merck Sharp &

Dohme Corp., United States Ha Mepk Lapn i
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

[Joym NINC, CrnonyyeHi Wtatn Amepukn/ Merck
Sharp & Dohme LLC, United States,
posTawosaHoro B Wilson, North Carolina,
BifJNOBIAa1IbHOrO 3a NakyBaHHSA rOTOBOrO
nikapcbkoro 3acoby. Afpeca 3a1vLuaeTbes
He3MiHHOI. BBeieHHA 3MiH NPOTAroM 6-TW MicsLiB
nicns 3aTBepmpkeHHss 3MiHn | Tuny -
AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa NPOBamKeHHS AisIbHOCTI
BMPOGHMKa/imnopTepa roToBoro /ikapcbkoro
3aco0y, BK/IoYaoun AinbHUL BUNycKy cepii abo
MicLie NPOBEAEHHSA KOHTPOSIO SKOCTI. (AiS/IbHICTb,
3a Ky Bignosigae BMPO6HUK/iMNopTep, He
BK/IO4A0UM BUMYCK Cepiid) 3anpornoHOBaHO 3MiHy
HOPUANYHOTO HaliMeHyBaHHsi BUpOGHMKa LLlapn
KopnopeiiwH, CnonyueHi WWtatn Amepukn/Sharp
Corporation, United States Ha LLlapn MNekemxXiHr
Cepsicec /1/1C, CnonyueHi LWtatn Amepukn/Sharp
Packaging Services, LLC, United States,
posTawoBaHoro B Allentown, Pennsylvania (PA),
BiANOBIA&/IbHOIO 3a NaKyBaHHA rOTOBOrO
nikapcbkoro 3acoby. Afpeca 3aMLLaeTbCs
He3MiHHO. BBeeHHS 3MiH NPoTAroM 6-Tu micAuis
nicns 3aTBepipkeHHs. 3MiHu | Tuny - 3miHu 3
akocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepioy 36epiraHHsA abo
ymoB 36epiraHHsa A®| (3a BiACyTHOCTI y
3aTBEpPKEHOMY [OCbE cepTudikaTta BignoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BKIoYaE nepiog,
NOBTOPHOrO BUNPOBYBaHHSA) (iHLUI 3MiHK) HaAaHHA
[JaHnX Npo CTabiNbHICTb NiKapCbKOT PEYOBUHH,
BurotosneHoi B AMPAC (BipXuHis), oTpumMaHoi 5
nucronaga 2021 poky 3a IND 147734
(nocnigoBHicTb 0178) EUA. OHOBNEHHS po3ainis
3.2.S.7.3. [aHi npo cTabifibHICTb, WO MICTUTb AaHi
npo ctabinbHictb AMPAC Fine Chemicals
(BipoXuHisi), a Takox OHOBAEeHW po3gin 3.2.S.7.1.
Pestome L1040 cTabinbHOCTI Ta BUCHOBKM.
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEpXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. KOHTponb rotoBoro
niKkapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPIKEHNX METOAaX
BUNPOBYBaHHA) OHOB/IEHHS PO34iNis
peecTpaujiiHoro gocke: 3.2.P.2.3. Po3pobka
BMpOGHMYOro npouecy Ta 3.2.P.5.4. AHanis cepii,

Y 3B'AI3KY 3 BUNPaB/IEHHSIM pe3y/bTaTiB
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
OZHOPIAHOCTI 4030BaHNX OAVHWLb. Mpn
po3paxyHKy Ans fesikux cepiit 113
BVKOPUCTOBYBaU1acs Bara kancynu 287,5 mr
3aMicTb hakTU4HOI Baru kancynm 285,7 mr, Tomy
pesynbTaTi 6ynn OHOB/EHI. BBeAeHHS 3MiH
NPOTAroM 6-T MICALIB NICNSA 3aTBEPIYKEHHA SMiHM
| Tuny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHs rotToBoro Nikapcbkoro 3acoby
(36iNbLUEHHS TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3aco6y) - 151 ToproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMK peasibHOro Yacy)
36ibLLEHHS TEPMiHY NPUAATHOCTI 415 TOTOBOrO
nikapcbkoro 3acoby 3 24 micauis Ao 30 Micauis.
TepMiH NpMaaTHOCTI 3anNpoNOHOBAHO NMOAOBXUTU
Ha ocHOBI 30 MicYHUX gaHux cepiin Formal
Stability Study (FSS) gns ynakosku 40 oguHuLb Ta
24 mic gns ynakoskn 30 oguHuub. HagaHo
NiATBEPMKEHHS 3aTBEPAKEHHS 3MiHM FDA.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
142. | HANBY®IH PO34MH A5 iH'EKLN, TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3a UA/14429/01/01
10 mr/mn no 1 mn Papm" 3MiHM I Tuny - 3MiHK 3 AKOCTi. [OTOBWIA NliKapCbKuWii peuenmom
abo no 2 mn B 3aci6. KoHTposib roTOBOro Nikapcbkoro 3acooby.
amnyni; no 5 amnyn 3miHa napameTpiB cneyudikauii Ta/abo
B KOHTYpHilA [0MyCTUMUX MEX rOTOBOTO NiKapcbkoro 3acoby
YapyHKOBIl (3MiHa 3HaxXoAMTbCA Mo3a 3aTBEPIAKEHUMY
ynakosLi; no 1 a6o 2 O0MNYyCTUMVMU MexXamu cneumdikawii) -
KOHTYPHI YapyHKOBI Po3wWwnpeHHs KpUTepiiB NPUAHATHOCTI
yMakoBKM B mauLii; no cneuudikayii 3a nokasHukom "CynpoBigHi
lmna6ono2wmny OOMilWwkK'", a came 4715 AoMIlVK 2,2-6ic HanbydiH
nonepeaHsL0 30,5 % fo 3,0 % Ta BigNoBigHO CyMU AOMILLIOK 3
HanoBHeEHOMY 2,0% a0 4,5% Ha nigcTasi gaHux
LUMPWLL 3 FOJIKOIO B TOKCWKOJIOMYHOrO 3BIiTY
Ty6yci, no 1 a6o 10
TybyciB B kOpoO6L;i 3
KapTOHY
143. | HANNBY®IH- PO34MH AN5 iH'eKUIN, ToBapucTso YkpaiHa ToBapucTso 3 Ykpaiva BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3a UA/13460/01/01
3H 10 mr/mn; no 1 mn 3 06MEXEHOI0 3miHa 3asBHuKa /13 (MIBM) (BnacHuka peyernmom
abono2 mnB 06MeXeHoH Bi4NOBIAA/ILHICTIO peecTpaLiiHoro noceig4eHHs) (3rigHo Hakasy MO3
amnyni; no 5 amnyn BignoBiganb "XapkiBcbke Big 23.07.2015 Ne 460). BBeeHHS 3MiH NPOTAroM
y 6nicTepi, no 1 abo HICTIO hapmMaueBTUYHE 6-TW MicALiB Nic/1a 3aTBEPMAKEHHSA. 3MiHK | TRy -
2 6nictepu y «PapmaueB nignpueMcTBO 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
Kopo6Li 3 KapTOHY TUYHa "3p0poB's thapmakoHarnagy. BeegeHHs abo 3miHu fo
KOMMaHis Hapogay" y3arasibHeHuUX AaHux Npo cuctemy

«3,0poB’A»

hapmakoHarnsgy (BBefAeHHs y3ara/ibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, aMiHa
YMOBHOBaXXEHOI 0CO6M, BigNOBigaIbHOI 3a
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3[iiCHEeHHs1 hapMakoHarisay; KOHTakTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0c06U, BiAMOBIga/IbHOI 3a
3[iiCHeHHs1 chapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
mMacTep-aiina cuctemu hapmakoHarnsay) -
3MiHa yNnoBHOBaXXeHOI 0cobu 3asBHUKA,
BiANOBIAabHOI 3a hapmakoHarnag,. [irovya
pegakuisi: 3umunubka MapuHa OnekcaHapisHa.
MponoHoBaHa pepakuis: LesyeHko OneHa
IropiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBAXEHOI
0Cco6M 3as1BHKKA, BignoBigasibHOI 3a
hapmakoHarnsag. 3miHa MicLle3HaxomKeHHS
mMacTep-halina cuctemu papmMakoHarnsgy Ta ioro
Homepa. 3MiHa MicLs 3AiACHEHHS OCHOBHOT
LisiNIbHOCTI 3 papmakoHarnsay
144. | HEO®INIH TabneTtkn MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/3793/01/02
NPOJIOHroBaHoI fji "®apmaueBT "®apmavueBTUYHa 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
no 300 mr; no 10 n4yHa dhipma ipma "OapHuua” Ta (hapmakoHarnsagy - 3MiH1M BHECEHO B TeKCT
Tabnetok y "fapHnus” MapKyBaHHs NePBMHHOT Ta BTOPUHHOI YNakoBKY
KOHTYPHIi nikapcbKoro 3acoby, a came BUTyYeHO TEKCT,
YapyHKoBIl BUKNAAEHWI POCIACHLKOI0 MOBOIO, Ta [JONOBHEHO .
ynakosui; no 5 17 IHWE iHdopmadieto Lwoao HaHeceHHsA QR-
KOHTYPHUX Koay. TepmiH BBeZleHHSI 3MiH NPOTArom 6 micsuis
YapyHKOBUX nicns 3aTBepKeHHs.
yNakoBOK y nayui
145. | HEO®INIH Tabnetkn MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/3793/01/01
NPOIOHIOBaHOI Aji "bapmaueBT "papmaueBTNYHA 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
no 100 mr; no 10 nyHa chipma ipma "AapHuus" Ta papmakoHarnsgy - 3MiHM BHECEHO B TEKCT
Tabnetok y "fapHuus” MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
KOHTYpHiIlA nikapcbKoro 3acoby, a came BUyHEHO TEKCT,
YapyHKOBIl BMKaAEHNI POCICbKO0 MOBOIO, Ta JOMOBHEHO M.
ynakosLi; no 5 17 IHWE iHdhopmauieto Woao HaHeceHHs QR-
KOHTYPHUX KoZy. TepmiH BBeeHHS 3MiH NPOTSArom 6 MicsiLis
YapyHKOBUX nicns 3aTBEPIXEHHS.
YNakoBOK Y nauLi
146. | HIBECTUM PO34MH ANA iH'eKUil Mdcpaiizep CLA BUNYCK cepil, Xopsaris/ BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/15455/01/02
a60 iHgysin no 30 Einu. Ci. Mi. BMPOGHMLTBO "in Benbris 3MiHuM | TUNY - AAMIHICTPaTVBHI 3MiHW. BuyyeHHs peyenmom
MnH O/ (300 Kopnopeiiw bulk", kKOHTpOIb BVMPOGHWYOI AiNbHNL (BKIHOYAKUMN AiNbHAL AN
mkr)/0,5 mn; no 0,5 H cepii y npoueci A®I, npomi>KHOro NpPoAyKTy abo rotosoro

M1y nonepeaHbo BUPOOHMLTBA, NiKapCcbKoro 3acoby, AiNbHUL 4151 NPOBEAEHHS
3arnoBHEHOMY TecTyBaHHs nakyBaHHs, BUpOGHMKa, BigNoBifasibHOro 3a
wnpuui (I knacy) BUNYLLLEHOT cepil, BUMYCK Cepili, MicLle NpoBefileHHs KOHTPOSIO cepii)
MicTKicTio 1 mf; no 1 TecTyBaHHs ab0 nocTavyasibHMKa BUXIAHOTO MaTepiasy,
abo 5 nonepeaHL0 cTabinbHoCTI, peareHTy ab0 AOMOMIXHOI PEHOBUHY (SIKLLO
3aMN0BHEHUX TecTyBaHHS 3a3HayeHo y [0CkbE). BuaaneHHs BUpoGHUYOT
wnpuyiB y 6aictepi CTEepWIbHOCTI, AOinbHuui: Bioreliance Ltd., Innovation Park,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

Y KapTOHHI nayui

nepBrHHE Ta
BTOPUHHE
nakyBaHHS:
XOCMNIPA
3ArPEB 4.0.0.,
Xopsarisi;
KOHTPO/b SKOCTI,
TecTyBaHHS
BUNYLLLEHOT cepil,
TecTyBaHHs
ctabinbHocTi: SGS
Na6 CaiimoH CA,
Benbris

Hillfoots Road, Stirling FK9 4NF, LWoTnaHais, sx
OinbHWUI, BigNoBiganbHy 3a BigfaneHe pesepsBHe
36epiraHHsA 6aHKiB KIITUH. 3MiHK | TUNY - 3MiHK 3
akocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPO6HUKa
BUXiAHOro/NPOMXXHOrO NPOAYKTYy/peareHTy, Lo
BMKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLeci AdI,
ab60o 3miHa BUpo6HuKa (BK/0YaKun, e HeobxiaHo,
MicLLle NpoBeAEeHHS KOHTPOsIO siKocTi) AdI (3a
BifICYTHOCTI cepTudikara BifnoBigHOCTI
€Bponeiicbkilii hapmakonei y 3aTBepakeHoMy
[0CbEe)(3anponoHoBaHUii BUPOGHWK HANTEXUTb 10
TiEl camoi BUPOBHMYOT rpynu NignprUeEMCTB, Lo i
3aTBEPMKEHWN).
3anBrieHa 3 MeTol 3amiHu AinbHuui Charles River
Laboratories, Tranent, Edinburgh, EH33 2NE,
BenukobpuTanis Ha Charles River Laboratories
Inc, 358 Technology Drive, Malvern, PA 19355-
1315, CLWUA, aK ginbHUUt0, BiANOBIAaIbHY 3a
TECTYBaHHS OCHOBHOrO 6aHKy KiTWH i po60o4oro
6aHKy KNiTUH ANst BUSIBNEHHS dharis, aHani3 Ha
Aitoyoi pevoBuHN hinrpactnmM. 3miHu | Tuny -
3MmiHu 3 sKocTi. A®l. Bupo6HuLTBO. 3MiHa
BUPOBHMKA BUXIAHOrO/NPOMIXHOro
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTbLCH Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
(BkNtOYarOUN, fe HeobXiaHO, MicLe NPOBeAEHHS
KOHTPOH0 siKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BignNoBiAHOCTI EBPONEChKIl
hapmakonei y 3aTBepKeHOMY A0CbE)(HOBa
AinbHUUA AN 36epiraHHa MonoBHOro 6aHky KNiTuH
Ta/abo Po6ounx 6aHkiB KNiTWH). [JlogaBaHHHS
HOBOI oyHKLiT ansA Hospira Zagreb d.o.o.,
Prudnicka cesta 60, 10291 Prigorje Brdovecko,
XopBarTisi AK aflbTEPHATUBHY AiIbHULO,
BiANoBiAa/IbHY 3a 36epiraHHsA ro/IoBHOro 6aHky
KITUH | po60unx 6aHKiB KNiTUH. 3MiHu Il Tuny -
3MmiHu 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa
BUPOBHMKA BUXIAHOrO/NMPOMIXHOro
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTLCH Y
BMPOGHMYOMY npoueci A®I, abo 3miHa BUPOGHUKa
(BkntOYarOUN, fe HeObXiAHO, MicLe NPOBEAEHHS
KOHTpOto skocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BigNoBiAHOCTI EBPONEChKIl
thapmakonei y 3aTBepKeHOMY A0CLE)(3MiHN [0
3ax0p4iB, NOB’A3aHNX 3 KOHTPOJSIEM aKTUBHOT
PeYOoBUHM BIONOrYHOr0 MOXOMKEHHS: 3aMiHa abo
[ofaBaHHA AinbHULI, Ae NPOBOAUTLCS
KOHTPONb/BUNPO6YBaHHSA cepii, BKYawym
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3acTocyBaHHSA
6i010riYHOro/iMyHOM0rYHOro/iMyHOXIMIYHOTO
meToay). 3amiHa ginbHuui «Charles River
Laboratories, 358 Technology Drive, Malvern, PA
19355, USA» Ha ginbHuuto «Charles River
Laboratories, 466 Devon Park Dr, Wayne, PA,
USA» 3 dhyHKLi€I0 TEeCTyBaHHS 6aHKy OCHOBHUX
KTITUH Ta 6aHKy Po60YMX KNITUH Ha KiNbKICTb KOMil
nnasmigmn ("Charles River Laboratories, Malvern,
PA, USA" Hagani 6yae micuem 36epiraHHs 6aHkiB
K/TITUH.

147.

HIBECTUM

PO34MH A8 iH'eKUI
abo iHdysii no 48
MnH O/l (480
Mkr)/0,5 mn; no 0,5
M1y nonepeaHbo
3anoBHEHOMY
wnpuui (I knacy)
micTkicTio 1 mn; no 1
ab6o 5 nonepeaHLO
3arnoBHEHUX
wnpuuiB y 6nictepi
Y KapTOHHIi nauui

Mdpaiizep
Eiiu. Ci. Mi.
Kopnopeiiw

H

CLWA

BWMNYCK cepil,
BMPOGHMLTBO "in
bulk", kKOHTpOb
cepii y npoueci

BMPOGHMLITBA,

TecTyBaHHS
BUMYLLLEHOT cepil,

TecTyBaHHSA

cTabinbHOCTI,

TecTyBaHHS

CTEepPUIIbHOCTI,

nepBuHHe Ta

BTOPVHHE
nakyBaHHS:
XOCTIIIPA
3ATPEB 4.0.0.,
XopBaris;
KOHTPO/b SIKOCTI,
TecTyBaHHS
BUMYLLLEHOT cepil,
TecTyBaHHSA

ctabinbHocTi: SGS

Nab6 CaiimoH CA,
Benbris

Xopsaris/
Benbris

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW. BunyyeHHs
BUPOGHMYOT AiNbHULL (BKNHOYAOUN AiNbHULI ANA
A®I, NpOMiXXHOro NpoAyKTy abo roToBOro
NiKapCcbKOro 3acoby, AibHUL AN NPOBEAEHHS
nakyBaHHs1, BUPOOHMKa, BiNOBILaIbHOIO 3a
BWMYCK CEpiid, MicLie NPOBELEHHS KOHTPOIO cepii)
ab0 nocrtavasnibHVKa BUXiQHOrO MaTepiasty,
peareHTy ab0 [ONOMiXHOI pe4OBUHYU (AKLLO
3a3HayveHo y focke). BuganeHHs BUpo6HMYOT
ninbHuui: Bioreliance Ltd., Innovation Park,
Hillfoots Road, Stirling FK9 4NF, LWoTnaHzis, sk
AinbHUU, BiANOBIAaUTbHY 3a BigfasieHe pesepeHe
36epiraHHsA 6aHKiB KTITUH. 3MiHK | TNy - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHA BUPOGHMKA
BVIXiZHOro/MpoMiKHOro NpoayKTy/pearenTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoLeci AdI,
ab0o 3MiHa BUPOOHUKa (BK/THOYatoun, Ae HeobXigHo,
MicLe NpoBefeHHs KOHTPOsIo skocTi) APl (3a
BiACYTHOCTI cepTudikaTta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0CbE)(3anpOonoHOBaHWI BUPOOHUK HANEXNTb A0
Tiei camoi BUpPOBHWNYOT rpynu MigNpUEMCTB, LLO i
3aTBEPIKEHUN).
3asBneHa 3 MeTol 3aMiHu ginbHuLi Charles River
Laboratories, Tranent, Edinburgh, EH33 2NE,
Benuko6puTaHisi Ha Charles River Laboratories
Inc, 358 Technology Drive, Malvern, PA 19355-
1315, CLWUA, Ak ginbHMUO, BiANOBIAaNbHY 3a
TeCTyBaHHs1 OCHOBHOTO 6aHKy K/iTUH | po6oyoro
6aHKy KNITUH ANS BUSIBNEHHS dharis, aHani3 Ha
Litoyoi pevoBuHN hinrpactum. 3miHum | Tuny -
3MiHu 3 sKocTi. A®l. BUpo6HULTBO. 3MiHA
BMPOGHMKA BUXIAHOrO/NPOMIKHOTO
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BUpo6HMYOMY npoueci A®I, a6o 3miHa BUPO6HMKaA
(BKNHOYaKOUN, Ae HeobXiAHO, MiCLe NPOBeAEHHS

3a
peyerimom

UA/15455/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTpOsto sikocTi) APl (3a BigCyTHOCTI
cepTudikaTa BifgnoBiaHOCTI EBpONEiiChKilt
hapMakonei y 3aTBepKeHOMY A0ChLE)(HOBa
AinbHUUSA AN 36epiraHHs Mon10BHOro 6aHKy KNiTuH
Ta/abo Poboumnx 6aHKiB KNiTUH). JoaaBaHHHA
HOBOT chyHKUiT Ansa Hospira Zagreb d.o.o.,
Prudnicka cesta 60, 10291 Prigorje Brdovecko,
XopBarTisi AK anbTepHATUBHY AiNbHULO,
BiANOBIAa/IbHY 3a 36epiraHHsA rofI0BHOro 6aHKy
KTITUH | po604nx 6aHkiB KNITWUH. 3MiHuW Il Trny -
3MiHu 3 siKocTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHUKA BUXIAHOrO/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKa
(Bkntovaroun, ae HeobxigHoO, MicLe NPOBEAEHHS
KOHTpOsto sikocTi) APl (3a BigCyTHOCTI
cepTudpikaTa BifgnoBiaHOCTIi EBpONEiiChKilt
hapmakonei y 3aTBepykeHOMy 0CbE)(3MiHV A0
3ax0fiB, NOB'A3aHNX 3 KOHTPOIEM aKTVBHOT
peYOoBUHM GIONOrYHOrO MOXOMKEHHS: 3aMiHa abo
[ofasaHHA AifbHUL, Ae NPOBOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepii, BKoYaun
3aCTOCYBaHHSA
6i010r4YHOro/iMyHONOrYHOTO/iMyHOXIMIYHOTO
meToay). 3amiHa ainbHuui «Charles River
Laboratories, 358 Technology Drive, Malvern, PA
19355, USA» Ha ginbHuuto «Charles River
Laboratories, 466 Devon Park Dr, Wayne, PA,
USA» 3 (hyHKUj€ TeCTyBaHHS 6aHKy OCHOBHUX
KMITUH Ta 6aHKy Po60oYMX KNITUH Ha KiNbKiCTb KoMl
nnasmign ("Charles River Laboratories, Malvern,
PA, USA" Hagani 6yae micuem 36epiraHHs 6aHkiB
K/ITUH.

148.

HIBECTUM

PO34MH A5 iH'EKL
a6o iHdysiii no 12
mnH O/l (120
mkr)/0,2 mn; no 0,2
M1y nonepeaHbo
3arnoBHEHOMY
wnpuui (I knacy)
MicTKicTio 1 Mn; no 1
nonepeaHL0
3anoBHEHOMY
wnpuuy y énictepi y
KapTOHHIW nayu,i

Mdpaiizep
Eiiu. Ci. M.
Kopnopeiiw

H

CLA

BWMNYCK cepil,
BUPOGHMLTBO "in
bulk", kOHTpPONb
cepii y npoueci

BUPOGHMLTBA,

TecTyBaHHs
BUMYLLLEHOT cepil,

TecTyBaHHSA

cTabinbHOCTI,

TecTyBaHHSA

CTepW/IbHOCTI,
nepBrHHE Ta
BTOPVHHE
nakyBaHHS:
XOCNIPA

Xopsaris/
Benbris

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHuM | TUNy - AAMIHICTpaTUBHI 3MiHW. BunyyeHHs
BVMPOGHWYOI finbHNL (BKIHOYAKOUN AinbHALI 4NN
A®I, npomiXHOro NPoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BiANOBifaIbHOTO 3a
BWMYCK Cepiid, MicLie NpOBeAEHHS KOHTPOSO cepii)
ab0 nocrtavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 AOMOMKHOI PEHOBUHY (SIKLLO
3a3HaveHo y Aocbe). BuganeHHs BUpo6HUYOoi
ninbHuui: Bioreliance Ltd., Innovation Park,
Hillfoots Road, Stirling FK9 4NF, LLoTnaHgis, sk
AinbHUUI, BiANOBIgabHY 3a BigaanieHe pesepBHe
36epiraHHa 6aHKiB KNITUH. 3MiHK | TUNYy - 3MiHK 3
AkocTi. A®l. Bupo6HMLUTBO. 3MiHa BUPO6GHUKaA

3a
peyenmom

UA/15455/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3AIPEB 4.0.0., BVIXiLHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
Xopsarisi; BMKOPUCTOBYHOTLCS Y BUPOOHUYOMY npoLeci AdI,
KOHTPO/b SKOCTI, abo 3MiHa BMPOOHUKa (BK/THOYatoun, e HeobxigHo,
TecTyBaHHs MicLe NpoBeaeHHs KOHTPOsIo akocTi) APl (3a
BUNYyLLEHOT cepil, BifiCYTHOCTI cepTudikaTa BignosigHOCTI
TecTyBaHHS €Bponeiicbkiii hapmakonei y 3aTBepaKeHoOMy

cTabinbHocTi: SGS
Na6 CaiimoH CA,
Benbris

[0CbE)(3anponoHOBaHUI BUPOOHVK HANTEXUTb [0
Tiel camoi BUPOBHMYOT rpynu MigNpUEMCTB, LLO I
3aTBEPMKEHNI).
3asBneHa 3 MeTol 3aMiHu ainbHuui Charles River
Laboratories, Tranent, Edinburgh, EH33 2NE,
BenukobpuTanis Ha Charles River Laboratories
Inc, 358 Technology Drive, Malvern, PA 19355-
1315, CLUA, siK ginbHUULO, BIAMNOBIAa/IbHY 3a
TeCTyBaHHS OCHOBHOTO GaHKy K/1iTWH | pob6oyoro
6aHKy KITUH ANS BUSIBNEHHS dharis, aHasi3 Ha
Liro40T peqyoBuHN doinrpactum. 3miHu | Tuny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BMPOGHMKA BUXIZHOr0/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHMKaA
(BrntOYarOUN, ae HeobXigHO, MicLe NPOBEAEHHS
KOHTpO0 sIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BignoBiaHOCTI EBpoNeiichkilt
thapmakonei y 3aTBepXeHOMY [0CbE)(HOBa
OinbHUUA oNns 36epiraHHA M0N0BHOrO 6aHKy KNiTUH
Ta/abo Pobounx 6aHkiB KNiTWH). [logaBaHHHA
HOBOT doyHKUiT AnsA Hospira Zagreb d.o.o.,
Prudnicka cesta 60, 10291 Prigorje Brdovecko,
XopBsaTisi K anbTepHATUBHY AiNIbHULLIO,
BiANOBIAa/IbHY 3a 36epiraHHs rofI0BHOrO GaHKy
KTITUH | po604Mx 6aHKiB KNITWUH. 3MiHK Il Tuny -
3MiHu 3 sKocTi. A®l. BupobHMLTBO. 3MiHa
BMPOGHMKA BUXIZHOr0/NPOMIKHOTO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCS Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHMKaA
(BrntOvaroun, ae HeobxigHO, MicLe NPOBeAEHHS
KOHTpO0 sIKOCTi) ADI (3a BiACYTHOCTI
cepTudpikaTa BignoBigHOCTI EBpoNeiichkiit
thapmakonei y 3aTBep)KeHOMY 0CbE)(3MiHV A0
3axo0fiB, NOB'A3aHNX 3 KOHTPOSIEM aKTUBHOI
peyoBUHM GI0NOrMYHOrO NOXOMKEHHS: 3aMiHa abo
fofaBaHHA finbHUL, Ae NPOBOAUTLCS
KOHTPO/b/BUNPOBYBaHHA cepii, BKIovatoun
3acTocyBaHHS
6i0/10r4YHOr0/iMyHOMOrYHOTO/iMyHOXIMIYHOTO
meTogy). 3amiHa AinbHuui «Charles River
Laboratories, 358 Technology Drive, Malvern, PA
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

19355, USA» Ha ginbHuuto «Charles River
Laboratories, 466 Devon Park Dr, Wayne, PA,
USA» 3 hyHKLE TECTYBaHHS 6aHKy OCHOBHUX

KTITUH Ta 6aHKy po60YMX KNITUH Ha KiNbKICTb KOMil
nnasmigu ("Charles River Laboratories, Malvern,
PA, USA" Hagani 6yae micuem 36epiraHHs 6aHkis

KNITWH.

149.

HIMEJAP

rpaHynu ans
opasibHOI cycneHsii,
100mr/2rno2r
rpaHyn B
0HO/1030BOMY
nakeTi; no 9 a6o no
15, a6o no 30
nakeTisB y kopobu,

MpAT
"®bapmaueBT
n4yHa chipma

"fapHuus”

YkpaiHa

MpAT
"papmaueBTnyHa
thipma "AapHuus”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL NikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IIOBAHOTrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B MiciApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHD,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHoMm).
3MiHU BHECEHI A0 IHCTPYKLii 418 MeAnyHOoro
3acTOCyBaHHA NikapcbKoro 3acoby y po3gin
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyAAr0" BignNoBiAHO [0 OHOBMEHOT iHchopmaLlii 3
6e3neku gjtoyoi pevyoBnHU BBefeHHS 3MiH
NPOTAroM 6-TW MIiCALIB 3 faTN 3aTBEPKEHHS.
3Mminu | TUNYy - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuL Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MigcTasi perynsipHo
OHOB/IIOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHUM OpraHom). 3MiHu
BHECEHI A0 IHCTPYKLii 418 MegnyHoro
3acToCyBaHHS NiKapcbKoro 3acoby y po3aiu
"Oco6mBOCTi 3acTocyBaHHs", "M06IYHI peakwi”
BiANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Ailo4oi peyoBrHN BBeAeHHS 3MiH NpoTArom 6-Tu
MiCAILB 3 faTW 3aTBEPKEHHS.

3a
peyenmom

He
nionsieae

UA/15433/01/01

150.

HITPO-MIK®

cnpeii
cy6niHrBanbHMi
[o30BaHuit, 0,4
mr/gosa, no 15 mn

TOB HB®
«MIKPOXIM

»

Ykpaina

TOB HB®
«MIKPOXIM»

(BUMpOGHMYA
AinbHuus (BCi

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKA
(BN1acHMKa peecTpauiiHoro NocBig4YeHHs) 3miHa

3a
peyerimom

He
nionsieae

UA/2622/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
(300 g03) y dhnakoHi; cTagii afpecy 3asBHVKa. BBefgeHHs 3MiH npoTsrom 6-tn
no 1 cpnakoHy 3 BMPOBHUYOro MiCALB NicNa 3aTBePOXKEHHS.
posnuoBayeM, npouecy; 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
3ano6iKHNM BiANOBiAa/IbHWIA 32 3aci6. 3MiHN y BUPO6HULTBI. 3MiHa
KOBMa4ykoM y nauui 3 BUNYCK cepii, He iMnopTepa/3miHu, L0 CTOCYITLCA BUNYCKY cepii Ta
KapTOHy BKJ/IHOYa0UN KOHTPOJI0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby
KOHTPO/b/BMNPOGY (3amiHa abo foaaBaHHS BUPOGHMKA, L0
BaHHs cepil) Bignosigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/1IOYAIOUM KOHTPOb/BUNPOGYBaHHSA cepii -
[ofasaHHs BUpo6HuKa 13, BignoBsiganbHOro 3a
BUNYCK Cepii, He BKNOYaum
KOHTpONb/BUNpo6yBaHHA cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwuis, Byn. bygiHayctpii, 6ya. 5).
BBefieHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS.
151. | HOBIPUH Tabnetku no 500 wmr, AT YkpaiHa AT "KUIBCbKUN Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 UA/12436/01/01

no 10 TabneTok y "KNTBCBKWN BITAMIHHNIA 3MiHn | TURY - 3MiHk 3 sKocTi. APl KoHTponb AdI. peyenma
6nicTepi; no 2 abo i 3ABOA" 3MiHa y napameTpax cneuudikauii Ta/abo
no 4 6nictepu B BITAMIHHU O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
nauuj V1 3ABOA" Ha A®|, abo BVXigHWA/MPOMIKHWIA

NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoueci BupobHuLTBa APl (4,0NOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiAMOBIAHUM MeTOA0M BMNPoOyBaHHS) - Ana AdI
IHO3u1H NpaHo6ekc (MeTionprHon), BUPOOHULTBA
ABC FARMACEUTICI S.p.a — Unibios Division,
ITALY BBeAEHHSI f0AATKOBOrO NokasHuKa sikocTi
«Xnopugu». 3MiHun | Tuny - 3miHn 3 AkocTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauivi
Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneuudikauisix Ha A®l, abo BMXigHWUA/NPOMIXKHWIA
npoayKT/peareHT, Lo BUKOPUCTOBYOTHCA Y
npoueci Bupo6bHuuTBa APl (40NOBHEHHS
cneuudikaLii HOBUM NOKA3HMKOM SKOCTi Ta
BiAMNOBIAHUM MeTOA0M BUNPOBYyBaHHS) - [ina API
IHO3MH npaHobekc (MeTizonpuHo), BUPOGHULTBA
ABC FARMACEUTICI S.p.a — Unibios Division,
ITALY BBEAEHHS 4,04aTKOBOrO NOKa3HUKa AKOCTI
«Cynbatn». 3MiHu | Tuny - 3miHu 3 akocTi. AdI.
KoHTposb A®L. 3MiHa y MeToAax BUNpobyBaHHS
A®| ab0 BMXigHOTrO MaTepiany/NpoMiKHOro
npoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoueci BupobHuuTBa AP (iHWIi 3MiHM y MeToAax
BMNpo6yBaHHA (BK/IHOYAOUM 3amiHy abo
[0MnoBHEHHs) A®| abo BUXiAHOro/NPOMIDKHOTO
npoaykty) - Ana A®| IHo31H npaHo6ekc
(MerTizonpuHon), BupobHuuTea ABC
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

FARMACEUTICI S.p.a — Unibios Division, ITALY,
3MiHM A0 po3giniB «CynpoBigHi OMILLKM» Ta
«KifnbKicHe BU3HAUEHHSI», a came akTyanizoBaHo
BUKNaAaHHA Ta 3MIHEHO HOPMYBaHHSA ByAb-AKOT
OOMILLKK 3 «He Ginblue 0,1%>» Ha «He binblue
0,05%». CynyTHs 3MiHa - 3MiHK 3 SKoCTi. AdI.
KoHTponb A®l. 3miHa y napameTpax cneuudikauiii
Ta/abo AONyCTUMUX MEX, BUSHAUEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpo6HMLUTBa ADI (iHLWi 3MiHW) - 3MiHK |
TUny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTodax BunpobyBaHHs A®| abo BUxigHOro
mMaTtepiany/npomiKHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea Ad|
(iHWi 3MiHM y MeTogax BUNpobyBaHHs (BKO4aoumM
3aMiHy abo fonoBHeHHS) APl abo
BUWXifHOro/MpoMiXXHOro NpoAaykTy) - Ana Adl
IHO3MH npaHobekc (MeTizonpuHo), BUPOGHULTBA
ABC FARMACEUTICI S.p.a — Unibios Division,
ITALY, 3MiHW A0 po34iny «3a/ULWKOBI KiSIbKOCTI
OpraHiYHUX PO34MHHUKIB» aKTyanizoBaHO
BUKNaAaHHs meToankn. CynyTHA 3MiHa - 3MiHu 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMMX MEX,
BM3HAYeHUX y cneyudikauisx Ha A®l, abo
BUXiAHWIA/NPOMIDKHUIA NpoAYKT/peareHT, Wwo
BUKOPWCTOBYIOTLCA Y NpoLeci BUpobHuuTea Ad|
(iHWi 3miHW) - 3MiHK | TUNY - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOro Matepiany/npoMiXKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
npoteci BupobHuuTea AP (iHWwi 3MiHM y MmeTodax
BMNpPo6YyBaHHSA (BK/IHOYAtOUM 3amiHy abo
[0noBHeHHS) AP abo BUXIAHOTO/NPOMIXHOro
npoaykTy) - 3miHn y cneuudikauii ana A®I IHO3uH
npaHo6ekc (MeTizonpuHon), Bupo6HuuTBa ABC
FARMACEUTICI S.p.a — Unibios Division, ITALY,
a came [0 HaCTyMNHUX po3ginis: «OnNuc»,
«[Mpo3opicTb Ta CTyniHb onasiecueHLii piguHu.
CTyniHb 3a6apB/ieHHs pignHN», «laeHTudikalis n.
2.3» aKkTyas1i3oBaHO BUK1afaHHA METOAUKN.
CynyTHS 3MiHa - 3MiHKM 3 AkocTi. A®l. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevudikauisax
Ha A®|, abo BVXiZHWNIA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y
npoteci Bupo6HuuTea AP (iHLwi 3MiHK) - 3MiHK |
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Tuny - 3MiHn 3 akocTi. A®I. KoHTponb AdL. 3miHa y
napameTpax cneuudikauii Ta/abo gonycTUMmx
MeX, BU3HaueHux y crneuudikanisx Ha A®l, abo
BUXiGHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(iHWi 3MiHW) - BUTYYEHHS NOKa3HUKa AKOCTI
«PO3YMHHICTb.
152. | OKPEBYC® KOHUeHTpaT ans TOB «Pouu YkpaiHa BMPOOHULITBO HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/16278/01/01
pO34uHy AN YkpaiHa» Hepo3sdacoBaHoi LWsenuapis | 3miHu Il TURY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI | peyenmom
iHcpysiii no 300 npoaykKuii, Ta dpapmakoHarnagy. IHwi 3miHu, Aki He BBIALIN Y
mr/10 mn; no 10 mn nepBuHHe Lieil po3gin, ski BKIOYaOTb NOAAHHS pesynbTaTiB
y thnakoHi; no 1 nakyBaHHs, [ocnigpKeHb A0 KOMMNETEHTHOTO OpraHy -
donakoHy y BUMNPOOYBaHHSA 3asaBHVUKOM HafiaHO OHOBJIEHWIA NNaH ynpas/iHHA

KapTOHHIlA KOpooLi

KOHTPO/IIO AKOCTi:
Pow fliarHocTuke
rv6X, HimewunHa;
BMPOOHULITBO
Hepo3acoBaHol
npoaykKuii,
nepBuHHe
nakyBaHHS,
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
®.XohpmaHH-/15
Pow NTp4,
LLiseiuapis

pu3nkamu Bepcist 8.1. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHhopmaisi», || «Crneymdikayis 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy», V
«3axoau 3 MiHiMi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusukammn», VIl «logatku» y
3B’A3KY 3 MOJaHHAM OCTATOYHOrO 3BITY 3
pocnipxkeHHss BN29739 (VELOCE). 3minu Il Tny -
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
chapmakoHarnagy. IHwi 3MiHK, SKi He BBIALLAN Y
Leli po3ain, siki BKIYaTb NoJaHHs pe3ynbTaTiB
[ocnigpKeHb A0 KOMMNETEHTHOTO OpraHy -
3asaBHVUKOM HaflaHO OHOBJIEHWIA NNaH ynpas/iHHA
pu3nkamu Bepcist 8.1. 3MiHM BHECEHO [0 YacTuH: |
«3arasibHa iHhopmais», I «Crneymdikayis 3
6e3neku», Il «MnaH 3 hapmakoHarnsgy», V
«3axoau 3 MiHiMi3auii pusukie», VI «Pestome
nnaHy ynpasniHHA pusnkamu», VIl «logatku» y
3B'A3KY 3 NOJaHHAM NiACYMKOBOrO 3BITYy 3
pocnimpkeHb MA30005 (CASTING) i N30035
(CHORDS). 3miHu Il Tvny - 3miHK Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy. [Hwi
3MiHW, SiKi He BBILLAW Y Ll po3ain, siki
BK/1O4AIOTb NOAAHHSA pe3y/nbTaTiB fOCAIAKEHb [0
KOMNETEHTHOro opraHy - 3asiBHMKOM HafaHo
OHOB/IEHUIA NNaH ynpas/iHHA pU3nkaMmn Bepcis
8.1. 3MiHM BHECEHO A0 YacTuH: | «3aranbHa
iHchopmauis», Il «Cneundikauis 3 6esnekn», |11
«MnaH 3 dhapmakoHarnsagy», V «3axogm 3
MiHimi3auii pusnkiB», VI «Pe3tome nnaHy
ynpasniHHA pusnkamu», VIl «doaatku» y 38'a3Ky 3
BMAAIEHHSIM iHchopMaLii Npo foaaTKoBUiA
MOHITOPUHT B €EC Ta BHECEHHS pefakuiiHnX
npaBoK BignoBiaHO A0 koMeHTapiB PRAC. Pestome
nnaHy ynpasniHHA pu3vkamu Bepcis 8.1
[0A3€ETLCS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
153. | OHAAAP TabneTku, Wo AAP dapma | O6'egHaHi | MaHkaiiHg ®apma IHgis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/18905/02/02
aucnepryloTbes B ®3-N11C Apabcbki Nimite, HOHIT-II TexHiyHa nomurka (3rigHo Hakasy MO3 Big, peuyenmom
POTOBI NMOPOXHWHI, Emipatu 23.07.2015 Ne 460). TexHi4Hy NOMUIIKY
8 mr no 10 Tabnetok BUMPaB/IEHO B IHCTPYKLiT 415 MeANYHOro
y 6nicTepi, no 1 3acTOCyBaHHs Nikapcbkoro 3acoby, a came B AaTi
6nicTepy B Haka3y MO3 Ykpainu. 3aTBepgKeHo:
KapTOHHI ynakoBsL,i 3ATBEP)KEHO
Haka3 MiHicTepcTBa OXOPOHU 30pOB’A YKpaiHu
11.02.2022 Ne 43 PeecTpaujiiHe nocBigYeHHs
UA/18905/02/01 UA/18905/02/02 3anponoHOBaHo:
3ATBEP)XEHO Haka3 MiHicTepcTBa 0XOPOHH
300poB’A YkpaiHn 11.01.2022 Ne 43 PeecTtpaliiiiHe
NOCBIgYEHHSsI
UA/18905/02/01 UA/18905/02/02 3a3HaueHe
BUMNpaB/IEHHSA BigNoBigae maTepiasiam
PEECTPALLiHOIO AOCHE.
154. | OHAAAP Tabnetku, Lo AAP dapma | O6'egHaHi | MaHkaiiHg ®apma IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/18905/02/01
OMcnepryroTses B P3-1/1C Apabcbki Nimites, HOHIT-II TexHiyHa nomusika (3rigHo Hakaly MO3 Big, peyernmom
POTOBI NOPOXHWHI, Emipatu 23.07.2015 Ne 460). TexHi4Hy NoOMUIIKY
4 mr no 10 TabneTok BUNPAB/IEHO B iIHCTPYKLIT 418 MeguyHoro
y 6nicTepi, no 1 3acTOCyBaHHSA Nikapcbkoro 3acoby, a came B AaTi
6nictepy B Haka3y MOS3 YkpaiHu. 3atBepakeHo:
KapTOHHIiA ynakoBL,i 3ATBEP)KEHO
Haka3s MiHicTepcTBa OXOPOHW 3[40POB’A YKpaiHu
11.02.2022 Ne 43 PeecTpaujiiiHe NocBig4YeHHs
UA/18905/02/01 UA/18905/02/02 3anpornoHOBaHO:
3ATBEP)KEHO Haka3s MiHicTepcTBa 0XOpOHU
300poB’A Ykpaitm 11.01.2022 Ne 43 PeecTpaujiiHe
NnocBifYEeHHs
UA/18905/02/01 UA/18905/02/02 3a3HaueHe
BMMpaB/IEHHS BigNoBigae MmaTepianiam
peecTpaLiiHoro AocheE.
155. | NAKCuUn™ TabneTkn, BKPUTI nakcoCmit Benvka nakcoCwmiTKnsiiH Monbwa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/8573/01/01
o60noHkoto, no 20 KnsinH BpuTaHis dapmacboTukan3 3MiHY | TUNY - AgMIHICTPATUBHI 3MiHW. 3MiHa peyenmom
Mr; no 14 TabneTok Ekcnopt C.A. HalilMeHyBaHHs Ta/abo agpecu micus
y 6nicTepi; no 2 Nimiteq NpoBaPKEHHN AiSNIbHOCTI BUPO6HUKA (BKIKOYatoun,

6nictepu y
KapTOHHIl KopooLi

3a HeObXiAHOCTI, MicLie NPOBEAEHHS KOHTPO/TH0
SIKOCTi), ab0 BNacHuKa macTtep-gaiina Ha A®l, abo
noctavasbHuka A®Il/BuxigHoro
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, WO
3aCTOCOBYIOTLCS Y BUPOOHMUTBI ADI (AKLWLO
3a3HaYeHo Yy A0CLE Ha Nikapcbkuii 3aci6) 3a
BifiCYTHOCTI cepTudikaTa BifnosigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepakeHoMy
[0Cbe, ab60 BUPOOHMKA HOBOI f,OMOMiXHOT
PEYOBMHM (AKLLO 3a3HAYEHO Y J0CbE) 3MiHa 40
afpecu MicusanpoBamKeHHs1 BUpobHuka Adl, a
came BMpO6HMYOI AinbHULi Piramal Enterprises
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

Limited, India, wo 3anyyeHa go BMpo6HuuTBa AdI
MapokceTuHy rigpoxnopuay remirigpaty Ha
cTagiax BupobHuyTea 1, 2 i 3, y 3B'A3ky
peopraHi3auji WwraTy Ta nepeinmeHyBaHHs
afMiHICTPaTMBHOTO paiioHy, B SKOMY po3TalloBaHa
BMPOGHMYa AinbHuusA. Micue po3TallyBaHHA
BVMPOGHMYOT AiNTbHUL He 3MiHIETbCS. He
Bi6YyBaETLCA XOAHUX 3MiH BUPOBHMYOrO NpoLycy.

[itoua pepakuis: Piramal Enterprises Limited,
Digwal (Vil), Kohir Mandal, Medak District — 502
321 Andhra Pradesh India NponoHoBaHa
pepakuis: Piramal Enterprises Limited, Digwal
(Vil), Kohir Mandal, Sangareddy — 502 321
Telangana India

156.

MAHTONPA3
on

Tabnetku
KULLKOBOPO34UHHI N0
40 wmr, no 10
TabneTok B 6nicTepi;
no 1 a6o 3 6nictepu
Y KapTOHHIi kopobu,i

[xy6inaHTt
xeHepikc
Nimiteq

IHais

Lxy6inaHTt
[bxeHepike NimiTeq,

IHgis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOBaXEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu hapmMakoHarnsay). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3piicHeHHs1 hapmMakoHarisgy B YkpaiHi. Jitoua
pegakuis: Manoj Kumar. MponoHoBaHa pejakuis:
Menix Onexa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarsay B YKpaiHi.

3a
peyenmom

UA/13664/01/02

157.

MAHTOMNPA3
on

Tabnetkun
KULLKOBOPO34YUHHI N0
20 mr, no 10
TabneTok B 6icTepi;
no 1 a6o 3 6nictepn
Y KapTOHHii1 kopobui

[bxy6inaHTt
[hxeHepikc
NimiTen

IHais

[bxy6inaHTt
[bxeHepike NimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHO| 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsAgy; KOHTaKkTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBigaIbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi

3a
peyerimom

UA/13664/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

macTep-aiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asBHKKA, Bi4NoBiganbHOI 3a
3AilicHeHHs hapMakoHarnagy B Ykpaii. [itoua
pepakuis: Manoj Kumar. lMponoHoBaHa pegakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoBigabHOI 3a
3fiicHEHHS1 dhapMakoHarisay B YKpaiHi.

158.

MAHTOMNPAS3
on

TabneTtku
KMLLKOBOPO3YMHHI N0
40 wr, in bulk: no
5000 Tabnetok y
nonieTuieHoBoMy
nakeri

[xy6inaHt
[bxeHepikc
NimiTeq

IHAis

Lxy6inant
IxeHepike Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIifaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa AN5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
3pificHeHHs chapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3mMiHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
3pificHeHHs1 hapMakoHarnsay B YkpaiHi. fitoua
pepakuis: Manoj Kumar. lMponoHoBaHa pegakuis:
Menix OnexHa bopuciBHa. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
3[jiCHEHHs hbapMakoHarisay B YkpaiHi.

UA/13665/01/02

159.

MAHTONPA3
on

TabneTtkn
KMLLKOBOPO34MHHI N0
20 wr, in bulk: no
5000 TabneTok y
nonieTuIeHoBOMy
nakeTi

Lxy6inaHTt
[hxeHepikc
Nimiteq

IHAjA

Lxy6inaHTt
[bxeHepike NimiTeq,

IHAjsA

BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3ara/ibHeHVX AaHunx npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
npo cuctemy chapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnagy 3asBHUKa AN 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
mMacTep-gaiina cuctemu papmMakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3piicHeHHs1 hapMakoHarnsgy B YkpaiHi. Jitoua
pefakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix Onexa bopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarsay B YKpaiHi.

UA/13665/01/01

160.

NMANA30/-

Tabnetku; no 10

NpAT

YkpaiHa

MpAT

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTepianis:

6e3

UA/6207/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
AAPHULUA Tabnetok y "®apmaueBT "®dapmaueBTUYHa 3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
KOHTYPHIl n4yHa chipma ipma "OapHuua” Ta hapmakoHarnsagy (iHwi 3miH1) 3MiHU BHECEHO B
YapyHKoBIli "AapHuus” TEKCT MapKyBaHHsS NEPBUHHOI Ta BTOPUHHOI
ynakosLi; no 1 YNaKoBOK J1iKapCbKOro 3acoby LL0A0 BUNYyHYEHHS
KOHTYPHIl iHchopMmaLii, BUKNageHoi pociiicbkolo MOBOH, Ta
YapyHKOoBIli ynakoBLi 3a3HauveHHs QR-kogy y n. 17. «IHLWE» BTOPUHHOT
B nauuj yMakKoBKM NikapcbKoro 3acoby. TepmiH BBeAEHHS
3MiH - 6 MicALiB Nic/A 3aTBEPAXEHHS.
161. | NEPUHAOMNP | TabneTtku, BKpUTI TOB «TeBa YkpaiHa AT YropmHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/14925/01/01
mni N/1iBKOBOIO YkpaiHa» dapmaueBTUYHNIA 3miHu | TUNYy - 3MiHu 3 sKocTi. CepTudikar peyenmom
IHAANAMIA 060/10HKOI0, M0 5 3aBoj Tesa BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
®OPTE-TEBA | mr/1,25 wmr; no 30 €Bponelicbkili hapmakonei/moHorpadii. MogaHHa
Tabnetok y HOBOro abo OHOB/IEHOro cepTudikata
KOHTeliHepi, no 1 BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
KOHTEeliHepy B BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
Kopobui A®l; gns BuxigHoOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[L0OMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBEPAXEHOr0 BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudiikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1998-075 -
Rev 05 (3atBepmkeHo: R1-CEP 1998-075 - Rev
04) onsa Ailoyoi peyoBMHY iHAaNamigy Bif BXe
3aTBepeHoro Bupo6Hvka Bioindustria L.1.M.
S.p.A, Italy.
162. | NEPUHAOMNP | TabneTtku, BKpUTI TOB «TeBa YkpaiHa AT YropwmHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/14925/01/02
mni N/1iBKOBOIO YkpaiHa» dapmaleBTUYHNIA 3MiHu | TUny - 3MiHK 3 aKocTi. CepTudiikaT peyenmom
IHAAMAMIA- 060n0HKot0, Mo 2,5 3aBog TeBa BignosigHocTi/l E-cepTudpikat BignosigHOCTI
TEBA mr/0,625 wmr; no 30 €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
Tabnetok y HOBOro abo OHOBMEHOro cepTudpikata
KOHTelHepi; no 1 BiAMOBIAHOCTI ab0 BU/TyYEHHS cepTudikata
KOHTEliHepy B BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
Kopobui A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepIXEeHOro BUPOOHUKa -
nofaHHsA OHOBJ/IEHOrO cepTudiikaTa BiANoBILHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 1998-075 -
Rev 05 (3atBepmkeHo: R1-CEP 1998-075 - Rev
04) ansa Aitoyoi pevoBUHY iHAanamigy Bif, BXxe
3aTBEpPKEHOro BUpo6HMKa Bioindustria L.1.M.
S.p.A,, Italy.
163. | NEPTYCUH cupon no 50 r abo MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 6e3 nionsieae UA/0887/01/01
no100ry "®ITOPAPM "®ITOPAPM" 3MiHK | TNy - AOMiHICTpaTMBHI 3MiHU. 3MiHa peyenma
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
chnakoHax; no 100 r " HalilMeHyBaHHs Ta/abo agpecy 3asBHMKa
abono 200 ry (BNacHvKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa
thnakoHax 3 ajipecy 3asBHVKa. 3MiHVW BHECEHO B iHCTPYKLIitO
KOHTPONIEM MEepPLUOro AN MeAnYHOro 3acToCyBaHHA NiKkapCbKoro 3acoby
BiaKpUTTA; no 200 r 00 po3giny "MicLe3HaxoMKeHHs 3asaBHUKA"
y thnakoHax 3 BiNOBIAHO [0 MaTepianiB peecTpaLiiHoro AoCbe.
KOHTPO/IEM NEPLUOro BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
BiAKpUTTS; Mo 1 3aTBEPAKEHHS
donakoHy B nauui
164. | NIPALEETAM- | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/3225/01/01
AAPHUUSA 060/10HKO10, N0 200 "®bapmaueBT "papmaueBTNYHA 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
mr; no 10 TabneTok nyHa chipma ipma "AapHuug" Ta hapmakoHarnsagy (iHwi 3miHn).
Y KOHTYpHili "fapHuua” OHOBJIEHHA TEKCTY MapKyBaHHS YNakoBKu
YapyHKoBIl NikapcbKoro 3acoby Yy 3B'A3KY 3 BUYYEHHAM
ynakosLi; no 6 iHhopmauii poCilicbkolo MOBOIO Ta JONOBHEHHS
KOHTYPHUX iHdhopmauii Wwoao QR-koAy Ha BTOPUHHY YNaKOBKY.
YapyHKOBUX TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
yNakoBOK B nayLi 3aTBEPLKEHHS
165. | NOCTUHOP Tabnetku no 0,75 BAT YropwuHa BAT "legeoH YropwmHa BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/6112/01/01
Mr, N0 2 TabneTkn y "l'epeoH PixTep" 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peuenmom
6nictepi; no 1 PixTep" Ta thapmakoHarnsgy. 3MmiHa yactotun Ta/abo
6nictepy B TEepPMiHiB NoJaHHA perynspHO OHOB/IOBaHMX 3BITIB
KapTOHHIA ynakoBL,i 3 6e3nekn nikapcbkmx 3aco6is - HactoTa nogaHHs
perynspHo OHOB/TKOBAHOrO 3BiTy 3 6e3nekn 6e3
3MiH - 3 pOKMU.
3MiHa TepMiHIB NOAaHHA perynsipHo
OHOB/IIOBAHOrO 3BIiTY 3 6e3neku. [litoya pegakuis:
KiHueBa garta s BkIYeHHsA gaHux oo PO3b -
13.12.2023 p. OaTa nogaHHs - 23.03.2024 p. /
MponoHoBaHa pepakuis: KiHuesa fata ans
BK/OYEHHSA AaHunx o PO3B - 08.05.2025 p. faTa
nogaHHs - 06.08.2025 p. PekomeHgoBaHo [0
3aTBEPXEHHS BigNOBIAHO A0 NepioANYHOCTI
nofaHHA perynsapHO OHOB/IIOBAHUX 3BITIB 3
6e3nekn nikapcbknx 3acobis y Esponeiicbkomy
Colosi.
166. | MPAOAKCA® | kancynu TBepgi no BepiHrep HimeyuunH BepiHrep HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/10626/01/01
75 mr: no 10 kancyn IHrenbxaim a IHrenbxanm 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
y 6nicTepi; no 1 abo IHTEpPHELHN dapma 'v6X i Ko. Ta thapmakoHarisgy. 3miHa yactotun Ta/abo
3, abo 6 6nicTepiB y M6X KIr TepMiHiB NoJaHHA perynspHO OHOB/IOBaHWX 3BITIB

KapTOHHi KOpO6L

3 6e3nekn nikapcbkux 3acobis - [11a A03yBaHHA
75mvr Ta 110Mr 3miHa 4acToTu Ta TEPMIHIB
nofaHHsA perynsapHO OHOB/IOBAHOIO 3BITY 3

6e3neku. [itova pegakuis: Yactota nogaHHs
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3nekn 6
Micauis KiHueBa fata Ans BKIYEHHA AaHuX [0
PO3B - 18.09.2018 p. flaTa nofaHHsa - 27.11.2018
p. NponoHoBaHa pegakuis: Yactota nogaHHs
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn 1 pik
KiHueBa gaTa a5 BKOYEHHS aaHux go PO36 -
18.03.2023 p. flata nogaHHs - 27.05.2023 p.
PekomeH0BaHO A0 3aTBEPA)KEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBIOBAHUX
3BITiB 3 6e3neku nikapcbknx 3acobis y €C. 3MiHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa 4yactoTu Ta/abo TepMmiHiB
nofaHHsA perynsipHo OHOB/OBaHMX 3BITIB 3
6e3nekn nikapcbkrx 3acobis - [1ns go3yBaHHa 150
Mr 3MiHa 4YacToTV Ta TepMiHIB NoAaHHSA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku. [litoya pegakuis:
YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3nekn 6 micauis KiHueBa faTa o5t BKIHYEHHS
paHnx go PO3B6 - 18.09.2018 p. [lata nogaHHs -
27.11.2018 p. MponoHoBaHa pegakuis: Yactota
nofaHHA perynsapHO OHOB/OBAHOIO 3BITY 3
6e3neku 1 pik KiHueBa fata A5 BK/IHOYEHHSA
paHnx go PO3b - 18.03.2023 p. [lata nogaHHs -
27.05.2023 p.
PekomeHA0BaHO [0 3aTBEPL)KEHHS BifNOBIAHO [0
NepioANYHOCTI NOAaHHA PETYNIAPHO OHOB/IIOBAHUX
3BiTiB 3 6e3Meku Nikapcbkux 3acobiB y EC

167.

NMPAOAKCA®

Kancynu TBepai no
110 mr: no 10
Kancyn y énictepi;
no 6 6nictepis y
KapTOHHIA Kopoo6Li

Bepinrep
IHrenbxainm
IHTepHeLwHN

6X

HimeyunH
a

Bepinrep
IHrenbxanm

dapma 'm6X i Ko.

L\

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3MmiHa yactotu Ta/abo
TEPMiHiB NOAAHHSA PEryIipHO OHOB/IOBAHMX 3BITiB
3 6e3neku Nikapcbkrx 3acobis - [1ns A03yBaHHSA
75Mr Ta 110Mr 3MiHa 4acToTu Ta TEPMIHIB
NOAAHHA PEryssipHO OHOBJIIOBAHOIO 3BITY 3
6e3neku. [litoya pegakuis: Yactota nogaHHs
perynsipHO OHOB/IKOBAHOrO 3BiTY 3 6e3nekn 6
MicauiB KiHueBa gata An1s BKIIOYEHHS JaHuX 40
PO3b - 18.09.2018 p. flaTa nofaHHsa - 27.11.2018
p. NMponoHoBaHa pegakuis: Yactota nogaHHs
perynspHo OHOB/IOBAHOIO 3BiTy 3 6e3nekn 1 pik
KiHueBa gata ansa BK/OYEHHS gaHnx go PO36 -
18.03.2023 p. fata nofaHHs - 27.05.2023 p.
PekomeHA0BaHO A0 3aTBEPLKEHHS BifNOBIAHO [0
NepioANYHOCTI NOAaHHA PEryNIAPHO OHOB/IIOBaHUX
3BITiB 3 6e3nekn Nnikapcbkmx 3acobiB y €C. 3MiHu |
TMny - 3MiHM WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy. 3MiHa 4YacToTn Ta/abo TepMmiHiB
nofaHHA perynsapHoO OHOB/IOBaHUX 3BITiB 3
6e3nekn nikapcbkux 3acobis - [1ns go3ysaHHs 150
Mr 3MiHa YacTOTV Ta TEPMIHIB MOAaHHSA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku. [itoya pefakuis:
YacToTa nofaHHs perysisipHo OHOBJ/THOBAHOIO 3BIiTY

3a
peyerimom

UA/10626/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

3 6e3nekn 6 MicauiB KiHueBa garta 15 BK/IHYEHHs
paHunx no PO3B6 - 18.09.2018 p. lata nogaHHs -
27.11.2018 p. MNponoHoBaHa pejakis: Yactota

nofaHHA perynsapHO OHOB/IIOBAHOIO 3BITY 3
6e3nekun 1 pik KiHueBa faTa An1s BKIOYEHHS
paHnx go PO3B6 - 18.03.2023 p. [lata nogaHHs -
27.05.2023 p.

PekomeHA0BaHO A0 3aTBepA)KEHHS BifMoBiAHO A0
nepiognyYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHUX

3BITIB 3 6€3MeKu Jlikapcbkux 3acobis y €C

168. | MPAOAKCA® | kancynu TBepgi no BepiHrep HimeuuunH BepiHrep HimeuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/10626/01/03
150 wmr: no 10 IHrenbxanm a IHrenbxanm 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
kancyn y bnictepi; IHTepHeLwwH dapma 'mbX i Ko. Ta dpapmakoHarnsgy. 3miHa yactotu Ta/abo
no 3 abo no 6 veX KIr TepMiHIB NofaHHA perynsipHO OHOB/IOBAHKWX 3BITIB
6nicTepis y 3 6e3neku nikapcbknx 3acobis - [1ns A03yBaHHA
KapTOHHIA Kopoo6Li 75mr Ta 110Mr 3miHa 4acToTu Ta TEPMIHIB

nofaHHsA perynsapHoO OHOB/OBAHOIO 3BITY 3
6e3neku. [itova pegakuis: Yactota nogaHHs
perynsipHo OHOBJIOBAHOrO 3BiTY 3 6e3nekn 6

MicauiB KiHueBa fata Ans BKIYEHHA AaHuX A0
PO3Bb - 18.09.2018 p. flaTa nofaHHsa - 27.11.2018
p. NMponoHoBaHa pegakuis: Yactota nogaHHs
perynspHo OHOB/IOBAHOIO 3BITy 3 6e3neku 1 pik
KiHueBa gata A4nsa BKIOYEHHS gaHnx go PO36 -
18.03.2023 p. faTa nofaHHs - 27.05.2023 p.
PekomeHA0BaHO A0 3aTBepA)KEHHS BiAMOBIAHO A0
nepioguyYHOCTI NoAaHHSA PerynsipHoO OHOB/IOBaHNX
3BITiB 3 6€3Mekun Nikapcbkux 3acobiB y €C. 3miHu |
TMny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa 4actoT Ta/abo TepMmiHiB

nofaHHsA perynsapHO OHOB/IOBAHUX 3BITIB 3

6e3nekun nikapcbkunx 3acobis - Ans nosysaHHsA 150
Mr 3MiHa 4acToTV Ta TEPMIHIB MOAaHHSA PerynsipHo
OHOB/IHOBAHOrO 3BIiTYy 3 6e3neku. [iloya pegakuis:
YacToTa nofaHHs perynsipHo OHOB/IIOBAHOTO 3BITY
3 6e3nekn 6 micauis KiHueBa gata 15 BKIOYEHHS
naHnx go PO3b - 18.09.2018 p. [lata nogaHHs -
27.11.2018 p. MponoHoBaHa pejakuis: Yactota

NOAAHHA PEryssipHO OHOBJIIOBAHOTO 3BITY 3
6e3neku 1 pik KiHueBa fata 415 BK/IHOYEHHS

paHunx no PO3b - 18.03.2023 p. Jata nogaHHs -
27.05.2023 p.
PekomeHA0BaHO A0 3aTBePA)KEHHS BiAMoBIAHO A0
nepioANYHOCTI NOAaHHA PerynsapHO OHOBOBaHUX
3BITIB 3 6@3Meku Jikapcbknx 3acobis y €C

169. | NPErABIO® Kancynu no 25 mr; KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoseHisa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/16153/01/01
no 14 kancyny HoBso mecTo bulk", nepsnHHe YTOUHEHHS1 peecTpauiliHol npoueaypy B Hakasi peyernmom
6nicTepi; no 1, 2 abo Ta BTOPUHHE MO3 Ykpainu Ne 879 Big 11.05.2023
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6 6ricTepiB y nakyBaHHs, (nponyweHo Aekinbka npoueayp) - 3MiHu | Tuny
KapTOHHilA KopooLi KOHTPONb cepii Ta - 3MiHM Woa0 6e3nekn/ed)ekTMBHOCTI Ta
BUMNYCK cepil: hapmakoHarnagy (iHwi 3mMiHn) 3miHW BHeECEHO A0

KPKA, a.4a., Hoso
mMecTo, CnoBeHis
KOHTPO/b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
Mapwudpapm g.0.0.,
CnoBeHisi

IHCTPYKUIiT ANA MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3szinis "OcobmBocTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
pekomeHgauii PRAC EMA wwoA0 MOX1BOro
BVHUKHEHHS TSHXKKUX LLKIPHUX NOGIYHUX peakwiii.
BBefeHHs 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEPMKEHHS.
3MiHY | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHa y KopoTkil
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKkn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiinnii nepiog,
ab0 Sk pe3yibTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHs (PIP) (iHwi 3MiHWM) 3MiHN BHECEHO [0
IHCTPYKUIiT ANA MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "rMo6iyHi peakuii”
BiANOBIAHO A0 iHhopMmav,ii 3 6e3neku giroyol
PeyvoBUHM.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyYHNX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB nicNs BHECEHHSA TiEl caMoi 3MiHW Ha
pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBMX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKUIiT A/18 MeAnYHOro
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"apmakonoriyHi BnacTneocTi” BignosigHoO A0
iHcbopmawii pedhepeHTHOro nikapcbKoro 3acoby
(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
Mr). BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHsA
reHepuyYHUX/ribpuaHNX/6ionodibHNX NikapcbKnx
3ac06iB Nicnsi BHECEHHS TiEl caMoi 3MiHW Ha
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKUIiT A/18 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog BaritTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO [0 iH(hopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Nlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBeAeHHS 3MiH NpOTArom
6-TV MiCALIB MiC/1A 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuyHNX/ribpuaHnx/6ionodibHmx
nNiKapcbKuUx 3aco6iB Nicns BHECEHHA Tiel camoi
3MiHM Ha pechepeHTHWI1 NpenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX AOAATKOBMX
AaHnx) 3MiHM BHECEHO A0 IHCTpyKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Ocob6nmBoCTi 3acTocyBaHHs", "MoGIYHI
peakuii” woao iHchopmavii Npo CMMATOMM BigMiHM
BiAMNOBIAHO A0 iHhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (/lipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpOTArom
6-TW MicALiB nicnsa 3aTBEpMKEHHSA. 3MiHK | TUny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpugHnx/6ionogioHmx
NiKapcbknx 3acobiB Nic/1a BHECEHHSA TiET camoi
3MiHU Ha pediepeHTHUIA npenapar (3MiHa He
noTpebye HafiaHHS XOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHW BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBoCTi 3acTocyBaHHS", "Mo6IYHI
peakuii” woao iHpopmaii npo cyiunaanbHi ymMk1
BiANOBIAHO A0 iH(hopmaLii pechepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpOTArom
6-TV MicALIB MiCNSA 3aTBEPLKEHHS.

170.

MPErABIO®

Kancynu no 100 wr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6ricTepiB y
KapTOHHIlA KOpooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPWHHE
nakyBaHHs,

KOHTPO/b cepii Ta

BMMNYCK cepil:

CnoBeHisn

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
YTOUYHEHHS peecTpauiiiHol npoueAypu B Hakasi
MO3 Ykpainu Ne 879 Big 11.05.2023
(nponyuwieHo Aekinbka npoueayp) - 3MiHu | Tuny
- 3MiHK Wwoa0 6e3nekn/edhekTUBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiH1) 3MiHWM BHECEHO 10

3a
peyenmom

UA/16153/01/04
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KPKA, a.4a., Hoso IHCTPYKUIiT AN1A MEANYHOrO 3aCTOCYBaHHS

mMecTo, CnoBeHis
KOHTPO/b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis
nepBuHHE Ta
BTOPVHHE
nakyBaHHs:
Mapwucpapm g.0.0.,
CnoBeHisi

nikapcbKoro 3acoby Ao po3szinis "OcobmBocTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
pekomeHgauii PRAC EMA wwoA0 MOX1BOro
BVHUKHEHHS TSHXKKUX LLKIPHUX NOGIYHUX peakwiii.
BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTocyBaHHs Ha MifgcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKkn NikapCbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiiinii nepiog,
ab0 Sk pe3yibTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkenb (PIP) (iHwi 3MiHWM) 3MiHN BHECEHO [0
IHCTPYKUIiT AN1A MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "rMo6iyHi peakuii”
BiANOBIAHO A0 iHhopMmav,ii 3 6e3neku giroyol
PeyvoBUHM.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHsA
reHepuyYHUX/ribpuaHNX/6ionodibHNX NikapcbKnx
3ac06iB NicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHWI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBMX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKUIiT A/18 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby [0 po3giny
"apmakonoriyHi BnacTneocTi” BignoBigHoO A0
iHcbopmawii pedhepeHTHOro nikapcbKoro 3acoby
(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
Mr). BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHsA
reHepuyYHUX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB nicNs BHECEHHSA TiEl caMoi 3MiHW Ha

pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM

BHECEHO 10 IHCTPYKUIT AN MeANYHOro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”
BiANOBIAHO A0 iH(hopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Nlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBeAeHHS 3MiH NpOTArom
6-TV MiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA reHepuyHNX/ribpuaHnx/6ionogibHmx
nNiKapcbknx 3aco6iB Nicns BHECEHHA Tiel camoi
3MiHM Ha pechepeHTHWI npenapaT (3MiHa He
noTpebye Hafl@aHHS XOAHNX HOBUX AOAATKOBMX
AaHnx) 3MiHM BHECEHO [0 IHCTpYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Ocob6amBoCTi 3acTocyBaHHs", "MoGIYHI
peakuii” Wwoao iHchopmavii Npo CMMATOMM BigMiHM
BiAMNOBIAHO A0 iHhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (/lipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBeAeHHs 3MiH NpoTArom
6-TW MicALiB nicna 3aTBEpMKEHHSA. 3MiHK | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiHM y KOpPOTKili
XapakTepucTuL NikapcbKoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpugHnx/6ionogioHmMx
NiKapcbknx 3acobiB Nic/1a BHECEHHSA TiET camoi
3MiHU Ha pediepeHTHUIA npenapar (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX AOAATKOBUX
naHux) 3MiHW BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBoCTi 3acTocyBaHHs", "Mo6IYHI
peaxuii” woao iHpopmaii npo cyiunaanbHi ymMmki
BiANOBIAHO A0 iH(hopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpOTArom
6-TV MicALIB MiCNSA 3aTBEPLKEHHS.

171.

MPErABIO®

Kancynu no 200 wr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6ricTepiB y
KapTOHHIlA KOpooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWMNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CroBseHis
KOHTPO/b cepii:

CnoBeHis

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
YTOUYHEHHS peecTpauiiiHol npoueAypu B Hakasi
MO3 Ykpainu Ne 879 Big 11.05.2023
(nponyuieHo Aekinbka npoueayp) - 3MiHu | Tuny
- 3MiHK Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIiT A8 MEANYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3actocyBaHHs", "MNMob6iyHi peakuii" BigNOBIAHO A0

3a
peyenmom

UA/16153/01/06
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
KPKA, a.4a., Hoso pekomeHgauii PRAC EMA wwoA0 MOX1BOro
mecTo, CrnoBeHist BVHUKHEHHS TSHXKKUX LLKIPHUX NOGIYHUX peakwiii.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Mapwucpapm g.0.0.,
CnoBeHisi

3aTBEPMKEHHS.
3MiHY | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta thapmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHS Ha MifcTasi perynspHo
OHOBJ/IIOBAHOrO 3BiTYy 3 6e3neKkn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpawiiiinii nepiog,
ab0 Sk pe3yibTar OLiHKM 3BITY 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHb (PIP) (iHwi 3MiHM) 3MiHN BHECEHO [0
IHCTPYKUIiT ANA MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "rMo6iyHi peakuii”
BiANOBIAHO A0 iHhopMmau,ii 3 6e3neku giroyol
PeyoBUHM.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKIili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHsA
reHepuyYHUX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB nicNs BHECEHHS TiEl caMoi 3MiHW Ha
pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM

BHECEHO [0 IHCTPYKUIiT A/18 MeANYHOro
3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainy
"apmakonoriyHi BnacTneocTi" BignoBigHoO A0
iHcbopmawii pedhepeHTHOro nikapcbKoro 3acoby

(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
Mr). BBeeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA
reHepuyYHNX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB nicNs BHECEHHSA TiEl caMoi 3MiHW Ha
pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKUIiT A/18 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y

nepiog BaritTHOCTi abo rogyBaHHs rpyaat”
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

BiANOBIAHO [0 iH(hopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (Nlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBeAeHHS 3MiH NpOTArom

6-TV MiCALIB MiC/1SA 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuYHNX/ribpuaHnx/6ionodibHMx
niKapcbknx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI1 NpenapaT (3MiHa He
noTpebye Hafi@aHHS XOAHNX HOBUX AOAATKOBMX

AaHnx) 3MiHN BHECEHO A0 IHCTpyKLiT Ans

MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Ocob6amBoCTi 3acTocyBaHHs", "MoGIYHI
peakuii” woao iHchopmavii Npo CMMITOMM BigMiHM

BiAMNOBIAHO A0 iHhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (/lipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpOTArom
6-TW MicALiB Nicnsa 3aTBEPMKEHHSA. 3MiHK | TUny -

3MiHu Woao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi

MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro

3aCTOCYBaHHSA reHepuYHNX/ribpugHmx/6ionogioHMx
NiKapcbknx 3acobiB Nic/1a BHECEHHSA TiET camoi

3MiHU Ha pediepeHTHUIA npenapar (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHW BHECEHO A0 IHCTpyKUii ons

MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby Ao
po3ginis "OcobnmBoCTi 3acTocyBaHHs", "Mo6IYHI

peakuii” woao iHpopmaii npo cyiunaanbHi ymMmkm

BiANOBIAHO [0 iH(hopMaLii pethepeHTHOro
nikapcbkoro 3acoby (flipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpOTArom

6-TV MicALIB MiCNSA 3aTBEPLKEHHS.

172.

MPErABIO®

Kancynu no 225 mr;
no 14 kancyny
6nictepi; no 1, 2 abo
6 6ricTepiB y
KapTOHHIlA KOpooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BWMNYCK cepil:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHist
KOHTPO/b cepii:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHist
nepBrHHE Ta

CnoBeHisn

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
YTOUYHEHHS peecTpauiiiHol npoueAypu B Hakasi
MO3 Ykpainu Ne 879 Big 11.05.2023
(nponyuieHo Aekinbka npoueayp) - 3MiHu | Tuny
- 3MiHK Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiH1) 3MiHU BHECEHO [0
IHCTPYKUIiT ANA MEAMYHOrO 3aCTOCYBaHHS
niKapcbKoro 3acoby A0 po3ainis "OcobnnBocCTi
3actocyBaHHs", "Mob6iuHi peakuii” BigNoBigHO A0
pekomeHgauii PRAC EMA wwoA0 MOXNBOro
BUHUKHEHHS TSHKKUX LLKIPHUX NOGIYHUX peakwiii.
BBefeHHs 3MiH NpoTarom 6-t1 MicauiB nicns

3a
peyenmom

UA/16153/01/07
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
BTOPWHHE 3aTBEPMKEHHS.
nakyBaHHs: 3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Mapwucpapm g.0.0., Ta thapmakoHarnsgy. 3MiHa y KopoTkii
CnoBeHis XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3acToCcyBaHHSA Ha MifcTasi perynspHo
OHOBJ/IIOBAHOIO 3BiTYy 3 6e3neKn NikapCbKoro
3aco6y, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nicispeecTpawiiiinii nepiog,
ab0 Sk pe3y/bTar OLiHKM 3BITY 3 AOCNIIKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnigpkeHb (PIP) (iHwi 3MiHWM) 3MiHN BHECEHO [0
IHCTPYKUIiT A8 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby a0 po3ainy "rMo6iyHi peakuii”
BiANOBIAHO A0 iHhopMmau,ii 3 6e3neku giroyol
PeyoBUHM.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBepMKEHHSA. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHsA
reHepuyYHNX/ribpuaHNX/6ionoibHNX NikapcbKnx
3ac06iB NicNsi BHECEHHS TiET caMoi 3MiHW Ha
pedhepeHTHMI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBMX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKUIiT A/18 MeANYHOro
3acTOCyBaHHA NikapcbKoro 3acoby A0 po3giny
"apmakonoriyHi BnacTneocTi” BignosigHoO A0
iHcbopmawii pedhepeHTHOro nikapcbKoro 3acoby
(Nipuka, kancynu no 50 mr, 75 mr, 150 mr a6o 300
Mr). BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHsA
reHepuyYHUX/ribpuaHNX/6ionodibHNX NikapcbKnx
3ac06iB nicNs BHECEHHSA TiEl caMoi 3MiHW Ha
pedhepeHTHWI NpenapaT (3MiHa He noTpebye
HafiaHHSA XXOAHWNX HOBUX A0AATKOBUX faHWNX) 3MiHM
BHECEHO [0 IHCTPYKUIiT A/18 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs rpyaat”
BiZANOBIAHO [0 iH(hopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (/lipuka, kancynu no 50 mr, 75

Mr, 150 mr a6o 300 mr). BBefeHHS 3MiH NPOTSArom
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

6-TV MiCALIB MiC/1SA 3aTBEPKEHHS.
3MiHY | TUNY - 3MiHK Wwopao 6e3nekn/etpeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHA reHepuYHNX/ribpuaHnx/6ionodibHmx
niKapcbknx 3aco6iB Nicns BHECEHHN Tiel camoi
3MiHM Ha pechepeHTHWI NpenapaT (3MiHa He
noTpebye Hafi@HHS XOAHNX HOBUX AOAATKOBUX
AaHnx) 3MiHN BHECEHO A0 IHCTpYKUiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby Ao
po3ginis "Ocob6mBoCTi 3acTocyBaHHs", "Mo6IYHI
peakuii” Wwoao iHchopmavii Npo CMMITOMM BigMiHM
BiAMNOBIAHO A0 iHhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (/lipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpoTArom
6-TW MicALiB nicnsa 3aTBEPMKEHHSA. 3MiHK | TUny -
3MiHu Woao 6esnekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHM y KOpPOTKili
XapakTepucTuL Nikapcbkoro 3acoby, TeKcTi
MapKyBaHHA Ta IHCTPYKUiT A/18 MeANYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpugHnx/6ionogioHMx
NiKapcbknx 3acobiB Nic/1a BHECEHHSA TiET camoi
3MiHU Ha pediepeHTHUIA npenapar (3MiHa He
noTpebye HafiaHHS XOAHNX HOBUX AOAATKOBUX
naHnx) 3MiHW BHECEHO A0 IHCTpyKUii ans
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby A0
po3ginis "OcobnmBoCTi 3acTocyBaHHS", "Mo6IYHI
peakuii” woao iHpopmaii npo cyiunaanbHi ymMk1
BiANOBIAHO [0 iH(hopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Jlipuka, kancynu no 50 mr, 75
mr, 150 mr a6o 300 mr). BBegeHHS 3MiH NpOTArom
6-TV MicALIB MiCNSA 3aTBEPLKEHHS.

173.

NPO3EPWH-
LAPHULA

PO34MH A5 iH'EKLIN,
0,5 mr/mn; no 1 mn B
amnyni; no 5 amnyn
Y KOHTYpHili
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®GapmaueBT
nyHa thipma

"fapHuus”

Ykpaina

MpAT
"@apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHU BHECEHO B

TEKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
YNakoBOK NiKapCbKOro 3acoby LLOA0 BUTYYEHHS
iHchopmawii, BUKNageHoi pociicbko MOBOIO, Ta

3a3HayveHHa QR-kogy y n. 17. «IHWE» BTOPUHHOT
ynakoBKM NiKapcbKoro 3acoby. TepMiH BBeEHHS
3MiH - 6 MicsLiB NiCNsA 3aTBEPKEHHS.

3a
peyenmom

UA/6208/01/01

174.

NPOMOLE®
®

MOPOLLIOK AN1si
pO34uHy ans
iHekyinno 1,0r; 1
abo 5 chnakoHiB 3
MOPOLLKOM Yy nauui; 1
a60 5 dh1akoHiB 3

MpuBartHe
akuioHepHe
TOBapUCTBO

"J1ekxim-
Xapkis"

YkpaiHa

MpueBartHe
akuioHepHe
TOBapuUCTBO

"JlekxiMm-Xapkis",
YKpaiHa
(BMPOGHMLTBO i3

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
Ta hapmakoHarnsagy (iHwi 3miHun)
3MiHM BHECEHO B TEKCT MapKyBaHHA NEPBUHHOI Ta
BTOPWHHOT YNakoBOK /iKapCbKoro 3acoby o0
BMKIaAEeHHS iHopmMaLlii aHrNiNCbKOo MOBOH).

3a
peyenmom

UA/15379/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MOPOLLKOM y chopmu in bulk TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
6nictepi; no 1 hipmMu-BUpPOBGHUKA 3aTBEepKEHHSA
6nictepy y nauui 3 Ksiny
KapTOHY dapmaueyTikas
Ko., NiTa., Kutaii)
TOB "Nekxim-
O6yxiB",
YKpaiHa
(BMPOGHMLTBO i3
chopmu in bulk
hipMu-BUpPOBOHUKA
Ksiny
dapmaueyTikan
Ko., /iTa., Kutai)
175. | NIPONO®O/ emynbCis ans EnEnCi Mpysis K.T. POM®APM PymyHis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis: 3a UA/19634/01/01
POM®APM iH'eKLi Ta iHdy3ii, Pomdpapm KOMMAHI C.P.J1. 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
10 mr/mn, no 20 mn KomnaHi (npurotyBaHHs Ta chapmakoHarnsgy. 3miHa y KopoTkili
y CKNsiHOMY hNaKoHi Lxoppxns PO34uMHy, PO3NNB y XapakTepucTuLi NikapcbKoro 3acoby, TekcTi
3 ryMOBOIO NPo6KOto ch1akoHu, KiHLeBa MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
Ta KOBNa4ykoM Tuny cTepunizauis; 3aCTOCYBaHHA Ha MigcTaBi perynsipHo
chnin-ocpdh, no 5 KOHTPO/b AKOCTI OHOB/IOBAHOIO 3BiTY 3 6e3neku NiKapCbKoro
chnakoHiB y BUXigHMX 3acoby, abo gocnifxeHb 3 6e3nekn 3acTOCyBaHHS
KapTOHHI nauwi mMartepianis, nikapcbKoro 3acoby B nic/isspeecTpaLiittuii nepios,
MPOMiXHOro Ta ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
KiHLLeBOro NpoBefeHUX BiAMOBIAHO A0 NiaHy negiaTpudHmuX
NPOAYKTIB, pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
BTOPUHHE KOMMETEHTHVNM YNOBHOB&XEHNM OpPraHoMm)
nakyBaHHs, 3MiHM BHECEHO [0 MapKyBaHHS YNakoBKu
KOHTPO/b SKOCTI nikapcbKoro 3acoby o nyHkTy Ne7 "IHwi ocobmBi
Ta BuUNyck cepii) 3acTepexeHHsA" NepBUHHOro Ta BTOPUHHOIO
nakyBaHHS LLOAO A0AaBaHHSA 3aCTEPeXeHHs 3
6e3neky 3acToCyBaHHA Ailo4H0i peYoBUHN
nponodyon BiANOBIAHO A0 pekomeHAauin PRAC.
176. | NPOTAPAH® | cycneHsisa ans A/T Hoso [aHis Brpo6HumK [Lanisa/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/17174/01/01
HM iH'ekujin, 100 MO/mn; Hopgaick Hepo3ghacoBaHOro PpaHuis/ 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peuenmom
®JIEKCMNEH® | no3mny NPOAYKTY, Bpasunis 3aci6. Cuctema KoHTeliHep/3akynoptoBanbHuWi
KapTpuaxi; no 1 nepBrHHe 3aci6. 3MiHa 6yAb-AKOi YaCTUHW MaTepiany
KapTpUaXy y nakyBaHHS; NepBUHHOT YNaKOBKU, LLIO He KOHTaKTYE 3 FOTOBUM
6araTrof030Bii KOHTPO/b AKOCTI nikapcbkM 3ac060M (Hanpuknag, Konip KpULLIEeYoK
0fiHOpa3oBiii NpoAYyKTY B 3 KOHTPO/1IEM NEPLLOro BiAKPUTTA, KONIp KOJOBUX
Lwnpuy-pyyui; no 1 nepBYHHOMY Kineup Ha aMmnynax, KoHTelHepa A5 ronok (pisHi
abo 5 wnpuu-pyyok nakyBaHHi BMAW nnacTmacw) (3MiHa, sika He BNAMBaE Ha
Y KapTOHHIi1 kopobu,i (kapTpuaxi KOPOTKY XapakTepucTrKy MikapcbKoro 3acoby)
MeHin®) Ta 3MiHa KO/IbOPOBOI atOMIHIEBOI KpULLIEYKM Ha
BiANOBIAa/IbHUI 3a OHOKOAIPHY a/TIOMIHIEBY KpUMLLEUKY 3 kKofoMm (2D
BUNYyCK cepii KOOOM), SIKUIAi HAHOCUTBLCA Ha HET 4151 3aN0BHEHOTO

rOTOBOIO NPOAYKTY
(PnekcleH®): AIT

KapTPUOXY.




n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa
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Ymosu

Hoso Hopagick,
[aHisi; Bupo6Huk
BiiNOBIgaNbHWIA 32

Bionycky

Peknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

roTOBOrO NPOAYKTY
(PnekcleH®);
KOHTPO/Ib SIKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®):

36VpaHHs,
MapKyBaHHSA Ta
BTOPUHHE
nakyBaHHS
roTOBOrO NPOAYKTY
(dPnekcleH®);
KOHTPO/b SIKOCTI
roTOBOrO NPOAYKTY
(dnekcleH®): AIT
HoBo Hopagaick,
[JaHis;
MapkyBaHHA Ta
BTOPWHHE
nakyBaHHs
rOTOBOrO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgick,
[aHis; Bupo6bHuk
npoaykuii 3a
MOBHUM LK/TOM:
Hoso Hopgick
MpoAtokCboH
CAC, dpaHLuis;
Brpo6HMK
Hepo3acosaHoro
NpPoOAYyKTY,
nepBuHHe
nakyBaHHS;
KOHTPO/b SIKOCTi
NpoaykTy B
nepBMHHOMY
nakyBaHHi
(kapTpuaxi
MeHdin®);
36MpaHHs,
MapKyBaHHA Ta
BTOPWHHE
nakyBaHHs

HoBo Hopgick

Mpoaykao
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dapmaceyTika 4o
Bpasinb iTpa.,
Bpasunis
177. | PANIHEPON TabneTku, BKpUTI BIOCAMHC | Cnony4eH AKTABIC NTA,. ManbTa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/14506/01/01
® NNiBKOBOO nTa. e 3MiHu | TUNY - 3MiHK 3 aKocTi. CepTudiikaT peuenmom
060/10HKOI0, N0 1 Mr; Koponisct BignosigHocTi/lE-cepTudikar BignosigHOCTI
no 10 Tabnetok y BO €Bponelicbkiin hapmakonei/moHorpadii. NMogaHHSA
6nictepi; no 3 Benukobp HOBOro abo OHOBMEHOro cepTudikata
6nictepu y uTaHii i BIANOBIAHOCTI ab0 BUNyYeHHS cepTudikara
KapTOHHI navu,i MiBHIYHOT BiANOBIgHOCTI €Bponeiickbkili hapmakonei: ans
Ipnanaii A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHUUTBI A®I; ans
[LOMOMDKHOT peyoBMHU (cepTudikaT BiANOBILHOCTI
€sponelicbkin hapmakonei) - OHOBEHWIA
cepTudikaT Bif yxe 3aTBepXeHOro BUPOOHUKa -
noJiaHHa OHOB/IEHOTO cepTuddikaty BignoBigHOCTI
€sponelicbkin dpapmakonei RO-CEP 2017-219-
Rev 01 Big 3aTBepmkeHoro BupobHuka NEULAND
LABORATORIES LIMITED, IHgisa gitoyoi
Pey’oBUHW paniHipony rigpoxaopuay
(3aTBepaxeHo: RO-CEP 2017-219-Rev 00;
3anpornoHoBaHo: RO-CEP 2017-219-Rev 01)
178. | PANIHEPO/ TabneTkn, BKPUTI BIOCAMHC | CnonyueH AKTABIC NTA. ManbTa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/14506/01/02
® NNiBKOBOIO nTa. e 3MiHu | TUnNY - 3MiHK 3 aKocTi. CepTudikaT peyenmom
060/10HKOI0, MO 2 MT; Koponisct BignosigHOCTI/IE-cepTudpikat BignosigHOCTI
no 10 TabneTok y BO €sponelicbkin hapmakonei/moHorpadii. NMogaHHA
6nicTepi; no 3 Benukobp HOBOro abo OHOBMEHOro cepTudikata
6nictepn y nTaHii i BiANOBIAHOCTI ab0 BUyYEHHS cepTudikata
KapTOHHIW nayu,i MiBHIYHOT BiANoOBIgHOCTI E€Bponeiickbkili hapmakonei: gns
Ipnanaii A®I; ans suxigHoro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; ans
[OMOMDKHOT peYoBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkiin hapmakoner) - OHOBIEHWIA
cepTuddikaT Bif yXe 3aTBepAXEeHOro BUPOOHUKa -
noJaHHA OHOBJIEHOTO cepTuddikary BifgnoBigHOCTI
€sponelicbkiin hapmakonei RO-CEP 2017-219-
Rev 01 Big 3aTtBepaxeHoro BupobHuka NEULAND
LABORATORIES LIMITED, Ingjs gitodoi
peyoBUHM paniHipony rigpoxnopuay
(3aTBepmxeHo: RO-CEP 2017-219-Rev 00;
3anponoHoBaHo: RO-CEP 2017-219-Rev 01)
179. | PANTEH TabneTku, BKPUTI "Xemodhapm | Pecny6nik "Xemodchapm" ALl Pecny6nika BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/1785/01/01
PETAPL NAiBKOBOIO "AL a Cepbist Cepbis 3MiHu | TUny - 3miHK 3 sikocTi. CepTucpikat peyenmom
060/10HKOI0,

NPOJIOHroBaHoI fji
no 100 mr; no 10

BignosigHoOCTI/lE-cepTudcpikar BignosigHOCTI
€sponelicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOrO cepTudikata
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

TabneTok y 6nictepi;
no 2 6nictepu B
KapTOHHIiA ynakoBL,i

BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuduikar Bif y)Xe 3aTBepKEHOro BUpobHMKa.
MopaHHA OHOBMIEHOTO cepTudikaTy BifNOBIAHOCTI
EP Ha A®| anknodeHak HaTpito RO-CEP 2014-
009-Rev 02 (nonepepaHs Bepcisa RO-CEP 2014-
009-Rev 01) Bif BXe 3aTBEPAKEHOIO BUPOOHMKA
Henan Dongtai Pharm Co., Ltd, China, y 3B’3Ky 3i
3MIHOI agpecy BUPOOHUKa 3aTBEPXEHO
Henan Dongtai Pharm Co., Ltd. East Changhong
Road. China-456 150 Tangyin, Henan Province.
3anponoHoBaHo Henan Dongtai Pharm Co., Ltd.
No. 2, East Kangtai Road. Tangyin Country China-
456 150 Anyang City, Henan Province. 3miHu |
TUMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpOsb fOMNOMDKHUX peyoBuH. 3MiHa Yy MeTogax
BMNPOGYBaHHSA JOMOMDKHOI PEYOBUHM (iHLUI 3MiHN
y MeToax BUnNpobyBaHHs (BK1H0HYaumn 3aMiHy abo
AopasaHHs)). 3MiHa meToay Ans TecTy
"laeHTudikayis" y cneyudikauii Ha JOMOMKHY
peuoBuHy FDC Yellow (BapBHMK COHAYHWIA 3axin,
XKOBTUIA) 3 MeToay 3rigHo EP 2.2.25 Ha «in-house»
. 3MiHu | TUNY - 3MiHK 3 SKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMIXHMX PEYOBUH.
3MiHa y MeToax BUNPOGYyBaHHS JOMNOMIKHOT
peyoBuHY (iHLWI 3MiHM y MeToAax BUNpPobyBaHHSA
(BKNKOYAOUM 3aMiHy abo fofaBaHHs)). 3MiHa
meTogy Ans TecTy "KinbKicHe BU3HaYeHHSA
6apBHMKa" y cneyudikauii Ha JOMOMKHY
peuoBuHy FDC Yellow (BapBHMK COHAYHWIA 3axin,
XOBTUIA) 3 MeToay 3riaHo EP 2.2.25 Ha «in-
house».

180.

PE30OIMOBIH

PO34UH A5 iH KA,
1500 MO (300 mkr
iMyHOr106yniHy); no
la6o2wmnB
amnyni, no 1 a6o 3,
abo 5 amnyn B naui

TOB
"BIO®PAPMA
MNA3MA"

YkpaiHa

TOB "BIOPAPMA
MAA3MA",
YkpaiHa
(BUMPOGHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK Cepii);
TOB "®3
"BIO®APMA",

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. BunyueHHs
BVMPOGHMYOT AinbHNL (BKIHOYAKYMN AiNMbHALI ANS
A®I, NpoMiXHOro nNpoaykTy abo rotoBoro
NiKapCbKoro 3acoby, AiNbHULI 4118 NPOBEAEHHS
nakyBaHHs, BUpOOHWMKa, BigNoBigasibHOro 3a
BWMYCK Cepiid, MicLie NPOBELEHHSI KOHTPOSHO cepil)
ab0 noctavasibHWKa BUXIAHOrO MaTepiasy,
peareHTy abo AOMOMIKXHOI PEHOBVHY (SIKLLO
3a3HayeHo y 10Cbe) BunyyeHHss BUPOGHMYOT
AinbHuui 3a agpecolo YkpaiHa, 09100, Kuiscbka

3a
peyenmom

UA/13033/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
YkpaiHa 06n., M. bina Llepksa, Byn. Kuiscbka, 37,

(BTOpUHHE BiANOBIAA/IbHOT 38 NPOBEAEHHSA KOHTPO/IHO AKOCTI.
nakyBaHHs)

181. | PEMECYNIA® | Ttabnetku no 100 wmr; AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/8173/01/01

no 10 TabneTtok y "®Papmak” 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | nidsisizae

6nictepi; no 1 a6o 3
6nicTepn y nauuj 3
KapTOHY

Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCcTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaato” BianosiAHO 4O OHOBAEHOT iHGhopMaui
L1040 6e3nekn 3acToCyBaHHS Ait040i peHOBUHM
3rigHo 3 pekomeHgauisvm PRAC. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBEPMKEHHS 3MiHM | TUNy - 3MiHW Woao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsgy (iHuwi
3MiHK) 3MiHW BHECEHO B iHCTPYKLiO ANs
MeAUYHOro 3aCToCyBaHHS NiKapcbKoro 3acoby Ao
po3ainy "Mo6iyHi peakuyii” WoA0 NOBiAOMMIEHHb
npo nigo3ptoBaHi No6ivHi peakwii. TepmiH
BBE/lEHHS 3MiH NMpOoTsAroM 6 micauis nicns
3aTBEPAKEHHS
3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnifgxeHb 3 6e3neku 3acToCyBaHHSA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OpraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "MobiuHi peakuii”
BiANOBIAHO 4O OHOBNEHOT iHChopMaLi Woao
6e3Mnekn 3acTocyBaHHs Ail040i Pe4YOBUHM 3rigHO 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
pekomeHgauisvm PRAC.
TepMiH BBEEHHA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS
182. | PEMECYNIA® | rpaHynu gns AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a He UA/17626/01/01
PANIA, OpasIbHOI CyCneHsil, "®Papmak” 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuyenmom | nidsisizae

100 mr/2r;no2re.
calue; no 10 cawe y
nauui

Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKn NikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVIM OpraHom)
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCcTOCyBaHHS MikapCbKOro 3acoby A0 po3ainy
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs
rpyaato” BianosiAHO 4O OHOBAEHOT iHGhopMaui
L1040 6e3nekn 3acToCyBaHHS Ait040i peHOBUHM
3rigHo 3 pekomeHgauisvm PRAC. TepmiH
BBEJEHHS 3MiH NPOTAroM 6 micAuiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHn Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
3MiHa Y KOpOTKili XxapakTepucTuLi NnikapcbKoro
3aco6y, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKku NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MneKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepios,
ab0 sK pe3ybTar OLIHKN 3BITY 3 AOCNILKEHDb,
npoBefeHNX BiANOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETeHTHUM YMOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO B iHCTPYKLi0 A58 MEANYHOIO
3acTocyBaHHS NiKapcbKoro 3acoby Ao po3gainis
"Oco6mBocTi 3acTocyBaHHA" Ta "MMo6iyHI peakuii™
Bi4MNOBIAHO 4O OHOBMEHOI iHChopMaL,ii LWoao
6e3nekn 3acTocyBaHHS Ail040i PeHYOBUHM 3TigHO 3
pekomeHpauismm PRAC. TepMiH BBEAEHHSA 3MiH
npoTArom 6 micAuiB nicns 3aTBepAKeHHs. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) 3MiHUM BHECEHO B
IHCTPYKLiO 415 MeANYHOTO 3acTOCyBaHHSA
nikapcbKoro 3acoby Ao po3ainy “MNobiyHi peakuii”
L1010 NOBIAOM/EHHb MPO Mif03PHOBaHi NOBGIYHI
peakLii.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS
183. | PECIMUKC N® | Tabnetky, in bulk: OPIrAHOCHK OAE EBepTomxeH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/15504/01/01
no 5000 TabneTok y H Navid CaeHcuns 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
repMeTuyHo NANDCAEH Nimitepn Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
3anasiHMX NoaBiNHUX CU3 (Ed y3arasibHeHNxX AaHnx npo cucremy
nonieTuIeHoBMX 3ET ) hapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
nakeTax npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa ANs 34iACHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX aHNX KOHTaKTHOT 0CO6U 3asBHNKa,
BiANOBiAaNbHOI 3a thapmakoHarnsag B YkpaiHi
184. | PECMNUKC N® | tabnetku, no 10 OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 6e3 UA/15503/01/01
Tabnetok y 6nictepi, H Naiid CaeHcnz 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
no 1 a6o 2 6nictepn | NTANGCAEH Nimviteq Ta (papmakoHarnsgy. BeegeHHs abo 3miHv o
y nauuj Ch3 (E® y3araslbHeHNX AaHux npo cuctemy
3ETI) thapmakoHarnagy (BBe4eHHS y3arasibHeHUX JaHnX
npo cuctemy chapmakoHarnsgy, aMiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnisgy 3asBHUKa AN 34iNCHEHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asiBHYMKA,
BifNoBiAa/IbHOI 3a hapmakoHarnsg B YKpaiHi
185. | PECIMNUKC® TabneTky BKpUTI OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 nionsieae UA/15549/01/01
NAiBKOBOIO H Naitch CaeHens 3MiHKM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenma
o60onoHkoto, no 10 NANDCAEH Nimitep 3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHM Y NpoLeci
Tabnetok y 6nictepi; Ch3 (E® BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby,
no 1 a6o no 2 abo 3ETI) BKJ/THOYAIOUM MPOMDKHWIA MPOAYKT, WO

no 4 6nictepu y
nauuj 3 KapToHy

3aCTOCOBYETHCS NPW BUPOOHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BUPOGHMLTBA) - 3MiHM Y BUPOGHNYOMY npoueci 13
Ha HaCTynHWX ctagisx: - Ctagisa MNpocitoBaHHsA
(Sifting)(BHeceHi peaakLiiiHi 3MiHK1 A0 onucy
onepauin), - Ctagia panynsauia (Granulation)
(3amiHa opraHiYHOro po3yrHHKKa Ha BOAYy
oumnweny), - Ctagis Cywka (Drying)(nogin
npoLecy CYLUiHHA BOIOTOro rpaHynsaTy Ha Asa
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

KPOKW: NOBITPSIHA CyLLKA i CyLUKa 3a NigBULLEHOI
Temneparypu), - Ctaais MogpibHeHH: (Sizing and
Milling)(peaakujiiHi 3MiHM [0 onucy onepawii -
JeTanizoBaHo npoLec noapiGHeHHs Cyxoro
rpaHynsty), - Ctagis MepemiwysaHHs (Extra
granular sifting and blending)(ymoBHwuii nogin
npouecy nepemillyBaHHs Ha ABi nigcTagii, 3a
AKMMK BiAOYBa€ETLCA NOYEProBy A0AaBaHHS i
3MiLLyBaHHSA KOMMOHEHTIB), - CTagisa MNpecyBaHHA
(Compression)(BHeceHi pefakuiiiHi 3MiHM 40 onucy
ctagji), - Ctagis MNMokputTa TabneTok NniBKoBO
060n0HKot (Coating)(BUKOHaHHSA NOKPUTTSA
TabneTok NNiBKOBOK 0600HKOK Y ABa eTanu
0}HOYACHO i3 3aMiHOK OpraHiYHNX PO3YUMHHUKIB HA
BOAY ouuLleHy), - CTagis nakysaHHs (Packing)
(BHECEHI peAakuiliHi 3MiHW, 3rigHO 3 AKUMK
BUAANEHO HECYTTEBY iHGhopMaLLito). 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3MiHM Y NpoLeci BUpobHuLTBA
roTOBOrO NiKapcbKoro 3acoby, BkIoYatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHW) 3MEHLUEHHA HAZVLLKY 1S Aio4nX
peyoBuH: Auetunuucteidy 35 % fo 2,5 %, gna
Ambpokcony rigpoxnopugy 3 3 % g0 1,5 %. 3miHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbknii 3aci6.
3MiHN y BUPO6HMLTBI. 3MiHa po3mipy cepii
(BK/THOYAtOUM Adiana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3aco6y (36inbLeHHs ao 10 pasis
MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) -
36iNbLUEHHS PO3Mipy cepii ans Pecnuke®,
TabneTku, BKPpUTI M1iIBKOBOKO 0B0MOHKOK
(3aTBepmKeHo: 100 000 TabneTok,
3anponoHoBaHo: 400 000 Tabnetok). 3miHu Il Tuny
- 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBUHax) roToBOrO /iKapCcbKoro 3acoby (iHLwi
[0MNOMDKHI peqyoBuHK) - 3MiHa, sfka
NiATBEPMKYETLCA JOCAIMKEHHAMN 3
6i0eKBiIBaNIEHTHOCTI - 3MiHW Y KifIbKICHOMY Ta
SAKICHOMY Cknagi fOMOMDKHUX PEYOBUH rOTOBOro
NiKapcbKoro 3acoby y 3B’s3Ky i3 3aMiHO
opraHiyHux po3unHHukiB(Isopropyl alcohol and
Dichlormethan) Ha Boay ounLeHy.
3MiHN BHECEHI B IHCTPYKLiO A58 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Cknag" (40NOMKHI peqyoBuHN).
BBefieHHs1 3MiH NpoTArom 3-x MicauiB nicas
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aTBEPMKEHHS.

186. | PECIMNUKC® TabneTky BKPUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: - He UA/15550/01/01
NNiBKOBOO H Naich CaeHeus 3MiHKM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii nionsieae
o6onoHkoto in bulk NAN®CAEH Niviteq 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
Ne10000 y nakeTax Ch3 (E® BMPOGHMLTBA FOTOBOIO NiKapCbKOro 3acoby,

3ETI) BK/1OYAI0UY MPOMIKHUI NMPOAYKT, WO

3aCTOCOBYETHCSA NPY BUPOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (He3HauyHa 3MiHa y npoveci
BVMPOGHMLTBA) - 3MiHW Y BUpOOH1YOMy npoueci /13
Ha HacTynHux ctagisx: - Ctagis MNpocitoBaHHs
(Sifting)(BHeCeHI pefakLiiiHi 3mMiHM 4o onucy
onepauiin), - Ctagisa Mpanynsuia (Granulation)
(3amiHa opraHiYHOro po3ynHHMKA Ha Boay
ouuLieny), - Ctagisa Cywka (Drying)(nogin
npoLecy CyLUiHHS BOMOroro rpaHynaTy Ha fsa
KPOKU: NOBITPSiHA CYLLKA i CyLUKa 3a NigBULLEHOI
Temneparypu), - Ctagis MogpibHeHH: (Sizing and
Milling)(pegakuiini 3miHn fo onvcy onepawiii -
JeTanizoBaHo npoLec noapiGHeHHs Cyxoro
rpaHynsty), - Ctagis MepemiwysaHHs (Extra
granular sifting and blending)(ymoBHwuii nogin
npouecy nepemillyBaHHs Ha ABi nigcTtagii, 3a
AKMMM BiABOYBaETLCA NOYEProBy A0AaBaHHS i
3MiLLyBaHHSA KOMMOHEHTIB), - CTagisa MNpecyBaHHA
(Compression)(BHeceHi pefakuiiiHi 3MiHM 40 onucy
ctagji), - Ctagia MNMokputTa TabneTok nNiBKkoBO
060n0HKot (Coating)(BUKOHaHHS NOKPUTTS
TabneTok NNiBKOBOK 060/10HKOK Y AABa eTanu
0}HOYACHO i3 3aMiHOK OpraHiYHNUX PO3YUHHUKIB HA
BOAY ouuLleHy), - CTagis nakysaHHs (Packing)
(BHECEHI peAakLiliHi 3MiHW, 3rigHO 3 AKUMU
BUAANEHO HEeCYTTEBY iHGhopMaLLito). 3MiHu | Tuny -
3MiHM 3 aKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM Y NpoLeci BUpobHULTBA
roTOBOrO NiKapcbKoro 3acoby, BKkIYaoun
MPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NP
BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHW) 3MEHLLUEHHA HAZVLLKY 1S AioUnX
peyoBuH: Auetunuucteidy 35 % o 2,5 %, gna
Ambpokcony rigpoxnopuay 3 3 % go 1,5 %. 3miHu
| Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA NikapcbkWii 3aci6.
3MiHn y BUPO6HMLTBI. 3MiHa po3mipy cepil
(BK/THOYAtOUM diana3oH po3Mipy cepii) roToBOro
nikapcbKoro 3acoby (36inbeHHs Ao 10 pasis
MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) -
36iNbLUEHHS PO3Mipy cepii ans Pecnuke®,
TabneTku, BKpUTI M1iIBKOBOK 0O00OHKOK
(3aTBepmKeHo: 100 000 TabneTok,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep

peecmpayitiHo2o

nocsi0OYeHHs

3anponoHoBaHo: 400 000 Tabnetok). 3miHu Il Tuny
- 3MiHK 3 siKoCTi. F0TOBUIA Nikapcbkuid 3aci6. Onuc
Ta cknag,. 3miHa y cknagi (40noMiKHUX
peyoBUHax) roToBOrO /iKapCbKoro 3aco6y (iHLwi
[0MNOMKHI peqyoBuHK) - 3MiHa, sfka
NiATBEPMKYETLCA JOCAIMKEHHAMN 3
6i0eKBiIBaNIEHTHOCTI - 3MiHW Y KifIbKICHOMY Ta
SAKICHOMY Cknagi OMNOMDKHUX PEYOBUH rOTOBOro
NiKapcbKoro 3acoby y 3B’s13Ky i3 3aMiHO
opraHiyHux po3unHHukiB(Isopropyl alcohol and
Dichlormethan) Ha Bogy ouuLleHy. BBeieHHs 3MiH
NpoTArom 3-x MicsLIB NiC/s 3aTBEPKEHHS.

187.

PO3YBACIH

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOH0, NO 5 ™,
no 10 Tabnetok y
6nictepi, no 3 abo
no 6 6nictepis B
KapTOHHIA Kopoo6Li

OPrAHOCMU
H
NANDCAEH
CU3 (E®
3ETI)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI
Ta thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
3acoby, abo focnifgxeHb 3 6e3neku 3acToCyBaHHSA
nikapcbKoro 3acoby B nicispeecTpaviiiHnii nepiog,
ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnipkens (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHNM OPraHoMm).
3MiHM BHECEHO [0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCYBaHHSA NikapCbKoro 3acoby y po3ainu:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwyii”
BiANOBIAHO 4,0 OHOB/EHOT iH(hopMaLlii 3 6e3neku
Aito40T pevoBnHN. BBEAEHHS 3MiH NPOTArOM 6-TK
MicsiLiB nicns 3aTBepApKEHHs!

3a
peyenmom

He
nionsieae

UA/13316/01/01

188.

PO3YBACIH

TabneTku, BKPUTI
N1iBKOBOIO
o6onoHkoto, no 10
Mmr, no 10 TabneTok
y 6nicTepi, no 3 abo
no 6 6nicTtepis B
KapTOHHIl KopooLi

OPIrAHOCMU
H
NAADCAEH
CU3 (Ed
3ETI)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuL Nnikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIiT A/19 MeANYHOro
3aCTOCYBaHHA Ha MifgcTasi perynsipHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo Joc/iAKeHb 3 6e3MeKkn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/isspeecTpaviitHuii nepios,
ab0 5K pe3ybTar OLIHKN 3BiTY 3 AOCNILKEHDb,
npoBefeHNX BiAMOBIAHO A0 NAaHy negiaTpuyiHnX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHoMm).
3MiHVN BHECEHO A0 IHCTPYKLii 415 MegUyYHOro
3acToCcyBaHHS Nikapcbkoro 3acoby y po3ainu:
"Oco61BoCTi 3acTocyBaHHS", "M06IUHI peakwi”
BiANOBIAHO [0 OHOB/EHOI iHhopMaL,ii 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/13316/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
Aito40T pevoBnHN. BBeAEHHS 3MiH NpOTArom 6-Tu
MicALiB Nicnsa 3aTBeppKEHHs
189. | PO3YBACIH TabneTkn, BKPUTI OPIrAHOCU OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/13316/01/03
N/1iBKOBOIO H 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI peyenmom | niossi2ae
060/10HKO10, M0 20 NANDCAEH Ta chapmakoHarnsgy. 3miHa y KopoTkili
mr, no 10 TabneTok Cn3 (E® XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
y 6nicTepi, no 3 3ET ) MapKyBaHHS Ta IHCTPYKUIiT 4519 MeANYHOro
6nictepu B 3acTocyBaHHA Ha niacTasi perynspHo
KapTOHHI Kopoobui OHOB/IOBAHOIO 3BiTY 3 6e3neky NiKapCbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Nic/isspeecTpaLiittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHD,
NpoBefeHNX BiAMNOBIAHO A0 NiaHy negiaTpuyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOB&XKEHVIM OpPraHOM).
3MiHN BHECEHO [0 IHCTPYKLi 415 MegUyYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainum:
"Oco6nvmBocTi 3acTocyBaHHs", "Mo6iuHi peakwii"
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
Lito40i pevyoBuHU. BBeEHHSA 3MiH NPOTAroMm 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS
190. | PO3YBACIH TabneTku, BKpUTI OPIrAHOCU OAE Anotekc IHK. KaHapa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a He UA/13316/01/04
nNiBKOBOIO H 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuyenmom | nidssizae
o060n0Hkoto, no 40 NAVOCAEH Ta thapmakoHarnsgy. 3miHa y KopoTkili
Mr, no 10 Tabnetok Ch3 (E® XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
y 6nicTepi, no 3 3ETI) MapKyBaHHS Ta IHCTPYKLUii 418 MeAn4HOoro
6nictepu B 3aCTOCyBaHHSA Ha MigcTaBi perynsipHo
KapTOHHIA Kopoo6Li OHOBJ/IKOBAHOTIO 3BiTY 3 6e3neKu NiKapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicispeecTpaviitHuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNIOKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy nejiatpudHmnx
pocnipkens (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHoMm).
3MiHV BHECEHO A0 IHCTPYKLUIT ANs MeAUYHOro
3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ainu:
"Oco6nmBOoCTi 3acTocyBaHHS", "Mo6iuHi peakwyii”
BiMNOBIAHO 4,0 OHOBMEHOT iH(hopMaLi 3 6e3neku
Aitoyoi pevoBnHN. BBEAEHHS 3MiH NPOTAroM 6-Tu
MicsLIB NicNsa 3aTBEPKEHHS
191. | PYNA®IH Tabnetku no 10 mr; 3eHTiBa, K.C. Yecbka HOYKOP XENC, IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a He UA/18949/01/01
no 10 TabneTtok y Pecny6nik C.A. 3MiHuM | TMNY - 3MiHK 3 AKOCTI. [OTOBUIA NiKapPCbKWiA peyenmom | nionsizae
6nicTepi; no 1, 3 abo a 3aci6. Cuctema KoHTeliHep/3aKkynopoBanbHui

5 6nictepis B
KapTOHHI KOpoOLyi

3aci6. 3MiHa po3mipy ynakoBKu rotoBoro
NiKapcbKoro 3acoby (3miHa KislbKoCTi O4MHNLb
(Hanpuknag TabneTok, amnyn TOLLO) B YNakoBL:) -
3MiHa no3a gjianasoHoM 3aTBEPAXEHNX PO3MIpIB
YNaKOBKM - BBHECEHHA [0AAaTKOBUX YNakoBOK Ne
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

30 Ta Ne50 (no 10 TabneTok y 6nicTtepi; no 3 abo 5
6nicTepiB y KapTOHHIli KOpo6L), 3 BiANOBIHUMY
3MiHamMu o p. «Ynakoska» MKA /13. MNepsuHHa
ynakoBKa 3a/IMWaeTbca 6e3 3MiH, 3MIHIETLCSA

TiNbKW PO3Mip BTOPMHHOT YNakoBKW. 3aTBEPAXEHO:

Mo 10 TabneTtok y 6nictepi MBX/MBAX/antoMiHiiA.
Mo 1 6nicTepy y KApTOHHY KOPOGKY 3
MapKyBaHHSM YKpaiHCbKOK MOBOIO Pa3om 3
IHCTPYKLE ANA MeANYHOro 3acTOCyBaHHS.
3anponoHoBaHo: Mo 10 TabneTok y 6nictepi
MBX/MBAX/antomiHiii. Mo 1, 3 a6o 5 6nicTepiB y
KapTOHHY KOPOOKY 3 MapKyBaHHSAM YKpPaiHCbKOHO
MOBOIO Pa3oM 3 IHCTPYKUIE AN MeANYHOro
3acTocyBaHHSA. 3MiHW BHECEHO B IHCTPYKLi0 ANs
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y
po3ainu «YnakoBka» 3 BignoBiAHNMMN 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBK (f0AaBaHHS
BiANOBIAHUX TEKCTIB MapKyBaHHSA YNakoBKW)
nikapcbkoro 3acoby. BBegeHHs 3MiH NpoTarom 6-
TW MICALIB NiC/1A 3aTBEPAXEHHS.

192.

CAPTOKAQL -
H

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, 50
mr/12,5 wr; in bulk:
no 5000 TabneTok y
nonieTuieHoBoOMy
nakeTi

[bxy6inaHTt
[xeHepikc
NimiTeq

IHais

[bxy6inaHTt
IxeHepikc MlimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBiga1bHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy hapmMmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
3AiicHEHHS (hapMakoHarnsay B Ykpaini. [itova
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHNX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3fiicHeHHs1 hapMakoHaraisay B YKpaiHi.

UA/13678/01/01

193.

CAPTOKA/, -
H

TabneTku, BKPUTI
NNiBKOBOIO
o060n0Hkoto, 50
mr/12,5 mr, no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIi KopobLyj;
no 10 TabneTtok y

[xy6inaHt
[hxeHepikc
Nimiteq

IHAis

Lxy6inaHt
[xeHepike MlimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX npo cucTemy
thapmakoHarnsagy (BBefAeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3

3a
peyenmom

UA/13677/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
6nicTepi; no 3 thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
6nictepu y thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
KapTOHHIlA KopooLi Bi, yNOBHOBaXXEHO| 0CO6MU, BiANOBIgaNbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi. [iroua
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix Onexa bopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigabHOI 3a
34iicHeHHs hapMakoHarnaay B YkpaiHi.
194. | CAPTOKAQL - TabneTku, BKpUTI [xy6inaHTt IHais Lxy6inaHTt IHgis BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/13677/01/02
H NNiBKOBOO hxeHepikc [bkeHepike NimiTeq, 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
o6onoHkoto, 100 Nimiteq Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
mr/25 mr; no 14 y3arasibHeHUX AaHux Npo cuctemy
Tabnetok y 6nictepi; hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHnxX
no 2 6nictepu B npo cuctemy papMakoHarnsgy, amiHa
KapTOHHI kopo6Lyj; yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
no 10 TabneTtok y 3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
6nicTepi; no 3 dhapmakoHarnagy 3asBHuka gns 34iiCHeHHA
6nictepu y thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
KapTOHHIlA KOpooLi BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu papmMakoHarnsay). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaIbHOI 3a
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi. [irova
pegakuis: Manoj Kumar. MponoHoBaHa pejakuis:
Menix Onexa BopuciBHa. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHOI 3a
3[jiCHEHHs1 hapMakoHarsay B YKpaiHi.
195. | CAPTOKAQL - TabneTku, BKpUTI [bxy6inaHTt IHAis [bxy6inaHTt IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: - UA/13678/01/02
H nniBKOBOKO L[hxeHepikc [bxeHepike NimiTeq, 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI
060/10HKO0, 100 NimiTen Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

Mr/25 wr; in bulk: no
5000 TabneTok y
nonieTuIeHoBOMy
nakeTi

y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemy papmMakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigaNbHOI 3a
34i/iCHEHHS papMakoHarnsay B YkpaiHi. [iroya
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menix OneHa bopuciBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U 3asiBHKKA, BigNoBigabHOI 3a
3fiicHEHHs1 dpapMakoHarisay B YKpaiHi.
196. | CEAA®DITOH Tabnetku, no 12 MPAT YkpaiHa BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/4826/01/01
® Tabnetok y 6nictepi; | "®ITO®PAPM BMPOGHMLTBO, 3MiHW | Tuny - 3MiHK WwoAo 6e3nekn/edeKkTNBHOCTI peyenma
no 2 a6o 4, abo 8 " nepBUHHE/BTOPUH Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepiB y nayui He nakyBaHHs, y3ara/lbHeHNX AaHux npo cuctemy
KOHTPO/b AKOCTI hapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHnx
Ta BUMYCK Cepii: npo cuctemy chapmakoHarnsgy, amMiHa
MPAT YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
"PITOPAPM", 3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
YkpaiHa,; dhapmakoHarnsgy 3asaBHuKa Ans 34iliCHeHHS
BiANOBiAaIbHUI 3a hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BMPOGHMLITBO, Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBiga/IbHOI 3a
nepBUHHE/BTOPUH 3pificHeHHs chapmakoHarnsay (BkioYakyn
He nakyBaHHs, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
KOHTPO/b SKOCTi: mMacTep-ghaiina cuctemu hapmakoHarnsgy). 3mMiHa
MAT "BiTamiHn", KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0co6U
YkpaiHa 3asBHYVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsg.
3MiHa MicLe3HaxoMKeHHs macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ihioro Homepa. 3miHa
MicLs 34iACHEHHSI OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsay.
197. | CEPMIOH® TabneTku, BKpUTI Biatpic CWA Mdpaiizep ITanisa ITanis BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/5183/01/03
LlyKPOBOIO CnewwenTi C.p.n. 3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii peuenmom
060n0Hkot0, No 10 nnc 3aci6. KOHTposib AOMOMDKHUX PEYOBUH. 3MiHa
Mr; no 25 Tabnetok napameTpiB cneuudikauii Ta/abo JonycTUMmX
y 6nicTepi; no 2 MeX A/151 OMOMDKHOI peYOBUHM (HLWi 3MiHW) -
6nictepu y PO3LUNPEHHS BEPXHBOI MEXM MOKa3HMKa
KapTOHHIlA KopoobLi “OMuneHHs” cneuudikauii 415 ONOMKHOT
peyoBuHU Kamepb caHgapak 3 160-190 Ha 160-
250
198. | CEPMIOH® TabneTku, BKpUTI Biatpic CWA Mdpaiizep ITanis ITanis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/5183/01/02
LIyKpOBOIO CnewenTi C.p.n. 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii peyenmom
060/10HKOI0, M0 5 Mr; nnc 3aci6. KOHTpOo/1b AONOMDKHMX PpeYOBUH. 3MiHa
no 15 tabnetok y napameTpiB cneuudikauiii Ta/abo gonycTUMmx
6nicTepi; no 2 MeX A5 AONOMDKHOT peqoBUHM (IHLLI 3MiHW) -
6nictepn y PO3LUMPEHHSA BEPXHBOT MEXW NoKasHuKa
KapTOHHilA KopooLi “OMuneHHs” cneuudikauii 415 4ONOMKHOT
peyvoBnHU Kameb caHaapak 3 160-190 Ha 160-
250
199. | CUHA®/AH- Masb 0,025 %; no 15 MPAT YkpaiHa MPAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3a UA/2316/01/01
®PITOPAPM ryTy6i; no 1 1y6iy "®ITOPAPM "®ITOPAPM" 3MiHY | Tuny - 3MiHK Wwoao 6e3neku/edeKkTUBHOCTI peyenmom

nauuj 3 KapToHy

Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHuX JaHux Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasilbHeHUX faHnx
npo cuctemy hapmakoHarisgy, 3miHa
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Homep
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nocsioYeHHs1

yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsagy (BKIyanum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu papmMakoHarssay). 3miHa
KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0Co6u
3a8BHKa, BiANOBIAaNLHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKeHHs1 MacTep-aiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micust 34iICHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.

200.

CIANIKYB

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI0, N0 5 Mr
no 10 TabneTtok y
6nicTepi; no 3
6nictepu B
KapTOHHI Kopobui

[bxy6inaHTt
[xeHepikc
NimiTen

IHais

[bxy6inaHTt
IxeHepikc MimiTen

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTtepianis:
3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
3AiicCHEHHSA (hapMakoHarnsay B Ykpaini. [jtova
pegakuis: Manoj Kumar. lMponoHoBaHa pepakuis:
Menux OneHa BopuciBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0CO6M 3asiBHYKA,
BiANOBIAANbHOI 3a 34ilicHeHHS hapmakoHarnagy B
YKpaiHi.

3a
peyerimom

UA/18127/01/01

201.

CIANIKYB

TabneTkn, BKPUTI
M/1iBKOBOIO
060/10HKO0, Mo 10
Mr; No 4 TabneTkn y
6nicTepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
no 10 Tabnetok y
6nictepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

[bxy6inaHTt
[hxeHepikc
NimiTen

IHais

[bxy6inaHTt
[bxeHepike NimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHO| 0CO6M, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsAgy; KOHTaKkTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 34iCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNoBigaIbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI flaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi

3a
peyerimom

UA/18127/01/02




134

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MacTep-aiina cuctemn chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asBHKKA, Bi4NoBiganbHOI 3a
3AilicHeHHs hapMakoHarnagy B Ykpaii. [itoua
pepakuis: Manoj Kumar. lMponoHoBaHa pegakuis:
Menux OneHa BopuciBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0CO6U 3asiBHYKA,
BiANOBIAA/bHOI 3a 34iiCHEHHS hapmakoHarnagy B
YKpaiHi.
202. | CIANOXYB TabneTku, BKpUTI [bxy6inaHTt IHAis [bxy6inaHTt IHAis BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/18127/01/03
NNiBKOBOIO [xeHepikc IxeHepikc MlimiTen 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
060/10HKO10, M0 20 Nimiteq Ta (hapmakoHarnsgy. BeeneHHs abo 3MiHu a0
Mr: N0 4 TabneTkn y y3arasibHeHVX AaHnx Npo cuctemy
6nicTepi; no 1 hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHux
6nictepy B npo cuctemy hapmakoHarnsgy, amiHa
KapTOHHI Kopoobui yMNOBHOBaXeHOT 0cobu, BigNoBifanbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI 0cobu 3
chapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMNOBIga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, Bi4NoBiganbHOI 3a
3AiicHEeHHA hapMakoHarnsay B Ykpaini. [itova
pepakuis: Manoj Kumar. MponoHoBaHa pegakuis:
Menux OneHa BopuciBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0CO6M 3asiBHYKA,
BiANOBIAANbHOI 3a 34ilicHeHHS hapmakoHarnagy B
YKpaiHi.
203. | CIHO)XAPAOI® | TabneTkun, BKpUTI BepiHrep HimeuumnH BMPOGHMLITBO, HimeuunHa/ BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis: 3a UA/15724/01/01
NNiBKOBOIO IHrenbxainm a nepBuHHE Ta Ipeuis/ 3MiHn Il Tuny - 3miHn Wwoao 6e3nekn/edpekTUBHOCTI | peyenmom
060/10HKOI0, 5 IHTEepHELUHN BTOPVHHE PpaHuis/ Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) oo
mr/1000 mr no 10 X nakyBaHHs, Cnony4eHi 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
Tabnetok B 6nicTepi; KOHTPO/b AKOCTI, LWratn NoCBIgYEHHS, BKOYatouu MnaH ynpasniHHA
no 6 6nictepis y BUNYCK cepi: Amepukn/ pu3nKamm (3acTocyBaHHs 3MiH(1), ski(a)
KapTOHHI KopoobLi BepiHrep BMMaraTb(€) NoJanbLLOro 06rpyHTyBaHHS
IHrenbxaim HOBUMM [OLATKOBMM AaHUMK, LLIO MatoTb

dapma 'm6X i Ko.
KI', HimeuunHa
BMPOGHMLTBO,
KOHTPONb SIKOCTI
(3a BUHSAATKOM
Tecty
«MikpobionoriyHa
yncToTar),
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1, BUNyCK

HafaBaTnCs KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom) - 3asiBHMKOM HaZjaHO OHOBJ/IEHWIA NnaH
ynpaB/iHHA pu3mkammn Bepcist 13.0. 3MiHM BHECEHO
00 yactuH: Il «Cneupndpikauis 3 6esnekm», |1
«[naH 3 hapmakoHarnsagy», V «3axoam 3
MiHimi3aLii pusmkiB», VI «Pe3tome nnaHy
ynpaBniHHA pusnkammu», VIl «logatkun» y 3B’s3Ky 3
nogaveto piHanbHoro 3sBiTy PASS 1245-0096 Ta
BUAANEHHAM [eSKUX BaXIMBUX ifEeHTUDIKOBaHMX
PY3VKIB Ta BX/IMBOTO MOTEHLIIHOTO PU3NKY.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

cepii:

BepiHrep

IHrenbxanv
Xennac CuHrn
Mem6ep C.A.,

Ipevis;

nepBuHHe Ta

BTOPWHHE
nakyBaHHs,

KOHTPO/b SIKOCTI,
BUNYyCK cepil:

MNATEOH
®PAHUIA,

PpaHuis;

BMPOGHMLITBO
Tabnetok "in bulk"
Ta KOHTPO/b
AKOCTI:
MarteoH MyepTo
Puko. IHK.,
CrionyyeHi Wratn
AwmepuKu,
KOHTPO/b SIKOCTi
(3a BUHSATKOM
Tecty
"Mikpob6ionoriyHa
yuctoTa"):

A eHp Em
LWTABTECT
Na6op cyp

AHamITUK yHA,
Crabinitarcnpydy
Hr TM6X,
HimeyunHa;
KOHTPO/b SIKOCTi
npy JOCAiMKEHHI
cTabinbHOCTI (3a
BUHATKOM TecTy
"MikpobionoriyHa
yuctoTa'):
EBpochiHc PACT
m6X, HimeyunHa;
albTepHaTMBHa
nab6oparopis gns
KOHTPONIO TecTy
"MikpobionoriyHa
yucrora™
CIC IHcTtutyT

Pe3tome nnaHy ynpasniHHs pusvkamm Bepcis 13.0
[0Aa€eTheS.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
®peseHiyc Mm6X,
HimeuumnHa,
Na6op IC CE eHg
Ko. KT,
HimeuumnHa,
K'toECiEc ENE,
peuis
204. | CIHIDKAPLI® | Tabnetku, BKpUTI BepiHrep HimeuuunH BUPOBHULTBO, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/15722/01/01
NNiBKOBOIO IHrenbxanm a NnepBuUHHE Ta Ipeuis/ 3MiHu 1l Tuny - 3miHn Woao 6e3nekn/edPeKTNBHOCTI peyernmom
obonoHkoto, 12,5 IHTepHeLwwH BTOPUHHE ®paHuia/ Ta chapmakoHarnsgy. BHeceHHs abo 3miHa(u) oo
Mr/1000 mr no 10 meX nakyBaHHs1, CnonyyeHi 30608B's3aHb Ta YMOB BuAadi peecTpayiiiHoro
Tabnetok B 6nicTepi; KOHTPO/b AKOCTI, LWratn noceigyeHHs, Bknovaoun MNMnaH ynpasniHHA
no 6 6nictepiB y BWMNYCK Cepil: Amepuku/ pv3vkamMm (3acTocyBaHHS 3MiH(M), sKi(a)
KapTOHHIlA KOpooLi BepiHrep BMMaratoTb(€) NofasbLIOro 06rpyHTyBaHHS
IHrenbxaiim HOBUMM [OLATKOBUM AaHUMK, LLIO MatoTb

dapma 'm6X i Ko.
KI, HimeuunHa
BMPOGHMLITBO,
KOHTPO/b SIKOCTI
(3a BUHATKOM
Tecty
«MikpobionoriyHa
yncToTa»),
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
BepiHrep
IHrenbxanm
Xennac CvHrn
Membep C.A.,
Ipeuis;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
MNMATEOH
®PAHUIA,
dpaHLis;
BMPOOHULITBO
Tabnetok "in bulk"
Ta KOHTPO/1b
SAKOCTI:
MarteoH MyepTo
Puko. IHK.,
CnonyuyeHi WTtatn
Amepuku,

HafaBaTncs KOMMETEHTHUM OPraHoM, OCKI/IbKM
BMMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM
opraHom) - 3asiBHMKOM HafaHO OHOBJ/IEHWI NAaH
ynpasniHHA pu3vkamn Bepcis 13.0. 3MiH1 BHECEHO
0o yactuH: |l «Cneyudikauis 3 6esneku», Il
«[Mnan 3 dhapmakoHarnagy», V «3axogu 3
MiHimi3auii pusmkiB», VI «Pe3iome nnaHy
ynpaBiHHA pusnkamu», VIl «Jonatkn» y 3B’a3Ky 3
nogaueto hiHasnbHoro 3BiTy PASS 1245-0096 Ta
BUAA/TEHHAM AEAKUX BXNVBUX ifE€HTUIKOBAHUX
PV3MKiB Ta BAXX/IMBOrO NOTEHLAHOTO PU3NKY.
Pestome nnaHy ynpasniHHA pu3ukamu Bepcis 13.0
[OAAETLCA.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTPO/b SIKOCTI
(3a BUHATKOM
Tecty
"Mikpob6ionoriyHa
yucroTa"):

A eHp Em
LWTABTECT
Na6op cyp
AHaNITUK YHT,
Cra6initatcnpydy
Hr FM6X,
HimeuumnHa,;
KOHTPO/b SIKOCTI
npu JOCNioKEHHI
cTabinbHocTi (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa'):
EBpodpinc PACT
mM6X, HimeuunHa,;
anbTepHaTuBHa
nab6oparopia gns
KOHTPOO TecTy
"Mikpob6ionoriyHa
yucrora™
CI'C IHcTUTyT
®pe3seHiyc MM6X,
HimeuunHa;
Na6op IC CE eHa
Ko. KT,
HimeuumnHa;
K'toEiCiEc EME,
peuis

205.

CIHMETOH

TabneTku, BKpUTI
060/10HKO10, N0 500
mr; no 10 TabneTok
y 6nicTepi; no 1 a6o
no 3, a6o no 10
6nicTepiB y nayui 3
KapToHY

OPrAHOCMU
H
NANDCAEH
CU3 (E®
3ETI)

OAE

EBepToaxeH
Naiid CaeHcuns
Nimviteq

IHgis

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyaryn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gpaiina cuctemm chapmakoHarnsgy) -
3MiHa KOHTaKTHUX i@HNX KOHTaKTHOI 0cobu

3a
peyenmom

UA/10667/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsag B
YKpaiHi.
206. | CIHMETOH TabneTkn, BKPUTI OPIrAHOCU OAE EBepTomKeH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: - UA/10668/01/01
o060n10HkKot, no 500 H Navid CaeHcuns 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
mr, in bulk: no 1000 NANDCAEH Nimitepn Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
TabneTok y naketax CU3 (Ed y3arasibHeHVX AaHnx Npo cuctemy
i3 donbru 3ET ) hapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
IOMIHIEBOI npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHars4y; KOHTaKkTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBiga/IbHOI 3a
3[iicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
3a8BHKKa, BiANOBIAabHOI 3a thapmakoHarnsag s
YKpaiHi.
207. | CIHMETOH TabneTku, BKPUTI OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/10667/01/02
060/10HKOI0, No 750 H Navid CaeHcuna 3MmiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenmom
Mr no 10 Ta6netoky | JIAVGCAEH Nimitep Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
6nictepi; no 1 abo Ch3 (E® y3araslbHeHNX AaHux Npo cuctemy
no 3, abo no 10 3ET ) thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHux
6nicTepiB y navuj 3 npo cuctemy hapmakoHarnsgy, amiHa
KapToHy YNOBHOB&XEHOT 0CO6MU, BiANOBIAaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHVKa, BigNoBiAaIbHOT 3a hapmakoHarnsg B
YKpaiHi.
208. | CIHMETOH TabneTku, BKpUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: - UA/10668/01/02
060/10HKOI0, No 750 H Naiicp CaeHcuns 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
mr; in bulk: no 1000 NAN®CAEH Niviteq Ta thapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
Tabs1eToK y naketax Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
i3 dhonbru 3ETI) hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux
TIOMIHIEBOI npo cuctemy papMakoHarnsgy, smiHa

yNOBHOBaXeHOT 0cobw, BignoBigansbHoOI 3a
3AiliCHeHHs hapMakoHarnsy; KOHTaKTHOT 0coou 3
hapmakoHarnsgy 3asiBHuKa 4ns 34iiCHEeHHS
thapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobMU, BiANOBIAa/IbHOI 3a
3[iiCHEHHS1 dpapMakoHarnsay (Bkarvarum
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gpaiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAANbHOI 3a hapmakoHarnsg B
YKpaiHi.

209.

CIPYAHA
MA3b
NMPOCTA

Ma3b 33% no40ry
Ty6ax

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI
Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0
y3arasibHeHUX JaHnX Npo cUcTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiAMoBIga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (BkiYakyn
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
macTep-gaiina cuctemy papmMmakoHarnsgy). 3miHa
KOHTaKTHUX JlaHNX YNOBHOBaXeHOT 0Cobm
3asBHWMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMkeHHss MacTep-daiina
cuctemmn chapmakoHarnsgy Ta iioro Homepa. 3miHa
MiCLA 34iACHEHHS OCHOBHOI AisfiNIbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/8061/01/01

210.

CKUNMaAPH
A MA3b

Ma3b 1o 30 r y Ty6ax

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6MU, BiANOBIAaNLHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsagy 3asaBHuKa gns 34ilCHeHHS
hapmakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BkiYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-gaiina cuctemu hapmakoHarisgy). 3mMiHa
KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0Cobm
3asBHVKa, BiANOBiAa/IbHOI 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHs macTep-alina
crMcTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLs 34iACHEHHSI OCHOBHOI AisifIbHOCTI 3
dhapmakoHarnsay.

6e3
peyenma

UA/8177/01/01

211.

COoNioyP

TabneTku, BKpUTI
nNiBKOBOO
0060/10HKOK, M0 5 Mr

Ecnapma
M6X

HimeyuunH
a

BMPOGHMLITBO

Hepo3acoBaHoro

npoayKkTy,

IHais/
Himeuunna

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao

3a
peuyenmom

UA/19638/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
no 10 TabneTtok y nepBuHHe y3ara/ibHeHUX JaHnx npo cucTemy
6nictepi; no 3 nakyBaHHs, thapMakoHarnagy (BBefeHHs y3arasibHeHUX JaHnx
6nictepu y BTOPVHHE npo cuctemy thapmakoHarnsgy, sMiHa
KapTOHHI ynakoBsL,i nakyBaHHs, yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
KOHTPO/b SIKOCTI: 3AiiCHeHHA hapMakoHarnsagy; KOHTakTHOT ocoou 3
Pa Yem dapma thapmMakoHarnsgy 3asBHvKa ANs 34iACHEHHS
Nta, IHais chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BTOPUHHE Bifl yNOBHOBaXeHOI 0cobu, BiAnoBigabHOI 3a
nakyBaHHs: 3pjicHeHHs chapMakoHarnsgy (Bkioyaryn
Ecnapma ®apma KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
Cepsices 'M6X, MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
HimeuumnHa,; KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0CO6U
BWMNYCK Cepil: 3a8BHKa, BiANOBIAaNbLHOI 3a thapmakoHarnsag,.
Ecnapma 'm6X, 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
HimeuunHa 3a8BHMKa, BiANOBIAabHOI 3a thapmakoHarnsag B
YkpaiHi. 3miHa MicLe3HaxomkeHHs MacTep-aiina
cuctemmn chapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AiSNIbHOCTI 3
dhapmakoHarnsgy.
212. | COMI®YP TabneTku, BKPUTI Ecnapma HimeuuunH BMPOBOHULITBO IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/19638/01/02
NNiBKOBOO 6X a Hepo3g)acoBaHOro HimeuyunHa 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyernmom
obonoHkoto, no 10 npoaykTy, Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
mr no 10 TabneTtok y nepBuHHE y3arasibHeHUX JaHnX Npo cucTemy
6nicTepi; no 3 nakyBaHHs, hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
6nictepu y BTOPUHHE npo cuctemy chapmakoHarnsgy, aMiHa
KapTOHHIiA ynakoBL,i nakyBaHHs1, YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
KOHTPO/b SKOCTi: 3[iiCHEHHS (hapMakoHarnsay; KOHTakTHOI 0cobu 3
Pa Yem dapma dhapmakoHarnsgy 3asaBHuKa Ans 34iliCHeHHS
Nta, IHais thapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BTOPVHHE Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
nakyBaHHs: 3pificHeHHs hapmakoHarnsay (BkioYakyn
Ecnapma ®apma KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
Cepsices 'M6X, macTep-chaiina cuctemn hapmakoHarnsgy) 3miHa
HimeuumnHa; KOHTaKTHUX JaHWNX YNOBHOBaXXEHOT 0CO6M
BUNYCK cepi: 3asBHVKa, BiANoBiAa/IbHOI 3a hapMakoHarnsag.
Ecnapma M'm6X, 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
HimeuunHa 3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsag B
YKpaiHi. 3MiHa MicLie3HaxoMKeHHsA MacTep-haiina
cucTeMu dhapmakoHarnsgy Ta iioro Homepa. 3miHa
MicUsi 34iACHEHHA OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.
213. | COPOPU HacToika no 40 mny MPAT YKpaina MPAT Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/8445/01/01
AMOHCLKOI donakoHax "PITOPAPM "®ITOPAPM" 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenma
HACTOWKA " Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0

y3araJlbHeHNX AaHux Npo cucTemy
hapmakoHarnsgy (BBefAeHHs y3ara/ibHEHUX JaHnx
npo cuctemy chapmakoHarnsgy, aMiHa
YMOBHOBaXXEHOI 0CO6M, BigNOBigaIbHOI 3a
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3[iiCHEeHHs1 hapMakoHarisay; KOHTakTHOI 0co6u 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHeHHS
hapMakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0c06U, BiAMOBIga/IbHOI 3a
3[iiCHeHHs1 chapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
macTep-aiina cuctemy papmakoHarnsgy). 3miHa
KOHTaKTHUX JaHWNX YMOBHOBaXeHOT 0cobm
3a8BHWMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMKkeHHss MacTep-daiina
cuctemmn chapmakoHarnsgy Ta iioro Homepa. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisSNIbHOCTI 3
dhapmakoHarnsgy.

214.

cnnetT
ETUNOBUAN
96%

po34unH 96 %; no
100 mn y chrnakoHax
CKNAHUX; no 10 ny
KaHicTpax
noniMmepHMX

TOB
"MEONEB"

YkpaiHa

TOB "MEAJIEB"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis:
3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI
Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnsigy (BBeAeHHs y3arasilbHeHUX faHnx
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3mMiHa
YMOBHOBaXEHOT 0CO6Y 3asBHMKA, BignoBiganibHOI
3a hapmakoHarnag,.

[Litoua pepakuisn: 3yesa CsiTnaHa BacunisHa.
MNMponoHoBaHa pepakuis: 3iHoBa Knasgis
BikTopiBHa. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXEHOT 0CO6VM 3asBHMKa, BignoBigaibHOI
3a hapmakoHarnag. 3MiHa MicLie3HaxomKeHHs
macTep-haiina cuctemmn chapmakoHarnsgy Ta inoro
Homepa. 3MiHa MicLs 3AiACHEHHS OCHOBHOT
AisNbHOCTI 3 chapmakoHaraagy.

3a
peyenmom

UA/17310/01/02

215.

cnneT .
KAM®OPHUA

pO34uH Ans
30BHILLUHBOTO
3acTocyBaHHS,
cnupToBuid 10 % no
40 mn 'y chiakoHax
CKNAHMX abo
noniMepHux

MPAT
"®ITOPAPM

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:
3MiHW | Tuny - 3MiHK WoAo 6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy. BeegeHHst abo 3miHu o
y3arasibHeHUX JaHnX Npo cucTemy
thapmakoHarnsagy (BBefeHHs y3arasibHEHUX JaHux
npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa Ans 34ilCHEHHS
hapmakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobu, BiANoBiga/IbHOI 3a

6e3
peyenma

UA/7967/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

3pificHeHHs hapmakoHarnsgy (Bkioyakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-gaiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHUX [JaHWNX YOBHOBaXXEHOT 0CO6M
3asBHVIKa, BignoBiganbHOI 3a
hapmakoHarnag.3miHa MicLe3HaxoKeHHs
mMacTep-haiina cuctemy hapmakoHarnsgy Ta noro
Homepa. 3MiHa MicLA 3AiACHEHHSI OCHOBHOT
AISNbHOCTI 3 hapMakoHarisay.

216.

cnnpPT
MYPALUVHN
n

PO34MH AN
30BHILLHLOIO
3aCcTOCyBaHHS,
cnupToBuiA no 50 mn
y thnakoHax
CKNAAHMX abo
noniMepHmx

MPAT
"®ITOPAPM

Ykpaina

MPAT
"®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHH:
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6MU, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
mMacTep-gaiina cuctemu hapmMakoHarasay). 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U
3asBHMKa, BiANOBIAaNbLHOI 3a hapMakoHarnsag.
3MiHa MicL,e3HaxoMKeHHs1 MacTep-haiina
cucTeMu dhapmakoHarnsgy Ta ihioro Homepa. 3miHa
MicUsi 34iACHEHHA OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.

6e3
peyenma

UA/7968/01/01

217.

CNNPTON®

po34nH Ans
30BHILIHLOIO
3actocyBaHHA 70 %,
no 100 mny
donakoHax

MPAT
"®ITOPAPM

Ykpaina

MPAT
"OITOPAPM"

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiH1X maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
thapmakoHarnsgy (BBefeHHA y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHvKa Ans 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0CobM
3asBHWVKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa MicLe3HaxoMkeHHss MacTep-daiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
MiCLS 34iICHEHHA OCHOBHOI AiffIbHOCTI 3

3a
peyerimom

UA/12877/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
dhapmakoHarnsgy.
218. | CNUPTON® pO34uH Ans MPAT YkpaiHa BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3a UA/12877/01/01
30BHILUHBOTO "®ITOPAPM BMPOGHMLTBO, 3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/edeKkTNBHOCTI peyenmom
3acTocyBaHHsA 96 %, " nepBuHHe Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
no 100 mn y nakyBaHHs, y3arasibHeHUX JaHnX Npo cucTemy
chnakoHax KOHTPO/b AKOCTI hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
Ta BUMYCK Cepii: npo cuctemy chapmakoHarnsgy, amiHa
MPAT YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
"PITOPAPM", 3[iiCHEHHS (hapMakoHarnsay; KOHTaKTHOI 0cobu 3
YkpaiHa; dhapmakoHarnsgy 3asaBHuKa Ans 34iliCHeHHS
BiANOBiAabHMI 3a hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BMPOGHMLTBO, Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
nepBuHHe 3pificHeHHs hapmakoHarnsay (BkioYakyn
nakyBaHHs, KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
KOHTPO/b SKOCTi: mMacTep-ghaiina cuctemu thapmakoHarnsgy). 3miHa
AT “ly6Hudhapm", KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0co6u
YkpaiHa 3asBHVKa, BiANoBiAa/IbHOT 3a hapMakoHarnsag.
3MiHa MicLe3HaxoMKeHHs macTep-aiina
cvucTeMu dpapmakoHarnsgy Ta ihoro Homepa. 3miHa
MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnsgy.
219. | CNIONTO® pO34uH Ans BepiHrep HimeuuunH BMPOGHMLTBO, HimeuyunHa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/15523/01/01
PECMIMAT® iHransyii no 2,5 IHrenbxainm a nakyBaHHs, 3MiHu |l Tuny - 3miHK Wwoao 6e3nekn/edekTUBHOCTI peuenmom
MKI/2,5 MKr; no 4 mn IHTEpHELIHN MapKyBaHHS, Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(u) o
y kapTpuaxi (60 M6X KOHTPO/b AKOCTI

iHransuji); no 1
KapTpuaXy B
KomMekTi 3 1
iHranaTopom
Pecnimat® y
KapTOHHIlA KopoobLi

Ta BUNYCK cepiit
NiKapcbkoro
3acoby:
BepiHrep
IHrenbxanm
dapma 'm6X i Ko.
KI, HimeuunHa;
KOHTPO/b AKOCTI
3a NOKa3HNKOM
"Mikpob6ionoriyHa
yucrora'™
CIrC IHcTuTtyT
®peseHiyc MM6X,
HimeyuunHa;
KOHTPO/b SIKOCTI
3a NOKa3HMKOM
"MikpobionoriuHa
yucrora™
Nab6op IC CE &
Ko.KTl, HimeuunHa,

KOHTPO/1b SAKOCTI
3a BUKTKOYEHHAM

3060B'A3aHb Ta YMOB BuAadi peecTpavu,iiiHoro
nocBiAYeHHs, BKoYatoun MnaH ynpasniHHA
pv3vkamm (3acTocyBaHHS 3MiH(M), ski(a)
B/MaratTb(€) NOAaNbLIOr0 06rPYHTYBaHHS
HOBUMM [OAATKOBMM AaHUMMK, LLIO MatoTb
HagaBaTnUCs KOMMETEHTHUM OpraHoM, OCKiSIbKM
BMMAraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM
opraHom) 3asiBHUKOM HaZiaHO OHOB/IEHWI NNaH
ynpasniHHA pu3nkamu Bepcia 5.0. 3MiHM BHeCeHo
00 yacTuH: Il «Cneundpikauisi 3 6esnexm», 111
«MnaH 3 hapmakoHarnsagy», V «3axoam 3
MiHiMi3auii pusmkiB», VI «Pe3tome nnaHy
ynpasniHHA pusnkamu», VIl «ogatkus.
Mpo6nemun 6e3nekn 3 ocTaHHbOI Bepcil MYP, aki
He NoTpebyloTb [0AaTKOBUX 3axX0fiB 3
dhapmakoHarnsgy 4v AoAaTKoBUX 3aX0fiB 3
MiHiMi3awii pu3ukis, 6ynv BUAaNeHi BignoBigHO A0
GVP, rev.2. Ctpyktypy MYPa 6yno oHoBneHo
BiANOBIAHO A0 pekomeHAauiin Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nokasHuka
"MikpobionoriuHa
yacrora'"
Kyaccap 'mbx,
HimeyunHa
220. | CMIPUBA® MOPOLLIOK A5 Bepinrep HimeuumnH Bepinrep HimeuunHa BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a UA/6495/01/01
iHranaujn, TBepaj IHrenbxanm a IHrenbxanm 3MiHM Il Tuny - 3miHK Woao 6e3neku/eekTUBHOCTI peyenmom
Kancynu no 18 mkr IHTEpHELUHN dapma 'm6X i Ko. Ta hapmakoHarnsagy. BHeceHHs abo 3miHa(un) o
no 10 kancyn 3 6X Kl 3060B's13aHb Ta YMOB BMAaYi peecTpauiiiHoro
MOPOLLKOM A5 NOCBiAYEeHHS, BKoYatoun MnaH ynpasiHHA
iHransuin y 6nictepi; pu3mKamm (3acTocyBaHHs 3MiH(K), aki(a)
no 3 6nictepu B BMMaraTb(€) NOJabLLOro 06r'pyHTYBaHHS
KapTOHHI kopo6Lyj; HOBUMM J0LATKOBUM AaHUMW, LLIO MatoTb
no 10 kancyn 3 Ha/JaBaTnCca KOMMETEHTHUM OPraHoOM, OCKIIbKM
MOPOLLKOM AnA BMMAraeTbCsl CyTTEBA OLLiHKA KOMMNETEHTHUM
iHranauin y 6nictepi, opraHoMm). 3asBHMKOM HafaHO OHOB/IEHWIA MaH
no 1 a6o 3 6nictepu ynpas/iHHA pu3nkamu Bepcis 11.0. 3MiHM BHECEHO
B KOMM/IEKTI 3 00 yactuH: Il «Cneuundpikauis 3 6e3nekm», V
NPUCTPOEM «3axoayu 3 MiHiMi3auii pu3ukie», VI «Pesiome
XeHpiXeiinep® B nnaHy ynpasiHHA pusnkamm», VIl «ogatku» y
KapTOHHI KOpoobLyi 3B'A3KY 3 BUSAIEHHAM BaX/IMBUX
iAEeHTNCHIKOBAHUX PU3MKIB, BXKMBUX NOTEHLAHMX
PU3KKiB, @ TaKOX BULANEHHA BifCYTHLOT
iHchopmauii.
CTpykTypy MYPa 6yn0 0HOBMEHO BiAMOBIAHO A0
pekomeHaauiii Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
221. | CMIPUBA®PE | po3uuH ans BepiHrep HimeuumnH BepiHrep HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3a UA/6495/02/01
CMNIMAT® iHranauin, 2,5 IHrenbxanm a IHrenbxanm Icnanis 3MiHu |l Tuny - 3MiHK Wwoao 6esnekn/edekTUBHOCTI peyenmom
MKr/iHransuito; no 4 IHTEepHeLWHN dapma 'm6X i Ko. Ta chapmakoHarnsgy. BHeceHHss abo 3miHa(u) oo
MY KapTpuoxi (60 6X KI', HimeuuunHa; 3000B'A3aHb Ta YMOB Buadi peecTpauiiiHoro

iHransaujn); no 1
KapTpuaXy B
KomnnekTi 3 1
iHranATopom
Pecnimat® y
KapTOHHIl KopooLi

BepiHrep
IHrenbxanm
EcnaHa, CA,
IcnaHis

noceigyeHHs, Bkoyaouy MnaH ynpasniHHA
pu3mKamm (3acTocyBaHHs 3MiH(K), aki(a)
BMMaratoTb(€) NofasbLIOro 06rpyHTYBaHHS
HOBMMW [0AATKOBMM A@HUMK, WO MatoTb
HafaBaTnCs KOMMETEHTHUM OpPraHoM, OCKiSIbKM
BMMAraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom). 3asiBHUKOM HaJaHO OHOBIEHWUIA MiaH
ynpas/iHHA pu3nkammn Bepcis 11.0. 3MiHM BHeCEHO
0o vactuH: |l «Cneuudpikauis 3 6esnekun», V
«3axoau 3 MiHiMizauii pusukie», VI «Pesiome
nnaHy ynpassiHHA pusukamu», VIl «ogatku» y
3B'AA3KY 3 BUAAIEHHAM BaX/IMBUX
iAEeHTUIKOBAHUX PUSUKIB, BXKNVMBUX NOTEHLAHMX
pY3VKiB, & TAKOX BUABIEHHS BiACYTHLOT
iHCchopMmawii.
CTpykTypy MNYPa 6yn10 OHOBMEHO BiANOBIAHO A0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
pekomeHgauiin Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2).
222. | CTPENTOUN | Tabnetku no 300 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/5949/01/01
A-AAPHULUA no 10 TabneTtok y "®bapmaueBT "papmaueBTUYHA 3MiHM | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI peuenmom
KOHTYPHIi nyHa thipma ipma "AapHuug" Ta thapmakoHarnsagy (iHwi 3miHn) 3MiHM BHECEHO B
YapyHKOBIl "fapHuus” TEKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT
ynakosti; no 1 YNakoBOK NiKapCbKOro 3acoby LLOA0 BUTYYEHHS
KOHTYpHili iHchopmawii, BUknageHoi pociincbko MOBO, Ta
YapyHKOBIli ynakoBLyi 3a3HayveHHa QR-kogy y n. 17. «IHWE» BTOPUHHOT
y nayui; no 10 yNakoBKM NiKapcbKoro 3acoby. TepMiH BBe4EHHS
Tabnetok y 3MiH - NPOTAroM 6 MICALIB NIiC/A 3aTBEPLYKEHHS.
KOHTYPHUX
YapyHKOBUX
ynakoBkax
223. | CYCTAMAP® | Tabnetku, BKpUTI Ecnapma HimeuuunH ApsaHc ®apma HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/12869/01/01
nNiBKOBOIO 6X a m6X, HimeuunHa 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
060n10HKo0, No 480 (B1pOGHMLTBO Ta (hapmakoHarnsgy. BeegeHHs abo 3miHv o
mr; no 10 TabneTok Hepo3hacoBaHoro y3araslbHeHVX AaHunx npo cuctemy
y 6nicTepi; no 2 abo NPOAYKTY, hapmakoHarnagy (BBe4eHHS y3arasibHeHUX JaHnX
no 5 a6o no 10 nepsBuHHe npo cuctemy chapmakoHarnsgy, aMiHa
6nicTepiB y nakyBaHHs, yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
KapTOHHIl KopooLi BTOPVHHE 3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
nakyBaHHs, thapmakoHarnagy 3asBHUka Ans 34iiCHeHHA
KOHTPO/b AKOCTI, hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BMNycK cepi); BiJ, yNOBHOBaXeEHO| 0cO6MU, BiANOBIgaNbHOI 3a
ecnapma ®apma 3fificHeHHs hapmakoHarnsgy (Bkioyarun
Cepsices 'M6X, KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
HimeyunHa mMacTep-gaiina cuctemu hapmMakoHarasgy). 3miHa
(BTOPUHHE KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0Co6u
nakyBaHHs); 3asBHVKa, BiANOBiAa/IbHOT 3a papMakoHarnsag.
Papma 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
BepHirepoge 3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsag B
v6X, HimeuunHa YKpaiHi.
(KOHTPO/b SIKOCTI) 3MiHa MicLe3HaxoMKeHHs1 MacTep-halina
cucTeMu dhapmakoHarnsgy Ta iioro Homepa. 3miHa
Micus 3AiACHEHHA OCHOBHOI AisIbHOCTI 3
hapmakoHarnagy
224. | TAMCYNIA, Kancynm 3 My6niyHe YKpaina My6niuHe Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/16198/01/01
MoAMdDIKOBaHUM akuioHepHe akuioHepHe 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peuyenmom
BMBINIbHEHHSAM NO TOBapUCTBO TOBapUCTBO Ta (hapmakoHarnsgy (iHwi 3miHu). 3miHa y 3B'A3Ky
0,4 mr; no 10 kancyn "HaykoBo- "HaykoBo- YTOUHEHHS BUKIaAeHHs po3giny “[ogatkosa
y 6nicTepi; no 3 BMPOGHUYNIA BMPOGHUUNIA iHcbopmauia. Al-1. YnakoBka" MKA Ta po3giny
6nicTepy B nayw, LeHTp LeHTp 3.2.P.7. OHOB/IEHHA TEKCTY MapKyBaHHsA
"Bopuiariscb "BopLuariBcbkuii NEePBMHHOI Ta BTOPUHHOI YNaKOBOK JTiKapCbKOro
KNI Ximiko- XiMiKO- 3acoby y 3B's13Ky 3 BUYYEHHSIM iHGhopmaLi,
thapmaueBT hapmaueBTUYHNIA HaHeCeHOT POCiiCbKOK MOBOH), & TaKOX BHECEHO
NYHWIA 3asofa” YTOYHEHHSA Y N.5 «HANMEHYBAHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3aBog" (chacyBaHHs i3 BUPOBHWKA |, 3A HEOBXIAHOCTI —
copmu "in bulk" 3AABHUKA» Ta n. 6. «IHLWE>» nepBuHHOI
BVPOGHWKIB ynakoBku, y n. 17. «IHWE» — BTOPUHHOI YNakoBKW.
CiHTOH XicnaHis TepmiH BBEAEHHSA 3MiH - MPOTAroM 6 MicauiB nicns
C.J1., IcnaHis, 3aTBEPKEHHS.
damap A.B.E.
AHTOYyCCa MNnaHT,
Ipeuis;
PotTeHgopd
dapma 'm6X,
HimeyuunHa)
225. | TBIHPUKC™ cycneHsis gns nakcoCmit Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/13056/01/01
BAKUMHA iH'ekuiin; no 1 gosi (1 KnsinH BputaHia | Bionogxikans C.A. 3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI. peyenmom
Anda Mn/gosy) y Excnopt 3MiHa y meTogax BunpobysaHHa APl a6o
NMPO®INAKT nonepeaHs0 Nimiteq BMXiAHOrO MaTepiany/MpomMiKHOro
KN HarnoBHEHOMY NpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y
FENATUTIB A | wnpuuiNe 1y npoueci BupobHuuTBa AP (iHLWI 3MiHK)
(IHAKTBOB KOMMEKTI 3 rO/IKO0 Y3rofpkeHHs onncy MeToaiB KOHTPOSIO AKOCTi
AHA) I B MOCIBHOrO MaTepiasy/6aHKy KTiTUH MK
(AocoprPb0B 3apeecTpoBaHVMK BEPCiAMN Ta BiANOBILHOK
AHA) onepavuinHo AOKyMeHTaLi€e, ska
BUKOPWCTOBYETLCA Nif, Yac TeCTyBaHHS.
PepakuiiiHi oHoBneHHa Mogayns 3 ctocoBHo MRC-
5 Working Cell Bank (WCB) cepis AMRC5WO016B.
226. | TEFPYM TabneTku, BKpUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a He UA/15148/01/01
060/10HKO10, N0 100 «MIKPOXIM «MIKPOXIM>» 3MiHu | TNy - AAMIHICTpaTUBHI 3MiHU. 3MiHa peyenmom | niosisi2ae
mr; no 1 abo no 4 » (BMpOGHMYA HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa
Tabnetku y 6nictepi; AinbHNUA (BCi (BNacHvka peecTpauiiHoro nocBig4eHHs). 3miHa
no 1 6nictepy y cTagji azpecy 3asiBHMKa. 3MiHN BHECEHI Y po3Ain
nauuj i3 KapToHy BMPOGHMYOro «MicLe3HaxoMKeHHs 3asiBHUKa» B iHCTPYKLiO AN1s
npouecy); MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby y

BiANOBiAaIbHMI 3a
BWMNYCK Cepii, He
BK/THOHAI0UM
KOHTPONb/BUNPOBY
BaHHS cepii)

3B'AI3KY 3i 3MiHOIO afpecu 3asBHMKa (BNacHUka
peecTpauiniHOro NoCBiAYEHHS).
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHS. 3MiHM | TNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJ1t0 AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHs BUPOOHUKA, L0
BiANOBIAgae 3a BBE3€HHS Ta/abo Bunyck cepii) - He
BK/1HOYA0UN KOHTPO/Ib/BUNPOBYBaHHSA cepii.
[opasaHHsa BupobHuka N3, BignosiganbHOro 3a
BUNYCK Cepii, He BKNoYaoum
KOHTPONb/BUNPOGYBaHHSA cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: Ykpaina, 01013 m.
KwiB, Byn. BygiHaycTpii, 6ya. 5). 3MiHW BHeceHi B
po3ainu «BnpobHuk» Ta «Micue3HaxomxeHHs
BMPOGHMKA Ta afpeca MicLs NpoBa[KeHHs Moro
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

AiSNTbHOCTI» B IHCTPYKUiIO 415 MeAUYHOTO
3aCTOCYBaHHS NiKapCbKOro 3acoby y 3B'A3Ky 3
BBELEHHSIM 4,0ATKOBOIO BUPOGHMKA,
BiAMNOBIA&UTLHOrO 3a BUMYCK Cepii, Ta SK HaC/MifoK
nosiea TEKCTY MapKyBaHHS AN 40AATKOBOro
BMPOGHYKA.

BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEPMAKEHHS

2217.

TErPYM

TabneTkn, BKPUTI
060/10HKOH0, Mo 50
Mmr; no 1 a6o no 4
Tabnetkn y 6nictepi;
no 1 6nictepy y
naJui i3 kKapToHy

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB®
«MIKPOXIM»
(BUMpOGHUYA
AinbHnus (BCi
cTagji
BMPOBHUYOrOo
npouecy);
BiANOBiAa/IbHWIA 32
BUNYCK cepii, He
BK/IOYa0UN
KOHTPO/b/BMNPOGY
BaHHs cepii)

Ykpaina

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalimeHyBaHHs1 Ta/abo agpecy 3asiBHMKA
(BnacHuKa peecTpauiiiHoro Noceig4yeHHs). 3miHa
afpecy 3asBHVKa. 3MiHM BHECEH Y po3ain
«Micue3HaxompKeHHS 3asBHUKa» B IHCTPYKLO 415
MEeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
3B'A3KY 3i 3MIHOKO afpecy 3asiBHUKa (B/lacHUKa
peecTpauiiHoro NocBigYEHHS).
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBepXEHHS. 3MiHM | TNy - 3MiHU 3 AKOCTI.
[0TOBWIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHn, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO J1iKapChKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLLO
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/IO4AI0UM KOHTPO/Ib/BUMNPOGYBaHHS cepii.
[opasaHHa BMpo6HUKa MN13, BignosigabHOroO 3a
BWMYCK Cepii, He BKIOYaoun
KOHTpOnb/BMNpo6yBaHHSA cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. BygingycTpii, 6ya. 5). 3mMiHW BHeceHi B
po3ainu «BnpobHuk» Ta «MicLe3HaxomKeHHs
BMPOGHMKaA Ta afpeca MicLis NPOBaKeHHs 1oro
AiSNIbHOCTI» B IHCTPYKUiO 415 MEAUYHOTO
3aCTOCyBaHHSA NiKapcbkoro 3acoby y 3B'A3Ky 3
BBE/IeHHSIM [OaTKOBOro BUPOBHMKA,
BiANOBIA&UILHOrO 3a BUNYCK Cepii, Ta AK HAaCifoK
rnosiBa TEKCTY MapKyBaHHA 4719 4OAATKOBOrO
BUPOGHMKA.

BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS

3a
peyerimom

He
niossieae

UA/15148/01/02

228.

TEPXWHAH

TabneTkn BariHanbHi
no 6 aéo no 10
TabneTok y cTpuni;
no 1 crtpunyy
KapTOHHI KopoobLi

Na6opatopii
Bywapa
Pekopgarti

PpaHuis

CodhapTekc

dpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MmiHu | TURY - 3MiHk 3 sKocTi. CepTudikar
BignosigHOCTI/IE-cepTudpikar BignosigHOCTI

€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA
HOBOro abo OHOB/EHOro cepTudpikata

BiANOBIAHOCTI ab60 BUNyYEHHS cepTudikata

BiANOBIAHOCTI EBponeiickkili hapmakonei: gns

A®I; nns BMXigHOrO

3a
peyenmom

UA/8116/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTudikaT Bif yxe 3aTBEpIXEeHOro BUPOOHUKA -
noJaHHA OHOB/IEHOTO cepTudikara BifnoBifHOCTI
€poneiicbkin hapmakonei Ne R1-CEP 1999-184-
Rev 01(3atBepakeHo: R1-CEP 1999-184-Rev 00)
ana A®l HeomiumHy cynbaT Big, 3aTBEPAXEHOTO
BMpo6HMKa Pharmacia & Upjohn Company. 3miHu
| TMny - 3MiHu 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA
HoBOro abo OHOBMIEHOro cepTudikara
BIAANOBIAHOCTI ab0 BUNYyYeHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans
A®I; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTBLCS Y BUPOOHNLUTBI ADI; ans
[LOMOMDKHOT peYoBMHU (cepTudikaT BiANOBIAHOCTI
€sponelicbkili hapmakoner) - OHOBNEHNI
cepTudikaT Bif y)Xe 3aTBepIXEeHOro BUPOOHUKA -
nofaHHsA OHOBJ/IEHOrO cepTudikaTa BiANoBILHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 1999-184-
Rev 02 ana A®I HeomiumHy cynbgaT Big,
3aTBepmKeHoro Bupo6Huka Pharmacia & Upjohn
Company. 3MiHu | TURy - 3MiHW 3 SKOCTI.
CepTtudikaT BignosigHocTi/l E-cepTudikart
BiANOBIAHOCTI EBponeiichbkili
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI a6o
BU/TyYEHHs cepTudikaTa BignosigHOCTI
€sponelicbkili hapmakonei: ans A®l; ans
BMXiQHOr0 Marepiany/peareHTy/mpoMiXXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; 4na AONOMIKHOT peyoBuHM (cepTudikar
BiANOBIAHOCTI €Bponeiickbkili hapmakonei) -
OHoBneHWit cepTuddikaT Bif, yXe 3aTBepAXEeHOro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkiii hapmakonei Ne R1-
CEP 1999-184-Rev 03 ana A®l HeomiuuHy
cynbaT Big, 3aTBEPIKEHOIO BUPOGHMKA
Pharmacia & Upjohn Company. 3miHu | Tuny -
3MiHu 3 sKocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBponelickkil
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a0
BWIyYEHHA cepTudpikaTta BiANOBIAHOCTI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
€Bponelicbkin hapmakonei: ana A®l; pns
BMXiAHOro MaTepiany/peareHTy/NMpoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOBGHULTBI
A®I; oA 4ONOMIKHOT peqyoBuHM (cepTudikar
BiANOBIAHOCTI EBponeiickkili hapmakonei) -
OHoBNEHWit cepTuddikaT Bif, yxe 3aTBepAXeHOro
BMPOGHMKA - MOAaHHSA OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-
CEP 2011-029-Rev 01 (3aTBepgxeHo: R1-CEP
2011-029-Rev 00) ana A®l HeomiumHy cynbcat
Bif, 3aTBEpAxeHoro BMpobHuka Yichang Sanxia
Pharmaceutical Co. LTD.
229. | TIAMIHY PO34MH A5 iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/5489/01/01
Xnoeua- 50 mr/mn; no 1 mn B "®bapmaueBT "papmaueBTNYHA 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
AAPHUNUA amnyni; no 5 amnyn nyHa chipma ipma "AapHuug" Ta chapmakoHarnsagy (iHwi 3miHn). 3MiHU BHECEHO
(BITAMIH B1- | y KOHTYpHiii "fapHuus” B TEKCT MapKyBaHHA NepBUHHOI Ta BTOPUHHOI
AAPHULSA) YapyHKOBIl yNakoBOK NiKapCbKoro 3acoby LWoA0 BUNYyYEHHS
ynakosLi, no 2 iHchopmawii, BUknageHoi pociincbko MOBO, Ta
KOHTYPHI YapyHKOBI 3a3HayveHHa QR-koay y n. 17. «IHWE» BTOPUHHOT
ynakoBKU B navLi ynakoBKM NiKapcbKoro 3acoby. TepMiH BBeEHHS
3MiH - NPOTArOM 6 MICALIB NiC/1A 3aTBEPLKEHHS.
230. | TIAPA TPIO® | Tabnetku, BKpUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3a UA/15070/01/01
nNiBKOBOIO "®apmaueBT "@apmaueBTnyHa 3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii peyernmom
060/10HKOI0, M0 5 nyHa chipma ipma "AapHuus" 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci
Mr/12,5 mr/160 wmr; "OapHuus” BMPOGHMLITBA rOTOBOTO J1ikapCbKOro 3acoby,
no 7 TabneTok y BK/IHOHYAK0UM MPOMIXXHWIA NPOAYKT, L0
KOHTYPHili 3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOTO
YapyHKOBIl nNikapcbKoro 3acoby (iHLWi 3MiHN) BHECEHHS 3MiH,
ynakoBLi; no 2 Ta no pefakLiiiHiX NPaBOK Ta YTOUHEHb A0 Po3ainy
4 KOHTYPHI 3.2.P.3. Npovec BMpobHULTBA NMiKApCbLKOro
YapyHKOBI YNaKkoBKu 3acoby, 3okpema: Ha CTagii 2 «OTpuMaHHs Macu
B nauuj; no 14 ons TabneTtyBaHHa», Ha Ctagii 5 «MNakyBaHHs
Tabnetok y TabneTok».
KOHTYPHIi
YapyHKoBIl
ynakosLi; no 1 a6o
M0 2 KOHTYPHI
YapyHKOBI yNakoBKu
B nauuj; no 14
Tabnetok y
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1, no 2
a60 6 KOHTYPHUX
YapyHKOBWX
YNakoBOK B NauLi
231. | TIAPA TPIO® | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: 3a UA/15069/01/01
NAiBKOBOO "bapmaueBT "papmaueBTNYHa 3MiHuM | TMNY - 3MiHK 3 AKOCTI. [O0TOBUIA NTiKAPCbKWiA peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1

o6onoHkoto, no 10 n4yHa chipma thipma "AapHuus” 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y MpoLeci

Mr/12,5 mMr/160 mr no "fapHuus” BMPOGHMULITBA rOTOBOTO J1ikapCbKOro 3acoby,

7 Tabnetok y BK/1tOUAKOUY NMPOMiIXKHUI NPOAYKT, WO

KOHTYPHIi 3aCTOCOBYETLCSA MNPV BUPOOHULITBI TOTOBOrO

YapyHKOBIl nikapcbKoro 3acoby (iHLi 3MiHW)

ynakosLi; no 2 Ta no BHECEHHS 3MiH, peaKLiiH1X NPaBoK Ta YTOYHEHb

4 KOHTYpHI o posginy 3.2.P.3. Mpouec BupobHULTBa

YapyHKOBI YNaKoBKU nikapcbKoro 3acoby, 3okpema: Ha Ctagii 2

B nauuj; no 14 «OTpyMaHHA Macu gns TabneTtyBaHHs», Ha Ctagii

Tabnetok y 5 «[MaKyBaHHs TabneTok».

KOHTYPHIl

YapyHKoBIl

ynakosLi; no 1 a6o

Mo 2 KOHTYpHI

YapyHKOBI YNaKOBKU

B nauuj; no 14

Tabnetok y

KOHTYpHiIlA

YapyHKOBIl

ynakosLi; no 1, no 2

a60 6 KOHTYPHMX

YapyHKOBUX

yNakoBOK B NauLi

232. | TPUTALE Tabnetkn Ne 28 TOB YkpaiHa CAHO®I C.IN.A. ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10165/01/01
NMAC® 10 (14x2): no 14 "CaHodi- 3minu | TUNy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI peyenmom
Mr/12,5 Mr TabneTok y 6nictepi; ABeHTiC Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu a0

no 2 6nictepu B YkpaiHa" y3arasibHeHNxX AaHnx npo cucremy
KapTOHHIA Kopoo6Li hapmakoHarnsgy (BBeAeHHS y3arasibHEHNX JaHux
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXXEHOT 0CO6MU, BigNOBigaNbHOI 3a
3[iiCHeHHs1 hapMakoHarsay; KOHTaKkTHOI ocobu 3
thapmakoHarnsgy 3asBHvKa A5 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, SKLO BOHA BigMiHHA
BiJl yNOBHOBaXeHOI 0co6Wu, BiAMNoBiga/IbHOI 3a
3piicHeHHs chapMakoHarnsay (Bkiyakyn
KOHTaKTHI aHi) Ta/abo 3MiHM Yy PO3MiLLEHH
MacTep-aiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgabHOI
3a (hapmakoHarnsg,
[itoya pepakuis: XogakiBcbka TeTsaHa
BsavecnasiBHa. MponoHoBaHa peaakuis:
Bapdonomeesa IsaHHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHVX YyNOBHOBaXKeHOi ocobu,
Bi4noBigabHOI 3a hapMakoHarnsg.

233. | TPUTALE Tabnetkn Ne 28 TOB Ykpaina CAHO®I C.IN.A. ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/10164/01/01
NAC® 5 (14x2): no 14 "CaHoi- 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom
Mri/12,5 Mr Tabnetok y 6nictepi; ABeHTiC Ta (papmakoHarnsgy. BeegeHHs abo 3MiHu A0

no 2 6nictepu B YkpaiHa" y3araJibHeHNxX AaHnx npo cucrtemy
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

KapTOHHI KopoobLi

thapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnx
npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNLHOI 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJl YyNOBHOBaXeHOI 0co6WU, BiAMNOBIga/IbHOI 3a
3[iiCHeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
macTep-aiina cuctemy papmakoHarnsgy). 3miHa
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
3a thapmakoHarnsa,.
[itoua pepakuin: XogakiBcbka TeTaHa
BsavecnasiBHa. MNponoHoBaHa peaakuis:
Bapchonomeesa IBaHHa OnekcaHgpiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAaXXEHOT 0coby,
Bi4noBiga/IbHOI 3a hapMakoHarnsg.

234,

YBICTE3VNH

PO3YMH A5 iH'eKUI
nol,7mMny
KapTpuaxi; no 50
KapTpuaxis y
MeTasieBiii GaHLi

3M
[oliunang,
eX

HimeyunH
a

3M [foitunaHg,
M6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis:
3MiHu | TMRY - 3miHu 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y napameTpax cneuudikadii Ta/abo
[OMNYCTUMMX MEX, BU3HaUYeHuX y cnevmdikauisax
Ha A®|, abo BYXiZHWNIA/MPOMIXKHWIA
NpOAYyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BupobHuyTea APl (40NOBHEHHSA
cneumdikaLii HOBUM NMOKa3HUKOM SIKOCTi Ta
Bi4NOBIAHMM METOLOM BUNPOOYBaHHS)
[0MNOBHEHHA creumdikayii AP apTukaiHy
rigpoxnopug Bupo6Huka MOEHS IBERICA S.L.
NoKasHVKOM "BakTepiasibHi eHO0TOKCUHN" 3riAHO 3
BMMOramu moHorpacii €sponericbkoi apmakonei
2.6.14. 3miHu | TNy - 3miHK 3 AkocTi. CepTudikar
BignosigHOCTI/IE-cepTudcpikat BignosigHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudikata
BiANOBIAHOCTI ab0 BUTyYEHHS cepTudikata
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns
A®l; gns BuxigHoro
MaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI A®I; ans
[LOMNOMIXHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBIEHWIA
cepTuddikaT Bif y)Xe 3aTBEPAXEHOr0 BUPOOHUKA -
NnoAaHHA OHOBMIEHOro cepTudikaty BiAMOBIAHOCTI
€sponelicbkiin hapmakonei R1-CEP 2010-262-
Rev 01 Big 3atBepgxeHoro supobHnka MOEHS
IBERICA S.L. fjto4oi pe4yoBuHM apTuKaiHy
rigpoxnopug (3atBepmkeHo: R1-CEP 2010-262-
Rev 00;. 3anponoHoBaHo: R1-CEP 2010-262-Rev

3a
peyerimom

UA/10196/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

01).

235.

YBICTE3VH
DOPTE

PO34UH A5 iH'EKLLA
nol,7mvmny
KapTpuaxi; no 50
KapTpuoxis y
mMeTanesili 6aHLui

3M
Jonunang
M6X

HimeyunH
a

3M [oitunaHp,
6X

Himeyunna

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:
3MiHn | TURY - 3MiHk 3 sKocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BU3HAYEHMX Y cneumdikalisax
Ha A®|, abo BVXigHWA/MPOMIKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci Bupo6bHuLTBa APl (4,0NOBHEHHS
cneumdikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS)
[0NOBHEHHS cneumdikayii A®I apTukaiHy
rigpoxnopug supo6Huka MOEHS IBERICA S.L.
nokasHukoM "bakTepiasibHi eHL0TOKCUHW" 3rigHO 3
BMMOramu moHorpacii €sponelicbkoi ®apmakonei
2.6.14. 3miHn | TMNY - 3MiHK 3 AKkocTi. CepTudikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTI
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHA
HOBOro abo OHOBMEHOro cepTudpikata
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: ans
A®I; ons BMXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BUKOPUCTOBYHOTbCA Y BUPOOHMLTBI API; Ans
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkin hapmakonei) - OHOBIEHWIA
cepTuaikaT Bif yxe 3aTBepKeHOoro BUpobHuKa -
NnoAaHHA OHOBMIEHOTO cepTudikaty BiANOBIAHOCTI
€sponelicbkin dhapmakonei R1-CEP 2010-262-
Rev 01 Big, 3aTBepmkeHoro supobHuka MOEHS
IBERICA S.L. gito4oi peyoBuHM apTukaiHy
rigpoxnopug (3atBepmxeHo: R1-CEP 2010-262-
Rev 00;. 3anponoHosaHo: R1-CEP 2010-262-Rev
01)

3a
peyenmom

UA/10196/01/02

236.

YPOMPEC®

cnpeii HasasbHUIA,
0,1 mr/mn; no 2,5 mn
abono5mny
donakoHi; no 1
donakoHy B nauui 3
KapToHy

AT
"®papmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y npoLeci
BMPOGHMLITBA FOTOBOrO /1iKapPCbKOro 3acoby,
BK/IHOHAK0UM MPOMIXHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPOGHMLTBA) 3MiHA NOCNIAOBHOCTI 3aBaHTaXKEHHS
KOMMOHEHTY 6eH3a/KoHiIt xnopugy. BpaxoByoum
hi3nKO-XiMiYHi BNacTMBOCTI 6eH3asIKoHiIlo x/iopuay,
a came copbujiiHy 3aaTHICTb, AN 3anobiraHHs
cop6ujii Ha MaTepianiax QINbTPYHOUNX ENIEMEHTIB,
3aBaHTaXKEHHA KOMMOHEHTY NPOBOANTLCA MiC/A
inbTpavii po3unHy.
3aTtBepaxeHo: Ctagisa 2. MNpuroTyBaHHS po3yvHy

3a
peyenmom

UA/6944/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

B peakTop 3aBaHTaxylOTb BOAY OUMLLEHY
pernameHTOBaHOI TemnepaTypy A0Aat0Tb HaTpilo
xnopwg, 6etainy rigpoxnopua, rmiuuH Ta
6EH3a/KOHII0 X10pNf Ta NepemilLyroTb 40 NOBHOTO
PO34YMHEHHS KOMMOHEHTIB. B peakTop
3aBaHTaXylTb AECMONPECUHy auetaT. Po3unH
nepeMiLyioTb 40 NOBHOIO PO3YNHEHHS
KOMMNOHeHTIB. KOHTpON00Th TprBanicTb
nepemillyBaHHs, LWBUAKICTb NepeMillyBaHHS,
Temnepartypy po3uvHy. BigbupatoTb npoby Ha
npoBeAeHHSA KOHTPOAto 3rigHo HA.

Cragisa 3. dinbTpauis po3umHy
Po3uuH thinbTpytoTh | nOgaoTh Ha MaLLVHY
HanoBHEHHS. KOHTPO0IOTbL TUCK Ta (hiKCyHOThb Yac
hinbTpav;i.
3anponoHoBaHo: CTagis 2. MNpuroTyBaHHsA
pO34nHy
B peakTop 3aBaHTaxyloTb BOAY OUULLEHY
pernaMeHTOBaHOi TemnepaTypy A0Aat0Tb HAaTPilo
xnopug, 6etaiHy rigpoxnopua, rniuuH ta
nepeMiLLyioThb [0 NOBHOTO PO3YUHEHHS
KOMMOHEHTIB. B peakTop 3aBaHTaXyoTb
JecmonpecyrHy auetar. Po34nH nepemillyoTb 4o
NMOBHOMO PO3YMHEHHSI KOMMOHEHTIB. KOHTPOMIOI0Th
TPMBa/ICTb NEpPEMILLyBaHHS, LWBUAKICTb
nepeMiLlyBaHHsA, TeMnepaTypy po3uuHy.
BigbupatoTb Npoby Ha NpoBefeHHS KOHTPO/HO
3rigHo HA,.

Cragisa 3. dinbTpauis po3umHy
Po3unH thinbTpytoTb Nicnsa Yoro gogatTb
6EH3a/KOHII0 X10pna* Ta NepemillyoTb PO3UUH.
Po34MH nogatoTb Ha MaLLMHY HANOBHEHHS.
KOHTpo/o0Th TUCK Ta (PikCytoThb Yac doinbTpadi.

237.

YPOMPEC®

Kpanni HasanbHi, 0,1
Mr/M; no 2,5 mn
abono5mny
chnakoHi; no 1
donakoHy B nauui 3
KapToHyY

AT
"®apmak”

Ykpaina

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHW Y NpoLeci
BMPOGHMLITBA rOTOBOTO J1ikapCbKoro 3acoby,
BK/IHOHAK0UM MPOMIKHWIA NPOAYKT, L0
3aCTOCOBYETLCA MPY BUPOOHULTBI TOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA) 3MiHA NOCNIAOBHOCTI 3aBaHTaXKEHHS
KOMMOHEHTY 6eH3a/KOoHiIt xnopugy. Bpaxosyoum
hi3nKO-XiMiYHi BNacTMBOCTI 6eH3asIKoHiIl0 X/1opuay,
a came cop6ujiiHy 3aaTHICTb, AN 3anobiraHHs
cop6ujii Ha maTepianiax QiNbTPYHOUNX ENIEMEHTIB,
3aBaHTaXEeHHS1 KOMMNOHEHTY NPOBOANTLCA NicNA
pinbTpaLii po3unHy.
3arBepmkeHo: Ctagis 2. MpurotyBaHHa po3ymHy

3a
peyenmom

UA/6944/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknam
yBaHHST*

Homep
peecmpayitiHo2o
nocsioYeHHs1

B peakTop 3aBaHTaxylOTb BOAY OUMLLEHY
pernameHTOBaHOI TemnepaTypy A0Aat0Tb HaTpilo
xnopwg, 6etainy rigpoxnopua, rmiuuH Ta
6EH3a/KOHII0 X10pNf Ta NepemilLyroTb 40 NOBHOTO
PO34YMHEHHS KOMMOHEHTIB. B peakTop
3aBaHTaXylTb AECMONPECUHy auetaT. Po3unH
nepeMiLyioTb 40 NOBHOIO PO3YNHEHHS
KOMMNOHeHTIB. KOHTpON00Th TprBanicTb
nepemillyBaHHs, LWBUAKICTb NepeMillyBaHHS,
Temnepartypy po3uvHy. BigbupatoTb npoby Ha
NpoBeAeHHSA KOHTPO/ItO 3rigHo HA.

Cragisa 3. dinbTpauis po3umHy
Po3uuH thinbTpytoTh | nOgaoTh Ha MaLLVHY
HanoBHEHHS. KOHTPO0IOTbL TUCK Ta (hiKCyHOThb Yac
hinbTpav;i.
3anponoHoBaHo: CTagis 2. MNpuroTyBaHHsA
pO34nHy
B peakTop 3aBaHTaxyloTb BOAY OUULLEHY
pernaMeHTOBaHOi TemnepaTypy A0Aat0Tb HAaTPilo
xnopug, 6etaiHy rigpoxnopua, rniuuH ta
nepeMiLLyioThb [0 NOBHOTO PO3YUHEHHS
KOMMOHEHTIB. B peakTop 3aBaHTaXyoTb
JecmonpecyrHy auetar. Po34nH nepemillyoTb 4o
NMOBHOMO PO3YMHEHHSI KOMMOHEHTIB. KOHTPOMIOI0Th
TPMBa/ICTb NEpPEMILLyBaHHS, LWBUAKICTb
nepeMiLlyBaHHsA, TeMnepaTypy po3uuHy.
BigbupatoTb Npoby Ha NpoBefeHHS KOHTPO/HO
3rigHo HA,.

Cragisa 3. dinbTpauis po3umHy
Po3unH thinbTpytoTb Nicnsa Yoro gogatTb
6EH3a/KOHII0 X10pna* Ta NepemillyoTb PO3UUH.
Po34MH nogatoTb Ha MaLLMHY HANOBHEHHS.
KOHTpo/o0Th TUCK Ta (PikCytoThb Yac doinbTpadi.

238.

DAPMACENT
mn

po34urH 96 %; no
100 mn y cpnakoHax
CKNAHNX

TOB
"MEOJIEB"

Ykpaina

TOB "MEAJIEB"

YkpaiHa

BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis:
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eteKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX JaHnx
npo cuctemy thapmakoHarnsgy, sMiHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asaBHUKa AN 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyaryn
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
MacTep-haiina cuctemu chapmakoHarnsgy) 3miHa
YMOBHOB&XEHOT 0CO6M 3asBHMKA, BifgnoBiganbHOI

3a
peyenmom

UA/17314/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
3a hapmakoHarnag,.
[Litoua pepakuin: 3yesa CsiTnaHa BacunisHa.
MponoHoBaHa pepakuin: 3iHoBa Knasgais
BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0CO6U 3aABHMKA, BifNOBIgaNbHOI
3a (hapmakoHarnag. 3miHa MicLe3HaxoMKeHHs
mMacTep-haiina cuctemy hapmakoHarnsgy Ta noro
Homepa. 3MiHa MicLA 3AiACHEHHSI OCHOBHOT
AISNbHOCTI 3 hapMakoHarisay.
239. | ®EHTAHIN PO34MH ANA iH e, AT Natsis BCi cTagii CnoBayumHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/15323/01/01
KANUEKC 0,05 mr/mn; no 2 mn "Kanuekc" BMPOBHUYOrOo / 3MiHK | TUNy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peuenmom
B amnyni; no 5 npovecy, Kpim Natsis Ta thapmakoHarnsgy. 3miHa y KopoTkili
ammys B KOHTYPHii BWMYCKy Cepii: XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
YapyHKOBIli ynakoBLyi XBM dapma MapKyBaHHS Ta IHCTPYKLUiT 4519 MeANYHOro
(nigponi); no 1, 2 c.p.o., 3acTocyBaHHA Ha nigcTasi perynsipHo
a60 20 KOHTYPHUX CnoBayunHa; OHOBJ/IIOBAHOrO 3BiTY 3 6e3neKkn NikapCbKoro
YapyHKOBUX BUPOGHUK, SKWiA 3acoby, abo focnifxeHb 3 6e3neku 3acToCyBaHHSA
ynakoBoK (MiAA0HIB) Bignosigae 3a nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
y naui i3 KapToHy; KOHTpPO/Tb ab0 K pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
no 10 mn B amnyni; cepii/BunpobyBaH npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
no 5 amnyn B Ha: AT "IpiHgekc", pocnipxeHb (PIP) (3MiHy y3rogkeHo 3
KOHTYPHIi NaTBisl; BUPOGHUK, KOMMETEHTHVM YMOBHOB&XXEHNM OpPraHoM).
YapyHKOBIli ynakoBLji SIKWIA BigNoBigae 3MiHV BHECEHO [0 IHCTPYKUiT AN MegnyHoro
(nigaoHi); no 2 3a BUMYCK cepil: 3aCcTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
KOHTYPHI YapyHKOBI AT "Kanuekc", "Mepeno3yBaHHA" BiAMOBIAHO A0 peKkomMeHaaw,i
ynakoBku (niggoHu) Nartsis PRAC EMA.
y nayui i3 kKapToHy
240. | ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: - UA/10427/01/01
10 060/10HKOI0, H Naiid CaeHcnz 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
KMLLKOBOPO3UMHHI Mo | JIAVGCAEH Niviteq Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
10 wr; in bulk: no Ch3 (E® y3araslbHeHNX AaHux npo cuctemy
2500 Tabnetok y 3ETI) hapmakoHarnagy (BBeLeHHS y3arasibHeHUX JaHnX
KOHTeliHepax npo cuctemy gpapMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBigansHoI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34ilCHEeHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsagy (Bkioyarun
KOHTaKTHi jaHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHVKa, BiANoBiga/IbHOT 3a dhapmakoHarnsag B
YKpaiHi.
241. | ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCH OAE EBepTomKeH IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/10426/01/01
10 060/10HKOI0, H Naiid CaeHcuns 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peuyenmom
KWLLIKOBOPO3YMHHI Mo | JIAVGCAEH Nivitep Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu A0
10 wmr; no 10 Ch3 (E® y3ara/ibHeHUX AaHuX Npo cuctemy




156

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
TabneTok y 6nictepi; 3ET ) thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX JaHnx
no 1 a6o no 3, a6o npo cuctemy hapmakoHarnsgy, amiHa
no 10 6nictepiB y YNOBHOBaXEHOT 0CO6MU, BiANOBifaNLHOI 3a
KapTOHHIM navu,i 3[iiCHEeHHs1 hapMakoHarsay; KOHTakTHOI 0cobu 3
dhapmakoHarnsgy 3asaBHuKa ANa 34iliCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
BiJl YyNOBHOBaXeHOI 0co6WU, BiAMNOBIga/IbHOI 3a
3[iiCHeHHs1 hapMakoHarnaay (Bkiuakum
KOHTaKTHI faHi) Ta/abo 3MiHM Yy PO3MiLLEeHHi
macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag, B
YKpaiHi.
242. | ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3a UA/10426/01/02
20 060/10HKOI0, H Navid CaeHcuns 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI peyenmom
KMLLKOBOPO3YWHHi No | JTAMGCAEH Niviteq Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
20 mr; no 10 Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
Tabnetok y 6nictepi; 3ETI) thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
no 1 a6o no 3, abo npo cuctemy chapmakoHarnsgy, 3MiHa
no 10 6nictepiB y YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
KapTOHHIW nayv,; 3[iiCHEeHHs1 hapMakoHarnsay; KOHTakTHOI ocobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
243. | ®IBPUHA3A- | Tabnetku, BKpUTI OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/10427/01/02
20 060/10HKOI0, H Naiidh CaeHcns 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
KWLLKOBOPO3UMHHI Mo | JIAVGCAEH Niviteq Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHM Ao
20 wr; in bulk: no Ch3 (E® y3araJlbHeHNX AaHux npo cuctemy
2500 Tabnetok y 3ETI) hapmakoHarnagy (BBeLeHHS y3arasibHeHUX JaHnX
KOHTeliHepax npo cuctemy papMakoHarnsgy, smiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHVKa, BiANoBiga/IbHOT 3a dhapmakoHarnsag B
YKpaiHi.
244. | DIPIANTA TabNeTKn, BKPUTI Baviep Al HimeyumH Baviep Al HimeyunHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a He UA/20058/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MN/1iBKOBOIO a 3MmiHu | TYny - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom | nidssi2ae
06010HKO0, No 10 Ha3BM NikapCbKoro 3acoby - 3miHa Ha3Bw
Mr; no 14 TabneTok nikapcbKoro 3acoby.
y 6nicTepi; no 2 abo 3ATBEP)KEHO: KEPEHIA (KERENDIA®)
7 6nictepis 3 3AMNPOMOHOBAHO: ®IPIANTA (FIRIALTA)
KauieHJapHoo BBefieHHs 3MiH NpoTArom 4-x Micauis nicns
LLIKa/I0t0 B KAPTOHHIl 3aTBEPKEHHS
nayui
245. | DIPIANTA TabneTkn, BKPUTI Baviep Al HimeuumnH Baviep Al HimeuyunHa BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a He UA/20058/01/02
N/1iBKOBOIO a 3MmiHu | TYNy - AgMiHICTpaTUBHI 3MiHK. 3MiHa peyenmom | niossi2ae
060/10HKO10, M0 20 Ha3BM JiKapCbKOro 3acoby - 3MiHa Ha3Bu
Mr; no 14 TabneTok nikapcbKoro 3acoby.
y 6nicTepi; no 2 abo 3ATBEP)KEHO: KEPEHIA (KERENDIA®)
7 6nictepis 3 3AMNPOMOHOBAHO: ®IPIANTA (FIRIALTA)
KauieHJapHoo BBefeHHs 3MiH NpoTArom 4-x Micauis nicas
LLIKa/I0t0 B KApPTOHHIl 3aTBEPMAKEHHS
nauui
246. | ®NAMIAE3® TabneTku, BKpUTI OPIrAHOCU OAE EBepTomxeH IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3a He UA/7061/01/01
NNiBKOBOIO H Navid CaeHcuns 3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edheKTUBHOCTI peyenmom | niosnsizae
060/10HKOI0 M0 10 NAN®CAEH Nimites, IHAis; Ta chapmakoHarnsigy. 3miHa y KopoTkili
TabneTtok y 6nictepi; Cn3 (E® Cara XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
no 1 a6o no 3, abo 3ETI) NaiidpcaeHcns MapKyBaHHs Ta IHCTPYKLUiT 4519 MeANYHOro
no 10 6nictepiB y NimiTen, IHAis 3acTocyBaHHA Ha niacTasi perynsipHo
KapTOHHIW nayu,i OHOB/IKOBAHOIO 3BiTY 3 6e3neky NiKapCbKoro
3acoby, abo gocnifxeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B nic/isipeecTpaviittuii nepios,
ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNIAKEHb,
npoBeAeHnX BiANOBIAHO A0 NaHy negiatpudHmnx
pocnipxeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHVM YNOBHOB&XEHUM OPraHoMm) - 3MiHn
BHECEHO A0 IHCTPYKUii AN MeguyHoro
3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3ainy
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpy4ato” Wwoao 6esneku 3acTocyBaHHS Aito4oil
peyoBuMHM anknoeHak BigNoBigHO A0
pekomeHgauii PRAC. BeefeHHS 3MiH NpoTarom 6-
TV MiCALIB Nicna 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO 0
IHCTPYKUIT 415 MEANYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby ao po3sainy "Mo6iyHi peakuyii”
LLIOAO 3BiTYBaHHS NPO NOGIYHI peakuii. BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.
247. | ®NAMIAE3® TabneTku, BKPUTI OPIrAHOCU OAE EBepTomxeH IHAis BHECEHHS 3MiH 10 peecTpayjiiiHux maTepianis: - UA/7062/01/01
NAiBKOBOIO H Naitch CaeHeus 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
o060n0Hkoto; in bulk: NANDCAEH NimiTes, 1HAis; Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
no 2500 Tabnetok y Ch3 (E® Cara y3arasibHeHUX AaHuX Npo cuctemy
naketax i3 cponbru 3ET ) JlaiidpcaeHcmns dhapmakoHarisgy (BBeAEHHS y3arasibHeHNX JaHNX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
anoMiHieBoi Nimitea, IHaisa npo cmuctemy chapmakoHarnsgy, 3MiHa
YMOBHOBaXeHOT 0cobu, BignoBifanbHOT 3a
3AiliCHeHHs hapMakoHarsnsy; KOHTaKTHOT ocoou 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl YNOBHOBaXeHOI 0co6Mu, BiANOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioyYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemun dhapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHVKa, BigNoBiAa/IbHOT 3a hapmMakoHarnsg B
YKpaiHi.
248. | ®NTIAMIAE3® | Tabnetku, BKpUTI OPIrAHOCHK OAE EBepTomXeH IHAjs BHECEHHS 3MiH 10 peecTpavjiiiHiX maTepianis: 3a UA/7061/01/01
NNiBKOBOO H Naiid CaeHcuns 3MiHu | TUny - 3MiHK Wopao 6e3nekn/etpeKTUBHOCTI peuenmom
0600HKO0; No 10 NAVIOCAEH Nimites, Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
TabneTok y 6nictepi; CU3 (Ed IHpis/Cara y3arasibHeHVX AaHUX Npo cucTemy
no 1 a6o no 3, a6o 3ETI) NaiidpcaeHcns hapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHnxX
no 10 6nicTepiB y Nimites, IHAis npo cuctemy papMakoHarnsgy, amiHa
KapTOHHI navu,i yMOBHOBaXeHOT 0cobu, BignoBiganbHoOT 3a
3[iiCHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHuKa Ans 34iCHEeHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA
BiJ, yNOBHOB&XEHOT 0CO6M, BiANOBIgaNbHOI 3a
3fjificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLeHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHMKa, BiANOBIAaNbHOI 3a hapmakoHarnsag B
YKpaiHi.
249. | PDYPAMAI® kancynu no 50 wmr; AT Natsis AT "OnaiHdapm" Nateis BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 3a UA/4301/01/01
no 10 kancyny "OnaiiHdhap 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peyenmom
6nictepi; no 3 M"

6nicTepu B naywj 3
KapTOHY

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHnxX faHux
npo cuctemy thapmakoHarnsgy, amiHa
YNOBHOBaXXEHOI 0CO6MU, BigNOBigabHOI 3a
3[iiCHeHHA hapMakoHarnsgy; KOHTakTHOT ocobu 3
chapmakoHarnsgy 3asBHUKa AN 3LiCHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0cobWu, BiAMNoBigabHOI 3a
3piicHeHHs chapMakoHarnsay (Bkioyakyn
KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu hapmMakoHarnsgy). 3miHa
KOHTaKTHOT 0CO6U 3asiBHKKA, BigNoOBigaNbHOI 3a
thapmakoHarnsg B Ykpaii.

[itoua pepakuin: Mpuckoka AHApIi. MNponoHoBaHa
pepakuisi: CaBueHko AmuTpo CeprilioBuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
250. | DYPAMAI® kancynv no 25 wmr, AT Natsis AT "OnaiiHcpapm” Natsis BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 3a UA/4301/01/02
no 10 kancyny "OnaiiHdpap 3MiHK | Tuny - 3MiHK Woao 6e3nekn/edheKTNBHOCTI peuyenmom
6nictepi, no 3 M" Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
6nictepn y nauuj 3 y3ara/ibHeHUX JaHnx npo cucTemy
KapTOHY thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smiHa
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOBaXeHOI 0co6u, BiAnoBigabHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu papmMakoHarssay). 3miHa
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoBigabHOI 3a
thapmakoHarnsg, B Ykpaii.
[itoya pepakuisi: Mpuckoka AHApili. NMponoHoBaHa
pepakuisi: CaBuyeHko AmuTpo CepriioBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu
251. | XOHAPOITA kancynu no 30 a6o MPAT YkpaiHa BUPOBOHUK Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 niosnsieae UA/17345/01/01
H® 60 kancyny "®ITOPAPM BiANOBIAa/IbHUN 3a 3MiHM | TNy - AOMIHICTPaTUBHI 3MiHX. 3MiHa peyenma
KOMMNEKC KOHTeliHepi; mo 1 " BMPOGHMLTBO, HalilMeHyBaHHs Ta/abo agpecy 3asiBHMKa
KOHTeliHepy B nauL; nepBuHHeE, (BNacHvKa peecTpaLiiHoro nocBig4YeHHs1) 3MiHa
no 6 kancyny BTOPVHHE afpecy 3anBHVKa. BBefeHHs 3MiH npoTsarom 6-tu
6nicTepi; no 5 abo nakyBaHHs, MiCALIB MIiCNSA 3aTBEPIKEHHS.
10 6nicTepiB y nauui KOHTpONb Ta
BWMNYCK cepil:
MPAT
"®ITOPAPM",
YKpaina;
BVPOGHMUK,
BiANOBiAabHMI 3a
BMPOGHMLITBO,
nepBuHHE,
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
TOB
"ACTPAGAPM",
YKpaiHa
252. | XOHAPOITA kancynu no 30 a6o MPAT YkpaiHa BUPOBHMK Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 6e3 UA/17345/01/01
H® 60 kancyny "®ITOPAPM BiANOBIAa/IbHUI 3a 3MiHu | TUnY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
KOMM/EKC KOHTeliHepi; no 1 " BMPOGHMLTBO, Ta dpapmakoHarnsgy. BeegeHHs abo 3miHu o
KOHTelHepy B naui; nepBuHHe, y3arasibHeHUX JaHnX npo cucTemy
no 6 kancyny BTOPVHHE thapmakoHarnsagy (BBefAeHHs y3arasibHeHUX JaHnx
6nicTepi; no 5 abo nakyBaHHs, npo cuctemy hapmakoHarnsgy, amiHa

10 6nicTepiB y nauui

KOHTPO/b Ta
BMNYCK cepil:

YNOBHOBaXEHOT 0cO6M, BiANOBIfaNbHOI 3a
34iiCHEHHS dpapMakoHarnsay; KOHTaKTHOI 0cobu 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
MPAT thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
"®ITOPAPM", thapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
YKpaiHa; Bifl YNOBHOBaXeHOI 0co6MU, BiANOBIAa/IbHOI 3a
BVPOGHMK, 3pificHeHHs hapmakoHarnsgy (BkioYakyn
BiANOBiAaIbHMI 3a KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
BUPOBHMLTBO, MacTep-aiina cuctemu chapmakoHarnagy) 3miHa
nepBuHHE, KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0CO6M
BTOPWHHE 3asBHUKA, BiAMNOBiAa/IbHOI 3a thapMakoHarnsg,
nakyBaHHs, 3MiHa MicLe3HaxoMKeHHs1 MacTep-halina
KOHTPO/b AKOCTI: cvucTeMu dpapmakoHarnsgy Ta iioro Homepa. 3miHa
TOB MicLS 34iACHEHHS OCHOBHOI AisifIbHOCTI 3
"ACTPA®APM", thapmakoHarnagy.
YKpaiHa
253. | LETNO® TabneTku, BKPUTI OPIrAHOCU OAE EBepTomkeH IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 6e3 UA/16177/01/01
NNiBKOBOO H Naich CaeHeus 3MiHn | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI peyenma
060/10HKO, N0 5 Mr; | JTAMGCAEH Nimiteq Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
no 10 TabneTtok y Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
6nicTepi; no 1 abo 3ETI) thapmakoHarnsgy (BBefeHHs y3arasibHEHUX JaHnx
no 3 6nictepu y npo cuctemy chapmakoHarnsgy, 3MiHa
KapTOHHI nauui YNOBHOB&XEHOT 0co6M, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iICHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6W, BiAMNOBIga/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-haiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
254. | UETNO® TabneTku, BKpUTI OPIrAHOCU OAE EBepTomxeH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/16176/01/01
nNiBKOBOIO H Naiidh CaeHcns 3MiHM | TUny - 3MiHK Wopao 6e3nekn/etheKTUBHOCTI
060/10HKOI0, N0 5 Mr; | JTANDCAEH Nimviteq Ta papmakoHarnsgy. BeegeHHs abo 3miHv o
in bulk: no 1000 Ch3 (E® y3araJlbHeHNX AaHux npo cuctemy
Tabnetok y 3ETI) hapmakoHarnagy (BBeLeHHS y3arasibHeHUX JaHnX
NoABINHNX npo cuctemy papMakoHarnsgy, smiHa
nonieTnneHoBnx yMOBHOBaXeHOT 0cobu, BignoBiganbHoOI 3a
nakeTax 3AiliCHeHHs hapMakoHarnsy; KOHTaKTHOT 0coou 3
hapmakoHarnagy 3asaBHUKa AN 34iNCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
BiJ, yNOBHOBaXEHO| 0cO6MU, BiANOBIgaNbHOI 3a
3fificHeHHs hapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHVKa, BiANoBiga/IbHOT 3a dhapmakoHarnsag B
YKpaiHi.
255. | UETIO® TabNeTKn, BKPUTI OPIrAHOCU OAE EBepTomkeH IHgis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 6e3 UA/15638/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
nnwoc MN/1iBKOBOIO H Navid CaeHcuns 3miHu | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI peyenma
060/10HKOI0 M0 10 NANOCAEH Nimitep Ta (papmakoHarnsgy. BeegeHHs abo 3miHu o
Tabnetok y 6nictepi; Cn3 (E® y3araJlbHeHNX AaHux Npo cucTtemy
no 1 6nictepy y 3ET ) thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX JaHux
KapTOHHI KopobLyj; npo cuctemy hapmakoHarnsgy, amiHa
no 10 TabneTtok y YNOBHOBaXEHOT 0CO6MU, BiANOBIifaLHOI 3a
6nicTepi; no 2 3[iiCHeHHs1 hapMakoHarsay; KOHTakTHOI 0co6u 3
6nictepu y thapmakoHarnaay 3asiBHUKa A5 34iiCHEHHSA
KapTOHHI KopobLyj; hapMakoHarnagy B YkpaiHi, KO BOHA BigMiHHA
no 10 Tabnetok y BiJl yNOBHOBaXeHOI 0co6WU, BiAMOBIga/IbHOI 3a
6nictepi; no 3 3iiCHeHHs1 hapMakoHarnaay (Bkiuakum
6nictepu y KOHTaKTHI fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
KapTOHHI/ Kopoo6Li macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0co6u
3a8BHMKa, BiANOBIAabHOI 3a thapmakoHarnsag B
YKpaiHi.
256. | LETNO® TabneTku, BKPUTI OPIrAHOCU OAE EBepTomkeH IHais BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: - UA/15639/01/01
nntoc N1iBKOBOIO H Navid CaeHcuns 3Mminu | TUNY - 3MiHK Wopao 6esnekn/edeKTUBHOCTI
060/10HKO1; in bulk: NAN®CAEH Nimiteq Ta dpapmakoHarnsgy. BeegeHHs abo 3miHv o
no 1000 Ta6netok y Ch3 (E® y3arasibHeHUX AaHux Npo cuctemy
nonieTnIeHoBMX 3ETI) hapmakoHarnsgy (BBefeHHs y3arasibHEHNX JaHnx
nakeTax npo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0co6MU, BiANOBIfaNbHOI 3a
3[iiCHEHHS (papMakoHarnsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHSA
hapMakoHarnagy B YkpaiHi, KLU0 BOHA BigMiHHA
Bifl yNOBHOBaXeHOI 0co6Wu, BiANOBiga/IbHOI 3a
3pificHeHHs hapmakoHarnsgy (BkioYakyn
KOHTaKTHI AaHi) Ta/abo 3MiHW Y PO3MILLEHHI
macTep-aiina cuctemn thapmakoHarnsagy) -
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
3asBHYKa, BigNoBiAa/IbHOT 3a hapmakoHarnsg B
YKpaiHi.
257. | UE®ANIEKCU | rpaHynu ans "Xemohapm Cepbis "Xemodhapm" AL, Cepbis/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3a UA/7888/01/01
H OpasIbHOT CyCneHsil, "AL Cepbis (BUpOOHMK YopHoropis 3MiHuM | TUNy - AAMIHICTpaTVBHI 3MiHW. BuniyyeHHs peuenmom

100 mn (250 mr/5
mn), no40ry
donakoHi; no 1
onakoHy pasom 3
MipHOIO JTOXKOIO Y
KapTOHHIA ynakoBL,i

KOHTPO/b Ta
BMNYyCK cepi');
XeMOMOHT 4.0.0.,
YopHoropis
(BMpPOGHYK
roTOBOro
nNiKapcbkoro
3acoby, nepBnHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ccepil)

BVMPOGHWYOI AinbHNL (BKIHOYAKOUN AinbHALI ANS
A®I, npomixXHOro NpoAyKTy abo rotoBoro
NiKapcbKoro 3acoby, AinbHULL 415 NPOBEAEHHS
nakyBaHHs, BUPOGHWKa, BigNoBifaIbHOro 3a
BWMYCK Cepiid, MicLle NPOBEeAEHHS KOHTPOSIO cepii)
ab0 nocTavyasibHMKa BUXIAHOTO MaTepiany,
peareHTy ab0 A0MOMIKHOI PEYOBUHY (SIKLLO
3a3HayeHo y focbe). AOMiHICTpaTVBHA 3MiHa
BWIYYEHHS1 BUpoOHMKa AdI LedankcnHy
moHorigpat: ORCHID PHARMA LIMITED, India.
3anvwaeTbcs albTepHATUBHUIA BUPOGHMK AD|
uedankcmHy moHorigpaT: CENTRIENT
PHARMACEUTICALS SPAIN, S.A., Spain.
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA Bionycky yBaHHSI* | peecmpayiliHo20
3acoby ynakoska) nocsioyeHHs1
258. | UACTO- Tabnetkv no 300 wmr, Ecnapma HimeuuunH ApgaHc ®apma HimeuunHa BHECEHHS 3MiH [10 peecTpavjiiiHiX maTepianis: 6e3 UA/13325/01/01
AYPUH® no 10 Tabnetok y meX a v6X, HimeuunHa 3MiHK | TUNy - 3MiHK Woao 6e3neku/eekTUBHOCTI peyenma

6nictepi; no 2 abo
no 6 6nictepiB y
KapTOHHilA KopooLi

(BpO6HULTBO
Hepo3acosaHoro
NPOAYKTY,
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMNyCK cepir);
ecnapma ®apma
Cepsices 'M6X,
HimeuyunHa
(BTOPUHHE
nakyBaHHs);
dapma
BepHirepoge
'M6X, HimeuunHa
(KOHTPO/b SAKOCTI)

Ta (hapmakoHarnsgy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy thapmakoHarnsgy, smiHa
yMOBHOB&aXeHOT 0cobu, BignoBiganbHOT 3a
3[iiCHEeHHST hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnagy 3asiBHUKa AN 34iliCHEHHS
chapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA
BiJ, yNMOBHOB&XeEHOT 0cO6MU, BiANOBIgaNbHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKiyaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM Yy PO3MiLLEHHi
macTep-gaiina cuctemu papmMakoHarssay). 3miHa
KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0Co6u
3a8BHWKa, BiANOBIAaNbHOI 3a thapmakoHarnsag,.
3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0co6u
3a8BHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag B
YKkpaiHi.
3MiHa MicLe3HaxoMKeHHs1 MacTep-haiina
cucTemmn chapmakoHarnsay Ta iioro Homepa. 3miHa
Micusi 34iICHEHHS OCHOBHOI Ais/IbHOCTI 3
dhapmakoHarnsgy.

*y pa3i BHeCeHHs 3MiH 00 iHCmpyKYii npo medu4yHe 3acmocyBsaHHs

HauanbHuK

dapmaneBTUYHOr0 yNpaB/IiHHSA

Tapac JIICKOBChKUI
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