MIHICTEPCTBO OXOPOHH 3[IOPOB’Sl YKPAIHU

HAKA3
05.07.2019 Ne 1554
Kuis

IIpo mep>kaBHY peecTpaLiito
(mepepeecTpailito) JlikapCbKUX 3ac00biB
(MeguuHUX iMyHOOiO/TOTiUHKX
TriperniapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosizHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceKi 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsgky mepkaBHOI peecTpallii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBepyKeHOro moctaHoBor Kabinety MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3arBepgkeHHs Ilopsaky pmep»kaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX AepkaBHY peecTpailito
(mepepeecTpaiiito)», ab3aily TpuALATOro MiAnyHKTY 10 myHKTY 4 ITosi0’KeHHSI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOro rnocrtaHoBoro KabiHery
MinicTpiB Ykpaiau Big 25 6epesns 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCIIePTH3U  PeEeCTpalliiHMX  MaTepialiB  JIKApCbKUX  3aco0iB  (MeAUUHMX
iMyHOOio/IOTiYHKMX TIperapariB) Ta KOHTPOJIIO SIKOCTi THX, 1[0 MOZAHI Ha JiepKaBHY
peecTpauitlo  (mepepeecTpalito), NpoBeJeHUMX [JlepkaBHUM  MiJNPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIiB 111010 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi JsiKapCchbKoro 3acoby
(MeguuHOrO iMyHOGiO/OTiYHOTO TIpernapary), peKoMmeHAallii Horo Jo Aep»kKaBHOI
peecTpaliii (TepepeecTpaiiii) Ta BHECEHHSI 3MiH [0 peeCTpaLliiiHMX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuxX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>kKaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rigHO 3
riepesiikoM (JJoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauliiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
nmikapcbKux 3acobiB YKpaiHM Ha JiKapchkKi 3acobu (MeauuHi imyHOOiosioriuHi
riperiapaTH) 3TiJ{HO 3 repeslikoM (JoAaTokK 3).
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4. KoHTpO/b 3a BUKOHAHHSIM L[bOT'0 HaKa3y 3aJuIiaio 3a co00k0.

3actynHuk MiHicTpa II. KOBTOHIOK



['eHepa/ibHUM AUPEKTOP
dapMarieBTUYHOIO JUPEKTOPATY

Hupexrtop /leriapraMeHTy
peavtizarLiii moIiTUK

HauasibHUK BiJi/y 3 NUTaHb
dhapMalleBTUYHOI Ais/TbHOCTI
[enapramMeHTy peati3aLiil MOJIiTUK

HauasnbHUK YTipaB/iHHS IPaBOBOI'O
3abe3neueHHs

Oupexktop /leriapramMmeHTy
oprasi3alfiiHoro 3abe3rneueHHs

3aBigyBau CeKTOpYy 3 IUTaHb
3ari00iraHHs Ta BUSAB/IEHHS KOPYIILIii

Hauanbhuk Bigainy Ciy»x6u
3abe3reueHHs JisiIbHOCTI 3aCTYITHUKIB
MiHicTpa (CaMOCTiVHUN BiAfim)

Peectp po3cunku:

Jl0 CrIpaBy

Bigzin 3 nuranb apMarieBTUUHOI Ais/IbHOCTI
JenaptameHTy peasi3aLil NOMITUK

OIT «lep>kaBHUiA eKkcriepTHUM 1jeHTp MO3 Ykpainu»
Hep>kaBHa cimykba YKpaiHu 3 iKapcbKuX 3acobiB

Ta KOHTPOJIIO 32 HAPKOTUKaMH

I'yuyan H.B.
200-07-93

O. Komapizga

A. I'aBpurok

T. JISCKOBCHLKUN

JI. [lem1lieBCbKa

I. Bemuuko

C. Mycisika

C. AHTOHOB

- 2 IPUMIipPHUKHA

- 1 npyuMipHUK
- 1 npyuMipHUK

- 1 mpuMipHUK



NMEPENIK

HopaTok 1

Ao Haka3y MiHicTepcTBa 0X0poHHU

30pOB’sl YKpaiHu

05.07.2019 Ne 1554

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIO/TONYHUX MPEMNAPATIB), AKI BHOCATLCA A0
AEP>XABHOI'O PEECTPY JNNIKAPCbKUNX 3ACOBIB YKPAIHA

3, abo no 10 6nicTepis
B KAPTOHHY Nauyky

OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnaay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa

OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300PO0B’St YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifjHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknavys Homep
n/ JliKapcbKo20 (nikapcbka ¢hopma, 3asaBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsi0O4YeHHs1
1. AKKOPAVH PO34YUH NS iH'EKLN, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa peecTpauisi Ha 5 pokiB 3a He UA/17492/01/01
100 mr/mnno 5 mn B akuioHepHe akuioHepHe peyenmom nionsieae
amnyni, no 5 amnyn'y TOBapuCTBO TOBapucTBo MepioAnyHICTb NOAaHHSA perynsipHo
6nictepi, no 1 "Jlekxim-Xapkis" "lekxim-XapkiB" OHOB/THOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
6nictepy B nauywi; no 5 Mopsaky 34iicHeHHsT hapMakoHarisay,
M/1 B amnyni, no 5 3aTBEpAKEHOro Hakasom MiHicTepcTBa
amnyn y 6nictepi, no 2 OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
6nictepu B nauuj; no 5 2006 poky Ne 898, 3apeecTpoBaHuii B
M1 B amnyni, no 100 MiHicTepcTBi tocTuuil Ykpainun 19 rpyaHa 2016
amnyn y nauui poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300PO0B’St YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rijHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguyYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
2. | ACAN Tabnetku no 500 wmr; "KcaHTic ®apma Kinp CaHeka CnoBaubka peecTpauisi Ha 5 pokiB 6e3 nionsizae UA/17493/01/01
no 10 TabneTtok y NimiTen" dapmacbloTikan Pecny6nika peuenma
6nictepi; no 1, abo no 3AT MepioAnyHICTb NOAaHHSA perynsipHo




Ne Hassa Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o
n 3acoby ynakosKa) nocBi04Y€eHHs1
3. BETANOSA- Masb, 100 mr/r, no 20 r ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpadist Ha 5 pokis 6e3 niosnsieae UA/17494/01/01
340POB'A a6o no 40 r y Ty6i; no 06MEXEHO0 06MeXeHo peuyenma
1 Ty6i y kopobui BiZANOBIAANbHICTIO BiANOBIgabHICT MepioAnyHICTb MOAAHHSA perynsipHo
"®apmMaLeBThYHA 10 OHOB/tOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
KOMMaHis "®GapmMaLeBTUyH Mopsaky 3ajiicHeHHs dhapMakoHarisay,
"3p0pos'a” a KoMnaHis 3aTBEpMAKEHOro Haka3om MiHicTepcTBa
"3popos'a” OXOPOHY 3,0pOB’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’'St YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
4, KO®EIH KpucTanivyHuii ToBapucTBO 3 YkpaiHa LaHaoHr Kutaii peecTpadist Ha 5 pokis - He UA/17497/01/01
nopoLLoK abo obmexeHo KciHxya nionsizae
Kpuctanu (cybcTaHuis) | BignNOBiAaNbHICTIO Papmac’toTvkas
y nakeTax noAagiiHunx "®apmaueBTuyHa Ko. NiT4.
nonieTuneHoBnx ans KOMMaHis
hapmaueBTUYHOIO "3p0pos'a”
3acToCcyBaHHs
5. NICOBAKT AYyO NbOASHUKM NMPECoBaHi, BocHanek g.4. BocHist i BocHanek g.4. BocHis i peecTpauist Ha 5 pokis 6e3 nionsieae UA/17498/01/01
no 10 NboAsHWKIB Y I'epuerosuH epuerosmH peyenma
6nictepi, no 2 a a MepioAnYHICTL NOAaHHA perynsipHo
6icTepV B KAPTOHHIN OHOBJ/IOBAHOrO 3BITY 3 6e3MNeKn BigNOBIAHO 40
KopooLi Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBEpAXeHOro Hakasom MiHicTepcTBa
OXOPOHW 340PO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’St YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:!
3rifjHO 3i CTpOKamu, 3a3HaveHmMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku
6. | NOPATAAVH KpucTaniyHui leTepo /1a63 IHgjsa [eTepo /N1a63 IHAis peecTpauisi Ha 5 poki - He UA/17499/01/01
NOPOLLIOK (CybCTaHList) NimiTen Nimiten (FOHIT- nionsieae
y NoABiHNX 1)
nonieTNeHoBUx
nakeTtax gns
hapmaueBTUYHOro
3aCTOCyBaHHSA
7. MEHAKTPA® / PO34MH ANA iH'EKLi no CaHodi MacTep CWA BTOPUHHE YropuumHa/ peecTpadisi Ha 5 pokis 3a He UA/17509/01/01




KOHTYPHIli YapyHKOBIl
ynakoBLj; no 3 a6o no

Mopsigky 34iicHeHHs hapmakoHaraagy,
3aTBEPAKEHOIO HakazoM MiHicTepcTBa

Ne Hassa Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o
n 3acoby ynakosKa) nocBi04Y€eHHs1
MENACTRA® 0,5mn (1 po3a). Mo 1 IHK. nakyBaHHs: KaHapa/ peuyenmom niosnsieae
BAKUUHA nosi (0,5 mn) y CaHochi-ABeHTiC Cnony4eHi MepioAnYHICTb NOAAHHST PErYISIPHO
MEHIHTOKOKOB | chnakoHi. Mo 1 a6o no MpaisiT Ko. LWTatn OHOB/THOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
A 5 dpnakoHiB y Nta., YropwumHa; (CLlLA) Mopsaky 34iicHEeHHsT hapMakoHarisay,
MONICAXAPUAH | kapToHHili kopobui. Mo KOHTPO/1b SKOCTI 3aTBEPMAKEHOr0 Haka3om MiHicTepcTea
A CEPOIrPYM A, 1 a6o no 5 dhriakoHiB y in vivo npu OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
C,Y TA W-135 KapTOHHI Kopobuji 3 BUMYCKY: 2006 poky Ne 898, 3apeecTpoBaHuii B
KOH''OFOBAHA MapKyBaHHAM CaHodi MacTep MiHicTepcTBi tocTuLii YKpainm 19 rpyaHs 2016
OVNOTEPIAHAM iHO3EMHO MOBOHO Ta Nivites, poky 3a Ne 1649/29779 (y pefakuii Hakasy
AHATOKCHOM YKPaiHOMOBHUM KaHaga; MiHicTepcTBa OXOPOHM 300PO0B’St YKpaiHu Bif,
CTUKEPOM Ha BMPOGHMLITBO, 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
KapTOHHIA KopooLi HanoBHEHHS, 3rigHO 3i CTPOKaMK, 3a3Ha4YeHMUN Y
(ctaHgapTHO- KOHTPO/1b SIKOCTI, nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
eKCMopTHa ynakoBKa). nepBuUHHE 6e3neku.
Mo 1labono5 nakyBaHHs,
hnakoHiB B MapKyBaHHs,
cTaHfAapTHO- BMNPOBYBaHHSA
€KCMOPTHIi ynakoBLi, cTabinbHOCTI,
Aka MICTUTbCA B BTOPVHHE
KapTOHHI Kopoo6Li nakyBaHHs Ta
BUWMYCK Cepiii:
CaHodpi Nactep
IHK., CnonyueHi
LWratn (CWA)
8. NMANABEPVH cynosuTopii no 20 mr, dapwmiHa /T4 MonbLia dapwmiHa /T4 Monbua peecTpadist Ha 5 pokis bes nionsieae UA/17524/01/01
no 5 cynosutopiis y peyenma
6nictepi, no 2 MepioAnYHICTb NOAAHHSA PErynsApHO
6nicTepn y KapTOHHiIl OHOB/IOBAHOrO 3BITY 3 6e3neku BiLNOBIAHO 40
ynakoBLi Mopsiaky 34iicHeHHs hapmakoHaraagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0pOB’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340PO0B’'St YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
9. NMPEBEHTOP TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa peecTpadist Ha 5 pokis 3a He UA/17500/01/01
NNiBKOBOIO "®apmaueBTuyHa "®apmaueBTUYH peyenmom nionsieae
060/10HKOI0, NO 10 Mmr; hipma "dapHnus” a hipma MepioAnYHICTb NOAAHHS PErynsipHO
no 10 TabneTtok y "NapHuua” OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0




Ne Hassa Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o
n 3acoby ynakosKa) nocBi04Y€eHHs1
9 KOHTYPHMUX OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
YapyHKOBMX YNaKoBOK 2006 poky Ne 898, 3apeecTpoBaHuii B
B nauu,i MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB’'st YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHoO 3i CTpOKamK, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
10. | MPEBEHTOP TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa peecTpadist Ha 5 pokis 3a He UA/17500/01/02
NAiBKOBOO "®apmaveBTuyHa "®dapmaneBTUyH peyenmom nionsizae
060/10HKOI0, N0 20 Mr; hipma "dapHnus” a hipma MepioAnYHICTb NOAAHHSA PErynsapHO
no 10 TabneTtok y "AapHuus" OHOB/IOBAHOrO 3BITY 3 6e3neku BiANOBIAHO 40
KOHTYPHIli YapyHKOBIi Mopsaky 34iiicHeHHs dhapMakoHarisay,
ynakoBLi; no 3 abo no 3aTBepKeHOro Hakasom MiHicTepcTBa
9 KOHTYPHMUX OXOPOHY 34,0pOB’SA YKpaiHu Bif 27 rpyaHs
YapyHKOBMX YNakoBOK 2006 poky Ne 898, 3apeecTpoBaHuii B
B nauuj MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340PO0B’'St YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
11. | PEPPOJIEK- Kpanni opasibHi, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/16899/02/01
340POB'A po3urH no 30 M, 50 06MEeXEHO 06MEXeHOo peuyenmom nionsieae
mn abo 100 mn BiANOBifa/IbHICTIO BignoBiga/IbHICT MepioAnYHICTb NOAAHHS PErynsipHO
npenapary y pnakoHi "®apmaLieBThyHa 10 OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
3i ckna, yKynopeHomy KOMNaHis "hapmMaueBTUYH Mopsigky 34iicHeHHs hapmakoHaraagy,
npo6bKot- "3popos'sa” a KoMnaHis 3aTBepKeHOro Hakasom MiHicTepcTBa
KpanesnbHuLelo Ta "3p0pos'a” OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHa
3aKpUTOMY KPULLIKOHO; 2006 poky Ne 898, 3apeecTpoBaHuii B
no 1 dpnakoHy y MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016
KOpoO6Lii 3 KapTOHY poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340PO0B’st YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMK, 3a3HaYeHMUN y
NepiognYHOCTI NOAAHHST PErY/IAPHUX 3BITIB 3
6e3neku.
12. | ®/TYKOHA3O0N KpucTanivyHuii leTepo /1a63 IHais leTepo /1a63 IHais peecTpadist Ha 5 pokis - He UA/17501/01/01
MOPOLLIOK (CybCcTaHLis) Nimiten Nimiten (FOHIT- nionsizae

y NOABIAHNX
nonieTuneHoBmx
naketax ans
chapmaLeBTUYHOTO

i)




Ne Hassa Popma surnycky 3asasHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep

n/ JNliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjiliHo2o

n 3acoby ynakosKa) nocBi04Y€eHHs1
3acTOCyBaHHs

13. | LE®TPUAKCOH nopoLuUok ans posunHy | CeHc JSlabopaTtopic IHAjsa CeHc IHAis peecTpauis Ha 5 pokiB 3a He UA/17502/01/01
Ons iH'ekui no 1000 MeT. N114. Na6opatopic peyenmom nionsiecae
Mr, no 1 donakoHy y Mer. N114. MepioAnYHICTb NOAAHHS PErynsipHO

KapTOHHI ynakosLi

OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTea

OXOPOHW 340POB’A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016

poky 3a Ne 1649/29779 (y pegakuii Hakasy

MiHicTepcTBa OXOPOHU 30,0POB’S1 YKPaiHW Bif,

26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogNYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3nekn

HauanbHuUK Bigainy 3 nutaHb (hapmayeBTUYHOT
pisnbHOCTI lenapTaMeHTy peasii3auii NoONiTUK

T.M. NAacKOBCbKUu




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHNX IMYHOBIO/TONYHUX MPENAPATIB), AKI
BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JIKAPCbKUX 3ACOBIB YKPAIHA

MopaTok 2

J0 Haka3y MiHicTepcTBa 0X0poHH
3[4,0pOB’A YKpaiHn
05.07.2019 Ne 1554

KOHTPO/b Cepil;
[03BIi/T HAa BUMYCK
cepii), HimeuunHa;

BUPOBHULTBO
Hepo3dg)acoBaHoi
npoaykuii Ta

KOHTPO/b cepil:
AumnHo ®apma Arl,

LBeiiyapis;

KOHTPO/b cepil:
YHTEpP3YXyHICiHCT

nTyT Xennenep,

HimeuunHa

MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHA Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6€3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHSA NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimkerb (PIP) (iHwi 3miHW)
- 3MiHWM BHECEHO [0 iHCTPYKUIT ANns
MeAMYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby A0 po3gainis "B3aemogis 3 iHW1MK
niKkapcbkrMuy 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobmMBOCTi 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS Ta f03U" (YTOUHEHHS
iHbopmauii), "Aitn" (peparysaHHs), "Mo6ivHi
peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro AocChbeE.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsgy,

3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainun 19 rpyaHs

Ne Hassa ®dopma BunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKky aHHs peecmpayjitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
1. AMBPOKCO/- Karncy/sim nposIoHroBaHoTl TOB "TeBa YkpaiHa Mepkne M'm6X HimeuunHa/ MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsizae UA/1853/01/01
TEBA 4ii TBepai no 75 mr no YkpaiHa" (nepBuHHa Ta LBeiiLapis 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta peuenma
10 kancyn y 6nictepi, no BTOPUHHA thapmakoHarnsgy. 3miHa y KopoTkili
1 6nicTepy y kopobui yrakoBKa, XapakTepuCcTu1Li NikapCcbKoro 3acoby, TeKCTi
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.

AMIHOCTEPUN
H-FENA

PO34uH ANs iHgysili; no
500 mn y chnakoHi; no 10
(h/1aKOHIB y KapTOHHIi
Kopobui

Ppe3seHiyc
Kabi
[oiliunang,
6X

Himeyunna

®peseHiyc Kabi
ABcTpia T'M6X

ABCTpist

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionseae

UA/0948/01/01

BPOHXOCTOMN®
cupon

cupon, no 120 mn y
donakoHi; no 1 dpnakoHy
Y KOMM/IEKTi 3 MipHUM
CTaKkaH4MKOM B KOPOGLYi
3 KapTOHY

Ksizga ®apma
6X

ABCTpis

Ksizga ®apma
66X

ABCTpIs

MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH.
3MiHu | TMNY - 3MiHK Wo[0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpoTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLi 4151 MeAUYHOro 3aCTOCYBaHHA Ha
nigcrasi peryaspHO OHOB/IIOBAHOIO 3BITY 3
6e3mnekun nikapcbkoro 3acoby, abo
[ocnigpKeHb 3 6e3neKn 3acToCcyBaHHS
nikapcbKoro 3acoby B nicnapeecTpavuinHuii
nepiog, abo sk pesynbTaTt OLiHKM 3BITY 3
nocnimpkeHb, NPoBeAeHuX BifnoBigHO A0
nnaHy negiatpuyHux gocnigpkeds (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUii Ans
Me/JMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby A0 po3ainis "MpoTunokasaHHs",
"B3aemMogis 3 iHWMMM NiKapCbKUMM
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTOCyBaHHSA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
roflyBaHHs rpygar” (yTouHeHHs iHdhopmaui
CTOCOBHO 6e3neku), "Cnocié 3acTocyBaHHsA
Ta [o03un" (yTOYHeHHs iHdhopmaui),
"Mepeno3yBaHHs", "Mo6iyHI peakuji”

6e3
peyenma

nignarae

UA/9915/02/01
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6nictepy B nayui; no 30
TabneToK y KoHTeliHepi
(6aHouuj); no 1
KOHTeliHepy (6aHouLj) y
nauuyj; no 10 TabneTok y
6nictepax; no 30
Tabnetok y
KOHTeliHepax (baHoukax)

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKUT 4719 MEANYHOro 3acTOCYBaHHA Ha
nigcTasi peryssipHO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/ispeecTpaviiiimii
nepiog, abo ik pe3ynbTaTt OUiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpkeHb (PIP)

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
Bi4NOBIAHO 40 OHOBMEHOT iHChopMaLlii 3
6e3MeKkn 3aCToCyBaHHA NiKapcbKoro 3acooy,
3a3HaveHol B MaTepiasiax peecTpauiiiHoro
[0CbE.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPMAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
4, BANALUUKNOBIP | nopoluok (cybctaHuis) y letepo Apar3 IHais letepo Apar3 IHais MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH. - He UA/14191/01/01
riAPOXNOPUL, noABINHNX Nimiten Nimiten nionsizae
MOHOTIIAPAT nonieTnneHoBnx
nakeTtax Ans
thapmavLeBTUYHOro
3aCTOCYBaHHSA
5. BIHMNOLEETUH MOPOLLIOK KpUCTasTiuHWIA Kosekc C.A. IcnaHis Kosekc C.A. IcnaHis nepepeecTpawis Ha HeobMexeHuit TepMiH - He UA/9696/01/01
(cybeTaHuin) y nionsieae
noABiliHMX nakeTax 3
NAiBKX NOMieTUNEHOBOI
AN BUPOGHMLTBA
CTepu/ibHUX Ta
HecTepuUIbHNX
NiKapcbknx goopm
6. BITAMIH C 500 TabneTku XyBasbHi 3 AT YkpaiHa AT "KMUIBCbKUI Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/1861/01/01
NEepCcMKOBUM CMaKoM Mo "KNIBCbK BITAMIHHU 3miny | TRy - 3MiHK WoAo peyenma
500 wr; no 10 TabneTok BITAMIHHWIA 3ABO4" 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
y 6nictepi; no 3 3ABO4" 3MiHa y KOpOTKiil XxapakTepucTuui
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

(3MiHY Y3rof)X€HO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTPYKUIT 415 MEJNYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby o posainy
"Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40
OHOBJIEHOI iHhopMaLii 3 6e3neku
3acToCyBaHHS AONOMDKHVX PEHOBUH.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’s

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3mneku.

BITAMIH C 500

TabneTkn XyBasibHi 3
anesibCHOBMM CMakoM
no 500 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B nauui; no
30 TabneTtok y
KOHTEeliHepi (6aHouL);
no 1 koHTelHepy
(6aHouuj) y nayuyj; mo 10
TabneTtok y 6nictepax;
no 30 TabneTok y
KOHTeliHepax (baHoukax)

AT

"KUIBCBKN

BITAMIHHN
3ABOA"

YKpaiHa

AT "KUTBCBKMIA
BITAMIHHUA
3ABOJ"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
3MiHa Y KOpPOTKill XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKU|T 4719 MEANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
nocnigpkeHb, NPoBeAeHuX BifnosigHoO A0
nnaxy negiatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHVW BHECEHO
[10 IHCTPYKUIT 418 MEeJNYHOTO 3aCTOCyBaHHS
niKapcbKoro 3acoby o posginy
"Ocob6nMBOCTI 3aCTOCyBaHHA" BigNoBIAHO A0
OHOB/EHOT iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS AOMNOMDKHUX PEYOBWH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekx BiANOBIAHO

6e3
peuyenma

nionsieae

UA/5623/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

[0 Mopagky 3ailicHeHHs thapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 310POB’s
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHMU y NepiofnYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

BITAMIH C 500

TabneTkn XyBaslbHi 3
JIMMOHHMM CMakoMm no
500 mr, no 10 Tabnetok
y 6nicTepi; no 3
6nictepy B naywi; no 30
TabneTokK y KoHTeliHepi
(6aHouuij); no 1
KOHTeliHepy (6aHouL,i) y
naJui; no 10 Tabnetok y
6nictepax; no 30
Tabnetok y
KOHTeliHepax (baHoukax)

AT

"KUIBCbKN

BITAMIHHUN
3ABOJ"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHUN
3ABOA"

YKpaiHa

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
3MiHu | TMNY - 3MiHK Woao

6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.

3MiHa y KOpOTKiil XxapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOro 3aCTOCYBaHHSA Ha
nigcTasi perysiipHoO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpavyiiiHmi
nepiog, abo Ak pe3ynbTaTt OUiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpxkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
[0 IHCTPYKUIT 415 MEeJNYHOrO 3aCTOCyBaHHS
nikapcbKoro 3acoby o posainy
"Oco6nMBOCTI 3acTOCyBaHHA" BignoBiAHO 40
OHOBJIEHOI iHGhopMaLii 3 6e3neku
3acTOCyBaHHS AOMNOMKHVX PEHOBUH.

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
Ao Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’S

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,

3a3Ha4YeHUMM Y NepiognYHOCTI NogaHHA

6e3
peuyenma

nionsiecae

UA/5624/01/01
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B KOpOOUi; M0 2 Mny
nonepeaHLO
3arnoBHEHOMY LUMPUL;
no 1 wnpuuy B KOpobu,i

BeefieHHs1 a60 3MiHW A0 y3arasibHeHNX
[AaHux Npo cuctemy hapmakoHarnsagy
(BBEAEHHA Y3araslbHEHUX AaHNX Npo
cuctemy chapmakoHarnsgy, 3miHa
yNOBHOBaXKeHOT 0cobw, BignoBifansbHOT 3a
3AilicHeHHs hapMakoHarnaay; KOHTaKTHOT
ocobu 3 hapmakoHarnsgy 3assHuka anis
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BifMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBiga/IbHOI 3a 34iMCHEHHS]
hapmakoHarnagy (BK/1o4atoUum KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MilLeHHI MacTep-
tpaiina cuctemu chapmakoHarasgy) - 3miHa
KOHTaKTHOI 0cobu, BifgnoBifabHOI 3a
hapmakoHarnag: girova pefakuis -
LLitaHreesa tOnisi BanepiiBHa, MponoHoBaHa
pepaxuis - FaBpuneHko AMuTpo
MwuxaiinoBmy. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0co6MU, BignoBiga/bHOI 3a
thapmakoHarnsag.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHa hapMakoHarnsay,

3aTBEepAKEHOr0 Hakasom MiHicTepcTBa

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
perynspHux 3BiTiB 3 6e3neku.
9. FACTPO-TrPAH rpaHynu, no 10 ry MpAT YkpaiHa MpAT Ykpaina MepepeecTpauis Ha HEOBGMEXEHWNIA TEPMIH. 6e3 nionsizae UA/8453/01/01
neHani, no 1 neHany B "HauioHasibHa "HauioHasnbHa peuyenma
nauui 3 kKapToHy; no 10 r romeonaTuyH FomeonatnyHa MepiognyHICTb NOAAHHS PerynsipHo
y do1akoHi 3 KpULLIKOLO, a Cninka" Cninka" OHOB/IIOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
no 1 cpnakoHy B nayi 3 o Mopsaaky 34iicHeHHs dhapmakoHariaay,
KapTOHY 3aTBEPKEHOrO HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
10. FIANTAH PO34uMH ANs iH'ekuin, 20 digia ITanis digia ITanis MepepeecTpalisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1032/01/01
MI/2 M/1; N0 2 MN'Y dapmaLeBTUK $apmaueBTrKa 3MiHu | TMNY - 3MiHK Woa0 peyenmom niosnsieae
thnakoHi; no 1 donakoHy a C.n.A. C.n.A. 6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40pPOB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
11. FNHOKO3A- pO34uH AN iH'ekuiin, 400 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/2349/01/01
AAPHMNLUA mr/mn, no 10 mn a6o 20 "®apmaueBTu "apmaueBTnyHa 3MiHu | TURY - 3MiHK WoAao peyenmom nionsizae
M B amnyri; no 5 abo yHa thipma chipma "OapHuus” 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
10 amnyn B navui "OapHuus"” 3MiHa Y KOpPOTKill XxapakTepucTumui

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLU|T 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BifnosigHoO 40
nnaxy negiatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNEeTEHTHUM
YNOBHOB&)XXEHNM OPraHoM) - 3MiHV BHECEHO
[10 IHCTPYKUIT 418 MEeJNYHOTO 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao posginis
"MpoTrnokasaHHs", "OcobmBoCTi
3acTocyBaHHSA", "3acTocyBaHHSA y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”
(yTOo4YHeHHst iHchopmalii), "Mob6iyHi peakui™
Bi4NOBIAHO [0 OHOBNEHOT iHChopMaLlii 3
6e3nekn 3aCToCyBaHHA Ajtoyoi Ta
[OMOMiKHUX PEYOBVH.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i cTpokamu,
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

3a3Ha4YeHVMU Y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

12.

FO®PEH 200

Kancysm M siki no 200 mr
no 10 kancyn y 6nictepi;
no 1 6nictepy y
KapTOHHOMY KOHBEPTI;
no 6 KapTOHHUX
KOHBEPTIB Y KaPTOHHIl
ynaxoBLi

Mera
NaiidpcaiieHcis
MNab6nik
KomnaHi
Nimiteq

TainaHg

Mera
NaiidpcaiieHcis
Ma6nik Komnai
Nimiteq

TainaHpg

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
3MiHV Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkii
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
3acTocyBaHHs
reHepuyHUX/ribpuaHMX/6ionoai6HKX
nNiKapcbKnx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA npenapar
(3miHa He noTpebye HafaHHA XOLHWNX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHN BHECEHO 0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"PpapmMakonorivyHi BnactmsocTi”,
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpygar”, "34artHicTb BnMBaTu
Ha LWBUAKICTb peakuii Npu KkepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK
MexaHismamu", "Cnoci6 3acTocyBaHHs Ta
nosun", "Oitn" (pegaryBaHHs TEKCTY),
"Mepeno3yBaHHs", "Mo6iuHI peakuji”
BignoBigHO A0 iHdhopMauii pedyepeHTHOro
nikapcbkoro 3acoby (HYPOPEH®
EKCMNPEC YNbTPAKATI, kancynu m'si).

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
f0 Mopagky 34ilicHeHHA hapmakoHarnsgy,

3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMU y NepioAnYHOCTI NofaHHA
perynspHux 3siTiB 3 6e3neku.

6e3
peuyenma

nionsiecae

UA/13624/01/01

13.

FO®EH 400

Kancynu m siki no 400 mr
no 10 kancyn y 6nictepi;

Mera
JaiidpcaiieHcis

TainaHg

Mera
JaiidpcaiieHcis

TainaHg

MepepeecTpalisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHK | TMny - 3MiHK Woa0

6e3
peuenma

nionsieae

UA/13624/01/02
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
no 1 6nictepy y Mabnix Ma6nik Komnawi 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
KapTOHHOMY KOHBEPTI; KomnaHi Nimiten 3MiHN Y KOPOTKiil XapakTepucTumui
no 6 KapTOHHMX Nimiten niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
KOHBEPTIB Y KAPTOHHIl IHCTPYKLiT ANA MeAMYHOro 3acToCcyBaHHsA
ynakoBLi reHepuyHUX/ribpuaHMX/6ionoaibHMX
nNiKapCcbKNX 3aco6iB Nicns BHECEHHS Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapar
(3MiHa He NoTpebye HaAaHHS XXOAHUX HOBUX
[0AATKOBUX faHnX) 3MiHWN BHECEHO [0
IHCTPYKLU|T 4719 MEAUYHOrO 3aCTOCYBaHHSA
nikapcbKkoro 3acoby Ao posginis
"MokasaHHa" (YTOUYHEHHS (hOPMY/THOBaHHS),
"PpapmMakonorivyHi BnactmsocTi”,
"MpoTunokasaHHsa", "B3aemogis 3 iHWnmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BNMBaTtK
Ha LWBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK
MexaHismamu', "Cnoci6 3acTocyBaHHs Ta
nosun", "Oitn" (pegaryBaHHs TEKCTY),
"Mepeno3yBaHHs", "IMo6iuHI peakujii”
BiANOBIAHO A0 iHhopMmaLii pedhepeHTHOro
nikapcbkoro 3acoby (HYPO®PEH®
EKCNPEC ®OPTE, kancynv m'siki).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,

3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
14. AEKCAMETA3O0H | po3uunH gns iH'ekuii, 4 MpusaTHe Ykpaina MpusatHe Ykpaina MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH. 3a He
Mmr/mn no 1 mn B amnyni; akuioHepHe akuioHepHe 3MiHu | TUNY - 3MiHK Woa0 peyenmom niossieae
no 5 amnyn B nauuj 3 TOBapucTBO TOBapuCTBO 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
KapToHy; no 1 mn B "Jlekxim - 3MiHa y KOpOTKiil XxapakTepucTuui
amnyni; no 5 amnyn y Xapkis" NiKapCbKoro 3acoby, TEKCTi MapKyBaHHS Ta

UA/10236/01/01

"Nekxim - Xapkis"
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

6nictepi; no 1 6nictepy
B nauuj; no 1 mn B
amnyni; no 100 amnyn B
naJui 3 KapToHy

IHCTPYKLU|i ANA MeAMYHOro 3acTOCyBaHHA Ha
nigcrasi perysiSspHO OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
NikapcbKoro 3acoby B MicsApeecTpayiiHmi
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
nocnimpkeHb, NpoBeAeHUX BignoBigHO A0
nnaHy negiatpuyHux gocnigpxens (PIP)
(3MiHy Y3rofXXeHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHUM OpraHoM) 3MiHV BHECEHO
[0 IHCTPYKUiT AN MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Oco61BOCTI 3acTOCyBaHHA" BiANOBIAHO A0
OHOBNEHOT iHhopMaLii 3 6e3nekn Aiyoi Ta
[OMNOMDKHMX PEYOBWH MiKapCbKOro 3acoby.

MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHs thapmakoHarnsgy,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

15.

AEKCKETOMPO®
EHY
TPOMETAMON

MOPOLLIOK (Cy6CTaHLis) B
MiLLKax NonieTuIeHoBNxX
4151 BUpo6bHMLUTBa
CTEePW/IbHUX i
HecTepuIbHNUX
nikapcbknx gopm

MAT "dapmak”

YKpaiHa

Caypas Kemikasc
Nimiteq
(AinbHnus-111)

IHAjA

MepepeecTpauisi Ha HeOBMeXeHUi TepMiH.

He
nionsieae

UA/14041/01/01

16.

AOENPECAH

TabneTku, BKpUTI
N1iBKOBOK 0B6O/IOHKOIO,
no 20 mr no 10 Tabnetok
y 6nicTepi; no 3 abo 6
6nicTepis y kopoobL,i 3
KapTOHY

ToBapucTBo 3
06MexeHo
BignoBigasIbHi
cTHO
"XapkiBCcbke
cthapmaueBTny
He
nignpUeEMCTBO
"380p0oB'a
Hapoay"

YKpaiHa

Bunyck cepii:
ToBapucTBO 3
obmexeHor
Bi4NOBIAA/IbHICTIO
"Xapkiscbke
hapmaueBTNUHe
nignNpPUEMCTBO
"3p0poB'a
Hapoay"”,
YKpaiHa;

YKpaiHa

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
3MiHu | TURY - 3MiHK WoA0

6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.

3MiHW Y KOPOTKIil XapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAMYHOT0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX
nNiKapcbKunx 3acobiB nic/s BHECEHHS Tiel
camMoi 3MiHM Ha pedoepeHTHUIA npenapaT
(3MiHa He NOTpebye HaaHHs XOAHUX HOBUX

3a
peuyenmom

He
nionsieae

UA/13811/01/03
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
Yci cTagii [04aTKOBUX faHnX) 3MiHM BHECEHO [0
BMPOGHMLTBA, IHCTPYKL|i y po3ainu: "dapmakonoriyHi
KOHTPO/b AKOCTI: BnactmsocTi”, "MpoTunokasaHHs",
ToBapucTBO 3 "B3aemogisa 3 iHWMMU NiKapCbKUMMn
obmexeHoro 3acob6amu Ta iHWi BUAY B3aemogiii",
BigNOBiAa/IbHICTIO "Oco6nmBoCTi 3acTocyBaHHs", "[iTn"
"®APMEKC (yTouHeHHs iHdhopMmaLii), "MobivHi peakwii”
reyn-, 3rigHO 3 iHchopmaLieto LWoa0 MeaNYHOro
YkpaiHa 3aCTOCyBaHHA pedhepeHTHOro NikapCbKoro
3acoby (LWMPAJEKC, TabneTtku, BKpUTI
NNiBKOBOK 060/10HKOI0)
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekx BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPKEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HaveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
17. AENPECAH TabneTkun, BKpUTI ToBapucTBoO 3 YkpaiHa Bunyck cepii: Ykpaina MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/13811/01/01
N/1iBKOBOK 060/IOHKOMD, 0bMexeHo ToBapucTBO 3 3MiHu | TUNY - 3MiHK Woa0 peyenmom niosnsieae
no 5 mr no 10 Tabnetok BignoBigasIbHI 06MEXEHO 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
y 6nicTepi; no 3 abo 6 cTH0 BiANOBIAA/ILHICTIO 3MiHN Y KOPOTKiil XapakTepucTuLi
6nicTepiB y kopobui 3 "XapkiBCcbke "XapkiBcbke nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
KapTOHY thapmau,eBTuy thapmaveBTUYHE IHCTPYKLUIi 418 MEAUYHOro 3aCTOCYBaHHSA
He nignpMeMCcTBO reHepuyHUX/ribpuaHMX/6ionoai6HMX
nigNpPUEMCTBO "3p0poB's nNiKapcbKNX 3aco6iB Nicns BHECEHHS Tiel
"380poB'a Hapoay", camoi 3MiHM Ha ped)epeHTHUIA Nnpenapar
Hapogay" YKkpaiHa,; (3MiHa He nNoTpebye HafaHHsA XOAHNX HOBUX
Yci ctagii [04aTKOBUX AaHnX) 3MiHU BHECEHO [0
BUPOGHMLTBA, IHCTPYKUIi y po3ainu: "dapmakonorivHi

KOHTPO/b SKOCTI:
ToBapucTBO 3
obmexeHoro
BiANOBIAA/ILHICTIO
"®APMEKC
rePyn-,
Ykpaina

BnactueocTi", "lMpoTunokasaHHsa",
"B3aemogia 3 iHWKMMW NiKapCbKUMMN
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nmBocTi 3acTocyBaHHs", "[iTn"

(yTOo4YHeHHst iHchopmalii), "Mob6iyHi peakui™
3rigHO 3 iH(hopmaLieto LWoa0 MeaNYHOro
3aCTOCyBaHHS pehepeHTHOro NikapCbKoro
3acoby (LWMPAJIEKC, TabneTtkn, BKpUTI
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
NNiBKOBOK 060/10HKOI0)
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
Ao Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3/10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
18. AENPECAH TabneTtku, BKPUTI ToBapucTBO 3 YkpaiHa Bunyck cepii: YkpaiHa MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH. 3a He UA/13811/01/02
NAiBKOBOK 060/IOHKOHO, 06MeXeHo ToBapucTBO 3 3MiHu | TMNY - 3MiHK Woao peuyenmom nionseae
no 10 mr no 10 TabneTok | BiANOBIAA/IbHI o6MexeHo 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
y 6nicTepi; no 3 abo 6 CTHo BiANOBiAANILHICTIO 3MiHW Y KOPOTKIll XapakTepucTumui
6nicTepiB y Kopobui 3 "XapkiBcbke "XapkiBcbke nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
KapToHY hapmavreBTuy hapmavreBTuuHe IHCTPYKLU|i 415 MEAMYHOTO 3aCTOCYBaHHSA
He nigNpPUEMCTBO reHepuyHuX/ribpuaHnx/éionodibHmx
nignpYeEMCTBO "3p0poB's NiKapCbKNX 3ac06iB NicNs BHECEHHS Tiel
"3p0poB'a Hapoay", camoi 3MiHM Ha peddepeHTHUIA Nnpenapar
Hapoay" YKpaiHa,; (3MiHa He NoTpebye HaAaHHS XOAHUX HOBUX
Yci cragii [04aTKOBUX AaHnX) 3MiHN BHECEHO A0
BMPOGHMLTBA, IHCTPYKUIi y po3ainu: "®apmakosorivHi

KOHTPO/b AKOCTI:
ToBapucTBO 3
o6MexeHo
BiANOBiAANLHICTIO
"®APMEKC
reyrn-,
YkpaiHa

BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWMMU fikapcbkumn
3aco6amu Ta iHLWi BUAW B3aEMogiit”,
"Ocob6nmBocTi 3acTocyBaHHs", "diTn"

(yTouHeHHs iHchbopmawii), "Mob6iyHi peakuji™
3rigHO 3 iH(hopmaLieto Woao MeanyHoro
3aCTOCyBaHHA pethepeHTHOro NikapcbKoro
3acoby (LWMPANEKC, TabneTtkn, BKpUTI
NAiBKOBOK 060/I0HKOH0)

MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHa chapmakoHarnsay,

3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
19. AEPMAAPIH Masb, 20 mr/rno 20 r PapmaveyTiw ABCTpIS dapmaueyTiwe ABCTpIA MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosnsieae UA/8996/01/01
a6o no 50 r, abo no 100 e habpik habpik MoHTaBIT 3MiHu | TMNY - 3MiHK Woao peuenma
ry Ty6i; no 1 Ty6i B MoHTaBIiT 6X 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
KapTOHHIA ynakoBL,i M6X 3MiHa y KOpOTKiil XxapakTepucTumui

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysisipHoO OHOBJ/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpavyiiiHmi
nepiog, abo Sk pe3ynbTaTt OLiHKM 3BITY 3
JocnigpkeHb, NpoBeAeHnX BiANOBIAHO A0
nnaxy negiatpuyHmx gocnigpxkerb (PIP) (iHLwi
3MiHM) 3MiHM BHECEHO A0 IHCTPYKUii ANns
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ginis "MpoTunokasaHHs",
"B3aemogis 3 iHWMMUW NiKapCbKUMMn
3acobamu Ta iHWi BUAY B3aemogiii",
"Ocob6NMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHA y nepio BariTHOCTi abo
rogyBaHHs rpyaar” (YTOUHEHHs iHdopmawi
3 6e3neku), "Cnocib 3acTocyBaHHsa Ta fo3mn"
(yTouHeHHs iHchopmaLii), "MepenosysaHHA",
"Mo6iuHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHchopmawii 3 6e3nekn, 3a3HaYeHoi B
Marepianax peecTpauiiiHoro Aocbe
nikapcbKkoro 3acoby.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
f0 Mopagky 34iicHeHHA hapmakoHarnsgy,

3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 3740POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,

3a3Ha4YeHVMU Y NepiofNYHOCTI NoAaHHSA
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
perynspHux 3siTiB 3 6e3neku.
20. AVNKNOBEPN® PO34nH A1 iH'EKUIn, 75 BEP/TIH-XEMI HimeuunHa Brpo6HMLTBO ITanisa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/9701/01/01
N75 Mr/3 M1 no 3 Mn B Al npenapary «in 3MiHu | TUNY - 3MiHK Woa0 peyenmom nignarae
amnyni; no 5 amnyn y bulk», nepsuHHe 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
KapTOHHIl KopobLi nakyBaHHs Ta 3MiHa y KOpOTKiil XxapakTepucTuui
KOHTPO/Tb Cepil: NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
Anbhacirma IHCTPYKLiT AN18 MeANYHOro 3aCTOCYBaHHSA Ha
C.n.A,, Itanis; nigcrasi perysispHoO OHOB/IOBAHOIO 3BITY 3
Bupo6HMLTBO 6e3nekn nikapcbkoro 3acoby, abo
npenapary «in JocnifxeHb 3 6e3nekn 3acToCyBaHHs
bulk», nepBrHHE nikapcbKoro 3acoby B MicsapeecTpavyiiHmi
Ta BTOPUHHE nepiod, abo Ak pe3ynbTaT OLiHKM 3BITYy 3
nakyBaHHs, [ocnifmkeHb, NpoBefeHNX BifNoBigHO 0
KOHTpONb Ta nnaHy negiatpuuHux gocnigpkeHs (PIP)
BUNYCK Cepil: (3MiHY Y3ro)keHo 3 KOMNeTEHTHUM
A. MeHapiHi YNOBHOB&XKEHUM OpraHom) 3MiHVU BHECEHO
MaHydakTypiHr [0 IHCTPYKLiT y po3ginu "®apmakonorivHi
JoricTike eHp, B/1aCTUBOCTI" (YTOUHEHHS iHchopmaLii),
Cepsicec C.p.J1,, "MpoTnnokasaHHa", "B3aemogia 3 iHWMmn
ITania nikapcbkMmM 3acobamu Ta iHLWi B1uam
B3aemogiit", "OcobmMBOCTi 3acToCyBaHHsA",
"Cnoci6 3acTocyBaHHA Ta f031" (YTOYHEHHS
iHchopmawii), "MobGiuHi peakuii" BigNoBIgHO
[0 OHOBJIEHOT iHdhopMaLii 3 6e3neku gjtoyol
PeyoBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
21. ANKNODEHAK Kancynu no 25 mr, no 10 ToBapucTBo 3 YKpaiHa ToBapucTBO 3 YKpaiHa MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH. 3a He UA/1477/01/01
HATPIO Kancyn y 6nictepi, no 3 06MEXeHOo 06MEXEHO 3MiHu | TMNY - 3MiHK Wo[0 peuyenmom nionsieae
6nicTepn y kopobui 3 BignoBigasIbHi Bi4NOBIAA/IbHICTIO 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
KapToHy cTIo «XapkiBCcbke 3MiHa y KOpoTKili xapakTepucTui

«XapkiBCcbke
thapmaueBTmy

hapmaueBTNUHe
nignpueMcTBo

NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
iHCTPYKUIi 47151 MEANYHOTO 3aCTOCYBaHHS Ha
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

He
nignpMeEMCTBO
«3[0poB’Aa
Hapoay»

«340poB’a
Hapoay»

niacTasi peryssipHO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicspeecTpaviiimii
nepiog, abo sk pe3ynbrart OLiHK/ 3BTy 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHV BHECEHO
[0 IHCTPYKUIT AN8 MEeJNYHOro 3aCTOCyBaHHS
nikapcbKkoro 3acoby Ao posginis
"MokaszaHHs"(pegaryBaHHs),
"MpoTunokasaHHa", "B3aemogia 3 iHWMmn
nikapcbkMmn 3acobamu Ta iHWi B1uam
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHs",
"Mo6ivHI peakui™ BigNOBIAHO 1O OHOB/EHO!
iHchopMmawii 3 6e3nekn 3acToCyBaHHS Aito4oi
Ta AOMOMIKHNX PEYOBUH.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHa chapmakoHarnsgy,

3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

22,

AVNHACTAT

niodpinizat Ans po3vnHy
Ans iH'ekuii no 40 mr; 10
oNakoHiB 3
niodpinizatom B
KapTOHHIlA KopooLi

Mdpaiizep IHK.

CLIA

BTOPVHHE
nakyBaHHS1, BUMYyCK
cepii:
Mdpaiizep
MeHo ek ypUHr
Benbrist HB,
Benebris;
BMPOOHULITBO in
bulk, nepsuHHe
nakyBaHHS:
dapmaus i
AngxoH KomnaHi
JINC, CWWA

Benebris/
CWA

MepepeecTpauisi Ha HeOBMEeXeHU TepMiH.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i cTpokamu,

3a
peyenmom

He
nionsieae

UA/2286/01/02
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
23. ANHACTAT niodpiniszar Ans po3vnHy Mdpaiizep IHkK. CWA BTOPWHHE Benbrisi/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2525/01/01
Ans iH'ekuii no 40 wr; 5 nakyBaHHs1, BUMYCK cuwA/ peuyenmom nionsieae
h1aKkoHiIB 3 cepii: Benbris/ MepiognyHiCTb NOAAHHA perynspHo
niodpinizatom y Mdpaiizep ITania OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
KoMnnekTi 3 5 amnynamu MeHtodhekuypuHr [0 Mopaaky 3ailicHeHHa chapmakoHarnsgy,
PO3YMHHMKA NO 2 M/ Benbris HB, 3aTBEPIXEHOro Haka3om MiHicTepcTea
(HaTpito xsiopua, Boga Benbris; OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
Ans iH'ekuiii) B BMPOOHULITBO in 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHIl KopoobLi bulk, nepsuHHe MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
nakyBaHHs: 2016 poky 3a Ne 1649/29779 (y penakuii
dapmaus i Haka3y MiHicTepcTBa OXOPOHY 34,0P0B’SA
AngxoH KomnaHi YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
NNC, CWA; CTaHOBWTb: 3rigHO 3i CTpoKamu,
BUPOBHUKU 07151 3a3HavyeHVMK Y NepiogNYHOCTI NofaHHSA
PO3YUHHUKA! perynspHux 3BiTiB 3 6e3mnekun
MOBHWIA LMKN
BUPOGHMLTBA Ta
BMNYCK:
Mdpaiizep
MeHo ek ypUHr
Benbris HB,
Beneris;
NOBHUIA LMKN
BMPOGHMLTBA Ta
BUMYCK:
AxTasic ITanisa
C.n.A., lTania
24. ENEBIT® TabneTku, BKpUTI Baiiep LLiBeiiuapis PotTeHzopd HimeyunHa MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH bes He UA/9996/01/01
MPOHATA/b NAiBKOBOK 060/IOHKOHO, KoHcblomep dapma M'm6X 3MiHY Woao 6e3nekn/edhekTUBHOCTI Ta peuenma nionsieae
no 10 TabneTtok y Kep Al thapmakoHarssgy. 3MiHu y KOpoTKili

6nicTepi, no 3 a6o 10
6nicTepiB y KAPTOHHIl
Kopo6ui, no 20 TabneTok
y 6nicTepi, no 5
6nicTepiB y KAPTOHHIl
Kopobu,i

XapaKkTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKTIHIYHUMU, KTIHIYHUMUW JaHuMK Ta
LaHuMu 3 dhapmakoHarnsay - 3MiHu
BHECEHO [0 IHCTPYKLiT 415 MefNYHOro
3aCTOCYBaHHS /liKapcbKoro 3acoby Ao
po3ginis "MokasaHHA" (YTOUHEHHS
iHchopmawii), “MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKapCbKUMMN
3acobamMu Ta iHLWi BUAW B3aeMOAiii",
"3acTocyBaHHA y nepiog BariTHOCTi abo
roflyBaHHs rpyaato”, "Mo6iyHi peakuii*
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[10CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,

3aTBEPMXEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

25.

ENIKBIC

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 5 mr, no 10 TabneTok
y 6nicTepi; no 3 a6o no
6, abo no 10 6nicTepiB y
naJui 3 KapToHy; no 14
Tabnetok y 6nictepi; no
2 6nicTepu y nauu;j 3
KapTOHY

Mdpainzep IHK.

CLUA

Bupo6HuuTBO,
KOHTPO/1b AKOCTI
Ta KOHTPO/1b
AKOCTI Npwn
BUNYCKY cepii:
BpicTon-Maiiepc
CkBi66
MeHodek4ypuHr
KomnaHi, CLUA;
MakyBaHHSA,
KOHTPO/1b AKOCTI
Ta BMNYyCK cepil:
Bpicton Maiiepc
Cksi66 C.p.n.,
ITanisa

CuA/
ITanisa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KNIHIYHUMN AaHVMU Ta
LaHumu 3 dpapmakoHarnsagy - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
: "PapmMakosiorivyHi BNactTuBoCTi"(YyTOYHEHHSA
iHhopMmawii), "B3aemogist 3 iHwmmun
nikapcbkMmM 3acobamu Ta iHLWi B1uam
B3aemogiit", "OcobmMBOCTi 3acToCyBaHHsA",
"Cnocib 3acTocyBaHHs Ta
posn'"(getanisauis), "Mo6iyni peakuii”
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
[0CbE.

MepiognyHIiCTL NoAAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
YKpainu Big 26 BepecHs 2016 poky Ne 996),

3a
peyerimom

He
nionsiecae

UA/13699/01/02
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
26. ENIKBIC TabneTku, BKPUTI Mdpaiizep IHK. CWA Bupo6HMLTBO, cuwA/ MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH. 3a He UA/13699/01/01
NAiBKOBOK 060/IOHKOHO, KOHTPO/b SKOCTI ITanis 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom nionseae
no 2,5 mr, no 10 Ta KOHTPO/1b thapmakoHarnagy. 3MiH1 y KOpOTKili
Tabnetok y 6nictepi; no SAKOCTi Npu XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
2 6nicTepun y nayuj 3 BWMYCKy Cepil: MapKyBaHHS Ta IHCTPYKUiT 4719 MeANYHOro
KapTOHY Bpicton-Maiiepc 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMK 3
CkBi66 AKOCTI, AOKMIHIYHUMM, KIHIYHUMUW faHUMK Ta
MeHtohekuypuHr AaHyMK 3 hapmakoHarnsay - 3MiHun
Komnati, CLUA,; BHECEHO [0 IHCTPYKLUIT 4519 MeANYHOro
MakyBaHHs, 3aCTOCYBaHHSA NikapcbKoro 3acoby y po3ainm
KOHTPO/b SKOCTI : "®apmakonoriyHi BnacTmBocTi"(YyTOUHEHHS
Ta BUNYyCK cepil: iHbopMmawii), “"B3aemogis 3 iHwmnmun
Bpicton Maiiepc niKkapcbkvMuy 3acob6amu Ta iHLi BUAK
Cksi66 C.p.n., B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
ITanis "Cnocib 3acTocyBaHHS Ta
nosun"(getanisauis), "Mo6iyHI peakui™
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapMakoHarnsay,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
27. ENOKCATUH® KOHUeHTpaT ans TOB "CaHodhi- YkpaiHa CaHodpi-ABEHTIC HimeyunHa MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH 3a He UA/9385/02/01
po34nHy AnA iHdysiid, 5 ABeHTIC [Joviunang MmeX 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta peyenmom nionsizae
mr/mn Nel: no 10 mn YkpaiHa" thapmakoHarnsgy. 3MiHn y KOpoTKili

KOHLeHTpaTy, Lo
MicTATb 50 Mr
oKkcastinnaTuhy, y
chnakoHi a6o no 20 mn
KOHLeHTpaTy, Lo
MicTaTb 100 mr
okcaninnaTuHy, y

XapaKkTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AIOKTIHIYHUMU, KTIHIYHUMUW JaHuMK Ta
LaHuMu 3 dhapmakoHarnsay - 3MiHu
BHECEHO [0 IHCTPYKLIT 415 MefUYHOro
3aCTOCyBaHHSA Nikapcbkoro 3acoby y po3gain
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

dhnakoHi; B NigfoHi,
3anasiHomy KpuLLKOto, B
KapTOHHIli KopoobLi

"Mo6iyHI peakuii" BiANOBIAHO A0 MaTepianis
peecTpauinHoro 4ochE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,

3aTBEPMXEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

28.

E®/TOPAH

Tabnetkv no 400 mr no
10 TabneTok y o/1akoHi;
no 1 chnakoHy B
KapTOHHIl KopoobLi

KPKA, a.4.,
Hoso mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUi ANA MeAMYHOro 3aCTOCYBaHHA Ha
nifcrasi perysspHO OHOB/IOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B MicsapeecTpavyiiHmi
nepioz, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
nocnimpkeHb, NpoBeAeHWX BifgnoBigHO A0
nnaHy negiatpuuHux gocnigpkeHs (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiHN BHECEeHi 10
IHCTPYKUiT y po3ainu: "MNpoTunokasaHHs",
"B3aemogia 3 iHWKMMW NiKapCbKUMMN
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6nMBOCTI 3acTocyBaHHA" (Y T. Y.
"3acTocyBaHHs y nepiof BariTHOCTi abo
rogyBaHHs rpyaar™), "MobiyHi peakuir”,
YTOUHEHHS DOPMY/IHOBaHHSA
hapmakoTepaneBTUYHOI rpynu BiAMNOBIAHO
0o knacuguikatopa gapm. rpyn BOO3; 3MiHK
3rigHO 3 AaHMMK Woao 6esneku giryol
PeyoBUHN.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neKun BiANOBiAHO

3a
peyerimom

He
nionsiecae

UA/0928/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
[0 Mopagky 3ailicHeHHs thapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
29. EXIHALEI HacToiika, no 50 mn'y TOB Ykpaina TOB Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosnsieae UA/1411/01/01
HACTOWKA hnakoHax CKASHUX; Mo "TepHodhapm" "TepHochapm" peuenma
50 mn y donakoHax MepiognyHiCTb NOAAHHA perynspHo
nosiMepHuXx, OHOBJIHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
3aKynopeHnx npobkamm- [0 Mopaaky 3ailicHeHHa chapMakoHarnsay,
KpanensHuuamu; no 50 3aTBEpAKEHOro Haka3om MiHicTepcTBa
M1y priakoHi CKNstHoMy; OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
no 1 chnakoHy B navui 3 2006 poky Ne 898, 3apeecTpoBaHuii B
KapToHy; no 50 mny MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
dhnakoHi nonimepHoMmy, 2016 poky 3a Ne 1649/29779 (y penakuii
3aKynopeHoMy Npo6Koto- Haka3y MiHicTepcTBa OXOPOHU 340POB'A
KpanenbHuueto; no 1 YkpaiHu Big 26 BepecHsl 2016 poky Ne 996),
hnakoHy B nauuj 3 CTaHOBWTb: 3rigHO 3i CTpoKamu,
KapTOHY 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
30. IBOHIA3U], KpMcTaniyHWin NOpOLLIOK MpAT YkpaiHa Amcan Xem IHais MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH - He UA/10301/01/01
abo kpuctanm "®apmaueBTu MpavisiT NimiTeq nionsizae
(cyb6eTaHuisa) y nakeTax yHa chipma
noaBiiHMX "fapHuus”
nonieTuaeHosux ans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
31. IHOBOMETALIVH TabneTkun, BKPUTI MAT YkpaiHa AT "Cocpapma’, Bonrapis MepepeecTpalist Ha HEOBMEXEHNI TEPMIH. - He UA/12654/01/01
CO®DPAPMA 060/10HKOI0, "BitamiHn" Bonrapis nionsizae

KMLLKOBOPO34UHHI No 25
Mr, in bulk Ne5280: no
30 TabneTok y 6ricTepi,
no 176 6nicTepiB y
noninponisieHoB.i
Kopobui

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,

3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YKpaiHu Big 26 BepecHsi 2016 poky Ne 996),




29

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
PErynsipHUX 3BiTiB 3 6e3MeKku
32. IHOAOMETALUWNH TabneTkun, BKPUTI MAT YkpaiHa Brpo6HuLTBO Bonrapis/ MepepeecTpalist Ha HEOOMEXEHNI TEPMIH. 3a He UA/2304/03/01
CODAPMA 060/10HKOIO, "BitamiHn" Hepo3dacoBaHoi Ykpaina 3minu |l TUny - 3MiHn Wwopo peyenmom nionsizae
KMLLKOBOPO34UHHI No 25 npoaykuii, 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
mr, no 30 TabneTok y nepBuHHA 3MiHW Y KOPOTKIll XapakTepucTumui
6nicTepi, no 1 6nictepy ynakoBka abo nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
B KAPTOHHIl nauyi BMPOOHMLTBO 3a IHCTPYKLT AN MeANYHOro 3aCTOCYBaHHA y
MOBHUM LMK/TOM: 3B'A3KY i3 HOBUMM JaHUMU 3 AKOCTI,
AT "Codhapma”, LOKAIHIYHUMM, KNIHIYHUMW JaHuMK Ta
Bonrapis; AaHumn 3 papmakoHarnsagy. 3MiHM BHECEHO
BTopuHHa [10 IHCTPYKUIT ANS MEeJMYHOTO 3aCTOCYBaHHS
ynakoBka, [03Bin nikapcbKoro 3acoby y po3ginu :
Ha BUMYCK cepil: "apmMaKkosorivyHi BNactMBOCTI"(YTOYHEHHS
MAT "BitamiHun", iHdbopmawii), "OcobnmnBocCTi 3acTOCyBaHHA",
YkpaiHa "Aitn", "MepenosyBaHHA" 3rigHO 3
maTepianamu peecTpauiiHoro foCbe.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsay,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
33. KAACITA® NopoLIoK AN ®.XochbcpmaHH- | LLBeliyapis Brpo6HMLTBO CuwA/ MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH 3a He UA/13770/01/01
KOHLeHTpaTy Ans Na Pow N1a Hepo3shacoBaHoi Lseliuapis/ 3MiHu Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nionsizae
PO34unHy ANns iHdysiii no npoaykuii, HimeyunHa thapmakoHarnsgy. 3MiHu y KOpoTKili
100 wmr, 1 donakoH 3 nepBuHHE XapaKkTepucTu1Li NikapCcbKoro 3acoby, TEeKCTi
MOPOLLKOM B KapTOHHii naxkyBaHHs: MapKyBaHHA Ta IHCTPYKUIT 4719 MeANYHOro
KOpOO6Li MarteoH 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW AaHUMK 3
MaHyekTypuHr AKOCTI, AOKTIHIYHUMU, KTIHIYHUMUW JaHuMK Ta
Cepsicus, JI1Ci, AaHyMK 3 hapmakoHarnaay - 3MiHun
CLUA; BHECEHO [0 IHCTPYKUIT 4715 MeANYHOro
& . XodhdpmaHH-/15 3aCTOCyBaHHS NiKapcbKoro 3acoby A0
Pouu Jita, po3sgainis "B3aemMogis 3 iHLIMMUK NikapCbKUMun
LLBeliyapis; 3acob6amu Ta iHLWi BUAW B3aEMogii”,
BTopuHHe "30aTHICTb BN/IMBATW Ha LWBUAKICTL peakuii
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
nakyBaHHs: npv KepyBaHHi aBTOTPaHCNOPTOM abo
®.XothbdpmaHH-/15 iHLIMMK MexaHi3mamun" BiANOBIAHO A0
Pow Nrg, marepianiB peecTpauiiiHoro fOChbeE.
LseiiLapis;
BunpobyBaHHs MepiognyHICTb NOAAHHSA PErynsipHO
KOHTPO/O AKOCTI: OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku BiANOBI4HO
Pow ®apma Arl, o Mopsaaky 3aiicHeHHs dhapMakoHariaay,
HimeyunHa,; 3aTBEpAXEHOro Haka3om MiHicTepcTBa
Pow fliarHocTuke OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
'M6X, HimeuyunHa,; 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
®.XohbpmaHH-/15 2016 poky 3a Ne 1649/29779 (y pegakuii
Pow NTa, Haka3y MiHicTepcTBa OXOPOHY 34,0P0B’SA
Llseiiuapis; Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
Bunyck cepii: CTaHOBWTb: 3riHO 3i CTpOKamu,
®.XodppmaHH-/15 3a3HavyeHVMK Y NepiogNYHOCTI NofaHHsA
Pouw fltg, perynsipHux 3BiTiB 3 6e3neku.
LLIBeliLapis
34. KAACITA® MopoLLIoK AN ®.XodhdpmaHH- | LLBeiiLapis Brpo6HuLTBO CLUA/ MepepeecTpaLlisi Ha HEOBMEXEHWIA TEPMIH 3a He UA/13770/01/02
KOHLeHTpaTy ans Na Pow N4 Hepo3dacoBaHoi LLsenuapis/ 3MiHu Woao 6esnekn/edhekTMBHOCTI Ta peyenmom nionsizae
pO34nHy ANs iHdys3iii no npoaykuii, HimeyunHa thapmakoHarnagy. 3MiHU y KOpOTKili
160 wmr, 1 dnakoH 3 nepBuHHE XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
NMOPOLLUKOM B KQpPTOHHil nakyBaHHS: MapKyBaHHs Ta IHCTPYKLUiT 4719 MeANYHOro
KOpOoO6L MateoH 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMK 3
MaHyhekTypuHr AKOCTI, AOKMIHIYHUMU, KIHIYHUMUW AaHUMK Ta
Cepsicus, JI1Ci, AaHyMK 3 hapmakoHarnsay - 3MiHun
CLUA; BHECEHO [0 IHCTPYKLUIT 4719 MeANYHOro
& . XodpdpmaHH-/15 3acTocyBaHHSA NikapcbKoro 3acoby Ao
Pouw fltg, po3gainis "B3aemMogis 3 iHLUMMUK NikapCbKUMmn
LBeiiuapis; 3aco6amu Ta iHLWi BUAW B3aEMogiit”,
BTopuHHe "3[4aTHICTb BNAMBATU Ha LWBUAKICTb peakLil
naxkyBaHHs: npu KepyBaHHi aBTOTpaHCNoOpToM abo
®.XodhdpmaHH-/15 iHWKXMK MexaHi3mamKn" BigNoBigHO 40
Pow NTa, marepianis peecTpauiiiHoro focChe.
Llseiiuapis;
BnnpobyBaHHs MepiognyHICTb NOAAHHS PerynsipHo

KOHTPOJtO SIKOCTI:
Pow ®apma Arl,
HimeuunHa;
Pow fiarHocTuke
'm6X, HimeuunHa;

®.XodpdpmaHH-/15
Pow Ntpg,
LLBeliuapis;

OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
YKpainu Big 26 BepecHs 2016 poky Ne 996),
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

Bunyck cepii:
®.XothbdpmaHH-/15
Pow NTa,
LLiBeiiuapis

CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3mneku.

35.

KANbUWKEP

CyCMeHsisi opasibHa; No
120 mn y dpnakoHi; no 1
chnakoHy pasom 3
MipHOIO JTOXKOH Y
KapTOHHIA ynakoBL,i

€Bpo
Navidbkep NTg,

Benuvka
BpuTaHis

IHpoko Pemegic
Nimiteq

IHais

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsay.
3MiHa y KOpOTKiil XxapakTepucTuui
NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUi ANA MeAMYHOro 3aCTOCYBaHHA Ha
nigcrasi perysspHoO OHOB/TOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/sApeecTpavyiiHmi
nepioz, abo sk pe3ynbTaTt OLiHK/ 3BTy 3
nocnimpkeHb, NpoBeAeHWX BifgnoBigHO A0
nnaHy negiatpuuHux gocnigpxkeHs (PIP)
(3MiHY Y3rof>X€HO 3 KOMNETEHTHUM
YNOBHOBaXXEHUM OpraHomM) 3MiHV BHECEHO
[0 IHCTPYKUiT ANA MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby Ao po3gainis "B3aemogis
3 iHWMMK NiKapcbkMK 3acobamu Ta iHLWi
BMAM B3aemogii", "OcobnmBocCTi
3acToCyBaHHA", "3acTocyBaHHA y nepio,
BariTHOCTi abo rofyBaHHsA rpyaat”,
"Mepeno3yBaHHs", "Mo6iuHI peakuji”
BiNOBIAHO 40 OHOBNEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHA Ajloyoi Ta
[OMOMDKHUX PEYOBWH.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
f0 Mopagky 34ilicHeHHA hapmakoHarnsgy,

3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMU y NepioAnYHOCTI NofaHHA
perynspHux 3siTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/2515/01/01

36.

KANbUIYM®OI

HAT "EBEBE"

PO34uMH ANns iH'ekuin, 10
Mr/ma no 3 mn (30 mr),

EBEBE
Papma

ABCTpist

BMPOGHULTBO

Hepo3dacoBaHoi

HimeuunHa/
ABCTpIs

MepepeecTpalisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHK | TMny - 3MiHK Woa0

3a
peyenmom

He
nionsicae

UA/1638/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
a6o 5 mn (50 mr), abo Fec.m.6.X. npoaykuii, 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsay.
10 mn (100 wmr), abo no Hdor. KI nepBuHHA i 3MiHa y KOpOTKiil xapakTepucTumui
20 mn (200 mr) y BTOPUHHA niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
hnakoHi; no 1 dpnakoHy ynakoBkKa, IHCTPYKLiT A1 Me4NYHOro 3aCTOCYBaHHSA Ha
B KapTOHHIi kopo6Lyi KOHTPO/b cepii: nifcrasi perysspHO OHOB/IOBAHOIO 3BITY 3
laynt ®apma 6e3nekn nikapcbkoro 3acoby, abo
Bonbparcxay3eH JocnifxeHb 3 6e3nekn 3acToCyBaHHs
M6X, HimeuyunHa,; NiKapcbKoro 3acoby B nicnspeecTpayiiinii
[03BIi/T HAa BUMYCK nepiog, abo Ak pe3ynbTaTt OLiHK/ 3BTy 3
cepi: nocnimpkeHb, NPoBeAeHUX BignoBigHoO A0
EBEBE ®apma nnaHy negiatpuyHux gocnigpxens (PIP)
lec.m.6.X. Hor. (3MiHY y3rogKeHo 3 KOMNEeTEHTHUM
K, ABcTpis YNOBHOB&XXEHUM OpraHom) 3MiHY BHECEHO
[0 IHCTPYKUiT AN1A MeANYHOro 3acToCcyBaHHS
nikapcbKoro 3acoby Ao po3ainis
"MokasaHHA" (YTOUYHEHHS iHdhopMai ),
"OcobuBi 3axoamn 6e3nekn”, "OcO6ANBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
003Kn" (yTouHeHHs iHcbopmadi), "TMobiuyHi
peakujii ", "HecymicHicTb" BignoBigHO A0
OHOB/IEHOI iHhopMaLil 3 6e3neku Aitoyoi
peyoBUHN
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40pPOB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
PErynsipHUX 3BiTiB 3 6e3neku
37. KAHAl1L po3uuH ans neHmapk IHAisa FneHmapk IHAin MepepeecTpalist Ha HEOOMEXEHN TEPMIH. 6e3 nionsieae UA/9754/01/01
30BHILLIHBbOIO dapmMacblTHK dapmacbloTnkans 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenma
3acTtocyBaHHs, 10 mr/l ans ita. nra. thapmakoHarnagy. 3miHa y KopoTkili

M1 N0 20 MA Y dh1aKOHi;
no 1 dpnakoHy B
KapTOHHIA ynakoBL,i

XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUIT 4719 MeANYHOro
3aCTOCYBaHHA Ha MifcTasi perynspHo
OHOBJ/OBAHOTO 3BITY 3 6e3neKkn NikapCcbKoro
3acoby, abo Joc/igKeHb 3 6e3neku
3aCTOCYBaHHSA Nikapcbkoro 3acoby B
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
nicnsipeecTpadiiinii nepiog, abo sk
pe3ynbTaTt OUiHKV 3BITy 3 AOC/IIKEHD,
npoBefeHnX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimxkerb (PIP) (3miHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHM BHECEHO [0 IHCTPYKLUIT Y po3ain
"Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40
OHOBJIEHOI iHhopMaLii 3 6e3nekn gitouoi
PeYOoBUHM.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
38. KANTONPUN MOPOLLIOK (CybCcTaHLis) y MAT YkpaiHa Xesinr Xyaxai KnTaii MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH - He UA/1138/01/01
nakeTax noABiNHUX "Kuismegnpen dapmacbloTiken nionsizae
nonieTnneHoBux Ans apar” Ko, NTA
BMpOBGHULTBA
HeCcTepUIbHNX
NiKapcbKnxX hopm.
39. KBACONI CTYNKW NNOAiB MpAT YkpaiHa MpAT "NikTpasn” YkpaiHa nepepeecTpauis Ha Heo6MexXeHuli TepMiH - UA/3312/01/01
CTYNKU NNOAIB | (cy6CcTaHuis) y Milkax "NikTpasn"
abo Tokax ans
hapmaLeBTUYHOro
3aCTOCYBaHHSA
40. KETOTU®EH Kpanni oyHi, 0,25 mr/mn, ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1942/01/01
no 5 mn 'y donakoHi, no 1 06MmeXeHo BUPOGHMLTBA, 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenmom nionseae
chiakoHy B KOpOO6Li y BiANOBIAA/TbHI KOHTPO/1b SKOCTI, thapmakoHarnsgy. 3miHa y KopoTkili
KOMMNJIEKTI 3 KPULLIKOKO- CTHo BUNYCK cepil: XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KpanenbHuLeto "flocnigHwii ToBapucTso 3 MapKyBaHHA Ta IHCTPYKUiT 4719 MeANYHOro
3aBoj 06MEXEHOI0 3acTocyBaHHSA Ha nigcTasi perynsapHo
"rHunc" BiANOBiAA/IbHICTIO OHOBJIHOBAHOTO 3BITY 3 6€3MeKM NiKapCbKoro

"[locnifHnii 3aBof,
"rHunC,
YKpaiHa,

3acoby, abo focnigKeHb 3 6e3neku
3aCcTOCYyBaHHS flikapcbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
BCi cTagii pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
BUPOGHMLTBA, npoBeAEeHNX BifMNOBIAHO A0 MiaHy
KOHTPO/Ib AKOCTI, negiatpuyHux gocnigpkeHs (PIP) (3miHy
BUNYCK cepii: Y3rO[XKEHO 3 KOMMETEHTHUM
TosapucTso 3 YNOBHOB&XEHNM OpraHoMm) - 3MiHU BHECEHO
06MEXEHOI0 [0 [HCTPYKLT AN MeAUYHOro 3acToCyBaHHSA
BiANOBiAA/IbHICTIO nikapcbKoro 3acoby Ao posainy
"®APMEKC "Oco6nMBOCTI 3acTOCyBaHHA" BigNoBiAHO 40
reyn-, OHOBJIEHOI iHhopMaLii 3 6e3neku
YkpaiHa [L,0MOMDKHOT peYOBMHM NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
41. KNCNOTA pO34uH aNs iHgysili, 50 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH. 3a He UA/13836/01/01
AMIHOKAMPOHO | wmr/mn, no 100 mny "®apmaueBTu "bapmaueBTnyHa 3MiHu | TURY - 3MiHK WoAao peyenmom nionsizae
BA-O0APHMLUSA hnakoHax; no 100 mn y yHa thipma chipma "OapHuus” 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
hnakoHi, no 1 dpnakoHy "OapHuus"”

y nauui

3MiHa Y KOpPOTKill XxapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLU|T 4719 MEANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicnspeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BIiTY 3
nocnigpkeHb, NPoBeAeHuX BifnosigHoO A0
nnaxy negiatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHV BHECEHO
[10 IHCTPYKUIT 418 MEeJNYHOTO 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao posginis
"Ocob6NMBOCTI 3aCTOCyBaHHS",
"Mepepo3yBaHHsa", "Mo6IYHI peakuii”
BIANOBIAHO [0 OHOBMEHOI iHhopMaLi 3
6e3MneKkn 3aCToCyBaHHA Ajtoyoi Ta
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
[OMOMiXKHUX PEYOBYH.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
Ao Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3/10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
42, KNCNOTA nopoLUoK (cybeTaHuis) y TOB "KYCYM YkpaiHa AnbTa IHais MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH. - He UA/10003/01/01
ALUETUNCANIUN | nakeTax PAPM" NabopeTopic nionsizae
NNOBA nonieTnneHoBux Ans Nimiteq
dhapmaL,eBTUYHOro
3acToCyBaHHs
43. KOPOHA/N® 10 TabneTku, BKpUTI TOB "CaHodhi- YkpaiHa AT "CaHeka CnoBaubka MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/3117/01/01
NAiBKOBOK 060/IOHKOHO, ABEHTIC dapmacbtoTikans”, | Pecny6nika/ peuenmom nionsieae
no 10 mr no 10 TabneTok YkpaiHa" CnoBaLbka PymyHist MepioAnyHICTb NOAAHHS PEryNsipHO
y 6nicTepi; no 3 abo no Pecny6nika; OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
6 6nicTepiB y KapTOHHIl C.C. "3eHTiBa [0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
Kopo6ui; no 15 TabneTok C.A", PymyHis 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
y 6nicTepi; no 2 abo no OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
4 6nicTepun B KapTOHHii 2006 poky Ne 898, 3apeecTpoBaHuii B
Kopobu,i MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0P0B’SA
YKpainm Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb
44, KOPOHA/I® 5 TabneTku, BKPUTI TOB "CaHodhi- YkpaiHa AT "CaHeka CnoBaubka MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/3117/01/02
N/1iBKOBOK 06GO/IOHKOMO, ABeHTIC dapmacbtotikans”, | Pecny6nika/ MepiognyHicTb NOAAHHSA PerynsipHO peyenmom nionsizae
no 5 mr no 10 Tabnetok YkpaiHa" CnoBaubka PymyHis OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBiAHO
y 6nictepi; no 3 abo no Pecny6nika; o Mopsaaky 34iicHeHHs chapmakoHarisay,
6 6nicTepiB y KapTOHHIi C.C. "3eHTiBa 3aTBEpXEHOro Haka3om MiHicTepcTBa
Kopo6ui; no 15 Tabnetok C.A", PymyHis OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
y 6nicTepi; no 2 a6o no 2006 poky Ne 898, 3apeecTpoBaHuii B
4 6nicTepn B KAPTOHHIN MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
Kopobui 2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
YKpaiHu Big 26 BepecHsi 2016 poky Ne 996
45. NETPO30/1 nopowok (cybetaHuis) y | MAT "dapmak” YkpaiHa IHa-CaicpT IHais MepepeecTpallisi Ha HEOBMEXEHUIA TEPMIH - He UA/2555/01/01




36

n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

nakeTax
nonieTuneHoBux ans
BMPOGHULITBA
HecTepuIbHNUX
nikapcbknx gopm

Neb6opeTopiec
Nimiten

nionsieae

46.

MEAOBIP

MOPOLLOK A/15 PO3UNHY
Ans iHdy3iii no 500 wmr,
10 dpnakoHis 3
MOPOLLKOM B KapTOHHIi
Kopobui

Mepokemi
nTa

Kinp

Mepokemi T,
(AMNynbHUIA
IH'eKUiiHNT

3aBog)

Kinp

MepepeecTpaLlisi Ha HEOBMEXEHN TEPMIH
3MiHV Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkii
XapaKTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT AN1s1 MeAnYHOro
3acTocyBaHHs
reHepuyHUX/ribpuaHMX/6ionoai6HNX
nNiKapcbKunx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA npenapar
(3miHa He noTpebye HafaHHA XOLHNX HOBUX
[04aTKOBUX flaHnX) -3MiHW BHECEHI [0
IHCTPYKUIi y po3ainu: "dapmakonorivHi
BnacTnsocTi”, "B3aemMopis 3 iHWMMn
niKkapcbkvMu 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobmBoCTi 3acTocyBaHHA" (y
T. 4. "3acTocyBaHHs y nepiog BariTHOCTi a6o
roflyBaHHs rpyaaro”, "34artHicTb BnMBaTu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM abo iHWMMK
MexaHismamu"), "Crnoci6 3acTocyBaHHs Ta
po3n", "Mo6iuHi peakuii”, pegaryBaHHs
iHbopmauii po3ginis "MokasaHHa", "Litn", -
3rigHO 3 iH(hopmaLieto pechepeHTHOro
nikapcbkoro 3acoby 30BIPAKC™
(niodpinizaT Ans po3unHy 4ns iHdysin).

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsgy,

3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’s

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMU y NepiofnYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/0774/02/02

47.

MEAOBIP

MOPOLLOK /11 PO3YUHY

Megokemi

Kinp

Mepokemi T

Kinp

MepepeecTpallis Ha HeOBMEXeHUIA TEPMIH

3a

He

UA/0774/02/01




37

n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

Ans iHdy3iii no 250 wr,
10 dpnakoHis 3
MOPOLLKOM B KApTOHHIl
Kopobui

nTa

(AMNynbHUIA
IH'eKUiiHNT
3aBoga)

3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkii
XapaKkTepuCcTu1Li NikapCcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acTOCyBaHHs
reHepuyHUX/ribpuaHMX/6ionoai6HMX
niKapcbKkunx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHM Ha ped)epeHTHUIA Npenapar
(3miHa He NoTpebye HagaHHs XOAHNX HOBUX
[0[4aTKOBUX AaHuX) - 3MiHN BHECeHi A0
IHCTPYKUIi y po3ainu: "dapmakonorivHi
BNacTMBOCTI", "B3aemogisi 3 iHWnMmn
niKkapcbkrMuy 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobmBoCTi 3acTocyBaHHA" (y
T. 4. "3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaaro”, "34atHicTb BnvBaTu
Ha LWBMAKICTb peakLii Npn KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMHK
MexaHismamn"), "Crnoci6 3acTocyBaHHs Ta
po3n", "Mo6iuHi peakuii”, pegaryBaHHs
iHchopmawuii po3ginis “MokasaHus", "Oitn", -
3rigHO 3 iH(hopmaLieto pechepeHTHOro
nikapcbkoro 3acoby 30BIPAKC™
(niocpinizar gns po3unHy Ans iHdysin).

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsgy,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

peyenmom

nionsieae

48.

MEAOBIP

Tabnetku no 800 mr, no
10 TabneTok y 6nictepi,
no 1 6nictepy y
KapTOHHIA KopoobLi

Mepokemi
nTa

Kinp

Mepokemi T,
(LeHTpanbHuii
3asog), Kinp;
Mepokemi T,
(3aBopg AZ), Kinp

Kinp

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCYBaHHSA Ha
nigcrasi perynspHo OHOB/IKOBAHOIO 3BIiTY 3

3a
peyenmom

He
nionsieae

UA/9478/01/02
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa

PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
BUPOGHUKa
3acooby ynakosKa)

BionycKky aHHs peecmpayjitiHo2o
nocBi04Y€eHHs1

6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nNikapcbKoro 3acoby B Mic/iApeecTpavyiiiHmii
nepiog, abo Sk pesynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaHy negiatpuyHux gocnigpxeHs (PIP)
(3MiHy Y3rof>X€HO 3 KOMNETEHTHUM
YMOBHOB&XEHVM OpraHoM) 3MiHU BHECEHI 0
IHCTPYKLii y po3ginu: "B3aemogis 3 iHWyMm
niKkapcbkrMuy 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobmBoCTi 3acTocyBaHHA" (y
T. 4. "3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaaro™), "To6iyHi peakui™
3rigHO 3 AaHMMK Woao 6esneku giryol
PeyoBUHN.

MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHs thapmakoHarnsgy,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
MepepeecTpalist Ha HeOBMEXEHN TEPMIH. 3a He
3MiHu | TMNY - 3MiHK Woao peuyenmom nionsieae
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XxapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysiipHoO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpavyiiiHmi
nepiog, abo Sk pe3ynbTaTt OUiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpxkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM opraHoM) 3MiHU BHECEHI A0
IHCTPYKUIT Yy po3ainu: "B3aeMogis 3 iHWnMK

49. MELOBIP Tabnetku no 400 mr, no Mepokemi Kinp Mepokemi T, Kinp
10 TabneTok y 6nictepi, nTa (LeHTpanbHuii

no 1 6nictepy y 3asog), Kinp;

KapTOHHIA KopoobLi Megokemi NT/,

(3aBopg AZ), Kinp

UA/9478/01/01




39

n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

niKkapcbkrMu 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobmBoCTi 3acTocyBaHHA" (y
T. 4. "3acTocyBaHHs y nepiog BariTHOCTi a6o
roflyBaHHs rpyaaro™), "To6iyHi peakui™
3rigHO 3 AaHMMK Woao 6esneku firyol
PeyoBUHN.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHsa chapmakoHarnsgy,

3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

50.

METOK/IONPAMI
[-300POB'A

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi, no
2 abo 5 6nictepiB y
KapTOHHIlA KopoobLi

ToBapucTBO 3
06MexeHo
BiANOBIAa/bHI
cTHo
"®apmaueBTun
YyHa KoMnNaHis
"3p0poB'a”

YKpaiHa

ToBapucTBO 3
06MEXEHO

BiANOBIAA/ILHICTIO

"®GapmaueBTuyHa
KOMMaHis
"310poB's"

YKpaiHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHV Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3acToCyBaHHS Ha nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimkeHb 3 6e3neku
3acToCyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimkerb (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) - 3MiHU BHECEHO
[0 IHCTPYKUIT 415 MEeJNYHOrO 3aCTOCyBaHHS
niKapcbKoro 3acoby A0 po3ainis:
"MokasaHHs" (YTOUHEHHS),
"MpoTunokasaHHa", "B3aemogia 3 iHWMKN
niKkapcbkvMu 3acobamu Ta iHLi BUAK
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (yTouHeHHs), "Cnoci6
3acTocyBaHHA Ta fo3n”, "lNepeno3ysaHHA",
"Mo6ivHi peakuii” BigNOBIAHO 10 OHOB/IEHOI

3a
peyenmom

He
nionsieae

UA/4973/02/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
iHbopmawii 3 6e3neku AitoHoi peHOBUHMN.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
Ao Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3/10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
51. METOK/TIONPAMI | po3uuH ans iH'ekuiin, 5 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH. 3a He UA/4973/01/01
A-300POB'A Mmr/mn, o 2 Mn B 06MeXeHo 06MEXEHO0 3MiHu | TMNY - 3MiHK Woao peyernmom nionseae
amnyni; no 10 amnyn B BignoBigasIbHi BiA4NoBiAa/IbHICTIO 6e3nekn/edhekTUBHOCTI Ta hapmMakoHarnsgy.
KapTOHHI KopoobLi 3 CTHo "PapmaLeBTnyHa 3MiHa Y KOpPOTKiil XxapakTepucTumui
neperopogkamu; no 2 "®apmaueBTu KOMMaHis nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
M/1 B amnyni; no 5 YyHa KOMMNaHis "3p0pos'a” IHCTPYKLiT AN19 MeANYHOr0o 3aCTOCYBaHHSA Ha
amnyn y 6nictepi; no 2 "3popos'a"” nigcTasi perynsipHO OHOB/IKOBAHOIO 3BITY 3

6nicTepy B KAPTOHHii
Kopo6Li; no 2 mn B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
B KapTOHHIi kopo6ui

6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BIiTY 3
nocnigpkeHb, NPoBeAeHuX BifnosigHoO A0
nnaxy negiatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHom) 3MiHVU BHECEHO
[10 IHCTPYKUIT ANS MEeJMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"MpoTonokasaHHsa", "B3aemogis 3 iHWMMKN
niKkapcbkvMu 3aco6amu Ta iHLi BUAK
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHOCTi abo
rofyBaHHs rpyaar” (YTOUHEHHS),
"Mepeno3yBaHHs", "Mo6iuHI peakuji”
BiNOBIAHO 40 OHOBNEHOT iHChopMaLii 3
6e3nekun 4ityoi pevyoBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBEPMAKEHOrO Haka3oM MiHicTepcTea
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40pPOB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
52. MOBECMA3M TabneTtku, BKPUTI Mosi Xenc LLiBeiiuapis CaBa Xenckea IHais/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/10010/01/01
o060n0Hkoto, no 10 6X NTa, IHgis; YropumHa 3MiHu | TURY - 3MiHK WoAao peyenma
Tabnetok y 6nictepi; no MegiTton

1 abo 2 6nictepu y
KapTOHHIN nauyj; no 20
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHiIl
nauuj

dapmacbloTikas
n1a., YropwmHa

3MiHa Y KOpPOTKill XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLU|T 4719 MeANYHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B nicispeecTpaviiiHmii
nepiog, abo Ak pe3ynbTart OLiHK/ 3BTy 3
nocnigpkeHb, NpoBeAeHuX BifnosigHoO 40
nnaxy negiatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)keHO 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) 3MiH1 BHeCeHi 1o
IHCTPYKLUi 419 MEAUYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3ginu:
"MpoTunokasaHHa", "B3aemogia 3 iHWKMn
niKkapcbkvMuy 3aco6amu Ta iHLi BUAK
B3aemogiin", "MepeaosysaHHs" BignoBigHO
[0 OHOB/EHOI iHGhopMaLlii 3 6e3Mekun Ajloumx
PEYOBUH.

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
Ao Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),

CTaHOBWTb: 3rigHO 3i CTpoKamu,

3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs

perynsipHmx 3BiTiB 3 6e3neku.

6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy.
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
53. MOBECIMA3M TabneTku, BKPUTI Mosi Xenc LLiBeiiuapis CaBa Xenckea IHais/ MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. - He UA/10011/01/01
060n0Hkoto, in bulk: no 6X NTa, IHgis; YroplmHa MepiognyHiCTb NOAAHHA perynspHo nionsizae
5000 TabneTok y Megiton OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
noagiliHomy PapmacbloTikas o Mopsaaky 34iicHeHHs dhapMakoHariaay,
noslieTn1IeHOBOMY MakeTi n1a., YropwmHa 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
Y KOHTelHepi OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
54. MOP®O/IHIEBA | KpuCTasliyHUiA NOPOLLIOK MpAT Ykpaina ToBapucTBO 3 Ykpaina MepepeecTpauis Ha HEOOMEXEHUI TEPMIH - He UA/13847/01/01
Cl/lb TIA3OTHOI | (cy6cTaHLjis) y naketax "hapmaueBTu 06MEeXEHO nionsieae
KNCNOTU nonieTuneHoBnx ans YyHa chipma BiANOBIAA/ILHICTIO
hapmaueBTUYHOTO "fapHuus” "GAPMXIM"
3aCTOCYBaHHSA
55. MYKANTUH® TabNeTKn XyBasibHi MO MAT YkpaiHa NAT YkpaiHa MepepeecTpalisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/1982/01/01
POPTE 100 mr no 10 Tabnetoky | “"lFanuucapm” "Kuismegnpenapa 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
6nicTepi; no 2 a6o 10 T chapmakoHarnsgy. 3miHa y KopoTkili

6nicTepiB y nauui

XapaKTepucTULi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHs1 Ta iHCTPYKLUIT 4518 MeANYHOro
3acTocyBaHHs Ha MifcTasi perynspHo
OHOBJIIOBAHOTO 3BITY 3 6€3Mekn NikapCbKoro
3acoby, abo focnimxeHb 3 6e3neku
3aCcTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviinnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBefeHnX BifNoBIAHO 40 NnaHy
negiatpuuHmx gocnimkerb (PIP) (3MiHy
Y3TrO[KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHoM) - 3MiHN BHECEHO
00 IHCTPYKUiT 4151 MegUYHOro 3aCToCcyBaHHs
nikapcbKoro 3acoby A0 po3ainy
"Moka3saHHA"(BUNy4YeHo "Tybepkybo3")
Bi4MOBIAHO A0 OHOBMEHOT iHChopmaLii 3
6e3nekun Aito4oi peHOBUHN.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopagky 3ailicHeHHa hapMakoHarnsay,

3aTBEPAKEHOro Hakasom MiHicTepcTea
OXOPOHU 340p0B’A YKpaiHu Big 27 rpyaHs
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB’A

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

56.

HITPO®YHI'H

PO34MH ANna
30BHILUHLOIO
3actocyBaHHs, 10 mr/mn
no 25 mMn y donakoHi, no
1 chnakoHy B KOpobLi

TOB «TeBa
YKpaiHa»

YKpaiHa

TeBa Yex
IHaacTpi3 c.p.o.

Yecbka
Pecny6nika

MepepeecTpaLlisi Ha HEOBMEXEHN TEPMIH
3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkii
XapaKTepuCcTu1Li NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeAnYHOro
3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMMW AaHVMU 3
AKOCTI, AOKNIHIYHUMW, KNIHIYHUMU JaHUMK Ta
LaHuMu 3 dhapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLi 415 MeAnyYHOro
3aCTOCYBaHHS JlikapcbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactnsocTi”
(peparyBaHHs), "B3aemMogis 3 iHLLUMUN
nikapcbkMKM 3acobamu Ta iHLWi B1uam
B3aemogiit", "Oco6MBOCTi 3acTOCyBaHHS",
"MepepnosyBaHHA" BiAMNOBIAHO A0 MaTepianis
peecTpauiiHoro A0Cbe.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMU y NepiofnYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

niosnsicae

UA/10177/01/01

57.

OKCUTETPALMK
NHY
rAPOXNOPUA,

NOPOLLOK KprCTaniuHuii
(cybeTaHuis) B
nolieTUIEHOBUX MilLIKax

ans hapmaleBTUYHOro
3acTOCyBaHHs

TOB "TK
"Aspopa”

YKpaiHa

XYAWY
SAPMACBIOTIKA
N1 KOPMOPEWLLH

Kutait

MepepeecTpalis Ha HeoBMeXeHUit TepMiH

He
nionsieae

UA/14342/01/01

58.

NACTA
PO3EHTAJA

cymiwno 50 ry
dhnakoHax

TOB
"TepHodpapm”

YkpaiHa

TOB
"TepHochapm”

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.

6e3
peyenma

nionsieae

UA/0701/01/01
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n/n

Ha3ssa
NiKapcbKo20
3acooby

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjitiHo2o
nocsi04YeHHs

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,

3aTBEPXEHOro HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

59.

NONDKNHAKC
BIPIO

emysbCisl BariHanbHa y
kancynax; no 3 kancynm
B 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopoobui

NabopaTopis
IHHOTEeK
IHTepHacbioH
anb

PpaHLin

IHHOTepa LLys3i

®paHuisa

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH.
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapaKTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKLIT 4719 MeAN4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMM AaHMU 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHUMN AaHVMU Ta
JaHuMK 3 chapmakoHarnsagy - 3MiHM BHeCeHo
00 IHCTPYKUiT 4N MeguyYHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao posginis
"MpoTrnokasaHHsa", "Crnocib 3acTocyBaHHs
Ta no3un" (pegarosaHo po3sgin), "Bsaemopis 3
HLWIMMKW NiKapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogiin", "OcobmMBOCTi 3acToCyBaHHsA",
"3acTocyBaHHA y nepio BariTHOCTi abo
roflysaHHs rpyaar”, "MNepeposysaHHs’,
"Mo6iyHi peakwji" BigNOBigHO A0 MaTepianis
peecTpaLiiHoro AocbeE.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsgy,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3Ha4YeHMU y NepiofnYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsiecae

UA/7254/01/01

60.

PEraPOH

MOPOLLOK 1030BaHiA No

OpioH

DiHNaHAIA

Bu1po6HMK, L0

dinnangis/

MepepeecTpallis Ha HEOBMEXEHWIi TEPMIH.

6e3

nionsicae

UA/2065/01/01
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
18,9 r NOpOLLKY Yy NakeTi; KopnopeiiH 3[jicHI0E IcnaHis peyenma
no 20 nakeTiB y KOHTPO/b SKOCTI i MepiognyHICTb NOAAHHSA PErynsipHO
KapTOHHIli KopoobLi BUWMYCK Cepiii: OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
OpioH o Mopsaaky 34iicHeHHs dhapMakoHariaay,
KopnopeWuH, 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
PiHNAHgIS; OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
Bupo6HuK, Lo 2006 poky Ne 898, 3apeecTpoBaHuii B
3[jCHI0E MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
BVMPOGHMLTBO, 2016 poky 3a Ne 1649/29779 (y pegakuii
nakyBaHHs, Haka3y MiHicTepcTBa OXOPOHU 340POB’A
KOHTPO/b SKOCTI i YkpaiHu Big 26 BepecHsl 2016 poky Ne 996),
BUWMYCK Cepiii: CTaHOBWTb: 3riHO 3i CTpoKamu,
TOB Peuundrapm 3a3HavyeHVMK Y NepioaNYHOCTI NoAaHHsA
MapeTc, Icnanis perynsipHux 3BiTiB 3 6e3neku.
61. PE®OPTAH® 130 | po3uuH Ans iHdysii no BEPNIH-XEMI HimeuyunHa BEPNIH-XEMI Al HimeyunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13733/01/01
250 mn a6o no 500 mny Al 3MiHu | TMNY - 3MiHK Woao peuyenmom nionsieae

donakoHi; no 1 a6o no 10
(h/1aKOHIB Y KapTOHHIi
Kopobui

6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUUYHOro 3aCTOCYBaHHSA Ha
nigcTasi perysisipHoO OHOB/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iAspeecTpavyiiiHmi
nepiog, abo Sk pe3ynbTaTt OLiHKM 3BITY 3
JocnigpKeHb, NpoBeAeHNX BiANOBIAHO A0
nnaxy negiatpuyHux gocnigpxkeHs (PIP)
(3MiHY Y3rof)XeHO 3 KOMNETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
00 IHCTPYKUiT 415 MeguyHOro 3acTocyBaHHs
niKkapcbKoro 3acoby A0 po3sainis "Cnocié
3acTocyBaHHs Ta fo3n" (BHECeHI
YTOUYHEHHS), "Oco6NNBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHA y nepio BariTHOCTi abo
roflysaHHs rpyaar”, "MNepeposysaHHs’,
"Mo6iuHi peakyii”, "4iTn" (3aTBEpPIXEHO:
[ocnimKeHHs 3 BUBYEHHS e(DeKTUBHOCTI Ta
6e3nekun 3actocyBaHHs PechopTaH® 130 y
[iTeil He NpoBOAMANCS, TOMY AITAM /0ro
cnig npu3HayaTtin 3 06epexHIcTIo Ta nuuie
nicns peTenbHOI OLiHKM CMiBBIAHOLLEHHS
04iKyBaHOI KOPUCTi Ta MOX/IMBOTO PU3MNKY Bif,
0ro 3acTocyBaHHs.; 3anponoHoBaHo: [aHi
LLIOA0 3aCTOCYBaHHSA AiTAIM 0OMEeXeHi, ToMy
He peKoMeHAyETbCA 3aCTOCOBYBATYH
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
npenapatu MEK ujii rpyni nayjieHTis.)
BIANOBIAHO [0 OHOBMEHOI iHChopMaLi 3
6e3rneku gjloyoi Ta AONOMKHUX PeYOBUH
NiKapcbKoro 3acoby.
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPMAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
62. CENNEHA3A® PO34uH AN iH'ekuUiid, 50 6iocuH HimeuunHa Bupo6HULTBO HimeyunHa MepepeecTpauia Ha 5 pokis 3a He UA/8796/02/01
MKr/M; no 10 M abo no | ApuHaimitten Hepo3dgacoBaHoro 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenmom nionseae
20 mn y conakoHi; no 10 b FM6X NPOAYKTY, thapmakoHarnagy. 3MiHU y KOpOTKili
(h/1aKOHIB Y KapTOHHIi nepBrHHE Ta XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
KopoobLi BTOPUHHE MapKyBaHHS Ta IHCTPYKUIT 4719 MeANYHOro
nakyBaHHS: 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY AaHUMK 3
Baccepbyprep AKOCTI, AOKMIHIYHUMU, KIHIYHUMUW AaHUMK Ta
ApuHaiimiTTensse AaHyMK 3 hapmakoHarnsay - 3MiHun
pk TM6X, BHECEHO [0 IHCTPYKLUIT 4719 MeANYHOro
HimeuuunHa; 3acTocyBaHHSA NikapcbKoro 3acoby Ao
BTopuHHe po3gainis "B3aemMogis 3 iHLUMMUK NikapCbKUMmn
nakyBaHHs Ta 3aco6amu Ta iHWi BUAy B3aeMogiii", "To6iuHi
BMNYCK cepil: peakuii", "HecymicHicTb" BiANoBiAHO A0
6iocKH iHchopMmawii cTOCOBHO 6e3neku, sika

ApuHaiimiTTens
'M6X, HimeyunHa

3a3HaueHa B MaTepianax peectpauiiiHoro
[lOCbeE.

MepiognyHIiCTL NoAAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,

3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s

YKpainu Big 26 BepecHs 2016 poky Ne 996),




47

Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
63. CNOAHODAPM Tabnetku no 2 mr in bulk MAT YkpaiHa AT "Codchapma" Bonrapis MepepeecTpauisi Ha HEOGMEXEHWNIA TEPMIH. - He UA/13202/01/01
Ne 3360: no 10 "BitamiHn" MepioAnyHICTb NOAAHHS PErYNsiPHO nionseae
Tabnetok y 6nictepi; no OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
336 6nicTepiB y o Mopsaaky 34iicHeHHs dhapMakoHariaay,
no/inponisieHoBiMN 3aTBEpPAXEHOro Haka3om MiHicTepcTBa
Kopoobui OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
64. CUOAHODAPM Tabnetku no 2 mr no 10 MAT YkpaiHa Brpo6HMLTBO Bonrapisi/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2305/01/01
Tabnetok y 6nictepi; no "BitTamiHn" Hepo3shacoBaHoi YkpaiHa 3MiHu | TURY - 3MiHK WoA0 peyenmom nionsizae
3 6nicTepu B nayui npoaykuii, 6e3nekn/edekTMBHOCTI Ta thapmakoHarnisgy.
nepBuHHA 3MiHa y KOpPOTKiil XxapakTepucTuui

ynakoeka abo
BUPOBHMLTBO 3a
NMOBHUM LMK/IOM:
AT "Cocpapma",
Bonrapis;
BTopuHHa
ynakoBka, f,03BiN
Ha BUMYCK cepil:
MAT "BitamiHn",
YkpaiHa

nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOT0 3aCTOCYBaHHSA Ha
nigcTasi peryssipHO OHOBJ/IKOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
AOCnigpKeHb 3 6e3Mnekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/ispeecTpaviiiHmii
nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3
OocnigpkeHb, NPoOBeAEHVX BignoBigHO 40
nnaxy negiatpuyHux gocnigpxeHs (PIP)
(3MiHY Y3ro)keHO 3 KOMNEeTEHTHUM
YMOBHOB&XEHNM OpraHoM) 3MiHU BHECEHO
00 IHCTPYKUiT 4151 MeguyHOro 3acTocyBaHHs
nikapcbKoro 3acoby Ao poszinis
"MpoTnnokasaHHsa", "B3aemogis 3 iHWMmn
nikapcbkMKM 3acobamu Ta iHLWi B1uam
B3aemogijit", "OcobnnBoCTi 3aCTOCyBaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” (yTouHeHHs iHdhopmauiii
wopno 6e3nekn), "MobiyvHI peakwi”
Bi4MOBIAHO A0 OHOBMEHOT iHChopMaLii 3
6e3neku Aito4oi pevOBUHU JiKapCbKoro
3acoby.

MepioAnYHICTb NOAAHHA perynsipHo
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n/n

Ha3ssa
NiKapcbKo20

dopma surnycky
(nikapcbka cpopma,
ynakosKa)

3asBHuk

Kpaina
3asBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknamys
aHHs

Homep

peecmpayjitiHo2o

nocBi04Y€eHHs1

3acooby

OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 3[40POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.

UA/13846/01/01

65.

CMoOd/Inig 20
%

emynbCist ans iHdysiii
no 100 mn, a6o no 250
mn, abo no 500 mn'y
thnakoHi; no 1 a6o no 10
h/1aKOHIB y KapTOHHIi
Kopoobui

Ppe3seHiyc
Kabi
[oliunang,
6X

Himeyunna

®pe3seHiyc Kabi
ABcTpia T'M6X

ABCTpist

MepepeecTpavis TepMiHOM Ha 5 pokiB
3MiHn Il TMny - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy.
3MiHW Y KOPOTKIll XapakTepucTumui
nNiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeANYHOTo 3aCTOCYBaHHA y
3B’A3KY i3 HOBUMW AaHUMU 3 SIKOCTI,
LOKAIHIYHUMM, KNIHIYHUMW JaHuMK Ta
LaHumu 3 dpapmakoHarnsagy - 3MiHu
BHECEHO A0 [HCTPYKUii AN MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0
po3ainis "®apmakosoriyHi BNacTmeocTi”,
"B3aemogis 3 iIHWMMMW NiKapCbKUMMn
3acobamu Ta iHWi BUAY B3aemogiii",
"Ocob6nMBOCTI 3acTOCyBaHHSA", "34aTHICTb
BMN/IMBATW Ha LWBWAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMKN
MexaHiamamu'" BignoBigHO A0 OHOB/IEHOT
iHbopmaLii 3 6e3neku Aityoi pevyoBUHU
NiKapcbKoro 3acoby 3rigHo 3 MaTepiasiamu
peecTpauiiHoro A0CbeE.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
[0 Mopaaky 3ailicHeHHa chapmakoHarnsay,

3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),

CTaHOBWTb: 3ri4HO 3i cTpokamu,

3a
peyenmom

He
nionseae
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
66. CONy-KOPTE® MOPOLLUOK Ta PO3YUHHUK Mdpaiizep IHkK. CWA Mdpaiizep Benbris MepepeecTpauis Ha HEOOMEXEHUI TEPMIH 3a He UA/9891/01/01
NS po34nHy Ans MeHtodhekuypuHr peyenmom nignsrae
iH'exuUin no 100 mr/2 mn; Benbris HB MepioAnyHICTb NOAAHHS PErYNsiPHO
NMOPOLUOK Ta 2 M OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
pO34MHHMKa (cnnpT [0 Mopaaky 3ailicHeHHa chapmakoHarnsgy,
6eH3nnosuii 9 mr/mn, 3aTBEPIXEHOro Haka3om MiHicTepcTea
BOAA ANS iH'EKUiR) y OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
thnakoHi Tuny Act-O-Vial 2006 poky Ne 898, 3apeecTpoBaHuii B
Y KapTOHHiIll kopobui MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
67. CONy-KOPTE® NMOPOLLOK A1 PO3UNHY Mdpaiizep IHK. CWA Mdpaiizep Benbris MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/9873/01/01
Ans iH'ekuii no 100 wmr, 1 MeHtohekuypuHr peyenmom nignarae
(pNaKoH 3 MOPOLLUKOM Y Benbris HB MepioAnyHICTb NOAAHHS PErYNSiPHO
KapTOHHIA kopobLi; 25 OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
(h/1aKOHIB 3 NMOPOLLKOM Y [0 Mopaaky 3ailicHeHHa hapMakoHarnsay,
nigaoHi ans 3aTBEpAKEeHOro Hakasom MiHicTepcTBa
TpaHcnopTyBaHHs (6e3 OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
BTOPUHHOI yNakoBKK) 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0P0B’SA
YKpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HayYeHMU y NepioAnYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
68. TOMOCKAH® po3unH Ana iH'ekuid, 370 | MAT “dapmak” YkpaiHa Contohapm HimeyunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. - He UA/13682/01/02
mr oay/mn in bulk: no dapmaueyTie nionsz2ae

50 mn, 100 mn, 200 mn y
dhnakoHi; no 10
thnakoHiB y KopobLyi

Epuolirdicce M6X

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBiAHO
[0 Mopaaky 3ailicHeHHa hapMakoHarnsay,

3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
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Ne Hassa dopma surnycky 3assHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
69. TOMOCKAH® po3unH Ana iH'ekuid, 300 | MAT “dapmak” YkpaiHa Contohapm HimeyunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. - He UA/13682/01/01
Mr iogy/mn in bulk: no dapmaueyTie nionsieae
50 mn, 100 mn, 200 mn y Epuolirdicce M6X MepiognyHiCTb NOAAHHA perynspHo
donakoHi; no 10 OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
chnakoHiB y Kopobu; in o Mopsaaky 34iicHeHHs dhapMakoHariaay,
bulk: no 500 mny 3aTBEpPAXEHOro Haka3om MiHicTepcTBa
dhnakoHi; no 6 dpnakoHis OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
y KOpoo6uj 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
70. TPUMEKAIH KpMcTaniyHWin NOpOLLIOK TOB "Toprosa YkpaiHa IHTEepthapma Yexis nepepeecTpawis Ha HeobMexeHuin TepMiH - He UA/14185/01/01
riAPOXNIOPUA, (cybeTaHuis) B KOMnNaHis Mpara, a.c. nionsizae
NoOABINHMX "ABpopa"
nonieTUIEeHOBUX MilLiKax
Ans hapmaesTM4Horo
3aCTOCYBaHHSA
71. T-TPIOMAKC pO34MH ONA iH'eKUil, 25 MpAT YkpaiHa MpAT Ykpaina MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH 3a He UA/13848/01/01
mr/mn no 2 ma abo no 4 "®apmaueBTun "GapmaueBTuyHa 3MiHM Woao 6e3nekn/eteKTUBHOCTI Ta peyernmom nionseae
M B amnysii; no 5 yHa chipma ipma "OapHuus” thapmakoHarnsgy. 3miHa y KopoTkili
ammnyn y KOHTYpHIiA "OapHuus” XapakTepucTuLi nikapcbkoro 3acoby, TekcTi

YapyHKOBIli ynakoBLi; No
2 KOHTYpPHI YapyHKOBI
yNakoBKM Yy naul

MapKyBaHHA Ta IHCTPYKUiT 4719 MeANYHOro
3acTocyBaHHSA Ha nigcTasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3neKun NikapcbKoro
3acoby, abo focnigKeHb 3 6e3neku
3aCTOCYBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaTt OUiHKV 3BITy 3 AOC/IKEHD,
npoBeAeHNX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimxkeHb (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom) -
3MiHV BHECEHO [0 IHCTPYKLUIT y po3ainu
"MpoTmnokasaHHA", "Cnocib 3acTocyBaHHSA
Ta o3n" (yTouHeHHs), "MobivHi peakuii”
Bi4NOBIAHO 40 OHOBNEHOT iHChopMaLli 3
6e3nekun fjtoyoi pevoBUHN.

MepioAnYHICTb NoAAHHS PEryNsipHO
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Ne Hassa dopma surnycky 3assHuK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa BionycKky aHHs peecmpayjitiHo2o
3acooby ynakosKa) nocBi04Y€eHHs1

OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 3[40POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
PErynsipHuX 3BiTiB 3 6e3neku

HavyanbHUK Bigaginy 3 nutaHb (papmaneBTUYHOI
AisnbHocCTI lenapTaMeHTy peasisauii NONiTUK

T.M. IaCcKOBCbKU"
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Moparok 3

J0 Haka3y MiHicTepcTBa 0X0poHH

3[4,0pOB’A YKpaiHn
05.07.2019 Ne 1554

MEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TIONYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

a60 no 30 TabneTok y

3MiHu | TMnYy - 3MiHK Woao 6esnekn/eddekTMBHOCTI Ta

peyenma

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbkoz2o BionycKy peecmpayiliHo
n 3acoby 20
nocgio4eHHs
1. AKIHETOH PO34UH A5 iH'EKLIA 5 Jecma HimeuumnH CipToH ITanisa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13362/01/01
Mr/mn no 1 mn B amnyini, LKMBEnY a $apmacbloTikanic 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 5 amnyn B KAPTOHHIl C.N.A. thapmakoHarnagy. BeegeHHs abo 3miHu A0 y3arasibHeHNX faHnx
nauui npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BIANOBIAA/IbHOI 3a 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BkIo4yatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
KOHTaKTHOI 0CO6M 3asBHWKa, BiANOBIAaNbHOI 38 3iACHEHHS
hapmakoHarnsgy: [itoua pegakuis: Mauyk Onbra OneriBHa.
MponoHoBaHa pepakuin: Boek Haais AHaToniiBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3fiicCHEHHs1 dpapMakoHarnsay.
2. AKTUDEPUH | kpanni opasibHi, pO34mH patiochapm HimeuuunH Mepkne M'vbX, HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9254/01/01
no 30 mA y driakoHi; no 6X a HimeuunHa a 3MiHW | TURY - BUAYYEHHS BUPOOHWNYOT AiNbHWLI (BKIOYaYM peyenmom
1 dpnakoHy B KOpOO6Li [inbHuusg, aka AinbHuui Ana A®l, npoMixHoOro npoaykTy abo rotoBoro
BignoBigae 3a NiKapcbKoro 3acoby, AiNibHUL 415 NPOBEAEHHS NaKyBaHHS,
BMPOGHMLITBO 3a BMPOGHWKA, BiAMOBIfaIbHOMO 3a BUMYCK Cepil, MiCLie MPOBEeAEHHS
MOBHUM LMK/IOM KOHTpPO/I0 cepii) abo nocTavasibHYKa BUXigHOrO Matepiasty,
Mepkne 'vbX, peareHTy ab0 [ONOMiXXHOI PEYOBUHY - BUTyYeHHS BUPO6HUKa AdPI
HimeuunHa 3anisa cynbaty rentarigpaty Merck KGaA, HimeuunHa
[inbHnug, saka
Bignosigae 3a 403BiN
Ha BUMycK cepii
3. ANEPIK Tabnetku no 10 mr, no 7 tOHina6, Nn CLWA TOB HOC dapmauis MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/7560/01/01
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MY NAALWL Y
KOMMNEKTI 3 MipHOO
IOXEYKOK abo 3 MipHUM
LUNPULLOM B KAPTOHHIl
Kopobui

(hi3nYHI/XIMIYHI),
NepBUHHE MakKyBaHHS,
BTOPWHHE MaKyBaHHS,

BUMNYCK cepil:
®AMAP AB.E.
3ABO/J ABJIOH 49-i1

thapmakoHarnagy. BeefeHHsa abo 3MiHM [0 y3arasibHEHNX JaHux
npo cuctemy thapmakoHarnisgy (BBeAeHHs y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsay, 3MiHa ynoBHOBaXkeHoi ocobu,
BiNOBIAANbHOI 3a 34jiiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHVKa A4/1s 34iACHEHHS
(hapmakoHarnsay B YkpaiHi, SKU0 BOHa BigMiHHA Bif,

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
6nictepi; no 1 6nictepy thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHNX JaHnx
B KapPTOHHI kopobui npo cucteMy chapmakoHarnsgy (BBeAeHHs y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cucteMmn papmakoHarnsagy) - 3MiHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0Cc0o6W, BignoBigasibHOI 3a
3fiicCHEHHs1 dpapMakoHarnsay.
4, ANEPIK HEO pO34uH opasbHuii 0,5 tOHina6, Nn CLWA BupobHuuTBO, Mpeuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/16526/01/01
mr/mn no 60 ms i 150 mn KOHTPO/b SAKOCTi Monbwa 3MiHM | TUMY - OHOB/IEHHS 3aTBEPAKEHOrO TEKCTY MapKyBaHHS peyenma
y MAALWIL; Y KOMNIEKTi 3 (thiznyHi/ximiuHi), NepBUHHOT Ta BTOPMHHOI YNaKoBKY /ikapCbKOro 3acoby 3
MipHOI0 NOXeYKoo abo 3 NepBUHHE MakKyBaHHS, BHECEHHSM 3MiH j0 TEeKCTY MapKyBaHHS: 3a3HavyeHHs MHH
MipHUM LUNPULOM B BTOPVHHE NakKyBaHHS, nikapcbkoro 3acoby Ta cuiu aii. BBefeHHs 3MiH NpoTarom 6-t
KapTOHHIA Kopoo6Li BUNYCK cepil: MiCALB Nicna 3aTBepKeHHs
®AMAP AB.E.
3ABO/, AB/TOH 49-i1
kM JEPXXABHOI
OOPOIN A®IHW-
NAMIA, Mpeuis
Mikpo6ionoriuHuii
KOHTPO~b:
®AMAP A B.E.
3ABO/, ABJIOH 48-i1
kM JEPXXABHOI
JOPOI'N A®IHU-
NAMIA, peuis
KoHTposb siKOCTi,
BWMYCK Cepii:
IXKEH®APM CA.,
Ipeuis
Bunyck cepii:
TOB KOC dapmauis,
MNonblua
5. ANEPIK HEO PO34MH opasibHuiA 0,5 KOHinab, /N CLIA BupobHnuTBO, Mpeuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/16526/01/01
mr/mn; no 60 mn i 150 KOHTPO/Ib AKOCTI 3MmiHu | TUNY - 3MiHKU Woa0 6e3nekn/edekTMBHOCTI Ta peyenma
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peyenmom

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
kM JEPXXABHOI YNOBHOBaXEHOI 0CO6M, BifNoBiAasIbHOT 32 34iICHEHHS
OOPOI'N Ad®IHU- thapmakoHarnsgy (BkIo4yatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
NAMIA, Tpeuis; pO3MilLEHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
Mikpo6ionoriuHuni KOHTaKTHUX JaHWX KOHTaKTHOI 0co6w, BiANOBIAA/ILHOI 3a
KOHTPO/b: 3[ifiCHEHHSsT hapMakoHaraay.
®AMAP AB.E.
3ABO/, AB/TOH 48-i1
kM JEPXXABHOI
OOPOIN A®IHW-
NAMISA, peuis;
KoHTpornb sikocTi,
BUNYyCK cepil:
IXKEHOAPM CA.,
peuist
6. ANYBIA TabneTkn, BKpUTI E66BI LLBeiiuapi NOBHUIA LMK HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6423/01/01
NAiBKOBOK 060/I0HKOLO, Biochapmacbio A BMPO6HULTBA: EGOBI a/ 3MiHuM |l TMNy - 3MiHM BHECEHO A0 IHCTPYKLi 415 MeguyHOro peyenmom
no 200 mr/50 mr; no 120 Tikan3 M’meX [Loiunena MvbX i Ko. YkpaiHa 3acTOCyBaHHSA NikapCbKoro 3acoby A0 po3zainis "Bsaemogis 3
Tabnetok y gonakoHi; no K, HimeuuunHa; iHLWIMMK NniKkapCcbKUMK 3acobamu Ta iHWi BUAW B3aEMOSiid",
1 chnakoHy y KapTOHHil aNlbTePHATUBHUNA "Oco61BOCTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
Kopoo6Li BMPOBHUK "Mo6iuHi peakwyji"
BiAnoBiganbHNiA 3a BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB NiCAA 3aTBePAKEHHS
BTOPVHHE NaKyBaHHS
Ta Bunyck cepii: MpAT
"lHoap", Ykpaida
7. ANYBIA TabneTkn, BKpUTI EG66BI LLIseliyapi NOBHWI LMK HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/6423/01/02
NNiBKOBOK 060/10HKOHO, Biochapmacsio a BMpo6HULTBA: EGOBI a 3MiHu |l TUMy - 3MiHK BHECEHO [0 iIHCTPYKLIT A1 MegnyHoro peuyenmom
no 100 mr/25 wr; no 60 Tikan3 MmoX [Joliuneng Mv6X i Ko. 3acTOCyBaHHA NikapcbKoro 3acoby A0 po3finis "B3aemogis 3
TabneTok y gonakoHi; no KIr IHLIMMK NiKapCbKnMy 3acob6amm Ta iHLWi B1uan B3aemMogiin”,
1 dpnakoHy y KapTOHHilA "Oco61BOCTI 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3un’,
Kopoo6Ui "Mo6iuHI peakwi"
BBegeHHs1 3MiH NPOTArom 6-Tu MiCALIB NiC/1A 3aTBepPAKEHHS
8. ANb®APEKI Cyno3uTopii peKTasibHi TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15128/01/01
H® no 250 tuc. MO, no 5 "BAJTIAPTIH BMPOGHMYA KOMNaHisA 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW Y peyenmom
Cyno3unTopiiB y CTpuni; PAPMA" "IHTepchapmbioTek" BMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA FOTOBOTO /iKApCbKOro
no 2 CTPUMU B KAPTOHHIiA 3aco0by, BKIOYaouM NPOMKHUI NPOAYKT, L0 3aCTOCOBYETLCS NpU
Kopoo6ui BVMPOGHWLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHMLTBA) 3MiHM B Npoueci Bupo6bHuuTea M3 -
3aMiHa o6nafHaHHA 4719 3analBaHHs, Hapi3kv Ta 06pi3kn CTpUNiB
3 MalwmnHW BP6 Ha MawwmHy BP11. 3amiHa kanniecTpyiHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ans
MapKyBaHHS CTpUNIB Ta BTOPUHHUX YNakoBOK. BHeceHHs
pefakLiiiH1X NpaBoK B ONMMC BUPOBHMYOro NpoLecy.
9. | AIb®APEKI Cyno3unTopii pekTasnbHi TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15128/01/02
H® no 500 Tuc. MO, no 5 "BAJTIAPTIH BMpO6HMYa KOMNaHis 3MiHu | TUNy - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
CynosunTopiie y cTpuni; PAPMA" "lHTepchapmbioTek" BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLITBA FOTOBOTO NiKApPCbKOro
no 2 CTPUMUN B KAPTOHHIl 3aco6y, BK0YaUy NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCS NPy
Kopobui BUPOGHMLTBI rOTOBOIO NiKapCbKOoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHMLTBA) 3MiHM B Npoueci BupobHuuTea M3 -
3amiHa obnafgHaHHA 4719 3analoBaHHs, Hapi3kv Ta 06pi3kn CTpUNiB
3 MalmHW BP6 Ha mawmHy BP11. 3amiHa kansiecTpyiHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ana
MapKyBaHHS CTPUNIB Ta BTOPUHHUX YNakoBOK. BHeceHHs
pefakLifiH1X NpaBoK B ONMUC BUPOBHMYOro Npouecy.
10. | AIb®APEKI Cyno3unTopii pekTasbHi TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15128/01/04
H® no 3 maH MO, no 5 "BAJTAPTIH BMPOGHMYA KOMNAHis 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
Cyno3uTopiiB y CTpuni; PAPMA" "IHTepchapmbioTek” BUPOOHMLTBI. 3MiHM Y NpoLeci BUPOGHMLTBA FOTOBOTO JiKapCbKOro
N0 2 CTPUMKN B KAPTOHHIl 3aco6y, BKNOUaUy NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPy
Kopoo6Li BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa Yy
npoueci BMpobHULITBA) 3MiHM B NpoLeci BupobHuuTea M3 -
3amMiHa 0611agHaHHS 415 3analoBaHHsA, Hapi3ku Ta 06piskM cTpunis
3 MalwmnHu BP6 Ha mawwrHy BP11. 3amiHa kansiecTpyiHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ans
MapKyBaHHS CTPMNIB Ta BTOPUHHMX YNakoBOK. BHeceHHs
pefakLifiH1X NpaBoK B ONMUC BUPOOHMYOro npouecy.
11. | AIb®APEKI Cyno3unTopii pekTasbHi TOB YkpaiHa TOB "Haykoso- YkpaiHa BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis: 3a UA/15128/01/03
H® no no 1 maH MO, no 5 "BAJNTAPTIH BMPO6GHMYA KOMMNaHis 3MiHM | TMNy - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuyenmom
Cyno3uTopiiB y CTpuUni; PAPMA" "lHTepchapmbioTek" BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA FOTOBOrO /iKapCbKOro
no 2 CTPUNU B KAPTOHHIiA 3aco6y, BK/OYaUM NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCSA NpK
Kopobui BUPOGHMLTBI TOTOBOTO /iKapCbKOro 3acoby (HesHayHa 3miHa y
npotieci BUpo6bHMLTBA) 3MiHM B Npoueci BupobHuyTea M3 -
3amiHa obnafHaHHA 4019 3analoBaHHs, Hapi3kv Ta 06pi3ku CTpunis
3 MawwunHn BP6 Ha mawwmHy BP11. 3amiHa KanaecTpyinHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ans
MapKyBaHHS CTPMNIB Ta BTOPUHHMX YNakoBOK. BHeceHHSA
pefakuiiHMX NpaBoK B ON1C BUPOGHMYOro mpoLecy.
12. | AIb®APEKI Cyno3uTopii peKTasibHi TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/15129/01/01
H® no 250 tuc. MO, in bulk: "BAJTIAPTIH BMPOGHMYA KOMNaHisA 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW Y
no 5 cynosuTopiiB y PAPMA" "IHTepchapmbioTek" BMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA FOTOBOTO /iKApCbKOro
cTpuni; no 100 cTpunis B 3aco0by, BKIOYaouM NPOMKHUI NPOAYKT, L0 3aCTOCOBYETLCS NpU
KapTOHHilA KOpo6Li BVMPOGHWLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUpobHMLTBA) 3MiHM B Npoueci Bupo6bHuuTea M3 -
3aMiHa o6nafHaHHA 4719 3analBaHHs, Hapi3kv Ta 06pi3kn CTpUNiB
3 MalwmnHW BP6 Ha MawwmHy BP11. 3amiHa kanniecTpyiHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ans
MapKyBaHHS CTpUNIB Ta BTOPUHHUX YNakoBOK. BHeceHHs
pefakLiiiH1X NpaBoK B ONMMC BUPOBHMYOro NpoLecy.
13. | AIlb®APEKI Cyno3unTopii pekTasnbHi TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/15129/01/02
H® no 500 Tuc. MO, in bulk: "BAJTIAPTIH BMpO6HMYa KOMNaHis 3MiHu | TUNy - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK Y
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
no 5 cynosuTopiis y PAPMA" "lHTepchapmbioTek" BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLITBA FOTOBOTO NiKApPCbKOro
cTpuni; no 100 cTpunis B 3aco6y, BK0YaUy NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCS NPy
KapTOHHIA KOpoo6Li BUPOGHMLTBI rOTOBOIO NiKapCbKOoro 3acoby (He3HayHa 3miHa y
npoueci BUpobHMLTBA) 3MiHM B Npoueci BupobHuuTea M3 -
3amiHa obnafgHaHHA 4719 3analoBaHHs, Hapi3kv Ta 06pi3kn CTpUNiB
3 MalmHW BP6 Ha mawmHy BP11. 3amiHa kansiecTpyiHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ana
MapKyBaHHS CTPUNIB Ta BTOPUHHUX YNakoBOK. BHeceHHs
pefakLifiH1X NpaBoK B ONMUC BUPOBHMYOro Npouecy.
14. | AIb®APEKI Cyno3unTopii pekTasbHi TOB YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/15129/01/03
H® no 1 maH MO, in bulk: no "BAJTAPTIH BMPOGHMYA KOMNAHis 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHN Y
5 cyno3uTopiiB y cTpuni; PAPMA" "IHTepchapmbioTek” BUPOOHMLTBI. 3MiHM Y NpoLeci BUPOGHMLTBA FOTOBOTO JiKapCbKOro
no 100 cTpunis B 3aco6y, BKNOUaUy NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPy
KapTOHHIA Kopoo6Li BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa Yy
npoueci BMpobHULITBA) 3MiHM B NpoLeci BupobHuuTea M3 -
3amMiHa 0611agHaHHS 415 3analoBaHHsA, Hapi3ku Ta 06piskM cTpunis
3 MalwmnHu BP6 Ha mawwrHy BP11. 3amiHa kansiecTpyiHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ans
MapKyBaHHS CTPMNIB Ta BTOPUHHMX YNakoBOK. BHeceHHs
pefakLifiH1X NpaBoK B ONMUC BUPOOHMYOro npouecy.
15. | AiIb®APEKI Cyno3unTopii pekTasbHi TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis: - UA/15129/01/04
H® no 3 maH MO, in bulk: no "BAJNTAPTIH BMPO6GHMYA KOMMNaHis 3MiHM | TMNy - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHM y
5 cynosuTopiie y cTpuni; PAPMA" "lHTepchapmbioTek" BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA FOTOBOrO /iKapCbKOro
no 100 ctpunis B 3aco6y, BK/OYaUM NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCSA NpK
KapTOHHI KOpooLi BUPOGHMLTBI TOTOBOTO /iKapCbKOro 3acoby (HesHayHa 3miHa y
npotieci BUpo6bHMLTBA) 3MiHM B Npoueci BupobHuyTea M3 -
3amiHa obnafHaHHA 4019 3analoBaHHs, Hapi3kv Ta 06pi3ku CTpunis
3 MawwunHn BP6 Ha mawwmHy BP11. 3amiHa KanaecTpyinHoro
npuHTepa Linx CJ 400 Ha nasepHuii npuHTep Linx SL1 ans
MapKyBaHHS CTPMNIB Ta BTOPUHHMX YNakoBOK. BHeceHHSA
pefakuiiHMX NpaBoK B ON1C BUPOGHMYOro mpoLecy.
16. | AMANIH-N Tabnetkn Ne 10 (10x1), Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10297/01/01
Ne 30 (10x3) y cTpunax PapmacbioThK PapmacboTrKanc 3MiHK | TNy - 3MiHa y TepMiHax NpuAaTHOCTI abo ymMoBax peyenmom
B KapPTOHHI ynakoBsL,i anc Nimiteq Nimiteq 36epiraHHs roTOBOrO /iKapCbKOro 3aco6 - 3MiHa B yMOBax
36epiraHHs Nikapcbkoro 3acoby
17. | AMOKCUK/A | nopoLloK Ana opasibHOT CaHpo3 CnoseHis Jlex dapmavLeBTUYHaA CnoBeHi | BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasnis: 3MiHW | Tuny - 3MiHK 3a UA/15213/01/01
B® 2S cycneHsii (400 mr/57 mr dapmachboTika KoMMaHia 4.4. (BUnyck Loao 6e3nekn/edpeKTMBHOCTI Ta chapmakoHarnsagy. 3MiHu y peyenmom
B5mn)no 8,751 (35 ns3 a.a. cepir; KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi MapKyBaHHS

M) abo no 17,51 (70
MJ1) MOPOLLKY Y MWL,
no 1 nnsiwuj pasom 3
[,03YH04OI0 MINETKOH B
KapTOHHIA Kopoo6Li

BMPOGHMLITBO 3a
MOBHWM LMK/IOM)

Ta IHCTPYKUiT AN MEANYHOrO 3aCTOCYBaHHSA
reHepnyHuX/ribpuaHnx/6ionodibHNX nikapcbknx 3acobis nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMII npenapart (3MiHa He
noTpebye HafaHHs XO4HNX HOBMX AOAATKOBUX AaHWX). 3MiHN
BHECEHi [0 iHCTPYKLIiT 4519 MEeAMYHOrO 3aCTOCYBaHHS MiKapCbKoro
3acoby y posginu: "®apmakoTepanesTuyHa rpyna” (YTOYHEHHs
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
Ha3Bw),"®apmakonoriyHi BnactmsocTi”, "MokasaHHA" (iHpopmauis
oo 6e3nekn), "BaaeMogis 3 iHLLIMMKM NikapCbkUMK 3acobamu Ta
iHWi BMAY B3aemogiin”, "Ocob/MBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog BariTHOCTi abo rofyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBWAKICTL peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMKN MexaHidmamu', "Cnocié
3acTocyBaHHs Ta go3n", "Mepego3ysaHHsa", "MobiuHi peakwyii”
BiAMNOBIAHO A0 iHhopMaL,i LL0A0 MEANYHOTO 3aCTOCYBaHHS
pedyepeHTHOro nikapcbkoro 3acoby (AYITMEHTWH, nopoluok ans
opasnbHoi cycneHsii, 400mr/57 mr B 5 mn).
BBefeHHs 3MiH NPOTSArom 6-TM MicALiB Nic/1s 3aTBEPAKEHHS.
18. | AMOKCUKNA | TabneTku, BKpUTI CaHpo3 CnoBeHist ek dapmaLeBTUYHA CnoseHis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 3a UA/7064/01/02
B® 2X NNiBKOBOK 060/TI0HKOHO, dapmacbioTika KoMnaHisa 4.4. (Bunyck 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y peyenmom
no 875 mr/125 mr no 7 n3 a.a. cepit; KOPOTKIil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS
Tabnetok y 6nictepi, no BMPOBHULTBO 3a Ta IHCTPYKUiT 415 MeAUYHOro 3acToCyBaHHS
2 6nicTepu y KapTOHHIi MOBHWM LMK/IOM) reHepuyHnX/ribpuaHnx/6ionogibHNX nikapcbkmx 3acobis nicns
Kopoo6Li BHECEHHS Ti€i caMoi 3MiHV Ha pechepeHTHMI npenapart (3MiHa He
notpebye HafiaHHS XOAHWUX HOBUX AOAATKOBUX AaHWNX) 3MiHM
BHECEHO [0 iHCTPYKUiT y po3ginu:" " dapmakoTepaneBTUYHa
rpyna.” (yToYHeHHs Ha3Bu), PapmMakonorivyHi Bn1actmsBocTi”,
"MokasaHHsA" (YyTOUYHEeHHS iHdhopMaLii), "B3aemogis 3 iHwmmun
nikapcbkMun 3acobamu Ta iHWi B1uan B3aemogiii”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi abo
rofyBaHHA rpyaat”, "34atHiCTb BNAMBATU Ha LUBUAKICTL peakLuil
npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMK MeXaHi3mamn®,
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitn", "Mepeno3yBaHHs",
"Mo6iyHi peakui™ 3rigHO 3 iHhopMaLjielo LWOA0 MEANYHOTO
3acTocyBaHHS pehepeHTHOro Nikapcbkoro 3acoby
(AYTMEHTWH™ (BD), TabneTku, BKpUTI NNIBKOBOK 060/I0HKOIO).
BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB NiCAA 3aTBepPAKEHHS
19. | AMOKCUN-K NMOPOLLOK 418 PO3UUHY NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/10656/01/01
ans iH'ekuii no 1,2 r "Kvismegnpen "KuiBmegnpenapar" 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuyenmom
MOPOLLKY Y dO/1aKoHi; No apat" hapmakoHarnagy - OHOB/IEHHS BXe 3aTBEPXKEHOr0 TEKCTY
1 chnakoHy B naui; no MapKyBaHHs1 BTOPMHHOI Ta NEPBMHHOI YNaKOBKM NTiKapCbKOro
1,2 r NnopoLuky y 3aco6y 3 BHECEHHSIM 4,0aTKOBOI iHhopMaLii (BHECEHHS
thnakoHi; no 10 no3HayveHb OAVHULL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
(PNaKOHIB Y KOHTYpPHil NaTUHCBLKOro anigpasiTy Ta Tow). BBeAEHHS 3MiH MPOTAroM 6-Tu
YapyHKOBIli ynakoBLj; Mo MiCALiB Nicna 3aTBepAKeHHs
1 KOHTYpHIli YapyHKOBIl
yNakoBLi B NayLli
20. | APUMIAEKC TabneTkn, BKPUTI AcTpa3eHeka Benuka BMPOOBHUK /iKapCbKOro cuA/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/2417/01/01
NNiBKOBOK 060/I0HKOHO, HOK Nimiteq, BpuTaHis 3acoby "in bulk": Benuka 3MiHM | TUNY - 3MiHa y NapameTpax cneuudikauii Ta/abo peyenmom
no 1 mr no 14 TabneTtok AcTpa3eHeka BputaHis [OMNYCTUMKX MEX, BU3Ha4YeHnX y crneuudikalisx Ha Ad®l, abo

y 6nicTepi; no 2

PapmacbroTukanc M1,

BVIXiZJHV/NPOMIDXKHWIA NPOAYKT/pearexT, Lo BUKOPUCTOBYIOTLCS Y
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
6nicTepun y KapTOHHIl CLUA; BUpO6HUK, npoueci BupobHuuTea APl - fogaBaHHA METOANKN NTa3epHOI
Kopoo6Li BiAnoBiganbHNIA 3a Avdppakuii po3noginy yactok 3a po3Mipom A®I, OHOB/IEHHS
nakyBaHHs Ta BUNYCK po3gainy 3.2.5.4.2 y 38°A3Ky 3 BBEJEHHAM cepTudiikata
cepii: AcTpa3eHeka BiAnosigHoOCTI €Bponelickbkin hapmakonei RO-CEP-2013-118-Rev-
tOK Nimitea, Benuka 02; 3miHu | TMny - BUganeHHsa tecty SSA Ta Mikpockonii sik
BpuTaHis Hacnigok BNpoBamxeHHa MeToay po3noiny po3mipis 4acTok, Lo
BMKOPUCTOBYETLCA B NpoLeci BUpo6bHuUTBa ADI; 3MiHK | Tuny -
noAaHHs OHOBMIEHOro cepTudiikata BignosigHocTi RO-CEP-2013-
118-Rev-02 Big BXe 3aTBepmkeHoro BupobHuka A®I (Anastrazole)
Excella GmbH &Co0.KG y 3B “A3Ky 3i 3MiHOIO Ha3BW; 3MiHK | TUny -
3MiHa y meTogax BunpobysaHHa APl abo BMXigHOrO
MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCSA
y npoueci BUpo6bHMUTBa A®| - OHOBNIEHHSA aHaNiTMYHOro MeToAay B
npoteci Bupo6HuuTBa A®| 3a NOKa3HMKOM PO3Mip YaCTOK; 3MiHY |
TMNYy - NOAAaHHA HOBOrO cepTuduikara BifnoBIAHOCTI Bif HOBOro
BMpo6HUka A®I; 3anponoHosaHo: Excella GmbH CEP RO-CEP-
2013-118-Rev-00
21. | ACKOPYTUH Tabnetku, in bulk: no MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/12908/01/01
5000 TabneTok y "TexHonor" 3MiHu |l TMny - 3MiHa NepiogMYHOCTI KOHTPOSIIO 3@ NMOKA3HUKOM
KOHTeliHepax «MikpobionoriyHa YncToTa» 3 NepLUOi Ta KOXHOI N'ATOI HAaCTYNHOT
naacTMacoBux cepii Ha nNepLLy Ta KOXHY AecATy HacTynHy cepii 06r'pyHTOBYETbLCA
BiICYTHICTIO peknamMauiii LLoAo SKOCTi FOTOBOrO J1iKapCbKOro
3aco6y; CUCTEMHMM MIKPOGIONOTiYHUM MOHITOPUHIOM KPUTUYHKX
TOYOK
22. | ACKOPYTUH Tabnetkn, no 10 MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/4397/01/01
Tabnetok y 6nictepi, no "TexHonor" 3MiHu |l TUNy - 3MiHa NepioANYHOCTI KOHTPOJIIO 38 NOKA3HUKOM peyenma
10 Tabnetok y 6nictepi, «Mikpob6ionoriyHa YucToTa» 3 NepLUol Ta KOXHOT M'ATOI HaCTynHOI
no 5 6nictepis y nauw,i, cepii Ha nepLUy Ta KOXHY AeCATY HACTYMHy cepil 06r'pyHTOBYETLCS
no 10 TabneTok y BiICYTHICTIO peknamMauiii LLoAo SAKOCTi FOTOBOrO J1iKapCbKoro
6nictepi, no 80 3aco6y; CUCTEMHUM MiIKPOGIONOTYHUM MOHITOPUHIOM KPUTUYHUX
6nicTepiB y Kopobu,i 3 TOYOK
KapToHy, no 50
TabneTok y
KOHTeliHepax, no 1
KOHTelHepy y nadui
23. | AUVMK® Kpem 5% no 2 ry Ty6i; CaHpos CnoseHis Canotac ®apma HimeuunH BHECEHHS 3MiH 10 peeCcTpaLiiiHnX maTepianis: 3miHu | Tuny - 6e3 UA/9433/02/01
no 1 Ty6i B KApTOHHIi dapmachboTika M6X a AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
KopooLi n3 a.a. MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOYaUM Ai/lbHULI BUNYCKY cepii abo micue
NpoBeLEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEp, BK/IOYAKOUM BUMYCK Cepild) - 3MiHa Ha3BU Ta
agpecy BUpo6Huka M3, 6e3 3miHn micus BUpoOHULTBA
(BBEAEHHA 3MiH NPOTAroM 6-T1 MiCSILIB MiCAs1 3aTBEPAKEHHS)
24. | BAIb3AMIY NiHiMeHT; no 40 r y Ty6i; My6niyHe Ykpaina [My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianis: 6e3 UA/6273/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
HUn no 1 Ty6i B nauui 3 akujioHepHe TOBapucTBO "HaykoBo- 3MiHn | TUny - 3MiHn 3 akocTi. A®Il. KoHTponb AdL. 3miHa y peyenma
NIHIMEHT KapToHy TOBapuCTBO BMPOGHUYMIA LEHTP napameTpax crneuudikauii Ta/abo JOMYyCTUMUX MeX, BUSHAUYEHUX
(3A "HaykoBo- "BopLyariscbkuii y cneyudikauisix Ha A®l, abo BUXiAHWUIA/MPOMIXHWMIA
BULLIHEBCbK BMPOGHNYMNI XiMmiKo- NpOAYKT/peareHT, WO BUKOPUCTOBYOTLCS Y MPOLLECi BUPOGHNLTBA
nm) LEeHTp thapmaueBTUYHWI A®I (iHWi 3MiHN)
"BopLuariscbk 3asog" HesHauyHa 3MiHa B po3aini «lgeHTudpikauis. Kcepodopm»
uii Ximiko- nos’si3aHa 3 BBEAEHHSAM OHOBEeHOro |Y-cnekTpy A®I, akuii
thapmavueBTuY noBuHeH Bignosigatu I4-cnektpy ®C3 Y kcepodopmy.
HWi1 3aBoa" CynyTHSA 3MiHa - 3MiHU 3 AkocTi. ADI. KoHTposib API. 3miHa y
mMeTodax BunpobysaHHs A®| abo BuUXigHOro
Marepiany/npoMiXXHOrO NPoAyKTy/peareHTy, WO BUKOPUCTOBYETbLCSA
y npoveci BUpo6HuLTBa A®I (HE3HAYHI 3MiHW Y 3aTBEPKEHMNX
MeTofax BUNPO6yBaHHS)
25. | BEPNINPUN® | Ttabnetkun no 5 mr no 10 BEPNIH-XEMI HimeuuunH BMPOGHMKM, L0 HimeuuunH BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/7553/01/03
5 TabneTtok B 6nicTepi; no Al a BUKOHYIOTb a 3MiHu 3 aKocTi. A®l. KoHTponb AdI. 3miHa y meTogax peuenmom
3 6nicTepu B KAPTOHHIl BVMPOGHMLTBO BMNpo6yBaHHA A®I| abo BUXigHOro matepiasty/npoMikHOro

Kopoo6Li

npenaparty in bulk Ta
KOHTPO/b cepii:
BEP/IH-XEMI AT,
HimeuunHa,
MeHapiHi-®oH XeligeH
'm6X, HimeuunHa;
BMPOGHMKM, LLO
BMKOHYIOTb KiHLeBE
nakyBaHHS:
BEP/1IH-XEMI AT,
HimeuunHa,;
MeHapiHi-®oH XeligeH
v6X, HimeuunHa;
Knoke ®epnakyHrc-
Cepsic 'mbX,
HimeuunHa,;
BUPOGHMK, IO
BVIKOHYE BMNYCK Ta
KOHTPO/b cepii:
BEP/IIH-XEMI AT,
HimeuunHa

NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCA Y NpoLEC
BMPOGHULTBA AP| (BUyHEHHA METOAY BUNPOOYBaHHA A1
Adl/peareHTy/MpoMiKHOro NPoAYyKTY, AKLLO anbTepHaTUBHUI
MeTOg BXe 3aTBepMKeHNi) - 3MiHM Y MeTogax BUnpobyBaHHA Ad|
eHananpuny maneart ans sBupobHuka Azelis Deutschland Pharma
GmbH., 30kpema Buy4YeHHs anibTepHatnBHoro metoay NIR
(6nvKHBOT iHhpayepBOHOI CNeKTPOCKOMiT), MPW HAsSBHOCTI iHLLIOrO
mMeToay BunpobyBaHHs (IR spectroscopy) BignoBigHO A0 BUMOT
MoHorpadii «Enalapril maleate » EP 3a n. «laeHTudikaujisi». 3MiHu
| Tuny - 3miHn 3 AkocTi. CepTudpikar signosigHocTi/lE-cepTudpikar
BiAnoBiaHOCTI €Bponelickbkiit hapmakonei/MmoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBpoONENiChKii
thapmakonei: gna A®l; ans BUXiAHOrO
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMIXKHOI PEYOBUHN
(cepTtuchikaT BignoBigHOCTI EBponelickkiii chapmakoner) -
OHoBMEeHW cepTuddikaT Bif, y)xe 3aTBepAXEeHOro BUPO6HUKA -
NnoAaHHA OHOBJIEHOrO cepTudiikaTa BignoBiAHOCTI EBpoONeENChKii
thapmakonei Ne R1-CEP 2000-053-Rev 03 (3aTtBepaxeHo: R1-
CEP 2000-053-Rev 02) gns gitoyoi pevosnHn Enalapril maleate
BiJ BXe 3aTBepaxeHoro BupobHuka Azelis Deutschland Pharma
GmbH. 3miHn | TMny - 3MiHK 3 aKocTi. CepTudikar
BignosigHocTi/IE-cepTudikat BignNoBIAHOCTI EBpONeENCHKii
thapmakonei/MmoHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI abo BUAyYeHHs cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei: ans A®l; ons BUXigHOro
MaTepiany/peareHTy/npoMi>KHOro NPoAyKTy, Lo
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BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI pEYOBUHN
(TE-cepTudikat BigNoOBiAHOCTI EBpoNeiichkKiin dhapmakonei Ans
Adl/BnxigHOro MaTepiany/peareHTy/NpoMiKHOro NpoAyKTy abo

[0MNOMDKHOT peyoBrHM) - OHOBNEHWI cepTudikaT Big, BXe
3aTBEPAKEHOro BUPOGHMKA - NoJaHHA OHoBneHoro ME-
cepTudpikaTa BignoBigHOCTI E€Bponeiickbkiit papmakonei Ne R1-

CEP 2003-172-Rev 01 (3atBepmkeHo: R1-CEP 2003-172-Rev 00)

ans Gelatin Big Bxe 3aTBepmxeHoro BupobHuka GELITA Group.
3MiHu | TUny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTtudikaT BignoBigHOCTI €Bponeicbkili hapmakonei.
MoHorpadii. MogaHHa HOBOro abo OHOB/IEHOTO cepTuddikaTa
Bi4NOBIAHOCTI ab60 BUYYEHHS cepTudikaTa BignoBigHOCTI
€sponevicbkin hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANA [,ONOMDKHOI peYOBUHN
(FCE-cepTudikat BigNOBIAHOCTI EBpONeEChKiin hapmakonei Ans
Adl/BnxigHoro matepiasy/peareHTy/NPOMiXXHOIO NpoaykTy abo

[0MOMIXHOT peyoBUHK) - OHOBNEHWI cepTudikaT Bif, BXe
3aTBEPKEHOro BUPOGHYMKA - MOfAHHSA OHOBNEeHOro ME-
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne R1-

CEP 2000-119-Rev 02 (3aTBepaxeHo: R1-CEP 2000-119-Rev 01)

ansa Gelatin Big Bxe 3aTBepmxeHoro BupobHuka GELITA Group.
3miHu | TMnNY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Y TepMiHax npuaatHocTi abo ymoBax
36epiraHHs roToBOro NikapcbKoro 3acoby (3MiHa B yMoBax
36epiraHHs roTOBOrO NiKapCbKoro 3acoby abo nicns
PO3YMHEHHS/BIOHOBNEHHS) - 3MiHa B YMOBax 36epiraHHs M13.
BBefeHHS 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMXKEHHS.
3miHu | TNy - 3miHm 3 AkocTi. APl KoHTponb A®l. 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
mMarepiany/npoMiXHOro NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci Bupo6HMuTBa A®| (BUNYyYEHHSI MeToAy BUNPOOYyBaHHS
ans A®l/peareHTy/NPOMIDKHOIO NPOAYKTY, SKLLO aflbTepHaTUBHUIA
METO/, BXe 3aTBEPMKEHWI) - 3MiHN Y MeTodax BUNpobyBaHHS AdI
eHananpuiy manear gia BupobHuka Inke S.A., 3okpema
BUTyYEHHS anbTepHaTuBHOro Metoay NIR (6/1MKHbOT
iHthpauepBOHOI cNeKTPocKonii), NPY HAsBHOCTI iHLLOro MeToay

BMNpo6yBaHHA (IR spectroscopy) BignoBigHO A0 BUMOT MOHOrpadii
«Enalapril maleate » EP 3a n. «lgeHTudpikauisi». 3minu | Tuny -
3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOroO

nikapcbKoro 3acoby (iHLWi 3MiHN) - OHOB/TEHHS eTallOHHUX
CTaHAapTiB, L0 BUKOPUCTOBYIOTLCSA Mif, Yac BUNPO60BYBaHHS
rOTOBOrO JIiKApCbKOro 3acoby. 3miHu | TMny - 3MiHK 3 AKOCTI.

CepTtudpikat BignosigHocTi/l E-cepTucpikar BignosigHocTi
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€Bponeiicbki hapmakonei/moHorpadii. MogaHHA HoBoro abo

OHOBJ/IEHOrO cepTudikaTa BiAgnoBigHOCTI ab0 BUMYyYEHHS
cepTtudikaTa BignoBigHOCTI E€Bponeiickbkiit hapmakonei: ana Adl;
A5 BUXIAHOrO MaTepiasy/peareHTy/MPOMiXXHOIO NPOoAyKTY, L0
BVMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKXHOI pEHOBVHN
(cepTtuchikaT BignoBigHOCTI EBponelickkiii hapmakonet) -
OHoBREeHW cepTUddikaT Bif, y)xe 3aTBEPAXEHOr0 BUPOOHUKA -
NoAaHHA OHOBIEHOrO cepTudiikaTa BifgnoBiAHOCTI EBpONENCHKIi
thapmakonei Ne R1-CEP 2000-053-Rev 04 (3aTtBepaxeHo: R1-
CEP 2000-053-Rev 03) gns gitoyoi pevosnHn Enalapril maleate
Bif, BXe 3aTBepKeHOro BUPo6HUKa i3 3mMiHO BriacHuka CEP.
BBefieHHA 3MiH NPOTAroM 6-TW MICALIB NiCA 3aTBEPAXKEHHS.
3minu | TUnYy - 3MiHn 3 axocTi. CepTudikar BignosigHocTI/IE-
cepTudiikaT BignoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BifnoBigHOCTI a6o
BUyYEHHS cepTudikaTa BignoBigHOCTI EBponelichkii
thapmakonei: ans A®l; gns BuxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI pEYOBUHN
(cepTudpikaT BignoBigHOCTI EBponelickkiii hapmakoner) -
OHOBNEHWi cepTudikaT Bif, yXe 3aTBEpAXEHOr0 BUPOOHUKA -
NnoAaHHA OHOBJIEHOTO cepTudikaTa BignoBiAHOCTI EBpoONeNiChKii
chapmakonei Ne R1-CEP 2000-070-Rev 03 (3aTBepaxeHo: R1-
CEP 2000-070-Rev 02) ans gjtouoi pevosuHn Enalapril maleate
BiJ BXE 3aTBEpMAXEHOro BupobHuka Inke, S.A., Ak HacnigoK 3miHa
B agpeci BnacHuka CEP Ta BUpo6GHMYOT AiNsaHku. 3MiHW | Tuny -
3MiHu 3 aKocTi. CepTudikaT BignosigHOCTI/IE-cepTudikat
BiANOBIAHOCTI €Bponelickbkiin hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTudpikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkii
thapmakonei: gna A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ANA [,ONOMDKHOI pe4OBUHN
(FCE-cepTudikat BigNoOBIAHOCTI EBpONeENChKiin hapmakonei Ans
Adl/BnxigHoro matepiasy/peareHTy/NPOMiXXHOIO NpoaykTy abo
[0MOMIXHOT peyoBrHK) - OHOBNEHNI cepTudikaT Bif, BXe
3aTBEPKEHOro BUPOGHYMKA - MOfAHHSA OHOBNEeHOro ME-
cepTudpikaTa BignosigHOCTI EBponelickbkiin dhapmakonei Ne R1-
CEP 2003-172-Rev 02 (3aTBepaxeHo: R1-CEP 2003-172-Rev 01)
ansa Gelatin Big Bxe 3aTBepmxeHoro BupobHuka GELITA Group.
3MiHu |l Tuny - 3MiHK Woao 6e3nekn/edpekTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLii Ans MeanyHOro

3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMW AaHUMM 3 IKOCTi, AOKMIHIYHMMMU,
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KMIHIYHUMW AaHMK Ta fJaHumn 3 dpapmakoHarnsagy - 3miHm
BHECEHO A0 IHCTPYKUii 418 MEeAMYHOIO 3aCTOCYBaHHS NikapCbKoro
3acoby: OHOB/IEHO iH(pOPMALLi0 CTOCOBHO CYNyTHLOro
3acToCcyBaHHS iHribiTopis AM® Ta TPOMOONITUKIB, @ TAKOX BHECEHO
peAakuiiHi yTOUHEeHHs A0 po3gainis "®apmakonoriyHi BnactmeocTi”,
"MpoTunokasaHHA", "Moka3aHHA", "B3aemMogis 3 iHWMMK
nikapcbkMmn 3acobamu Ta iHWi B1uan B3aemogiii”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog, BaritTHoCTi abo
rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta 4o3un",
"Mepepo3yBaHHa", "MobGiYHI peakuii”, a TaKoX BUIYYEHHS i3
IHCTPYKL,ii HaNMMCaHHA aHr/iCbKOK MOBOK Ha3BU JliKapcbKoro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBepMXeHHs. 3miHu Il Tuny - 3MiHu Wwoao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KOpoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeaUyYHOro 3acTocyBaHHS Ha NiAcTaBi perynspHo
OHOBJ/THOBAHOrO 3BITY 3 6e3Mnekn nikapcbKoro 3acoby, abo
pocnimkeHb 3 6e3neky 3acTocyBaHHS NikapcbKoro 3acoby B
nicnapeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKM 3BiTY 3
JocnigpkeHb, NpoBeAeHVX BiANOBIAHO A0 MaHy negiaTpuyHmnx
pocnipkeHsb (PIP) (3mMiHa noTpebye noAasibLIoro o6rpyHTyBaHHsA
HOBUMW AOLATKOBUMY AaHVMMK) - 3MiHW BHECEHO A0 IHCTpyKLUii Ans
MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ainis
"B3aemogis 3 iHWMMUK Nikapcbkumn 3acobamu Ta iHWi Buan
B3aemMogiin", "OcobaMBOCTi 3acTocyBaHHA" (BK/IOUEHO iH(hOpMaLito
CTOCOBHO PY3KKYy BUHUKHEHHS aHrioHabpsky Ta rinepkaniemii mig
yac 3acTocyBaHHs iHri6iTopiB AMN® Ta iHri6iTopis MTOR).
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB Nicia 3aTBEPMKEHHS.

26.

BIB/TOK

PO34UH ANA iH KL,
10,0 mr/mn no 10 mny
chnakoHi; no 5 dhnakoHis
Y KOHTYPHIii YapyHKOBIli
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B naui 3
KapToHy

TOB "HOpis-
Papm”

YKpaiHa

TOB "HOpia-Papm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOUaKUy AinbHNLi BUNYCKy cepii abo micue
nNpoBeAeHHSA KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepili) - 3MiHa agpecu
BMpo6HUKa TOB "tOpis-®apm”, YkpaiHa; 3miHu | Tuny - 3MiHu 3
sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOrO /iKapCbKoro 3acoby
(3MEHLLEHHS TEpMiHY MPUAATHOCTI FOTOBOTO JliKapcbKoro 3acoby) -
[lns TOproBoi yNakoBKY - 3MEHLUEHHSI TepMiHy NpuAATHOCTI ANs
roTOBOrO JlikapCbkoro 3acoby 3 2 pokis Ao 1,5 poku

3a
peyenmom

UA/16313/01/01

27.

BPAUAAH®

pO34uH ANs iH'ekuiid, 100
Mr/MA; no 2 mn abo 5 mn
y thnakoHi; no 10
oNaKoHIB Y KAPTOHHIM

LepiHr-Mnay
CeHtpan lct
Al

LLiBeiiuapi
A

BVMPOGHMLTBO
Hepo3dracoBaHOl

npoayKuii, NepBNHHE
nakyBaHHsl, KOHTPOJ/1b

CLuA/
Hinpepnax
an

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu
3asiBHMKa (B/1IaCHMKA pPeecTpaLiiHoro NocBigyeHHs) - 3MiHa agpecu
3as1BHMKA (BNacHMKA peecTpaLiiHoro noceig4yeHHs)

3a
peyenmom

UA/10458/01/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayiliHo
n 3acoby 20
nocsio4eHHs1
ynakoBLi cepii B nepsBUHHOMY
nakyBaHHi Ta nig, yac
BMNPO6YBaHb
cTabinbHOCTI:
MaTteoH
MaHydekuypiHr
Cepsices En. En. Ci.,
CLUA;
Bupo6bHMLTBO 3a
NOBHUM LK/IOM,
BK/TIOHAI0UM [JO3BIN HA
BUNYyCK cepil:
H.B. OpraHoH,
Hinepnangmn
28. | BPUNMIHTA TabneTkn, BKpUTI ACTPA3EHEK Llseuis AcTtpa3eHeka Ab Lliseuis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12164/01/01
NNiBKOBOK 060/TI0HKOHO, A Ab 3MiHK || TURY - 3MiHK A0 IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS peyenmom
no 90 wr; no 14 nikapcbKoro 3acoby Ao po3zainy "B3aemogis 3 iHWMMK NikapCbKUMu
TabneTtok y 6nictepi; no 3aco6amu Ta iHWi B1uAmM B3aemogiii*,"OcobnnBoCTi 3aCTOCyBaHHS",
1 a6o 4 6nictepn y "Cnoci6 3acTocyBaHHS Ta 4o3Kn", "dapmakonoriyHi BNacTueocCTi",
KapTOHHIA KopoobLi "MepepnosyBaHHaA", "Cnocib 3acTocyBaHHsA Ta A03n". BBegeHHs
3MiH NPOTArom 6 MicAUiB Nicns 3aTBepAKEHHs
29. | BPUNMIHTA TabneTkn, BKpUTI ACTPA3EHEK LLiBeuis AcTpa3eHeka Ab LLBeuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12164/01/02
NNiBKOBOK 060/10HKOHO, A ABb 3MiHu || TUNYy - 3MiHW A0 IHCTPYKLT 418 Me4UYHOro 3aCTOCYBaHHsA peyenmom
no 60 mr Ne56 (14x4) y nikapcbKoro 3acoby Ao po3giny "B3aeMogis 3 iHWUMK NiKapCbKumu
6nictepax 3acob6amu Ta iHWi Buan B3aemogii”,"OcobamBocCTi
3acTocyBaHHs","Cnoci6 3acTocyBaHHA Ta f03un","®apMakosIorivHi
BnactueocTi", "Mepeno3yBaHHA", "Cnoci6 3acTocyBaHHsA Ta A03u1".
BBeAeHHS1 3MiH NPOTAroM 6 MicALB Nic/1A 3aTBEPAKEHHS
30. | BPUHEKC Kpansi O4Hi, cycneHsis, CeHricc IHais CeHrTicc ®apma IMBT. IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/17178/01/01
1 %, no 5 mn a6o no 10 Papwma IMBT. nra. BMNPAB/IEHO TEXHIYHY MOMUWIKY B iIHCTPYKLIT 415 MEANYHOTO peyenmom
My h1akoHi 3 nrp. 3acTocyBaHHS y p. «/likapcbka chopma»
NPO6KOLo-KpanensHULE
Ta KpuLuKoto; Ne 1y
Kopobui
31. | BPOMKPUNT | Ta6bnetku no 2,5 mr; no AT Ykpaina AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/1211/01/01
NH-KB 10 TabneTok y 6nicTepi; "KNIBCbKWI BITAMIHHWIA 3MiHM | TUNY - BUAYYEHHN 3i cneyudikalii roToBoro nikapcbkoro peyenmom
no 3 6nictepm y naudi BITAMIHHWIA 3ABO" 3aco6y KOHTPO/IO 3a NokasHUKOM "Aepocun” Ta nepeHeceHHs Ao
3ABOA" crneundikauii Ha Hepo3dhacoBaHy NPOAYKLUiLO; 3MiHM | TNy - 3MiHa

y MeTogax BunpobyBaHHSA rOTOBOrO NikapCbKoro 3acoby (He3HauyHa
3MiHa y 3aTBEpIKEHNX MeTofax BUNPobyBaHHs); 3MiHu | Tvny -
3MiHU BUNPO6YBaHb ab0 [ONYCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKOro
3aco6y (iHWi 3MiHK); 3MiHW | TMNY - 3MiHa YMOB 36epiraHHs
Hepo3sdracoBaHOoi NpoayKLuii
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
32. | BASAPH TabneTkn, BKpUTI TOB "TeBa Ykpaina AkTasic /IT[, ManbTa; Bonrapisi/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/8900/01/01
NAiBKOBOK 060/10HKOLO, YkpaiHa" BankaHdapma- Manbta 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT 418 MeANYHOro 3acToCyBaHHS peyenmom
no 320 mr/12,5 mr no 10 OynHuus AT. nikapcbKoro 3acoby y po3ainun: "OcobnnBocTi 3aCTocyBaHHA",
Tabnetok y 6nictepi; no Bonrapis "Mo6iuHi peakuii" BiANOBIAHO [0 OHOBNEHOI iHthopMmaLii 3 6e3neku
3 abo 9 bnicTepiB y [il040i peyoBVHY rigpoxnopoTiasnay
KapTOHHIA KOpooLi
33. | BASAPH TabneTkun, BKPUTI TOB "TeBa Ykpaina Axtasic T, ManbTa,; Bonrapisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/5744/01/01
NNiBKOBOK 060/TI0HKOHO, Ykpaina" BankaHdapma- ManbTa 3MiHKM | TURY - 3MiHW [0 IHCTPYKUIT 415 MEAMYHOIO 3aCTOCYBaHHS peyenmom
no 160 mr/12,5 mr no 10 AynHnua AT. nikapcbKoro 3acoby y po3ginu: "OcobamBoCTi 3acTocyBaHHS",
TabneTtok y 6nictepi; no Bonrapis "Mo6iyHI peakui™ BigNOBIAHO L0 OHOB/EHOT iHhopmaLLii 3 6e3neku
3 abo 9 6nicTepiB y Aito40i peyoBUHY rigpoxnopoTiasngy
KapPTOHHI KOpooOLyi
34. | BASAPH TabneTku, BKPUTI TOB "TeBa YkpaiHa BankaHdapma- Bonrapis/ BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis: 3a UA/5743/01/01
NAiBKOBOK 060/I0HKOHO, YkpaiHa" AynHnua AT, MasibTa 3MiHM | TURY - 3MiHW A0 IHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS peyenmom
no 80 mr/12,5 mr no 10 Bonrapisi; Aktasic nikapcbKoro 3acoby y po3ginu: "OcobamMBoCTi 3acToCyBaHHS'",
Tabnetok y 6nictepi, no NTA, Mansta "Mo6iyHi peakuii" BiANOBIAHO [0 OHOBNEHOI iHChopMmaLii 3 6e3neku
3 abo 9 6nicTepiB y Aito40i peyoBUHY TigpoxaopoTiasngy
KapPTOHHI KOpoOLyi
35. | BASAPH TabneTkun, BKPUTI TOB "TeBa YkpaiHa BankaHdapma- Bonrapisi/ BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/5743/01/02
NiBKOBOK 060/I0HKOLO, YkpaiHa" AynHnua AT, ManbTa 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT A5 MeAMYHOro 3acTOCyBaHHS peyenmom
no 160 mr/25 mr no 10 Bonrapisi; Aktasic nikapcbKoro 3acoby y po3ginun: "OcobnnBocTi 3aCTocyBaHHA",
Tabnetok y 6nictepi, no NTA4, Mansta "Mo6iuHi peakuii" BigNOBIAHO [0 OHOBNEHOI iHChopMmaLii 3 6e3neku
3 abo 9 bnicTepiB y [il040i PeYoBVHY rigpoxnopoTiasnay
KapTOHHI Kopoo6Li
36. | BASAPH TabneTku, BKpUTI TOB "TeBa Ykpaina Axtasic T/, ManbTa,; Bonrapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/5744/01/02
NAiBKOBOK 060/10HKOLO, YkpaiHa" BankaHdapma- Manbta 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT 418 MeAMYHOro 3acToCyBaHHS peyenmom
no 320 mr/25 mr no 10 OynHuus AT, Bonrapis nikapcbKoro 3acoby y po3ainun: "OcobnnBocTi 3aCToCyBaHHA",
Tabnetok y 6nictepi; no "Mo6iuHi peakwii" BiANOBIAHO A0 OHOBNEHOI iHthopMmaLii 3 6e3neku
3 abo 9 bnicTepiB y [il040i peyoBVHY rigpoxnopoTiasnay
KapTOHHiA KOpoo6Li
37. | BANIAON- Tabnetkun no 60 mr no 6 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavLiiiHux maTepianis: 6e3 UA/2993/01/01
AAPHMLSA a6o no 10 TabneTok y "GapmaueBTu "GapmaueBTnyHa 3MiHM | TUNY - BHECEHHS 3MiH A0 Cneundikauii/ MeTogis peyenma
KOHTYPHili YapyHKOBIi YyHa chipma hipma "OapHuus” BMNPOGYBaHHS rOTOBOTO JliKapcbKoro 3acoby 3a NokasHUKOM
ynakosLi; no 1 "NapHuus"” "Mikpob6ionoriyHa unctota" 06yMOBNEHO NPUBELEHHSAM Y
KOHTYPHIli YapyHKOBIi BiANOBIAHICTb A0 BUMOT EP; cynyTHs 3MiHa: 3mMiHa y MmeToAax
ynakoBLi y nayui; no 6 BMMNPO6YBaHHA roTOBOro MikapcbKoro 3acoby (He3HayHa 3MiHa y
a6o no 10 TabneTok y 3aTBEPKEHNX MeToAax BUNPOGYBaHHS)
KOHTYPHUX YapyHKOBUX
ynakoBkax
38. | BAPI/TIPUKC Niogpinizat ana po3unHy | nakcoCmiTKn Benvka nakcoCmiTKnaiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15966/01/01
™| 018 iH'ekuin no 1 fosi; SiH EkcnopT BpuTaHis Bionogxikans C.A. 3MiHK || TRy - 3MiHK 3 AkocTi. ADl. BupobHMUTBO. 3MiHM B MpoLeci peuyenmom
VARILRIX™ 1 chnakoH 3 Nimiten BMPOGHMLTBA ADI (3MiHA CTOCYETLCS aKTUBHOI PEYOBUHM
BAKUVHA nioghinizatom Ta 1 6i010riYHOro/iMyHOOMNYHOT0 NOXOKEHHS ab0 BUKOPUCTAHHSA

ansa

amnysia 3 pO34YMHHUKOM

XiMiyHMX A®I| y BUpOBHMUTBI JliKapCbKOro 3acoby
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
NMPODINTAKT (Boga 4ns iH'exUin) B 6i0N10r4YHOro/iMyHO/IONYHOrO NMOXOKEHHS, sika MOXe MaTun
KN nnacTMKoBOMY 3HaAYHWI BN/IMB Ha SKICTb, 6e3neKy Ta eqDeKTUBHICTb JliKapCbKoro
BITPAHOI KOHTEHepi B KApPTOHHIlA 3aco0by, i He CTOCYETbCA NPOTOKONY) - BNpoBaaxeHHs HOBOro
BICMN XXUBA | kopobu; aNbTepHaTMBHOIO 06nagHaHHA (centrifugation system named
ATEHYNOBA | 1 chnakoH 3 Unifuge) ans Bupo6bHuLTBa NPoMiXHOro NpoaykTy Varicella virus
HA niocpinizatom Ta 1 bulk antigen
nonepegHbL0
HanoBHEHWI Wwnpu, 3
PO34MHHMKOM (BOAa AN
iH'EKLi) Y KOMMNEKTi 3
[BOMa rosikamv B
nnacTKoBoMy
KOHTEHepi B KapPTOHHIl
KopobL;
100 dhnakoHis 3
nioghinizatom Ta 100
amnys 3 PO3YNHHVIKOM
(Bofa ans iH'ekuii) (B
YapyHKOBIl ynakosLi) B
OKPeMnX KapTOHHUX
Kopobkax.
39. | BEHK/NIKCTO | Ttabnetku, BKpUTI E66BI LLisefuapi E668i Aiipneng HN IpnaHgjs/ | BHECEHHS 3MiH 40 peecTpayiiiHuX maTepiasiB: 3MiHu | Tuny - 3MiHK 3a UA/16667/01/03
NNiBKOBOK 060/10HKOLO, Biochapmacsio A B.B., IpnaHgis HimeuuunH 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
100 mr Ne 7, Ne 14: no 1 Tikan3 rmex (BUPOBHMLTBO a TepmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roToBOro
abo 2 TabneTkm y nikapcbKoro 3acooby, NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
6nictepi, no 7 6nictepis TEeCTyBaHHs); nikapcbKoro 3acoby) - 415 ToproBoi ynakoBky (NigTBEPAKYETLCA
Y KapTOHHIli kopo6bui, No E668i [oiiuneHs, OaHUMK peasibHOro yacy) - 36i/bLUeHHst TepMiHy npuaaTtHocTi 13
112: no 4 Tabnetkn y v6X i Ko. KT, BeHknikcTo ans gosysaHHA 100 mr. 3aTBepakeHo: TepMiH
6nictepi, no 7 6nictepis HimeuyunHa NPUAATHOCTI 2 POKKU. 3anponoHoBaHO: TepMiH NPUAaTHOCTI:
Y KapTOHHiIli kopobui, 4 (BUpPO6GHMLTBO, BeHknikcTo, TabneTkn, BKPUTI NNIBKOBOKO 060/10HKO0, 10 Mr: 2
KapTOHHI KOPOGKK Y nakyBaHHs Ta POKKN. BEeHK/IKCTO, TabNeTKM, BKPUTI NAIBKOBOK 060/10HKOK, 50 Mr:
rpynoBiii ynakosLji TecTyBaHHsA 2 poku. BeHknikcTo, TabneTku, BKpUTI NAiBKOBO 060/10HKO0, 100
NPOMIXXHOro Mr: 3 poKU. 3MiHV BHeCeHi y p. "TepMiH NpuAaaTHOCTI" B IHCTPYKLLiO
ekcTpygary ANs MeAnyHOro 3acTocyBaHHS Nikapcbkoro 3acoby. BeegeHHs
BEHETOK/1aKcy; 3MiH NPOTArOM 6-TW MICALB NIiC/1A 3aTBEPAXEHHS.
nepBuHHE Ta
BTOPUHHE MaKyBaHHS,
BMNYCK Cepii roToBOro
nikapcbKoro 3acoby)
40. | BEHK/NIKCTO | Tabnetku, BKpUTI EG66BI LLIseliyapi E66Bi Aiipneng HN IpnaHgis/ | BHECEHHs 3MiH A0 peecTpauiiiHux MaTepianis: 3MiHK | TUny - 3MiHK 3a UA/16667/01/02
NNiBKOBOK 060/10HKOLO, Biochapmacsto a B.B., IpnaHgis HimeuuunH 3 AKoCTi. FoTOBWMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peuyenmom
50 mMr Ne7: no 1 Tikan3 Mmex (BUPOBHMLTBO a TepmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro

Tabnetui y 6nictepi, no
7 6nicTepiB y KAPTOHHiIl

nikapcbKoro 3acooby,

TECTYBaHHS);

NiKapcbKoro 3acoby (36i/1bLUEHHST TEPMiHY NPUAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby) - [nsi TOproBoi ynakoBku (MiATBEPMKYETLCSA
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
Kopobui E668Bi [jonuneHs, OaHUMN peasibHOro yacy) - 36i/bLUEHHST TepMiHy npugaTtHocTi 13
v6X i Ko. KT, BeHknikcTo Ansa posysaHHsA 100 mr. 3aTtBepmxeHo: TepmiH
HimeuunHa NpUAATHOCTI 2 POKKU. 3anponoHoBaHO: TepMiH NpUAaTHOCTI:
(BUpPOGHMLTBO, BeHknikcTo, TabneTkn, BKPUTI NAIBKOBOKO 060/10HKO0, 10 Mr: 2
nakyBaHHs Ta poku. BeHknikcTo, TabneTkn, BKPUTI M/1IBKOBOK 060/10HKOK, 50 Mr:
TeCcTyBaHHs 2 poku. BeHKNIKCTO, TabneTkun, BKPpUTI MNiBKOBOK 060/10HKOI0, 100
MPOMiXHOro Mr: 3 poku. 3MiHV BHECEHI Y p. "TepMiH NPUAATHOCTI" B IHCTPYKL,itO
ekcTpygary AN MeAnYHOro 3acToCyBaHHA /iKapCbKoro 3acoby. BeegeHHs
BEHETOK/1aKcy; 3MiH NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPAXKEHHS.
nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
BMNYCK cepii roToBOro
nikapcbKoro 3acoby)
41. | BEHKNIKCTO | Tabnetku, BKpUTI E66BI LLiBeiuapi E668i AiipneHg HN IpnaHgjs/ | BHECEHHS 3MiH 0 peecTpaviiiHuX MmaTepianiB: 3MiHN | Tuny - 3MiHN 3a UA/16667/01/01
NNiBKOBOK 060/I0HKOHO, Biochapmacbto A B.B., IpnaHgis HimeuuunH 3 sKOCTi. FoTOBWMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y peuenmom
10 mr Ne 14: no 2 Tikan3 MM6X (BUPOGHMLTBO a TepMiHax NpuAaTHOCTI abo yMoBax 36epiraHHs roTOBOro
Tabnetku y 6nictepi, no nikapcbKoro 3acoby, nikapcbKkoro 3acoby (36i/1bLIeHHs TEPMiIHY NpUAATHOCTI FOTOBOroO
7 6nicTepiB y KapTOHHIi TEeCTyBaHHs); nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBku (MiATBEPAKYETLCA
Kopobui E66Bi [jonuneHs, OaHUMK peasibHOro Yacy) - 36i/bLUEHHST TepMiHy npugaTtHocTi 13
v6X i Ko. KT, BeHknikcTo gns fosysaHHA 100 mr. 3aTBepaxeHo: TepMmiH
HimeuyunHa NPUAATHOCTI 2 PoKKU. 3anponoHOBaHO: TepMiH NpUAaTHOCTI:
(BUPOGHMLTBO, BeHknikcTo, TabNeTkn, BKPUTI NAIBKOBOK 060/10HKO0, 10 Mr: 2
nakyBaHHs Ta POKMN. BEHKNIKCTO, TabneTkn, BKpUTI NNiBKOBOK 060/10HKO0, 50 Mr:
TecTyBaHHs 2 poku. BeHKNIKCTO, TabneTkun, BKpUTI MNiBKOBOK 060/10HKO, 100
MPOMiXXHOro Mr: 3 poku. 3MiHV BHECEHI Y p. "TepMiH NpMAATHOCTI" B IHCTPYKL,itO
ekcTpygarty AN MeANYHOro 3acToCyBaHHA NikapCbKoro 3acoby. BeeaeHHs
BEHETOK/1aKcy; 3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
BMNYCK Cepii roTOBOro
nikapcbKoro 3acoby)
42. | BEPANAMIN- | TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasnis: 3MiHW | Tuny - 3MiHK 3a UA/3582/01/02
AAPHULA NAiBKOBOK 0B0JI0HKOIO, "dapmaLeBTu "®apmMaLeBTnYHa 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y peuyenmom
no 40 wr, no 10 yHa hipma ipma "fapHuus” TepMiHax NpMAaTHOCTI abo yMoBax 36epiraHHs roTOBOro
TabneToK y KOHTYpHiii "NapHuus” nikapcbKoro 3acoby (iHLWi 3MiHK) - 36iNbLUEHHSI TEPMIHY

YapyHKOBI ynakoBLi, No
2 KOHTYpPHI YapyHKOBI
yNakoBKM B nauLli

NpUAATHOCTI FOTOBOrO JIiKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
[LOBrOCTPOKOBMX pe3y/ibTaTiB AOCNiMHKEHb CTabiTbHOCTI
NpoBeAEHNX B peasibHOMY Yaci: 3aTBepKeHO: 2 poKu
3anponoHosaHo: 3 poku (TepMiH BBEAEHHSA 3MiH NPOTAroM 6-Tu
MiCSILiB MiCNsi 3aTBEPAYKEHHST); 3MiHM | TUMY - 3MiHM 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs roTOBOro NiKapCbKoro 3acoby
(3miHa y 3aTBEpAKEHOMY MPOTOKO/I CTabiNIbHOCTI) - 3MEHLLIEHHSI
4acToTK AocnimKeHHs cTabinbHocTi /13 BEPAMAMII-OJAPHNLA,
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
Ha OCHOBI aHas1i3y CTATUCTUYHUX AaHWX
43. | BOPMIN TabneTkn Ans XyBaHHS Mini Xenckepe Benuka Menpo IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/6434/02/01
no 400 mr, no 1 a6o 3 Nimites, BpuTaHis PapmacboTrKanc BUNPAB/IEHHS TEXHIYHOT NOMUNKM Y METOAaX KOHTPOSIO AKOCTi Y peyenmom
Tabnetkn y 6nictepi, no Mpisat NimiTeq, cneumdikauii B po3aini «OfHOPOAHOCTb A03NPOBAHHbIX eAVHNL»
1 6nicTepy B nauuj 3
KapToHy
44. | BOTPIEHT™ TabneTkn, BKpUTI HoBapTic LLIseliyapi Brpo6Huk Benvka BHECEHHS 3MiH 4,0 pPeeCTpaLiiHNX MaTepiastiB: 3MiHu | Tuny - 3a UA/12035/01/01
NNiBKOBOK 060/10HKOHO, dapma Al a Hepo3dhacoBaHO( BputaHis/ AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
no 200 mr; no 30 NPOAYKLi: Icnanis MiCLiA NPOBaKEHHS Aif/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
TabneTok y gonakoHi, no nakco OnepenwHc NiKapcbKoro 3acoby, BK/OUauM Ai/lbHULI BUNYCKY cepii abo micue
1 dpnakoHy B KapTOHHii tOK Nimiten, Benuka NpoBeAeHHA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
Kopoo6Ui BputaHis; BMPOGHMK/iMNOPTEpP, BKIOYAKOUMN BUMYCK CEPIi) YTOUHEHHSA agpecu
BupobHuk ans BMpo6Huka 13 Makco Bennkom C.A., IcnaHisi, 6e3 3MiHK micus
nakyBaHHS Ta BUMyCKy BMPOGHMLTBA
cepii:
nakco Bennkom C.A.,
Icnanis
45. | BOTPIEHT™ TabneTku, BKpUTI HoBaprTic LLieiuapi Brpo6HMK Benuka BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/12035/01/02
NNiBKOBOK 060/1I0HKOHD, dapma Al A Hepo3dracoBaHOl BputaHia/ AAMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
no 400 wmr; no 30 NpoAyKLi: Icnanis MiCLiA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
TabneTok y ¢priakoHi, no nakco OnepeiilHe nNikapcbKoro 3acoby, BKIOYaUM AinbHNLi BUNYCKY cepii abo micue
1 dpnakoHy B KapTOHHii tOK Nimiten, Benuka npoBeAeHHA KOHTPOJIK0 AKOCTI. (LiSNbHICTb, 3a AKY Bignosigae
Kopoo6ui BputaHis; BMPOGHWK/iMNOPTEpP, BKOYAKOUMN BUMYCK CEPIA) YTOUHEHHSA afpecu
Brpo6HuK ans BMpo6HuKa 13 Mnakco Bennkom C.A., IcnaHisi, 6e3 3mMiHu micus
nakyBaHHS Ta BUMyCKy BMPOGHMLTBA
cepii:
nakco Bennkom C.A.,
Icnanis
46. | TABICKOH® CycneHsisi opasibHa; no PekkiTT Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/6865/01/02
M'ATHA 150 mn a6o no 300 mny BeHkizep BpuTaHis Xenckep (HOKeiA) BpuTaHis 3MiHY | TUnYy - 3MiHK Wopao 6e3nekn/eekTUBHOCTI Ta peuyenma
CYCNEHS3IA thnakoHax Xenckep Nimiteq thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHNX faHux
(HOKeiA) npo cuctemMy chapmakoHarnsgy (BBeAeHHs y3araslbHEHUX AaHNX
Nimiten npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,

BIANOBIAA/LHOI 32 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
0cob6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,

YMOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iCHEHHS
thapmakoHarnsgy (BkIo4yatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
KOHTaKTHOI 0CO6M 3asBHWKa, BiANOBIAaNbHOI 38 34iACHEHHS
thapmakoHarnagy B Ykpaini: [iloua pegakuis: OneHa Boesoga.
[MponoHoBaHa pefakuin: TeTaHa [y6ay. 3MiHA KOHTAKTHUX JaHUX
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KOHTaKTHOI 0CO6U 3asBHWMKa, BiANOBIAaNbHOI 38 34iACHEHHS
hapMakoHarnsay B YkpaiHi

47.

FABICKOH®
DOPTE
M'ATHA
CYCNEHS3IA

CycneHsist opasibHa, no
150 mn1 a6o no 300 mny
dhnakoHax; no 10 mny
cauwle; no 20 cawe B
KapTOHHI/ KopoobLi

PekkiTT
BeHkizep
Xernckep

(HOKeiA)
Niwvites,

Benvka
BpuTtaHis

PekkiTT BeHkizep
Xenckep (FOKeit)
Nimiteq

Benvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3minu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnX
npo cuctemy papmakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0c06y, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKNYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) - 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BigNnoBiAa/bHOI 3a 3MjACHEHHS
thapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuisn: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO6M 3asiBHMKA, BigNoBiAa/bHOI 3a 3MjACHEHHS
hapmakoHarniagy B YKpaii.

6e3
peuyenma

UA/6865/01/01

48.

FAH®OPT®

Kpansi ouHi no 3,0 mny
donakoHi-KpanesbHULj 3
nonietunexy, no 1 aéo 3
hnakoHu-kpanebHMLi B
KapTOHHI navi

AnnepraH
dPapmacbioTika
n3 IpnaHgis

IpnaHgis

AnnepraH
dapmacbioTikans

Ipnangis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHM | TNy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpPoBaPKEHHA AiS/IbHOCTI BUPOOHUKA (BK/TOYatoun, 3a
HEeOoOXigHOCTI, MicLie NPOBEAEHHST KOHTPOJIIO SIKOCTI), ab0 BrlacHMKa
MacTep-chaiina Ha A®l, abo noctadanbHrka AdI/BuxigHoro
marepiany/peareHTy/npoOMKHOrO NPOAYKTY, L0 3aCTOCOBYOTLCSA Y
BMPOGHULTBI ADI - 3MiHa HaliMeHyBaHHS1 BNacHMKa macTep-gaiina
Ha A®| Ha aitlody pe4yoBUHY GimaTonpocTy 6e3 3MiHM Micus
NPOBaKEHHS Aif/IbHOCTI BUPO6HUKA API; 3MiHM | TUNY - 3MiHa Y
MeTogax BMnpobyBaHHs A®l abo BuxigHoro
MaTepiany/npomMiKHOro nNpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA
y npouieci Bupo6HuLUTBa AP| - 3MiHM aHaNiTUYHOI METOAMKMN 3a
nokasHukom «CynyTHi gomiwku» (metog Bepx); 3miHu Il Tuny -
3arasibHe OHOB/EHHS MacTep-hainy Ha fitoyy peqyoByHY
6imaTtonpocty (ASMF) Big Bupo6Huka Kyowa Pharma Chemical
Co. Ltd, AnoHis

3a
peyenmom

UA/11121/01/01

49,

FENTPAN®

MOPOLLIOK
niocpinizoBanuii Ans
PO34nHYy A1 iH'eKUi No
500 mr, 5 cknAHMX
h/1aKOHIB 3 MOPOLLKOM
niocpinizoBaHum T1a 5
amnysn 3 PO3YMHHVKOM
(L-ni3uH, HaTpito
rigpokeuna, Boga ans
iH'ekuiin) no 5 mn B

AB60TT
Nab6opaTtopi3
m6X

HimeyunH
a

BUPOBHULTBO,
NepBUHHE MakKyBaHHS,
KOHTPO/1b SIKOCTi Ta
BUMYCK cepiii
po3umHHYKKa in bulk:
damap A.B.E. Animoc
MnaHT 63, BYN. Ar.
Oimitpiy, Mpevis;
BMPOGHMLITBO,
NepBUHHE NakKyBaHHS

peuis/
ITanis/
®paHuis

BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 SiKOCTi. TOTOBWIA Nnikapcbkuii 3aci6. 3MiHKM Y BUPOGHULTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi FOTOBOrO JlikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHMKA, LLIO BiANOBifa€E 3a BBE3eHHA Ta/abo
BUMYCK cepii) - Bknoyaloum KOHTPOb/BMNpoGYyBaHHSA cepii -
BBEJEHHA [104aTKOBOro BUPO6GHYMKA BiANOBiAaIbHOTO 3a KOHTPO/Ib
SIKOCTI Ta BUNYCK cepiit [13 Bionogxici ITanis /labopatopiz C.P.J1.,
ITanis agpeca micus npoBafpkKeHHs AianbHOCTI: Bia dininno
Cepnepo, 2 — 20060 Masate (MI), ITanig. 3MiHM BHeCeHi B

3a
peyenmom

UA/6993/02/02
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
KOHTYPHIli YapyHKOBIl Ta KOHTPO/b AKOCTI IHCTPYKLiI0 418 MEAUYHOro 3aCTOCYBaHHS L0400 HaiMEHYBaHHS Ta
yMakoBLij, 3aneyaTaHii nopoLuka MiCLLe3HaxX0MKEHHS BUPOOHMKA, SIK HACMNiAO0K — BiANOBIAHI 3MiHW B
/TIOMIHIEBOIO (PONLIOIO; niogpinizoBaHoro; KOPOTKY XapaKTepuUCTUKy Ta y TEKCT MapKyBaHHS /likapCbKOro
no 1 KOHTYpHIl BTOPVHHE NakKyBaHHS, 3acoby. BBefeHHsA 3MiH MPOTAroM 6-Tu micALiB nicns
YapyHKOBII yrMakoBLi y KOHTPO/b SKOCTi Ta 3aTBEpMKEHHS. 3MiHM | TMNy - 3MiHW 3 AKOCTIi. FTOTOBUIA NiKapCbKUiA
KapTOHHIA KOpooLi BMNYCK Cepiil roToBoro 3aci6. 3MiHM y BUpOo6HUMLTBI. 3aMiHa abo BBeAEeHHSA [,0AAaTKOBOI
nNikapcbKoro 3acoby: AinbHULI BUPOBHMLTBA 418 YacTUHM abo BCbOro BUPOBHNYOro
Bionogxici ITanis npovLecy roToBOro fikapcbkoro 3acoby (AinbHWUSA 415 BTOPUHHOTO
Na6opaTtopis C.P.J1., nakyBaHHs) - BBEZleHHS A0AAaTKOBOT AiNIbHULL BUPOBHMLTBA A/15
ITanis BTOPWMHHOrO nakyBaHHs /13 - bBionogxici ITanis /labopaTopis
abo C.P.N1., Itania agpeca micus npoBakeHHs fisfbHOCTI: Bia
damap fNlernp, ®ininno Cepnepo, 2 — 20060 Ma3zate (M), ITanis.
PpaHuis BBefeHHs 3MiH NpoTArom 6-T1 MicALIB Micia 3aTBEPAKEHHS.
50. | TENTPAN® NOpPOLLOK ABGOTT HimeuuunH BMPOGHMLITBO, peuis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6993/02/01
niochinizoBaHuin ans Nab6opaTtopi3 a nepBrHHE NakKyBaHHS, ITania/ 3MiHU 3 sikocTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. peuenmom
NPUrOTYBaHHA PO3UMHY 6X KOHTPO/b AKOCTi Ta ®paHuis 3miHa iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii Ta
Ans iH'ekuii no 400 mr, 5 BWMYCK Cepiii KOHTPOJI0 SIKOCTi FOTOBOrO NlikapcbKoro 3acoby (3amiHa abo
CKIAAHMX (P1aKOHIB 3 po3unHHYKKa in bulk: [ofaBaHHA BUPOOHMKa, LU0 BiANOBiAaE 3a BBE3EHHS Ta/abo
niocghinizoBaHUm damvap A.B.E. Animoc BUMYCK cepii) - Bkntoyatoum KOHTPONb/BMNpo6yBaHHSA cepii -
nopoLukom Ta 5 amnyn 3 MnaHT 63, BYN. Ar. BBEJleHHA [104aTKOBOro BUPOOHYMKA BiANOBIAa/IbHOTO 3a KOHTPO/Ib
PO3UYMHHUKOM (L-Ni3uH, LimiTpiy, Mpeuist; AIKOCTi Ta BUNYcK cepiii [13 Bionogxici Itanis flabopatopisz C.P.J1.,
HaTpilo rigpokcug, Boga BMPOGHMLITBO, ITanis agpeca micus npoBafpkeHHs AisnbHOCTi: Bia dininno
Ans iH'ekuil) no 5 mny nepBrYHHE NakyBaHHSA Cepnepo, 2 — 20060 Masarte (Ml), ITanisa. 3MiHM BHECEHI B
KOHTYPHIll YapyHKOBIlA Ta KOHTPO/Ib AKOCTI IHCTPYKLi0 4151 MeAWNYHOTO 3aCTOCYBaHHS LLOAO HAlIMEeHyBaHHA Ta
ynakoBLii, 3aneyaTaHii nopoLuka MiCLie3HaxXoMKEHHSI BUPOOHMKA, SIK HACNiAOK — BiANOBIAHI 3MiHW B
/1IOMIHIEBOIO (PONLIOIO; niogpinizoBaHoro; KOPOTKY XapaKTepuCTUKY Ta y TEKCT MapKyBaHHS /ikapCbKOro
no 1 KOHTYpHil BTOPVHHE NaKyBaHHS, 3acoby. BBefieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
YapyHKOBIl ynakoBLi B KOHTPO/b AKOCTi Ta 3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTI. FOTOBUIA NiKapCbKUii
KapTOHHIA KopoobLi BVNYCK Cepiil roToBoro 3aci6. 3miHM y BUpo6HULTBI. 3aMiHa abo BBeAEHHS A0AaTKOBOT
nikapcbKoro 3acoby: OiNbHULI BUPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBHUYOrO
Bionogxici ITanis npoLecy roToBoOro Nikapcbkoro 3acoby (AiNbHMLA 415 BTOPUHHOTO
Na6opaTtopis C.P.J1., nakyBaHHs1) BBEAEHHA AOAATKOBOT AiNbHULL BUPOGHMLTBA ANS
ITania BTOPWMHHOrO nakyBaHHsA 13 - Bionogxici Itanis /labopaTopis
abo C.P.N1., Itania agpeca micus npoBafpkeHHs fisfbHOCTI: Bia
®amap fernp, dininno Cepnepo, 2 — 20060 Ma3are (M), ITania. BBeaeHHA 3MiH
PpaHuis NpOTAroM 6-TM MicALB Nicaa 3aTBepAKEHHS
51. | TEPUENTUH PO34MH ONs1 iH EKLiA, ®.XodhchbmaHH- | LBeiuapi Bunpo6bHMuTBO LLiseliyapi BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHu | Tuny - 3a UA/14303/01/01
® 600 mr/5 mn; 1 cpriakoH 3 Na Pow N1a a Hepo3dacoBaHO( a AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
PO34YMHOM Y KapTOHHilA NpoayKLii, nakyBaHHs, MiCLiA NPOBaKEHHSA Aif/IbHOCTI BUPO6HMKa/iMNopTepa rotoBoro
Kopobui BMNPOOYBaHHSA NiKapcbKoro 3acoby, BK/OUaluM Ai/lbHULI BUNYCKY cepii abo micue
KOHTPOJIO SIKOCTI, NpoBeAeHHA KOHTPOJIK0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BUMNYCK cepii: BMPOGHMK/iMNOPTEpP, He BK/KOYAKUM BUNYCK Cepiit) - 3MiHa Ha3BM i

®.XodpchmaHH-/151 Pow
Nita, Weeiiuapis;

agpecy BUPOOHMYOT AisibHUL 3 BUNPOOYBaHHS KOHTPOJTHO SIKOCTI,
6€e3 3MiHN Micusl BUpobHMuTBa (BBEAEHHS 3MiH NpoTSArom 6
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BunpobyBaHHs
KOHTPO/IO AKOCTI:
®.XohpmaHH-/15 Pow
Ntp, Weeliuapis

MiCSLiB NiCNsA 3aTBEPAYKEHHS); 3MiHN | TUNY - AQMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecyn Micus MPOBafKeHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa rotoBoro Mikapcbkoro 3acoby,

BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJIO AIKOCTI. (ZisANbHICTb, 3a 5Ky BifnoBigae
BMPOGHMK/IMNOPTEpP, HE BK/IOYAKUM BUMYCK Cepil) - 3MiHa Ha3By i
agpecy BUpOOHUYOT AiNbHMLI 3 BUpOOHMLTBA HEpo3hacoBaHOl
NpoayKuii, NakyBaHHs, BUNPOOYBaHHSA KOHTPOJIIO SIKOCTi, 6€3 3MiHK

MicLa BUPOGHMLTBA (BBEAEHHSA 3MiH NpPOTAromM 6 micAuis nicns

3aTBEPMKEHHS); 3MiHU | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa

HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BMpOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby, BKIHYatoun
AinbHUUI BUNYCKy cepii abo Micue NPOBeAEHHSI KOHTPO/IO SIKOCTI.
(misnbHIiCTb, 3a AKy BigNoBifae BUPOOHUK/iIMIOPTEp, BKIKYAKUM
BUMYCK Cepiii) - 3MiHa Ha3BW i agpec (3 PUANYHOI Ha haKTUYHY)

BMpOGHMKa 13, BigNoBiga/IbHOro 3a BUMYCK cepii, 6e3 3MiHu

MicL BUPOGHMLTBA. A TaKOX 3MiHU BHECEHI B IHCTPYKLi0 A1A

MeAMYHOrO 3aCTOCYBaHHS W00 HaliMeHyBaHHA Ta
MiCLie3HaxX0)KEHHS BUPOOHUKA, SIK HACNiA0K — BiANOBIAHI 3MiHN Y
TEKCT MapKyBaHHS yNakoBKMW NikapcbKoro 3acoby (BBefeHHs 3MiH

npoTAarom 6 MicauiB nicns 3aTBepakKeHHs)

52.

FNKAMTUH™

Kancynu TBepai no 0,25
mr no 10 kancyn y
6nictepi; no 1 6nictepy
B KQpPTOHHI kopo6Lyi

HosaprTic
dapma Al

LLisefuapi
a

nakcoCmiTKnsiiH
MaHydakTypuHr
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu | TUNY - 3MiHW A0 IHCTPYKLT ANA MeAUYHOro 3aCTOCYBaHHsA
nikapcbKkoro 3acoby o po3ainis "®apmakonoriyni Bnactnsocti”,
"Cnoci6 3acTocyBaHHA Ta 403" (YyTOYHEHHS iHdopMmauii),
"B3aemogis 3 iHWKMKU NikapcbkMKU 3acobamMu Ta iHLWi BUan
B3aemogii",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHSA
rpyaao” (yTouHeHHs iHgpopmadii), "Mo6ivHi peakuii”

3a
peyerimom

UA/9121/02/01

53.

FNKAMTUH™

kancynu TBepgi no 1 mr
no 10 kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHiiA KOpo6Li

HosaprTic
dapma Al

Lseliuapi
P

nakcoCmiTKnaiiH
MaHyhakTypuHr
C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis:
3MiHK || TRy - 3MiHK A0 IHCTPYKL,T A8 MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "®apmakonoriyHi BnacTmBocTi”,
"Cnoci6 3acTocyBaHHA Ta f031"(YTOYHEHHS iHdopMmaLii),
"B3aemMogisi 3 iHLIMMM NiKapCbKMMK 3acob6amMm Ta iHWi BUan
B3aemogii",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaao” (yTouHeHHs iHdpopmadii), "Mo6ivHi peakuii”

3a
peyenmom

UA/9121/02/02

54.

rPUMEKC
XOTAKTUB

NOPOLLOK ANs
OpasIbHOTO PO3YMHY, MO
4t B cawwe, no 5, abo no
7, a6o no 8 a6o no 10

calle B KapTOHHI nayuj

tOHina6, Nn

CLWA

BUPOBHULTBO,
nepBuHHe Ta
BTOPUHHE MaKyBaHHSA,
KOHTPO/b Ta BUMYCK
cepii:

TOB HOC dapmauis,
MNonblua

Monbwal/
Benuvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHU [0 y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa A5 34iINCHEHHS

6e3
peyenma

UA/5737/01/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
BMPOGHMLITBO, thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
nepBuHHE Ta YMOBHOBaXEHOI 0c06W, BiANOBIAAILHOI 3a 34iiCHEHHS
BTOPVHHE NakKyBaHHS, hapMakoHarnagy (Bk1o4YatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
KOHTpOb cepii: pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) - 3miHa
BpadToH Jlabopatopis KOHTaKTHUX AaHWX KOHTaKTHOI 0co6w, BiANOBIAA/ILHOI 3a
NimiTen, Benvika 3[ifiCHEHHsT hapMakoHariaay.
Bputanis
55. | FPUNEKC NOpoLUOK ANA tOHina6, Nn CLWA Brpo6HMK, Monbwa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/6285/01/01
XOTAKTUB Opa/IbHOrO PO34UHY, NO BiAnoBiganbHNI 3a Benvka 3MiHu | TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuyenma
MAKC 5 I NOpoLLKY Y calue; no BMPOGHMLITBO 3a BputaHis thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHNX gaHux
5 cawe ab6o no 8 calwe B MOBHUM LIK/TOM: npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
naui TOB HOC dapmauis, npo cuctemy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT 0cobu,
MonbLua; BIANOBIAANbHOI 3a 34iiCHEHH:A dapmakoHarnsaay; KOHTakTHOT
Bnpo6HWK, 0co6u 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
BiAnoBiganbHN 3a thapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHa Big,
BMPOGHMLITBO, YNOBHOBaXEHOI 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
nakyBaHHs (nepBuHHe thapmakoHarnsgy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Ta BTOPVHHE), PO3MiLLEHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
KOHTPO/b Ta BUMYCK KOHTaKTHUX AaHWX KOHTaKTHOI 0co6w, BiANOBIAA/ILHOI 3a
npogykty in bulk, 3[iiCHEHHSsT hapMakoHariaay.
KOHTPO/Ib cepii
rOTOBOrO /1iKapCbKOro
3acoby:
BpadpToH JlabopaTtopi3
Nimiten, Benvka
BpuTtaHis
56. | AE3/TIOPATA nopoLuok (cybctaHuis) y | MAT "®dapmak” Ykpaina MopeneH labopeTopi3 IHAisa BHECEHHS 3MiH O peecTpaLiiiHix MaTepianis: TeXHiYHa NoMuIka - UA/13873/01/01
ANH NoABINHMX NimiTeq (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460) - npyBeAEHHS Y
noslieTuIeHoBMX BignoBigHiCcTb A0 MoHorpadii EP cneundikauii A®I
naketax gns [esnopataguny). Mig yac 3a3HayeHol npouesypu
BMPOGHMLTBA cneumgikauis/metoan koHTposto Ad| 6y1o npuBeaeHo y
HecTepusibHUX BigNoBIAHICTb A0 BUMOr MoHorpadii EP, y Tomy uucni, i 3a
Nikapcbknx opm po3ginom «Onuc» 3 «KpuctaniyHnii NOpoLLOK Bif Maiixe 6inoro Ao
61i8,0-pOXXEBOro KONbopy» Ha «binnit abo maiixe 6innii
NMOPOLLOK». Y 3B’513Ky 3 LM, HeobXifiHO nikapcbky hopmy ans Adl
NPUBECTU Y BIANOBIAHICTb 0 3aTBEPKEHOrO p. «ONUC».
3a3HaueHe BUMpaB/IEHHS BignoBigae marepiasiaM peecTpauiitHoro
[0CbE, SKi N0AABaNINCA HA BHECEHHS 3MiH
57. | AEKAMEBIT® | TabneTtku, BKpUTI AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/4850/01/01
NiBKOBOK 060/I0HKOLO, "KNIBCbKWI BITAMIHHWIA 3minu | TUny - 3miHm 3 axocTi. CepTudikat BignosigHocTI/lE- peyenma
no 10 TabneTtok y BITAMIHHUIA 3ABO4" cepTudikaT BignoBigHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
6nicTepi; no 2 6nictepn 3ABOA" MogaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BignoBigHOCTI abo

y nauui

BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBpONENCHKIi
hapmakonei: ans A®l; Ans BUXiAHOrO
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Hassa
NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo
20
nocsio4YeHHs

marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMIKHOI pEHOBVHN
(cepTudpikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif, BXXe 3aTBEpAKEHOro BUPOGHMKA -
nogaHHsa HoBoro CepTudikaty RO-CEP 2013-165-Rev 01 ansa Adl
MipnaoKCHHY rigpoxIopuz Bif, BXe 3aTBepAXeHOro BUPO6GHNMKa
Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutai, sk Hacnigok
BWy4eHHS 3i cneuudikauii APl KOHTPO/b 3a NOKA3HMKOM "Baxki
MeTann" ans BupobHuka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kutan

58.

[NEKBALON

Tabnetkn ans
PO3CMOKTYBaHHS 3
M'ATHUM CMakKomMm; no 6
Tabnetok y 6nictepi; no
3 abo 5 6nictepiB y
nauuj 3 KapToHy

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

YKpaiHa

AT "KUIBCbKUN
BITAMIHHAN
3ABOA"

YKpaiHa

BHECEHHS 3MiH A0 peecTpaviiiHux MaTepiasis: 3MiHW | Tuny - 3MiHK
3 sIKOCTi. FoTOBWMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y
TepMiHax NpuAaTHOCTI abo yMOBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (36i/1bLUeHHs TEPMiIHY NpUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns Toprosoi ynakoBky (MiATBEPAKYETLCA
JaHVMK peasnibHOro yacy) - 36iblIeHHs TePMiHY NPUAATHOCTI
roTOBOrO /liKapCbKoro 3acoby Ha OCHOBI NO3UTVBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI y peasibHOMYy Yaci:
3arBepmKeHo: TepMiH NpMAAaTHOCTI. 2 POKK; 3anponoHOBAaHO:
TepMiH NpuaaTHoOCTI. 3 POKKU. 3MiHW BHECEHI B iHCTPYKLi0 AN
MeAMYHOro 3acTOCyBaHHA NiKapCbKoro 3acoby y p. "TepMmiH
npugaTtHocTi" (BBEAEHHS 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS)

6e3
peyenma

UA/14989/01/01

59.

DEKBAJLON

TabneTkn ons
PO3CMOKTYBaHHS 3
JIMMOHHVM CMakoMm; no 6
Tabnetok y 6nictepi; no
3 abo 5 6nicTepiB y
naJui 3 KapToHy

AT

"KNIBCbKWI

BITAMIHHWA
3ABOA"

Ykpaina

AT "KUIBCbKWIA
BITAMIHHW
3ABOA"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3MiHK
3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. CTabifbHICTb. 3MiHa Y
TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHsi roToBoro
NiKapcbKoro 3acoby (36i/1bLLEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby) - [1si TOproBoi ynakoBku (MiATBEPAKYETLCS
[aHVMK peanibHOro yacy) - 36ibLIeHHSA TePMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCAIIKEHb CTAbINLHOCTI y peaslbHOMY Yaci:
3arsepmpKeHo: TepMiH NpUMAAaTHOCTI. 2 pokn; 3anponoHOBaHoO:
TepMmiH NpuAaTHOCTI. 3 POKWN. 3MiHW BHECEHI B IHCTPYKLtO A5
MeAMYHOro 3aCTOCYBaHHA /TiKapCbKoro 3acoby y p. "TepMmiH
npuaaTtHocTi" (BBe4eHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS)

6e3
peyenma

UA/16837/01/01

60.

[NEKBAAON

Tabnetkn ans
PO3CMOKTYBaHHS 3
Ma/IMHOBMM CMakoM; no
6 TabneTok y 6nictepi;
no 3 abo 5 6nictepis y
nauuj 3 KapToHy

AT

"KNIBCbKWN

BITAMIHHWA
3ABOA"

YkpaiHa

AT "KTBCBKAT
BITAMIHHW
3ABOS"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaviiiHux MaTepiasiis: 3MiHW | Tuny - 3MiHn
3 AKocTi. FoToBWMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
nikapcbkoro 3acoby (36i/1bLeHHs TEPMiHY NPMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 ToproBoi ynakoBku (NigTBEPAKYETLCA
JaHVMK peasibHOro yacy) - 36ibLeHHA TePMiHY NPUAATHOCTI
rOTOBOrO JliKapCbKOro 3acoby Ha OCHOBI MO3UTVMBHUX Pe3y/bTaTiB
[OBrocTpOKOBMX AOC/iPKEHb CTabiNbHOCTI Y peasibHOMy Yaci:

6e3
peyenma

UA/16838/01/01




73

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
3arsepmkeHo: TepMiH NpMAAaTHOCTI. 2 PoKK; 3anponoHOBAaHO:
TepMmiH npuaaTHOCTI. 3 PoKKN. 3MiHWN BHECEHI B iHCTPYKLl0 A5
MeAMYHOro 3acToCyBaHHA /iKkapCbKoro 3acoby y p. "TepMmiH
npugaTtHocTi" (BBEAEHHSA 3MiH NPOTAroM 6-Tu MicAuiB nicns
3aTBEepPAKEHHS)
61. | AEKBAAON Tabnetkn Ans AT Ykpaina AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHW | TUny - 3MiHK 6e3 UA/16839/01/01
PO3CMOKTYBaHHSA 3 "KNIBCbKWI BITAMIHHWIA 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3miHa Yy peyenma
KOKOCOBUM CMakoM; Mo 6 | BITAMIHHWW 3ABO4" TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro
TabneTtok y 6nictepi; no 3ABOA" NiKapcbKkoro 3acoby (36i/1bLLEHHSI TEPMiHY NPUAATHOCTI FOTOBOr0O
3 abo 5 6nicTepiB y niKapcbKoro 3acoby) - [ns TOproeoi ynakoBku (MiATBEPAKYETLCSA
nadui 3 KapToHy [aHVMK peasibHOro vacy) - 36ibLIeHHSA TepMiHY NPUAATHOCTI
roTOBOro Nikapcbkoro 3acoby Ha OCHOBI NO3UTUBHUX pe3y/bTaTis
[0BrOCTPOKOBUX AOCAIMKEHb CTABINLHOCTI y peaslbHOMYy vaci:
3arsepmKeHo: TepMiH NPpUMAAaTHOCTI. 2 PoKK; 3anponoHoBaHo:
TepMiH NpuaaTHOCTI. 3 POKU. 3MiHW BHECEHI B IHCTPYKLi0 AN
MEeAMYHOro 3aCTOCyBaHHSA MiKapCbKoro 3acoby y p. "TepMmiH
npuaaTtHocTi" (BBeAeHHS 3MiH NPOTAroM 6-Tu MicAUiB nics
3aTBEPAKEHHS)
62. | AEKPU3 TabneTkn, BKpUTI MPOPAPMA ManbTa Apgamvepq ®apma C.A. Monba BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiastiB: 3MiHu | Tuny - 3a UA/13553/01/02
NNiBKOBOK 060/10HKOHO, IHTEepHeLHN AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuyenmom
no 50 mr no 10 TabneTok TpehguHr MiCLSi NPOBaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
y 6nicTepi; no 3 NimiTen NiKapcbKoro 3acoby, BK/OUauM Ai/lbHULI BUNYCKY cepii abo micue
6nicTepu B KapTOHHIiA NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
naui BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM BUMYCK cepili) - 3MiHa Ha3Ba
BMPO6HMKA rOTOBOrO J1iKapCbKoro 3acoby, 6e3 3MiHu micus
BMPO6HULTBA (BBEAEHHHS 3MiH MPOTArOoM 6-TW MicsLiB nicns
3aTBEPKEHHS)
63. | AEKPUN3 TabneTku, BKpUTI NMPOPAPMA ManbTa Apawvep d®apma C.A. Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/13553/01/01
NNiBKOBOK 060/1I0HKOHD, IHTEepHeLHN AAMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
no 25 wr, no 10 TpeianHr MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
Tabnetok y 6nictepi; no Nimiten nNikapcbKoro 3acoby, BKIOYaUM AinbHNLi BUNYCKY cepii abo micue
3 6nicTepu B KAPTOHHiIl npoBeAeHHA KOHTPOJIKO AKOCTI. (LiSNbHICTb, 3a AKY Bignosigae
nauui BMPOGHUK/IMNOpPTEP, BK/IOYAOUM BUMYCK cepil) - 3MiHa Ha3Ba
BMPOGHMKA rOTOBOTO NiKapCbKOro 3acoby, 6e3 3miHu micus
BMPO6HULITBA (BBEAEHHHS 3MiH MPOTAroM 6-TW MicsLiB nicns
3aTBEPKEHHS)
64. | AEKCAMETA | kpuvCTasliyHuMiA NOPOLLIOK ToBapucTBo 3 YkpaiHa TAHbUZIHb TAHBSAO Kutai BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/15016/01/01
30H (cybeTaHuis) y 06MEXEHO dapmactoTikan Ko. 3MiHM | TUNY - 3MiHa y NapameTpax cneuudikauii Ta/abo
nonieTnIeHoBmX BiANOBiAabHI nra. [OMNYyCTUMUX MEX, BU3Ha4YeHnX y crneumdikalisx Ha Ad®l, abo
naketax gns CTIO BVIXiZHWA/NPOMDKHWIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
hapMaLeBTUYHOIO "focnigHnii npoueci BUpo6HuLTBa A®I; CynyTHA 3MiHa: 3MiHa y MeTofax
3aCcTOCyBaHHA 3aB0/, BMNpo6yBaHHA A®| abo BuxigHOro matepiasty/npoMikHOro
"rHUnNC" npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLEC

BUpo6HMUTBa AP (iHLWi 3MiHM Y MeToAax BUNPO6yBaHHS
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
(BKTrOYa0UM 3aMiHy ab0 AONOBHEHHS) Ad| abo
BVXiAHOro/NPOMiXXHOro NPOAYKTY)
65. | AEHEBON Tabnetku no 25 mr, no Mini Xenckepe Benuka Menpo IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0128/03/01
10 TabneTok y 6nicTepi; Nimiteq BpuTtaHis PapmacboTUkanc BMMNpPaBIEHO TEXHIYHY NOMUIIKY B iHCTPYKLi 415 MeANYHOro peyenmom
no 1 6nictepy B Mpisart JlimiTeq 3aCTOCYBaHHSA NiKapCbKOro 3acoby o0 MiCLLe3HaX04KeHHS
KapTOHHIA KOpooLi BUPOGHMKA
66. | AEHEBON Tabnetku no 50 mr, no Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/0128/03/02
10 TabneTok y 6nicTepi; Nimiten BpuTaHis PapmacbloTukanc BMNPAB/IEHO TEXHIYHY NMOMWKY B iIHCTPYKLIT 4151 MEANYHOTO peuyenmom
no 1 6nictepy B Mpisat NimiTeq, 3aCTOCYBaHHA NiKapCbKOro 3acoby LWo0 MiCLLe3HaxX04KeHHs
KapTOHHI KOpooLi BUPOBHMKA
67. | AEPMAAPIH Masb, 20 mr/rno 20 r dapmaveyTiw ABCTpis dapmaueyTiwle ABCTpist BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/8996/01/01
abo no 50 r, a6o no 100 e chabpik thabpik MoHTaBIT AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
ry Ty6i; no 1 Ty6i B MoHTaBIT M6X MiCLAl MPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KapTOHHIA ynakoBLi m6X nikapcbKoro 3acoby, BKIYauM AifibHULI BUNYCKY cepii abo micue
NpoBefeHHSA KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEp, BK/IOYAUM BUMYCK Cepiid) - 3MiHa agpecun
BMPOGHUMKa DPapMatieyTiwle dabpik MoHTaBiT TM6X, ABCTpis, 6e3
3MiHM Micus BUPOGHULITBA. BUnyyeHHs HanncaHHsA BUPOGHMKa
iHO3eMHOI0 MOBOIO (BBEAEHHS 3MiH MpPOTAroM 3-X MicAuiB nicns
3aTBEPAKEHHS)
68. | ANKNTO®EHA | po3uvH ans iH'ekuii, 25 MpuBatHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/13364/01/01
K HATPIO Mr/Ma no 3 mn B amnysii; akujioHepHe TOBapuUCTBO "JlekximM- 3MiHM | TUMy - 3MiHW B MeTogax BUNpobyBaHHS rOTOBOrO peyenmom
no 5 amnyn y nayui 3 TOBapuUCTBO Xapkis" nNiKapcbKoro 3acoby, a came: B METOAMUKN KOHTPO0 «CynpoBiaHi
neperopogkamu; no 5 "Mlekxim- OOMiWwKn», «KinbkicHe BU3HaueHHs. [inknodeHak HaTpito. CnvpT
amnysn B 04HOGIYHOMY Xapkis" 6eH31oBUii» BBEAEHO CTaHAapTHW 3pa3ok EP CRS, po6ounii
6nictepi; no 1 6nictepy CTaHAapTHWA 3pa3ok (PC3) ans auknogeHaky HaTpito Ta cnmpTy
y nayui; no 3 mn B 6€eH31N0BOro; CTaHAapTHWI 3pa3ok bputaHcekoi hapmakonei (BP
amnyni; no 100 amnyn 'y CRS) ans 1-(2,6-guxnopdeHin) iHgoNiIH-2-0H
Kopobui 3
neperopogxkamu
69. | AIOP/TAH® renb (1000 OA/r) no 40 r NAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/7568/01/01
y Ty6i; no 1 Ty6i B naui "Knismeganpen "KuiBmegnpenapart" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peuyenma
apar" hapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby LW0A0 3a3HaYEHHS MKHAPOAHMX NO3HaYeHb
OAVHWLb BUMIpIOBaHHSA. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIB
nicns 3aTBepkKeHHs
70. | AOLUETAKCE | KoHUeHTparT A/s TeBa 13painb AkTasic ITani C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/13625/01/01
N-TEBA po3unHy Ans iHdysiin, 20 | dapmaLeBsTika 3MiHV | TUMY - 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro 3acToCyBaHHS peuyenmom
mr/mn no 1 mn a6o no 4 N lHgacTpi3 NiKapcbKoro 3acoby y po3gisin: "OcobanBoCTi 3aCTocyBaHHA" (Y T.
M, abono 7 mny 14, Y. "34aTHICTb BNAMBATN Ha LUBMAKICTb peakLii Npy KepyBaHHi
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
chnakoHi; no 1 donakoHy aBToTpaHCnopToM abo iHWMMK MexaHismamn'"), “"MobiyHi peakuii”
B KOpPOO6Li 3rigHO 3 AaHuMK Wwoao 6e3neky Ajtoyoi peyoBuHu. BBBeAEHHS
3MiH NpoTAroM 3-x MicsiLiB NicNsi 3aTBepKEHHS
71. | EKBEMECTA TabneTku, BKpUTI AT "T'piHaekc" Natsis MoBHWI BUPOGHWYWIA Ipnangis BHECEHHS 3MiH [0 peecTpaviiiHux matepianis: 3miHu | Tuny - 3a UA/15026/01/01
H rPIHOEKC NNiBKOBOK 060/10HKOLO, npouec: 3MiHM 3 sKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. peyenmom
no 25 wr; no 10 EipleH ®apma 3amiHa abo BBeEHHSA [0AATKOBOI Ai/IbHULi BUPOBHULTBA A1
Tabnetok B 6nicTepi; no Nimiten, lpnaHgis; 4YacTVHM abo BCbOro BUPOOHMYOro NpoLecy roToBOrO J1iKkapCbKOro
3 6nicTepu B nauui 3 TOB "MinnMoyHT 3aco6y (AinbHULA AN NePBUHHOTO NaKyBaHHS) BBEAEHHS
KapToHy Xenckeap", IpnaHgis BUPO6HMYOT ainbHuUi TOB "MinnmoyHT Xenckeap", IpnaHgis, wo
(anbTepHaTnBHA posTalloBaHa 3a agpecor Cekuis 4, JoHope Poyg IHgacTpian
OiNbHULSA, Ha SKil Ectelit, ipoeaa, rpadcTo flayT, IpnaHaia BignosigansHoi 3a
npoBOANTLCA nepBUHHE NakKyBaHHS FOTOBOTO NiKapcbkoro 3acoby. 3MiHu | Tuny -
nepBrHHE NakyBaHHS,; 3MiHM 3 aKocTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Yy BUPOGHULITBI.
albTepHaTUBHa 3amiHa abo BBeieHHs AOAATKOBOI AiNbHULI BUPOOHMLTBA 415
[iNbHULSA, Ha sKIl 4acTMHM ab0 BCbOro BUPOBHMYOrO NPOLEecy roToBOrO J1iKkapCbKOro
NnpoBOAUTLCA 3aco6y (AinbHMLA ANS BTOPUHHOTO NakyBaHHS) BBEAEHHS
BTOPVHHE NakKyBaHHS; BMPOGHUWYOI AinbHKLi TOB "MinaMoyHT Xenckeap”, IpnaHgis, Wwo
a/ibTepHaThBHa posTalloBaHa 3a agpecoto Cekuis 4, JoHope Poya IHaacTpian
OiNbHULA, Ha SAKil Ecteiit, Apoeaa, rpachcTo flayT, IpnaHais BignosiganbHoi 3a
npoBOANTLCA BTOPWHHE NakKyBaHHSA roTOBOrO /liKapCbKoro 3acoby.
nepBuHHE Ta
BTOPUHHE NaKyBaHHS)
72. | ENNIEPEHOH | Tabnetku, BKpUTI My6niyHe Ykpaina Brpo6HMLUTBO, aHasli3 IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHW | Tuny - 3MiHK - UA/12533/01/01
NAiBKOBOK 060JI0HKOIO, akujioHepHe Ta BUMYCK Cepili: 3 AkocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema
no 25 wr: in bulk: no 120 TOBapuUCTBO CiHTOH XicnaHist C.J1. KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa po3Mipy ynakoBKu
000 TabneTok y "HaykoBo- roTOBOrO JlikapcbKoro 3acoby (3MiHa KilbKOCTi 0ANHWLb
nopgiliHomy BMPOGHUYMIA (Hanpuknag TabneTok, aMmnyn TOLLO) B ynakoBLii:) - 3mMiHa nosa
nonieTnieHoBoMy LeHTp AlanasoHOM 3aTBeppKEHUX PO3MIPIB YNaKoBKM - BBELEHHS
naketi, in bulk: no 90 "BopLuariscbk [04aTKOBUX BUAIB YNakoBOK, 63 3MiHW NakyBa/lbHOro Marepiany,
000 TabneTok y Wi Ximiko- 3 BifNOBIAHUMM 3MiHAMUK [0 PO3AiNy «Ynakoska» (BeefeHHs 3MiH
nogginHomMy thapmaueBTny NpOTArom 3-X MicALiB Nic/1a 3aTBEPMKEHHS); 3MiHM | Tuny - 3MiHK 3
nonieTuaeHoBoMy HWi1 3aBoa” AKkocTi. [oToBWiA Nikapcbkuii 3aci6. Cuctema

nakeTi; in bulk: no 67
000 Tabnetok y
noagiiHomy
nonieTuaeHosomy
nakeTi; in bulk: no 50
000 TabneTok y
noagiiHomy
nonieTuaeHoBomMy
naketi; in bulk: no 37
000 Tabnetok y
nogginHomMy
nonieTuaeHoBoOMy

KOHTelHep/3aKynoproBasibHWIA 3aci6. 3miHa po3mipy ynakoBku
rOTOBOrO JliKAPCbKOro 3acoby (iHLWi 3MiHN) - BBEAEHHSI
[O0MyCTUMOTO BigxuneHHs1 +15% [0 3aTBepMXEHOro po3mipy
ynakoBku (BBefeHHs1 3MiH NpoTArom 3-x Micsauis nicns
3aTBEPAKEHHS)
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nakeTi; in bulk: no 27
500 Tabnetok y
nopgiliHomy
nonieTuaeHoBomMy
nakeTi; in bulk: no 20
500 TabneTok y
noAgiiHomy
nonieTnieHoBoMy
nakeri; in bulk: no 15
500 TabneTok y
noAgiiHomy
nonieTMIEHOBOMY MakeTi
73. | ENNIEPEHOH | Tabnetkw, BKpUTI My6niuHe Ykpaina Brpo6HMUTBO, aHani3 Icnanis BHECEHHS 3MiH A0 peecTpaviiiHux maTepiasis: 3MiHW | Tuny - 3MiHn - UA/12533/01/02
NNiBKOBOK 060/1I0HKOLO, akuioHepHe Ta BUNYCK cepiii: 3 aKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
no 50 wmr: in bulk: no 60 TOBapUCTBO CiHTOH XicnaHist C.J1. KOHTelHep/3aKynoptoBasibHUA 3aci6. 3MiHa po3Mipy ynakoBKu
000 TabneTok y "HaykoBo- rOTOBOrO /liKapCbkoro 3acoby (3MiHa KiIbKOCTi OANHULb
noagiiHomy BMPOGHNYNIA (Hanpuknag TabneTok, amnyn TOLL0) B ynakoBL,i:) - 3MiHa no3a
nonieTmneHoBoMy LieHTp AianasoHoM 3aTBepKEHUX PO3MipiB YNakoBKM - BBELEHHS
nakeTi; in bulk: no 45 "BopLuariBcbk L04aTKOBMX BUAIB YNakoBOK, 6€3 3MiHV NakyBaslbHOTO MaTepiany,
000 TabneTok y WA XimiKo- 3 Bi4NOBIAHMMU 3MiHAMK [0 Po3AiNny «YnakoBka» (BBefeHHs 3MiH
noagiiHomy hapmaueBTny NPOTArom 3-X MicALiB Nic/a 3aTBEPAKEHHS); 3MiHW | TUNY - 3MiHK 3
nonieTuaeHosomy HWi1 3aBoa" AKocTi. [oTOBWiA Nikapcbkuii 3aci6. Cuctema

naketi; in bulk: no 33
500 Tabnetok y
noAgiiHomy
nonieTnaeHoBoMy
nakeTi; in bulk: no 25
000 Tabnetok y
noagiiHomy
nonieTmneHoBoMy
nakeTi; in bulk: no 18
500 TabneTok y
noagiiHomy
nonieTuaeHosomy
naketi; in bulk: no 13
600 TabneTok y
noAgiiHomy
nonieTnaeHoBoMy
nakeTi; in bulk: no 10
100 TabneTok y
noagiiHomy
nonieTnneHoBoMy

nakeTi; in bulk: no 7 500
TabneTokK y noaBiiHOMY

KOHTelHep/3aKynoptoBasibHWA 3aci6. 3MiHa po3Mipy ynakoBKu
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW) - BBEAEHHS
[0NyCTUMOrO BiAXWeHHs +15% [0 3aTBepa)XeHOro po3Mipy
ynakoBku (BBefeHHA 3MiH NpoTArom 3-x micauis nicns
3aTBEPAKEHHS)
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nonieTMIeHoBOMY MakeTi
74. | ECBEPITOKC | Tabnetku no 3,2 mr, no LWanep & HimeuuunH Wanep & Bprommep HimeuuunH BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/11978/01/01
20 Tabnetok y bnictepi; Bptommep a 'm6X & Ko. KI a 3MiHU | TUNy - 3MiHK @aHaNITUYHOT METOAUKN NS KiNbKICHOro peuyenma
no 2, a6o 3, abo 5, abo M6X & Ko. KI BM3HAYEeHHS ad)/IOTOKCUHIB Y BUXIAHIA POCAVHHIN CUPOBUHI;
no 10 6nictepiB y 3anpornoHoBaHo: Metos BEPX 3 donyopecueHTHUM LeTEKTOPoM);
KapTOHHIA KOpooLi 3MiHK | TNy - 3MiHW Y ONUCi MEeTOAY Mac-CneKTpoMeTpii 3
iHAYKTMBHO 3B’A3aHot0 nnasmoto (ICP-MS), sikunii 3aCTOCOBYETLCS
NS BU3HAYEHHST BaXXKUX MeTaniB y BUXIAHI POCNVHHIV CUPOBUHI;
3MiHM | TUNY - 3MiHa MeToAy ANst BUSHAYEHHSI NecTULULIB B
POCAVHHIN CMPOBUHI; 3anponoHoBaHo: § 64 LFGB (German Food
and Feed Code) methods L00.00-34 and L00.00-49/3)
75. | ECNOTUH TabneTku, BKPUTI YOPNLA TypeuuunH yopPna MEOMLINH TypeuuunH BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis: 6e3 UA/16357/01/01
NNiBKOBOK 060/I0HKOHO, MEAMUMH a IAY CAH. BE TIJK. a 3MiHM | TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuyenma
5 mr no 10 TabneTok y INAY CAH. BE A.LL. thapmakoHarnsay. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux
6nictepi; no 1, 2 a6o 3 TIAXK. A.LL. npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHnX
6icTEPN B KAPTOHHIN npo cuctemy papmakoHarnsay, 3aMiHa yrnoBHOBaXXeHOT 0coou,
KopoobLi BiANOBIAA/ILHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT
0co6m 3 chapmakoHarnagy 3asBHVKa A5 34iNCHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMNOBHOBaXEHOI 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BK4vaoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MileHHI MacTep-haiina cuctemn hapmakoHarnsgy) 3miHa
YNOBHOBaXeHOI 0c06Y BiANOBIAa/IbHOI 3a hapMakoHarnsa: [iroya
pepakuis: XtoceiH ToHisni / Mr. Huseyin Tonyali. MponoHoBaHa
pegakuisi: MeBciMm Inbkbaxap LiHuenb / Mrs. Mevsim llkbahar
Dincel. 3miHa KOHTaKTHMUX AaHKX YNOBHOBaXEHOI 0Co6M,
BiANOBIAabHOI 3a hapmakoHarnag. 3MiHa KOHTaKTHUX JdaHnX
KOHTaKTHOT 0CO6MU, BignoBiganbHOI 3a hapMakoHarisg. 3miHa
MicLA 34iACHEHHA OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaxXoKeHHst MacTep-dhaiina.
76. | ECCEHUIAN pO34uH A4 iH'ekuin, 250 | TOB "CaHodi- YkpaiHa ®AMAP XE/IC KEAP Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/7720/01/01
E®H Mr/5 MA, in bulk Ne 336: ABeHTIC CEPBICI3 MAOPNA, 3MiHK | TUNY - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
no 5 mn B amnyni; no YkpaiHa" C.AY. thapmakoHarnsgy. 3amiHa rpadiyHoro oOopMIEHHS Ha TEKCT
336 amnyny MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby
TpaHCMOPTHIlA KOpoOLi
77. | BANIACTA® Tabnetkn no 2,5 mrno 7 KPKA, a.4., CnoseHis KPKA, g.4., Hoso CnoseHis/ BHECEHHS 3MiH [0 peecTpavljiiiHnx maTepianis: 3a UA/12069/01/01
TabneTok y 6nictepi; no Hoso mecTO mecTo, CroBeHis; MNonbLa 3MiHW | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA NiKapCbKuit 3aci6. 3MiHW y peyernmom

4 abo no 8 6nicTepiB y
KapTOHHIA KOpooLi

KPKA, Monbuwa
Cn.3.0.0.

BMPOGHMLTBI. 3MiHM Y NpoLieci BUPO6HMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BK/OYaUM NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCA NpK
BUPOGHMLTBI TOTOBOTrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
npovueci BUpobHNLTBA) 3MiHa BNPOBaXXYETHCA Y 3B'A3KY 3
BUPOBHMYOIO HEOOXIAHICTIO 4718 onTUMI3aLii BUpOOHUYOro npouecy
0115 BCiX A03yBaHb. 3MiHa CTOCYETbCSA NPUrOTyBaHHS KOMMPECIHOT
CYMilli A1 BCiX 03yBaHb
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78. | BANNIACTA® Tabnetkn no 5 mr no 7 KPKA, a.4a., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12069/01/02
Tabnetok y 6nictepi; no HoBo mecTo MecTto, CrioBeHis; Monbwa 3MmiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
4 a60o no 8 6nictepis y KPKA, MonbLa BUPOGHMLTBI. 3MiHM Yy NpoLeci BUPOGHULITBA FOTOBOTO J1iKapCbKOro
KapTOHHI/ KopoobLi Cn.3.0.0., MNonbLa 3aco6y, BKNoYauy NPOMKHWUIA MPOAYKT, L0 3aCTOCOBYETLCA NP
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoueci BUPo6HMLITBA) 3MiHA BNPOBAMKYETLCA Y 3B'A3KY 3
BUPOBHMNYOKD HEOOXIAHICTIO A/19 onTuMi3avii BUpO6GHNYOro npouecy
0115 BCiX A03yBaHb. 3MiHa CTOCYETbCS NPUrOTyBaHHS KOMMPECiHOT
CYMiLLi 47151 BCiX 103yBaHb
79. | 3AJIACTA® Tabnetkn no 7,5 mrno 7 KPKA, a.4., CnoBeHis KPKA, 4.4., HoBo CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12069/01/03
Tabnetok y 6nictepi; no HoBo mecTo mMecTo, CroBeHis; MonbLia 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
4 a60 no 8 6nictepis y KPKA, MonbLa BUPOOHMLTBI. 3MiHM Y NpoLeci BUPOGHMLTBA FOTOBOTO JiKapCbKOro
KapTOHHI/ KopoobLi Cn.3.0.0., MNonbLya 3aco6y, BKNOUaUy NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCSA NPy
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa Yy
npoweci BUpo6HMLITBA) 3MiHA BNPOBAMKYETHCA Y 3B'A3KY 3
BUPOBHMYOKD HEOOXIAHICTIO 4715 onTUMi3avii BUpOOGHMYOro npouecy
0115 BCiX A03yBaHb. 3MiHA CTOCYETbCS NPUIOTyBaHHS KOMMPECIHOT
CYMiLLi 4715 BCiX 03yBaHb
80. | 3A/IACTA® Tabnetkn no 10 mr no 7 KPKA, a.4., CnoBeHis KPKA, 4.4., HoBo CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/12069/01/04
Tabnetok y 6nictepi; no HoBo mecTo MecTo, CnoBeHis; MonbLa 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FoTOBUIA NiKapCbKuii 3aci6. 3MiHN Y peuyenmom
4 abo no 8 6nictepiB y KPKA, MonbLa BMPOGHMLTBI. 3MiHK Y NpoLieci BUPOGHULITBA rOTOBOTO NiKapCbLKOro
KapTOHHI KOpooLi Cn.3.0.0., MonbLa 3aco6y, BK/IOYa4M MPOMKHWIA NPOAYKT, WO 3aCTOCOBYETLCS MpU
BVMPOGHMLTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa y
npoveci BUpo6HULTBA) 3MiHa BNPOBAAXYETLCA Y 3B'A3KY 3
BUPOBHMYOKO HEOOXIAHICTIO 4715 ONTUMI3auii BUPOOGHMYOro npouecy
[ONA BCiX A03yBaHb. 3MiHa CTOCYETbCA NPUrOTyBaHHSA KOMNPECiliHOT
CyMiLi AN15 BCIX 103yBaHb
81. | 3A/IACTA® Tabnetkn no 15 mr no 7 KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12069/01/05
Tabnetok y 6nictepi; no HoBo mecTo mecTo, CnoBeHis; MonbLa 3MiHu | TUNY - 3MiHK 3 AKOCTI. FToTOBUIA NiKapCbkuii 3aci6. 3MiHN y peuenmom
4 abo no 8 6nictepiB y KPKA, Monblia BMPOGHMLTBI. 3MiHKN Y NpoLieci BUPO6HMLITBA FOTOBOTO NiKapCbKOro
KapTOHHI Kopoo6Li Cn.3.0.0., Monblua 3aco6y, BKOUaUy NPOMDKHUIA MPOAYKT, L0 3aCTOCOBYETLCS NPy
BUPOGHMLTBI rOTOBOrO NiKapCbKoro 3acoby (He3HayHa 3miHa y
npoveci BUpo6HULTBA) 3MiHa BNPOBAAKYETLCA Y 3B'A3KY 3
BVMPOGHMYOI0 HEOOXIAHICTIO A1 ONTMMI3aL,ii BUPOOGHUYOro npoLecy
[ONA BCiX A03yBaHb. 3MiHa CTOCYETbCA NPUrOTyBaHHSA KOMNPECiliHOT
CyMiLi 415 BCIX 103yBaHb
82. | 3A/IACTA® Tabnetku no 20 mr no 7 KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12069/01/06
TabneTtok y 6nictepi; no HoBo mecTO mecTo, CnoBeHis; Monbua 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y peuenmom

4 abo no 8 6nictepiB y
KapTOHHIA Kopoo6Li

KPKA, Monba
Cn.3.0.0., Monbwa

BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLITBA FOTOBOTO NiKApPCbKOro
3aco0y, BK/IOYaoUM MPOMDKHWA NPOAYKT, L0 3aCTOCOBYETHLCA NpK
BUPOGHMLTBI rOTOBOIO NiKapCbKOoro 3acoby (He3HayHa 3miHa y
npoueci BUpo6bHNLTBA) 3MiHa BNPOBAXYETLCA Y 3B'A3KY 3
BMPOGHMYOI0 HEOOXIAHICTIO AN ONTMMI3aLii BUpO6HUYOro npoLecy
[AN5 BCiX A03yBaHb. 3MiHa CTOCYETbCSA NPUrOTyBaHHS KOMNpPeCiliHOT
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CyMiLi 415 BCIX 103YBaHb
83. | BEPBAKCA® | nopoLuok A Mepk Wapn i LLiBeiuapi BMPOGHULITBO 3a CLlA/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/16362/01/01
KOHUEeHTpaTy ans Ooym IAEA A NOBHUM LMK/IOM PpaHuin 3MiHu | TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
po3unHy ANns iHdysin, 1 6X Crepi-dapma, JI/1C, thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHNX gaHux
r/0,5 r; no 10 chnakoHiB 3 CLWA npo cuctemy thapmakoHarnagy (BBefeHHs y3ara/ibHeHUX JaHnx
NOPOLLKOM Y KapTOHHilA anbTepHaTUBHUIA npo cucTemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0cobw,
KOpOo6Li 3 MapKyBaHHAM BMPOGHWK: BTOPUHHE BIANOBIAANbHOI 3a 34iiCHEHH:A dapmakoHarnsay; KOHTakTHOT
YKPaiHCbKOI0 MOBOIO nakyBaHHs, 0cobu 3 chapmakoHarnagy 3asBHVKa 4715 34iNCHEHHS
BiAnoBiganbHNI 3a thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHaA Big,
BMNyCK cepil YMOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
Na6opaTtopii Mepk thapmakoHarnsgy (BkIouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Wapn i foym LLUn6pe, po3MiLLieHHi MacTep-thaiina cuctemun chapmakoHarnsgy) 3MiHa
PpaHLin MicLA 3AiACHEHHA OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3Hax0MKEHHS1 MaiicTep-doaiina.
84. | 3S0OMETA® KOHLeHTpaT Ans HosaprTic Lseliuapi HosaprTic ®apma Lseliuapi BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis: 3a UA/8368/01/01
PO34MHy ANns iHdysin, 4 dapma Al A LWTenH Al A 3MiHK | TNy - 3MiHa y NnapameTpax cneumdikauii Ta/abo peuyenmom

Mr/5Mnno5mny
thnakoHi; no 1 donakoHy
B KQpPTOHHIli Kopobu,i

JOMyCTUMMX MEeX, BU3HaUYeHuX y cneuudikadisx Ha A®l, abo
BUXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y
npoueci BUpo6HuUTBa A®I - 4ONOBHEHHS cneumdikauii AdD|
30/1eHAPOHOBOI KACOTH -HOBUM NOKA3HUKOM SIKOCTI «3arasibHe
4yncno ApxmKeBnx Ta naiceHesux rpnbis (TYMC) 3 niMiToM He
6inbLe Hix 102 KYO/r» y BiANOBigHICTb 40 BMMOr EP; 4ONOBHEHHS
cneuugikauii po3uymHHUKa eTaHony 94 %, Lo BUKOPUCTOBYETLCH Y
npoueci BUpo6HuLTBa AP| NOKa3HUKOM «BeH30/1 He GinbLue Hix 2
ppm» (BU3HAYEHHS NPOBOANTLCS 3aTBEPAKEHUM METOA0M [MX);
[OMNOBHEHHS cnevmdikauii BUXiZHOro Nnpoaykty Imigasony
MOKa3HWKOM SIKOCTi «[lOMiLLKM MeTofoM ['X» 3 BiANOBIAHUMM
nimiTamn (cneyucpikoBaHi AOMILWKKM, HecneundikoBaHi 4OMILLK/ Ta
cyMa AOMILLOK); 3MiHM | TNy - 3MiHa y MeTofax BUNpobyBaHHS
A®| abo BMXigHOrO MaTepiany/npPoMiKHOTO NPOAYKTYy/peareHTy, LWwo
BUKOPVCTOBYETLCA Y NpoLieci BUPO6HULTBA AP - BUNYUYEHHS 3i
crneundikavii BUXigHoro matepiany imigasony , Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLTBA AD| ifeHTUdikav o
metogom BIY-cnektpomeTpist (NIR spectroscopy), 3a/MIIaeTbCs
3aTBepMAXeHunii 14 meToa; BuyyeHHs 3i cneumdikavii BUxigHoro
mMartepiany imigasony, L0 BUKOPUCTOBYETLCS Y NpoLLeci
BMpo6HMUTBa ADI igeHTudikauiio meTogom X, 3anmMwaeTbcs
3aTBepaxeHuii 14 meTtop;

He3HauHi 3MiHM B MeTOo/i BUNPOBYBaHHSA Ki/IbKICHOrO BMICTY
BMXIAHOTO MaTepiay iMigasony, Lo BUKOPUCTOBYETLCS Y NPOLLECI
BMpOGHMLTBa ADI, a came 3MmiHa TeMnepaTtypu iHxekTopa Ta
[eTekTopa; B pamMkax 3MiHW BHECEHi peAakLiiiHi npaBkn [0
cneumdikauii Imigasony 3a nokasHMKamMu «igeHTudgikauis», «Boga»
Ta «KiJIbKiCHe BU3HAYEHHsI»; He3HAYHi 3MiHVM B MeTofi
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Ymosu

Homep

Hassa
NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

BionyckKy

peecmpayjiliHo
20
nocsio4YeHHs

BMNPOGYBaHHA /19 BU3HAYEHHS iAEHTUYHOCTI BUXIAHOTO
marepiany imigasony, Wo BUKOPUCTOBYETLCS Y MPOLEC
BMPOGHMLTBA ADI, a came pO3LUMPEHHS Aiana3oHy AOBXWH XBU/b
Big 4000 — 600 cm-1 go 4000 -400 cm-1

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:

3a

UA/16132/01/01

85.

IBAHAPOHO
BA
KNACNOTA-
BICTA

KOHLieHTparT Ans
pO34uHy ANs iHgysil, 1
Mmr/mn; no 6 mny
donakoHi; no 1 dpnakony
Y KapTOHHiIli kopobLi

MicTtpan
Kenitan
MeHeKMeHT
Nimiteq

AHrNifA

CiHToH Xicnanisa, C.J1.,
IcnaHist (KOHTpOsb
AIKOCTI, BUMYCK Cepii);
Cotema, Mapokko
(BUPOGHMLTBO,
nakyBaHHs1)

IcnaHis/
Mapokko

3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edekTUBHOCTI Ta
papmakoHarnsay. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cucTemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0cobw,
BIANOBIAANbHOI 3a 34iiCHEHH:A dapmakoHarnsagy; KOHTakTHoT
0cobu 3 chapmakoHarnagy 3asBHVKa 4715 34iNCHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (Bko4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MiLLieHHi MacTep-thaiina cuctemmn chapmakoHarnsgy) 3MiHa
YyNOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,;:
[Oitoua pepakuin: Jlybau TeTsiHa BikTopiBHa; MponoHoBaHa
pepakuis: CoTHikoBa CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX
[AaHvX YNOBHOBaXeHOi 0co6W, BiAMNOBIAA/IbHOI 3a hapMakoHarnisg.
3MiHa Micus 3[jiCHEHHST OCHOBHOT AiSNIbHOCTI 3 dpapMakoHarisay.
3MiHa MicL,e3Hax0MKeHHs1 MacTep-galina

peyenmom

3a

UA/16004/01/02

86.

IBAHAPOHO
BA
KNACNOTA-
BICTA 150
Mmr

TabneTkn, BKpUTI
N/iBKOBOK 0GO/OHKOM0,
no 150 mr, no 3
Tabnetkn y 6rictepi; no
1 6nicTepy B KapTOHHiIl
Kopoo6Ui

MicTtpan
Kenitan
MeHeXMeHT
NimiTen

AHrNis

CiHTOH XicnaHis, C.J1.

IcnaHis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MmiHu | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHsa abo 3mMiHM [0 y3arasibHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs y3arasibHeHUX JaHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT ocobw,
BiNOBIAANbHOI 3a 34jiICHEHHS hapMmakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHVKa A5 34iACHEHHS
hapmMakoHarnsgy B YkpaiHi, KO BOHA BigMiHHA Bif,
YNOBHOBaXXeHOI 0cobK, BiANOBIfa/IbHOT 3a 34iICHEHHS
hapMakoHarnsgy (BkIYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
YyNOBHOBaXeHOT 0co6u, BifnoBifanbHOT 3a hapmakoHarnsag,:
[Litoua pepakuis: Lybau TeTsiHa BiktopiBHa; MponoHoBaHa
pepakuis: CoTHikoBa CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX

[AaHvX YNoBHOBaXeHOI 0Co6M, BiAMNOBIAA/IbHOI 3a hapMakoHarnag.
3MiHa Micus 34iICHEHHS1 OCHOBHOI Ais/IbHOCTI 3 thapmakoHarnisgy.

3MiHa MicLle3HaxoMKEHHS1 MacTep-chainna

peyenmom

6e3

UA/6045/01/01

87.

IBYNMPOM

TabneTkn, BKpUTI
060/10HKOH0, M0 200 mr,
no 2 TabneTku y calle;
no 10 TabneTtok B

tOHina6, Nn

CLWA

TOB tOC dapmauis

MonbLa

BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis:
3miHu | TYny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHU 0 y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsay (BBeAeHHs y3arasibHeHUX faHnX
npo cucTemy dpapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobw,

peyernma

6nicTepi; no 1 6nictepy
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
B KapTOHHI kopo6Lj; no BIANOBIAA/LHOI 32 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
50 TabneTok y dhnakoHi; 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
no 1 cpnakoHy B thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
KapTOHHI/ KopoobLi YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BKIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cucteMmn papmakoHarnsagy) - 3MiHa
KOHTaKTHUX SaHMX KOHTaKTHOI 0Cc0o6W, BignoBigasibHOI 3a
3fiicCHEHHs1 dpapMakoHarnsay.
88. | IBYMPOM CyCneHsisi opasibHa no tOHina6, Nn CLWA Bupo6bHuuTBO, IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/15878/01/01
ANA JITEN 100 mr/5 mn no 100 mn, nepBuUHHE Ta HigepnaH 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
150 mn a6o 200 mn y BTOPVHHE NakKyBaHHS, on thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux
donakoHi; no 1 dpnakoHy KOHTPO/b SKOCTI, npo cuctemy hapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHnX
y KOMNeKTi 3i BWMYCK Cepii roToBoro npo cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBakKeHOT ocobu,
LUMPMLIOM-A03aTOPOM MO nikapcbKoro 3acoby: BifjNOBIfaNbHOI 3a 3jiICHEHHS hapmakoHarnsaay; KOHTaKTHOI
5 M/ B KQpPTOHHii dapmacbeppa 0co6m 3 chapmakoHarnagy 3asBHVKa 4715 34iNCHEHHS
Kopoobui MaHydoekuypiH, C.J1., thapmakoHarnagy B YkpaiHi, SKLL0 BOHaA BigMiHHA Big,
Icnanis YMOBHOBaXeEHOI 0c06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
BupobHuuTBO, hapmakoHarnagy (BkIYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
nepBuUHHE Ta po3MileHHI MacTep-haiina cuctemun hapmakoHarnsgy) - 3MmiHa
BTOPWHHE MaKyBaHHS, KOHTaKTHUX AaHVX KOHTaKTHOT 0co6w, BignoBigasibHOI 3a
KOHTPO/b SKOCTI, 3[iliCHEeHHs1 dhapmakoHarnagy
BWMYCK Cepii roToBoro
nikapcbKoro 3acoby:
damap HigepneHp,
B.B., HigepnaHngm
KoHTposb sikocTi (3a
BUHSATKOM
Mikpob6ionoriyHoro
KOHTPO/I10), BUMYCK
cepii roToBoro
NpoayKTy:
Papmanigep, C.A.,
Icnanis
AnbTepHaTuBHa
OinbHUUS ansa
npoBefeHHs
Mikpob6ionoriyHoro
KOHTposto (cybaoroBip
3 BUPOOHUKOM
dapmanigep, C.A.:
Bionab C.J1., IcnaHis
89. | IBYNMPOM CyCcneHsisi opasibHa no tOHinab, NN CLWA BupobHuuTBO, IcnaHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/15878/01/02
ANa JITEN 200 mr/5 mn no 30 mn, nepBuHHE Ta HigepnaH 3MiHK | TNy - 3MiHK WoAa0 6e3nekn/edheKTMBHOCTI Ta peuyenma
DOPTE 100 mn, 150 mn a6o 200 BTOPWHHE NakyBaHHS, on/ hapmMakoHarnsiay. BeegeHHa abo 3miHW [10 y3arasibHEHUX AaHUX
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Hassa
NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo
20
nocsio4YeHHs

My chnakoHi; no 1
h1aKoHy B KOMMN/IEKTi 3i
LUMPMLLOM-A03aTOPOM MO
5 M1 B KAPTOHHIN
Kopoo6Ui

KOHTPO/b SKOCTI,
BWMYCK Cepii roToBOro
NPOAYKTY:
Papmacbeppa
MaHydpekuypiH, C.J1.,
Icnanis
Brpo6HMUTBO,
nepBuHHE Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b SIKOCTI,
BWMYCK Cepii roToBOro
NPOAYKTY:
damap HigepneHp,
B.B., Hinepnanan
KoHTpornb siKocTi ( 3a
BUHATKOM
Mikpob6ionoriyHoro
KOHTPOJ10), BUNYCK
cepii roToBoro
NPOAYKTY:
dapmanigep, C.A.,
Magpua, IcnaHis
AnbTepHaTuBHa
OinbHUUA ons
npoBefeHHs
Mikpob6ionoriyHoro
KOHTpONtO (Cy640roBip
3 BUPOOHUKOM
dapmanigep, C.A.):
Biona6 C.J/1., IcnaHis
Bunyck cepii rotoBoro
NPOAYKTY:

TOB HOC dapmauis,
Monblua

Monbwa

npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHUKa 415 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06Y, BiANOBIAAIbLHOI 32 34iiCHEHHS
thapmakoHarnsgy (BKIuvaoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) - 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI 0co6u, BignoBiganbHOI 3a
3fjificHeHHs hapmakoHarnsgy

90.

IBYNMPOM
CMNPUHT
KAMC

Kancynu m'ski no 200 mr,
no 6 a6o no 10, a6o no
12 kancyn y 6nictepi, no
1 6nicTepy B KapTOHHIl
Kopobui; no 12 kancyny
6nicTepi, no 2 6nictepn
B KapTOHHIl kopo6Lj; no
10 kancyn y 6nictepi, no
3 6nicTepu B KAPTOHHIl
Kopobui

tOHina6, /N

CLWA

Brpo6HMK
BiAnoBiganbHNI 3a
BMPOGHMLITBO,
KOHTPO/b Ta BUMYCK
npogykty in bulk:
MateoH CochbTaxenc
B.B., HigepnaHau;
Brpo6HuK
BignoBiganbHNI 3a
YNakoBKY, KOHTPO/Ib Ta

HigepnaH

on/
Monbwa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cucTemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT 0cobw,
BIANOBIAANbHOI 32 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHoT
0co6u 3 chapmakoHarnagy 3asBHVKa 4715 34iINCHEHHS
hapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
hapMakoHarnsay (BKIKYatumn KOHTaKTHI AaHi) Ta/abo 3MiHW y

6e3
peyenma

UA/6045/02/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
BWMYCK Cepii roToBoro pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) - 3miHa
NPOAYKTY: KOHTaKTHUX AaHVX KOHTaKTHOT 0Cco6W, BigMnoBiAasbHOI 3a
TOB KOC dapmadis, 3[ifiCHEHHsT hapMakoHariaay.
Monblua
91. | IBYNPO®EH TabneTku, BKPUTI MpAT Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/7108/01/01
060/10HKO10, M0 200 Mr "TexHonor" 3MiHuM Il TUny - 3MiHa NapamMeTpiB cneyudikauii Ta/abo peuyenma
no 10 TabneTok y O0NyCTUMMX MEX FOTOBOrO /iKapCbKoro 3acoby
6nictepax; no 10
TabneTtok y 6nictepi; no
5 6nicTepiB y nauui 3
KapToHy; no 10
TabneTtok y 6nictepi; no
90 6nicTepiB y kopobL;i 3
KapTOHyY
92. | IHBAH3® nioghinizat gna po3unHy Mepk Wapn i Lseliuapi Hepo3schacoBaHa PpaHuis/ BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis: 3a UA/9179/01/01
onsidekuimnolr, 1 Ooym ILEA A npoayKuisi, "epB1MHHE HigepnaH 3MiHM | TUNy - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
CKMAHWI thNakoH y m6X nakyBaHHs, BTOPUHHE an dhapmakoHarnsgy. BeegeHHsa abo 3MiHU 0 y3araslbHEHVX AaHUX
KapTOHHilA KOpo6Li nakyBaHHS, KOHTPO/1b npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHnX
Ta BUMYyCK cepii: npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHoT ocobw,
Na6opaTtopii Mepk BiANOBIAA/ILHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT
LWapn i foym LLn6pe, 0co6u 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
dpaHuis; hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
BTOPVHHE NakKyBaHHSA YNOBHOBaXXeHOi 0cobK, BiANOBIAa/TbHOT 3a 34iICHEHHS
(anbTepHaTMBHUIA thapmakoHarnsgy (BKouvaoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
BMPOBHUK): po3MileHHI MacTep-haiina cuctemun hapmakoHarnsgy) - 3miHa
Mepk Wapn i Joym MicLA 34iACHEHHA OCHOBHOI AisANIbHOCTI 3 hapMakoHarnsgy. 3miHa
5.B., Higepnanau MiCLIe3HaXO/PKEHHS MacTep-dhaiina
93. | IHFAMICT pO34nH ANa iH'ekuiid, 100 TOB "tOpis- YkpaiHa TOB "lOpis-®Papm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/14062/01/01
Mr/mn; no 3 Mn B amnyni Papm" AAMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
3 TEMHOrO CKNa; no 5 MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
ammnys1 B KOHTYPHil nNikapcbKoro 3acoby, BKIOYaUM AinbHNLi BUNYCKY cepii abo micue
YapyHKOBIl1 yrnakoBLi; no npoBeAeHHA KOHTPOJIKO AKOCTI. (LiSNbHICTb, 3a AKY Bignosigae
2 KOHTYpPHI YapyHKOBI BMPOGHMK/IMNOPTEpP, BK/OYatoUM BUNYCK Cepiid) - 3MiHa agpecun
YMakoBKM B MauLi BMpoGHMKa 13 TOB "tOpis-®apm"”, YkpaiHa, 6e3 3MiHn Micua
BMpOOHULTBa (BBEAEHHS 3MiH NPOTAroM 6-Tn MicAUiB nicns
3aTBEPKEHHS)
94. | IHOYNrAH po34uH ANns iHgysiii 10 TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/11955/01/01
mr/mn no 20 mn, 50 mn, dapm" AnMiHiCTpaTMBHI 3MiHU. 3MiHA HalilMeHyBaHHs Ta/abo agpecu peuenmom

a6o 100 mn B nAsALwLi,
no 1 nAswuyji B nayuj 3
KapToHy

MiCLA NPOBaKEHHS Aif/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaUy AinbHNLi BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/OYA0UM BUMYCK Cepili) - 3MiHa agpecun
BMpOoGHMKa 13 TOB "tOpis-®apm"”, YkpaiHa, 6e3 3MiHn Micua
BMpo6HMUTBA: 3aTBEpAKeHO: YkpaiHa, 18030, Yepkacbka 06/1., M.
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
Yepkacu, Byn. Bep6oseLpkoro, 108. 3anponoHoBaHoO: YKpaiHa,
18030, Yepkacbka 06s1., M. Yepkacu, Byn. Kob3apcbka, 108
BBefieHHS 3MiH NPOTArom 6-TW MICALIB Nic/A 3aTBEPAKEHHS.
95. | IPBETAH-H Tabnetkn, 300 mr/12,5 AT Ykpaina AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHW | Tuny - 3MiHK 3a UA/13715/01/02
mr; no 10 TabneTok y "KNIBCbKWI BITAMIHHW/ 3 AKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
6nictepi; no 3 6nictepn BITAMIHHMIA 3ABO4" TepmiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
B nauui 3ABOA" NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 415 ToproBoi ynakoBky (NigTBEPAKYETLCA
OaHUMW peasibHOro Yacy) - 36iNbLUEHHS TepMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTVBHUX Pe3yNbTaTiB
[OBrocTpOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMY Yaci:
3aTBepakeHo: TepMiH NPUAATHOCTI. 2 POKU 3anponoHOBaHO:
TepmiH npugaTHocTi. 3 poku (BBegeHHs 3MiH NpoTArom 6-u
MicALiB MiCNsa 3aTBEPMKEHHS)
96. | IPBETAH-H Tabnetkn, 150 mr/12,5 AT Ykpaina AT "KUIBCbKNIA YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3MiHK 3a UA/13715/01/01
Mmr no 10 TabneTok y "KNIBCbKWI BITAMIHHW 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. CTabifibHICTb. 3MiHa Y peuyenmom
6nictepi; no 3 6nictepn BITAMIHHMIA 3ABO4" TepMiHax NpuaaTHOCTi abo ymoBax 36epiraHHsi rOTOBOro
B nauLi 3ABOA" NiKapcbKoro 3acoby (36i/1bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby) - [1si TOproBoi ynakoBku (MiATBEPAKYETLCS
[aHVMK peanibHOro yacy) - 36ibLIeHHSA TePMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCAIIKEHb CTAbINLHOCTI y peaslbHOMY Yaci:
3arsepmpkeHo: TepMiH NpUMAaTHOCTI. 2 pokK; 3anponoHOBaHo:
TepMmiH npuaaTHoCTI. 3 poku (BBefeHHs 3MiH NpoTArom 6-Tu
MiCSILiB Mic/s1 3aTBEPAKEHHS)
97. | ICEHTPECC TabneTku XyBasibHi Mo Mepk LWapn i LLiBefiuapi BMPOBHUK cuA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9325/02/01
25 mr; no 60 TabneTok Joym IAEA a Hepo3chacoBaHol Higepnax AQMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
XYBa/TbHUX Y (pN1akoHi; 6X NpoAyKLuii: an 3asBHVKa (BNacHWKa peecTpauiiHoro NocBiAYeHHs) - 3MiHa Ha3Bu
no 1 donakoHy B MareoH Ta afpecu 3asBHMKa
KapTOHHI KopooLi dapmacbioTikans IHk.,
CLUA;
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
[103BiNT HA BUMYCK
cepi:
Mepk Wapn i Joym
5.B., Hinepnanamn
98. | ICEHTPECC TabneTku XyBasibHi Mo Mepk LWapn i LLiBeiiuapi BUPOBHUK cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9325/02/02
100 wr; no 60 TabneTok Joym IAEA A Hepo3chacoBaHol Hinepnax AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
XYBa/IbHUX Y (hN1akoHi; vm6X NpoAyKLii: an 3asBHVKa (BNacHWKa peecTpauiiHoro nocBigYeHHs) - 3MiHa Ha3BuY
no 1 donakoHy B MareoH Ta afpecu 3asBHMKa
KapTOHHI KOpooLi dapmacbioTikans IHK.,
CLUA;

nepBrHHE Ta
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
BTOPUHHE NakyBaHHS,
[103BiN HA BUMYCK
cepi:
Mepk Wapn i Joym
5.B., Hinepnanamn
99. | ICEHTPECC TabneTku XyBasibHi Mo Mepk LWapn i LLBeiiuapi MateoH cuwA/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9325/02/01
25 mr, no 60 TabneTok Joym IAEA A dapmacbloTikans IHk., Hinepnax 3MiHM | Tuny - 3MiHK Wwogo 6e3nekn/eddekTMBHOCTI Ta peyenmom
XyBasIbHUX Y (ONaKOoHI; 6X CLWA on thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux
no 1 donakoHy B Mepk Wapn i Joym npo cuctemy thapmakoHarnsay (BBefeHHs y3araibHeHUX faHnx
KapTOHHI KOpooLi B.B., Higepnanamn npo cuctemy papmakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
pO3MilLeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) - 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLe3HaxomKeHHs1 MalicTep-ghaiina
100 ICEHTPECC TabneTkn XyBasibHi MO Mepk LWapn i LLIseliyapi BMPOGHMUK CcuA/ 3MiHK | TNy - 3MiHK Woao 6e3nekn/etheKTMBHOCTI Ta 3a UA/9325/02/02
100 wmr; no 60 TabneTok Joym IAEA A Hepo3dacoBaHOl HigepnaH thapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux peyenmom
XYBasIbHUX Y (hNakoHi; 6X NPOAYKLi: an npo cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHUX AaHnX
no 1 donakoHy B MareoH npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT ocobw,
KapTOHHIlA KOpoo6Li dapmacboTikan3 IHK. BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsaay; KOHTakTHOT
CLWA 0co6u 3 chapmakoHarnagy 3asBHVKa A5 34iINCHEHHS
Patheon hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
Pharmaceuticals Inc. YMNOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
nepBuHHEe Ta thapmakoHarnsgy (BKo4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
BTOPVIHHE NaKyBaHHS, po3MileHHI MacTep-haiina cuctemmn hapmakoHarnsgy) - 3miHa
[03BiN Ha BUMNYCK MicLS 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
cepil: 3MiHa MicLe3HaxomKeHHA MalicTep-haiina
Mepk Wapn i Joym
b.B., Higepnangm
101 KAACITA® NOpPOLLOK ANA ®.XothcpmaHH- | LLBeiiuapi Brpo6HMLTBO CLIA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/13770/01/01
KOHLeHTpaTy Ans Na Pow N1a A Hepo3acoBaHol LLiBefiuapi AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
pO34uHy ANs iHgysili no npoAayKuii, nepBnHHe al MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
100 wmr; 1 chnakoH 3 nakyBaHHs: HimeuyunH | nikapcbKoro 3acoby, BKIUauM AiNbHULL BUNYCKY cepii abo micue
MOPOLLKOM B KApTOHHIiA MateoH a NpoBeLEeHHS KOHTPOJIIO AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
KopooLi MaHydeKkTypuHr BMPOGHMK/IMNOPTEp, BK/IOUaUM BUMYCK Cepiid) - 3MiHa agpecu

Cepsicus, JI/ICi, CLUA;
®.XohcpmaHH-/15 PoLu
Ntp, Weeliuapis
BTopuHHe nakyBaHHs:
®.XohcpmaHH-/15 PoLu
NTa, WBeiiuapis;

BUpOoGHUMKa ®.XodhdhmaHH-N5 Pow NTg, LLiBeiiuapis (Bunyck cepii),
a came 3amiHa IpVANYHOT agpecy Ha drakTnyHy, 6e3 3miHM micus
BMpOoOHULTBa (BBEAEHHS 3MiH NPOTAroM 6-Tn MicAUIB nicns
3aTBEPMKEHHS); 3MiHU | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS Ais/IbHOCTI
BMpOGHUKa/iMNopTepa roToBoro JlikapcbKoro 3acoby, BKIKYaym
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nocsio4eHHs1
BunpobyBaHHs AinbHULI BUNYCKy cepii abo MicLe NpoBeAeHHS KOHTPOSIHO SKOCTI.
KOHTPOJIO SIKOCTI: (misnbHicTb, 3a AKy BignoBigae BUPOGHMK/IMNOPTEP, HE BK/OUAOUN
Pow ®apma AT, BUWMYCK Cepiii) - 3MiHa Ha3BU Ta agpecy BUPOGHWKIB MaTeoH
HimeuunHa,; ManydhekTypuHr Cepsicus, JI/1Ci, CLUA, ®.XoddmaHH-/19 PoLu
Pow [iarHocTukc Ntp, Weeliuapis, Pow ®apma Al', HimeyunHa Ta Pow [jiarHocTuke
'M6X, HimeuuunHa; 'M6X, HimeuyunHa, 6e3 3mMiHV Micus BUpoOHULTBA (BBEAEHHS 3MiH
®.XothpmaHH-/15 PoLu NpoTArom 6-Tn MIiCALB NiCNs 3aTBEPMAKEHHS)
NTa, Weeiiuapis;
Bunyck cepii:
®.XothpmaHH-/15 PoLu
Nta, Wseliyapis
102 KAACINA® NOpoLUOK AN ®.XohcpmaHH- | Lseiiyapi Brvpo6HMuTBO cuwaA/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13770/01/02
KOHUEeHTpaTy An1s Na Pow Nta A Hepo3chacoBaHol LLsenuapi AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
pO34uHy A5 iHdys3ili no nNpoAyKLuii, NepByHHe al MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
160 wmr; 1 chnakoH 3 nakyBaHHs: HimeuwunH | nikapcbKoro 3acoby, BKIUauun AiNbHULL BUNYCKY cepii abo micue
NMOPOLLKOM B KapTOHHIl MNareoH a NpoBeAEeHHA KOHTPOSIIO AKOCTI. (LisNbHICTb, 3a AKY Bignosigae
Kopoo6Li MaHydeKkTypuHr BMPOGHMK/IMNOpTEp, BK/OUaoUM BUMYCK Cepiid) - 3MiHa agpecu
Cepsicus, JI/ICi, CLUA; BMPOGHMKa D.XodchmaHH-/1a Pow NlTa, LBeiiyapis (Bunyck cepii),
& . XodpchmaHH-/15 Pow a came 3amiHa LpUAMYHOT agpecy Ha (akTUyHy, 6€3 3MiHK Micus
Ntp, Weeliuapisa BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB nicns
BTOpuvHHe nakyBaHHS: 3aTBEPKEHHS); 3MiHM | TUNY - AQMIHICTPATUBHI 3MiHW. 3MiHa
®.XothcpmaHH-/15 PoLu HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
N1, Weeiiyapis; BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby, BKIYatoum
BunpobyBaHHs AinbHUUI BUNYyCKy cepii abo micue NpoBeAeHHS KOHTPOJO AKOCTI.
KOHTPOJIO SIKOCTI: (misnbHiCcTb, 3a AKy BignoBigae BUPOGHMK/IMNOPTEP, HE BKIOUAOUM
Pow ®apma Al BUWMYCK Cepiii) - 3MiHa Ha3BU Ta agpecy BUPOGHWKIB MNaTeoH
HimeuuunHa; MaHydekTypuHr Cepsicus, /1/1Ci, CLUA, ®.XoddmaHH-/1a Poww
Pow fliarHocTrke Ntp, Weeliuapis, Pow ®apma Al', HimewunHa Ta Pow [liarHocTuke
M6X, HimeuumnHa; vM6X, HimeyunHa, 6e3 3miHn Micus BupobHuLTBa (BBEAEHHS 3MiH
®.XodppmaHH-/15 Pow NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPAKEHHS)
NTa, Weeiiuapis;
Bunyck cepii:
®.XodppmaHH-/15 Pow
Nitp, WBeliuapis
103, KANETPA po34uH Ans E66BI LLiBeiuapi "AECIKA KBIHBEOPO Benukobp BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/6998/02/01
nepopasibHOro Biohapmachio a nTar, UTaHis 3MiHM |l TUNY - 3MiHKW [0 IHCTPYKUT A1 MEAMYHOr0 3aCTOCYBaHHSA peuyenmom
3acTocyBaHHs Mo 60 M Tikan3 MM6X BenvkobpurtaHis NiKapcbKoro 3acoby Ao posginis "B3aemogis 3 iHWMMK
y thnakoHi; no 5 nikapcbkMu 3acobamu Ta iHWi B1uan Baemogiii”, "OcobnnBocCTi
(h/1aKoHIB y KapTOHHIi 3acTocysaHHs", "Cnoci6 3acTocyBaHHs Ta fo3n", "MobiuHi peakw,ii”.
Kopobui
BBefEeHHS 3MiH NPOTAroM 6-T1 MicALiB NicAs 3aTBEPAKEHHS
104, KAbLUIO PO34MH ANa iH ekuiin, 10 Mictpan AHrnis Xaynt ®apma HimeuunH BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/15243/01/01
®DOSIHAT - mr/mn; o 5 mn abo no Kenitan BonbdhparcxayseH a AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
BICTA 10 mn, a6o no 20 mn, MeHeKMeHT v6X MiCLiAl NPOBa/KEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
a6o no 35 mn, abo no 50 Nimiteq nNikapcbKoro 3acoby, BKNOYaruy AinbHNLi BUNYCKyY cepii abo micue
M, abo no 100 mn NpoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky BignoBigae
pO34MHY Y hnakoHi; no 1 BMPOGHMK/IMNOPTEpP, BK/IOUaUM BUMYCK Cepiid) - 3MiHa agpecun
hnakoHy y kopobui 3 BMpo6HMKa 13 Xaynt ®apma BonbgpartcxayseH MmM6X,
KapToHy HimeuumnHa, 6e3 3miHn Micus BUpobHuLTBa (BBEAEHHS 3MiH
NPOTArom 6-Tu MiCsILiB NicNs 3aTBEPAKEHHS)
105 KAPAIOAAP Tabnetkun no 200 mr, no TosapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1713/02/01
OH- 10 TabneTok y 6nicTepi; o6MexeHo BMPOGHMLITBA, 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHM Y peyenmom
340POB'A no 3 6nictepu y BiANOBIAA/IbHI KOHTPO/b SKOCTI, BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIOYarumn gianasoH po3mipy
KapTOHHI/ KopoobLi CTiO BWMYCK cepil: cepil) roToBOro nikapcbkoro 3acoby (36inbweHHsA fo 10 pasis
"dapmaveBT ToBapuCTBO 3 MOPIBHAHO i3 3aTBEPKEHUM PO3MiIPOM) - BBEAEHHA [0AaTKOBOro
YHa KOMMaHis 06MeXeHo po3Mipy cepii 4151 TOTOBOTO liKapCbKOro 3acoby A5 BUPOGHMKa
"3p0pos'a” BiANOBIAA/LHICTIO TOB "®APMEKC I'PY". 3arsepmxeHo: TOB "®APMEKC IrPymn"
"®apmMaueBTNYHa 69,000 Tuc. TabneTtok (24,84 kr) - Ne30 (10x3) 3anponoHoBaHo:
KoMnaHis "3g0poBs'a”, TOB "®APMEKC I'PYM" 69,000 Tuc. Tabnetok (24,84 «r) - Ne30
YKpaiHa; (10x3) foaatkoBuii po3mip cepii: 138,000 Tuc. Tabnetok (49,68 «r)
BCi cTagii - Ne30 (10x3)
BUpPOOHULTBA,
KOHTPO/1b SKOCTI:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"®APMEKC IPY1",
YKpaiHa
106, KBAOAEBIT® TabneTkn, BKpUTI AT Ykpaina AT "KMIBCbKNI YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 6e3 UA/8633/01/01
NNiBKOBOK 060/10HKOHO, "KNIBCbKWI BITAMIHHW 3MiHu | TUnYy - 3MiHK 3 aAkocTi. CepTudikaT BignosigHoOCTI/I E- peyenma
no 10 TabneTok y BITAMIHHWIA 3ABO4" cepTudikat BignoBigHOCTI €Bponelickkilt thapmakonei/MoHorpadii.
6nictepi, no 3 6nictepn 3ABOA" MogaHHsA HOBOrO abo OHOBMEHOTO cepTudikaTa BignoBigHOCTI abo
B nauui; no 15 tabnetok BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkii
y 6nicTepi, no 4 a6o no thapmakonel: gna A®l; gns suxigHoro
6 6nicTepiB y nauui mMaTtepiany/peareHTy/MpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMIXHOI pEYOBUHN
(cepTudpikaT BignoigHocTi EBponelickkili hapmakonei) - HoBuii
cepTudikar Bif BXe 3aTBEPAKEHOIO BUPOOHMKA -
nofaHHa Hoeoro Ceptudikaty RO-CEP 2013-165-Rev 01 gna A®l
MipuAoKCUHY rigpoxnopuz, Bif BXe 3aTBEPAKEHOro BUPOOHUKA
Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutaii, sik Hacnigok
BWU/IyYEHHS 3i cneuudikauii ADP| KOHTPOb 3a NOKa3HMKOM “"Badkki
mMeTann" aAna Bupo6Huka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kvtai
107, KBAUT® PO34UH OpasIbHUIA; MO MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/13812/01/01
100 mn y chnakoHi; no 1 3MiHuW | TUNY - AgMiIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma

¢hnakoHy 3 A03yHUUM
CTakaHOM B nauuj 3

Ta/abo agpecu Micus NPOBaKEHHS AiS/IbHOCTI BUPOOHUKA
(BK/KOYAKOUM, 38 HEOBXiAHOCTI, Micue NPoBeEeHHA KOHTPOJIO
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
KapTOHY AIKOCTI), @60 BnacHvKka macTtep-chainna Ha A®l, abo nocTadasibHuKa
Adl/BnxigHoro matepiasy/peareHTy/NPOMIDKHOTO MPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI A®| (AKLLO 3a3HAYEHO Y AOChE Ha
nikapcbkuii 3acib) 3a BifCyTHOCTI cepTudikaTa BigNoOBIAHOCTI
€Bponeicbkiil hapmakonei y 3aTBepXeHOMY [OCbE, 260
BMPOBGHMKA HOBOI [LONOMIXHOI PEYOBUHY (SKLLO 3a3HaYeHOo Y
[0Cbe) 3MiHa agpecy BupobHuka A®I ryaincheHesnH Gennex
Laboratories Limited, India, 6e3 3miHn micus BUpo6HMLTBa
3aTtBepmkeHo: Ci, Ne 133, IJA, Bonnapam DxuHHapam MaHaan,
Mepak ficTpikt — 502325 TenaHraHna Sy. No. 133, IDA, Bollaram,
Jinnaram Mandal, Medak District — 502325 Telangana
3anponoHoBaHo: Ci, Ne 133, I1A. Bonnapam kuHHapam MaHgan,
Canra Pepgj [icTtpikt — 502325 TenaHraHa Sy. No. 133, IDA.
Bollaram, Jinnaram Mandal, Sanga Reddy District — 502325
Telangana
108, KETOAEKCA TabneTkn, BKpUTI TOB YkpaiHa TOB "ACTPA®APM" YKpaiHa BHECEHHS 3MiH 4,0 PEeECTPaLiiHNX MaTepiasiB: 3MiHW | Tuny - 3a UA/16020/01/01
NNiBKOBOK 060/1I0HKOLO, "ACTPA®APM AfMiHIiCTpaTuBHI 3MiHWU. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenmom
no 25 mr no 10 Tabnetok " 3arsepaxeHo: JEKCKETOIMNMPO®EH-ACTPA®APM
y 6nicTepi; no 1 a6o no 3anponoHoBaHo: KETOAEKCA
3 6nicTepu y Kopobui
109 KNCEHb ra3 y 6asioHax cranesux [JepxasHe Ykpaina [JepxaBHe YkpaiHa BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis: 3a UA/15194/01/01
MEAVNYHUI 06'emom 40 n nignprMeMCcTBO nignpueMcTBo TexXHiuHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peuyenmom
rA30noaisH "HaykoBo- "HaykoBo-BUpPOGHNYNIA BUNPAaB/IEHHS TEXHIYHOT MOMUIKM B METOZaX KOHTPOJIHO AKOCTI, a
nin BMPOGHUYMIA KOMMEeKC came opdporpadpivyHoi nomMuakn y po3sgaini 3.2 "O6'emHa yacTka
KOMnJiekc rasotypb6obyayBaHHs KMCHIO"
raszotyp6obys "3opsa"-"MawunpoekT"
yBaHHs
"3opsa"-"Mawn
poekT"
110 KNC/OTA po3unH ana iHdysili, 50 TOB "tOpis- Ykpaina TOB "lOpis-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianis: 3miHu | Tuny - 3a UA/2170/01/01
AMIHOKAMNP mr/mn, no 100 mn 'y dapm” AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
OHOBA nnswkax; no 100 mny MiCLiAA NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KOHTeliHepax NiKapcbKoro 3acoby, BKIOYaUM Ai/lbHULI BUNYCKY cepii abo micue
noniMepHux; no 2 mn NpoBefEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
ab60 4 M1y KOHTeiHepi BMPOGHMK/IMNOPTEp, BK/IOUaUM BUMYCK Cepiid) - 3MiHa agpecu
ofHoz0308B0MY; o 10 BMpOo6HMKa 13 TOB "lOpia-®apm"”, YkpaiHa, 6e3 3MiHn Micua
KOHTeliHepiB y nauui 3 BMPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-T1 MicALiB nicns
KapToHy 3aTBEPKEHHS)
111, KNEKCAH® pO3unH N4 iH'ekuin, 10 TOB "CaHodi- YkpaiHa CAHO®I BIHTPOI ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7181/01/01
000 aHTK-Xa MO/1 mn; ABeHTIC IHOACTPIA 3MiHuW |l TMny - 3MiHK 3 AkocTi. A®l. BUpo6HMUTBO. 3MiHM B nMpoueci peyenmom
Ne 2: no 0,8 mny YkpaiHa" BMpo6HULTBa API (3MiHA CTOCYETLCA aKTUBHOI PEYOBUHMN

LUNPUL-A03i i3 3aXMCHO0
CUCTEMOIO FO/IKKM; No 2
Lnpuu-A03un y baicrepi;

6i010ri4HOro/iMyHONOMNYHOT0 NOXOKEHHS 260 BUKOPUCTaHHSA
XiMiuHMX AD| y BUPOBHMLTBI NikapCcbKoro 3acoby
6i0/10r4HOro/iMyHO/I0MNYHOr0 NOXOPKEHHS, ika MOXe MaTu
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
no 1 6nictepy B 3HAYHWI BNAMB Ha SKICTb, 6e3neKky Ta eqheKTUBHICTb NiKapCbKOro
KapTOHHIA KOopoo6Li 3aco0by, i He CTOCYETbCSA NPOTOKO/Y) - BBEAEHHS A0AATKOBOrO
npouecy B1po6HuLTBa A®I, SKMiA 6yie BUKOPUCTOBYBATUCS Ha
OCTaHHbOMY eTani cywiHHa A®| ansa ainbHuui Aventis Pharma
Manufacturing Pte Ltd., Singapore, a came: fofasaHHs npoLiecy
BiZIHOB/IEHHS LLISIXOM PO3YMHEHHS B AENiPOreHHili ounLLeHili Bogi
3a/IMLLKIB EHOKCUNAPWHY HaTpIto, SKi 3a/WnIncs B
pO3NuAoBasbHil Cyluapli, CnpsMoBaHe Ha NiABULLEHHS
NPOAYKTUBHOCTI NpoLecy BUPOGHULTBA LLIAXOM 360py API, fka
nonepeAHbL0 BTpayanacs Npu oYMLLEeHHi 061adHaHHS.
112 KONICTUH NMOPOLLOK A/19 PO3UYNHY AngoreH IMNKo | /okcemby MoBHWI UMK [Oanisa/ BHECEHHS 3MiH A0 peecTpaviiiHux MaTepiasis: 3MiHW | Tuny - 3MiHK 3a UA/15525/01/01
ANBOIEH Ans iH'ekuUili abo iHdy3iit C.ap.n. pr BUpO6GHULTBA: YropwumHa 3 AKOCTi. FOoTOBUIA Nikapcbkuid 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa peuenmom
no 1 000 000 MO, 1 a6o Kcennia iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
10 donakoHis 3 dapmacsbtoTikasic AnC, SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo JoaaBaHHs
NMOPOLLKOM B KapTOHHIlA [JaHis; LiNbHUL, Ha AKill 34iACHIOETLCS KOHTPOIL/BUNPOGYBaHHS cepii) -
nauuj TecTyBaHHA: BBE/EHHS a/IbTEpHATUBHOI AinbHuULi Kcennia ®apmacbloTikasic
Kcennia NTp, YropuimHa, Ha sikili 6yae NpoBoAUTUCH TecTyBaHHA /13 i3
dapmacbtoTikanc /tg, 3a3HauYeHHsAM BUPOGHMYMX (DYHKLA o151 BUPOOHUKIB
YropwimHa
113 KONICTUH NMOPOLLOK A/19 PO3UYNHY AngoreH IMNKo | Nokcemby MoBHWIA UMK [Oanisa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis: 3MiHW | Tuny - 3MiHK 3a UA/15525/01/02
ANBOTEH AN iH'eKUin abo iHdy3il C.ap.n. pr BMPOGHUMLTBA: YropLumHa 3 AIKOCTi. FOTOBWIA Nnikapcbkuid 3aci6. 3MiHK Y BUPOGHULTBI. 3MiHa peuyenmom
no 2 000 000 MO, 1 a6o Kcennia iMnopTepa/3amiHun, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/I
10 donakoHis 3 dapmacsbtoTikanc AnC, SIKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa abo JoaaBaHHs
NMOPOLLKOM B KapTOHHil [JaHis; [iNbHULI, Ha SKili 34JCHIOETLCA KOHTPOL/BUNPOGYBaHHS cepil) -
nauui TecTyBaHHS: BBE[EHHSI a/ibTEPHATMBHOI AiNbHULI Kcennia ®apmackloTikasic
Kcennia NiTp, YropuimHa, Ha sikili 6yae NpoBoAUTUCH TecTyBaHHA /13 i3
dapmacstoTikanc /T4, 3a3HaYEHHSIM BUPOGHUYMX (DYHKLA 415 BUPOOHWMKIB
YropuwmHa
114 KOMNNEBIT Kancynu Teepai, no 10 AT Ykpaina AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/2090/01/01
® Kancyn y énictepi; no 2 "KNIBCbKWI BITAMIHHWIA 3Mminn | TUny - 3MiHn 3 axkocTi. CepTudikat BignosigHoCTI/IE- peyenma
6nictepu B nayuyj BITAMIHHWIA 3ABOA" cepTudiikaT BigMoBigHOCTI €Bponeiickkili hapmakonei/MmoHorpadii.
3ABOA" MoaaHHsA HoBOro abo OHOBJ/IEHOTO cepTuUdikaTa BignoBiAHOCTI abo

BUJTyYEeHHs cepTudikaTa BignoBiAHOCTI EBponenchkii
thapmakonei: ana A®l; gns BuxigHoro
mMartepiany/peareHTy/NpoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI pEHOBUHM
(cepTtudbikaT BignoBigHOCTI €Bponeiickkili hapmakonei) - Hoswii
cepTuduikar Bif BXe 3aTBEP)KEHOIO BUPOOHMKA -
nogaHHs Hosoro Ceptudikaty RO-CEP 2013-165-Rev 01 ansa Adl
MipuZoKCUHY TigpoXIopuz Bif BXe 3aTBEPIAXEHOr0 BUPOOHUKA
Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutaii, sk Hacnigok
BUYYEHHS 3i cneyundikauii AD| KOHTPONb 3a NOKA3HMKOM “"Badkki
meTanu" ans BMpo6Huka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kvtaii
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsi0O4YeHHs1
115, KOMAKCOH® | po3uuH gns in'ekuin, 20 TeBa I13paine BMPOGHMLITBO 3a I3paine/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6307/01/01
-TEBA mr/mn no 1 mn dapmaneBTika NOBHUM LMK/TOM: Benvka 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom

npenapary y n lHpacTpi3 TeBa dapmaLeBTikan BpuTaHis / hapmakoHarnsgy. BHeceHHs1 a6o 3MiHa(K) 40 3060B'A3aHb Ta

nonepegHL0 nra. lHgacTpi3 NT4,., Higepnax YMOB Bugaui peecTpauiniHoro noceigveHHs, Bkaovatoun MNnax

HarnoBHEHOMY LUNPUL; I3painb on/ yNpaBniHHA py3nkamMu (3aCTOCyBaHHSA TEKCTY, KW MOroMXeHW 3

no 1 nonepesiHbL0 BMPOGHMLTBO 3@ YropwuHa | KOMMETEHTHWM OpraHom) - [leTasibHuil ON1c CUCTEMM YNpaBiHHSA

HanoBHEHOMY LINPULY B
KOHTYPHIli YapyHKOBIi
yNaKoBLi 3anasHiii
nanepom a6o no 1
nonepeaHL0
HanoBHEHOMY LINpULY B
KOHTYPHIli YapyHKOBIi
yMakoBLji 3anasHii
nniBKoto; Mo 28
nonepeaHL0
HaMoBHEHWX LUMPULIB Y
KOHTYPHUX YapyHKOBUX
yMakoBKax y KapTOHHIi
Kopoo6Li

NMOBHUM LK/IOM:
HopToH Xenckea
Nimiten T/A ABEKC
PapmacboTrKan3
FOK/, Benuka bpuTaHis

KOHTPO/b cepii (noBHe
TecTyBaHHs,
BK/TIOHAIOUMN HA
CTepUsIbHICTb Ta
bakTepianbHi
©HA0TOKCUHU, ane
oKpim 6ios1oriyHoro
TeCTyBaHHS):
dapmaxewmi b.B.,
HigepnaHgn
KOHTPO/b cepii (Tinbkn
6ionoriuHe
TeCTyBaHHS):

AT dapmaueBTUYHNI
3aBof TEBA,
YropwmHa
KOHTPO/b cepii (Tinbkn
6ionoriuHe
TeCTyBaHHS):

AT dapmaueBTUYHNI
3aBof TEBA,
YropwmHa
KOHTPO/b cepii (Tinbkn
Mikpo6iosioriuHe
TeCTyBaHHS):
TeBa ®apmaueBTikas
lHpacTpi3 NT4,.,
13painb
KOHTpO/b cepii
(aHanitnyxe
TECTyBaHHs Ta
BMBYEHHSA

pv3vikaMu y BUTNSAI NaaHy ynpasniHHA pu3nkamu, Lo HagaHui
3asABHMKOM, MICTUTb PU3MK NPOMOPLMHI 3axo4u 3 MiHiMi3av,i
pY3VKiB Ta 34ilicHEHH:A hapmakoHarnsgy. IHpopmauis 3 6e3neku,
LLL0 NpeAcTaB/ieHa B IHCTPYKLIT A1 MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Bigobpaxae 3axoan 3 MiHiMi3avi pu3vkiB,
BiANoBigae iHchopMaLii, BUKaaeHiid y niaHi ynpasniHHSA
pV3nKamMm, HafaHoro 3asiBHUKOM.




91

Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
cTabinbHoCTI):
MnaHTekc Jita,.,
13painb
KOHTPOb cepii (Tinbkn
6ionoriuHe
TEeCTyBaHHs):
AGik NIT4., 13painb
KOHTpPO/b cepii
(aHanitnyxe
TecTyBaHHs Ta
BUBYEHHSA
CTabisIbHOCTI):
Asia Kemikan
IHpacTpis N14.,
13painb
116. KOPBANAWH | kpanni opasbHi, no 25 MAT "dapmax” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: no 25 mn— UA/2553/01/01
® M1y ¢pakoHi; no 1 3MiHM | TURY - BUYYeHHS BUPOOHNYOT AinbHui MAT "dapmak”, wo 6e3
dhnakoHy B nauyi; no 50 po3miweHa 3a agpecoto 04080, m. Kuis, Byn. dpyHse 74, peyenma,
M1y chnakoHi; no 1 BiNOBIAabHOT 3@ BUPOGHMLITBO cybCTaHLi "ETunosuii edip A - no 50 mn -
tpnakoHy B navL 6pOMi30BaNEPIiaHOBOT KUCNOTK"; 3MIHN | TUMY - BUMYUYEHHS 3a
BMPOGHMYOT ginbHnLi TOB "Arpocdhapmak”, YkpaiHa BignoBiganbHoi |  peyenmom
3a BUPOGHULTBO cybcTaHLil Onist XMesto; 3MiHW | TUMy - BHECEHHS
3MiH y Cneyudpikauito/ MeToaunky BUNpPo6yBaHHS roTOBOr0
nikapcbKoro 3acoby 3a nokasHukom "MikpobionoriyHa yucrora”,
30Kpema: BUTy4YEHHS NOBHOTO ONMCY NPOBEAEHHS METOANKN;
[ONOBHEHHS BifMNoOBIAHMM NOCWUIAHHAM Ha Ajtodvy pefakuiio JdY
117 KCENOAA® TabneTku, BKPUTI ®.XohcpmaHH- | Lseiiyapi Brpo6HMUTBO HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - - UA/5143/01/01
NNiBKOBOK 060/I0HKOHO, Na Pow N1a A Hepo3dacoBaHOl a/ AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHMYOT AinbHUL
no 150 mr in bulk: no 10 NPOAYKLUIT, LLIseliyapi (Bxknovaroum ginbHuULi gns A®l, npoMiXXHOro NPoaykTy abo
TabneTok y 6nictepax BUNPOOYBaHHS a roTOBOrO MiKapPCbKOro 3acoby, AiNbHULI AN NPOBEEHHSN

KOHTPO/IO SKOCTI:
Ekcenna 'm6X eHpg,
Ko. KI', HimeuunHa;

MNepBuHHe Ta
BTOPUHHE MaKyBaHHS,
BMMPOGYBaHHSA

KOHTPOJIO SIKOCTI:

®.XothcpmaHH-/15 PoLu

NTa, Weeiiuapis;

BunpobyBaHHs

KOHTPOJIO SIKOCTI:

Pow ®apma AT,
HimeuunHa,;
Bunyck cepii:

nakyBaHHs, BUPOGHWMKa, BiANoBifa/IbHOrO 3a BMMYCK cepild, Micue
NpoBefEeHHS KOHTPOSIO cepii) abo nocTavanbHMKa BUXIAHOTO
maTepiay, peareHTy abo AONOMIKHOT PeYOBMHY (SKLLO 3a3Ha4YeHO
Y [OOCbE) - BUNYyYEHHS BUPO6GHNYOI AinbHuui MpogykTtoc Pow C.A.
e C.B., Mekcuka, BiANoBigasIbHOI 3a BUPOOHMLTBO
Hepo3hacoBaHOT NPOoAYKLi, NepBUHHE Ta BTOPUHHE NakyBaHHS,
BMNPOGYBaHHS KOHTPONO AKOCTi [/13. BBEAEHHSA 3MiH NPOTArom 6-
TV MicsLiB nicns 3aTBepMKeHHS. 3MiHu | Tuny - AgMiHiCTpaTUBHI
3MiHW. Brny4yeHHs BUPOOHUYOI AiNbHULI (BKIOYAKUN AiNbHULI ANsS
A®I, npomixxHOro NpoAykTy abo rotoBoro nikapcbkoro 3acoby,
AINbHULI ANS NpOBeAEeHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BMNYCK Cepiii, MicLie NPOBEAEHHS KOHTPO/TH0
cepii) abo nocTavyaibHUKa BUXiAHOrO MaTepiany, peareHTy abo
[OMOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y OCbE) - BUTyYEHHS
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
®.XothpmaHH-/15 PoLu BMPO6HUYOI AinbHULi MpogykToc Pow C.A., Mekcuika,
Ntp, Weeliuapisa BiANOBIAA/IbHOI 32 BUPOOHMLITBO Hepo3dhacoBaHOi NpoayKLii,
nakyBaHHs1, BUNPo6yBaHHA KOHTPOO AKOCTiI /13 'y chopmi in bulk.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB Micia 3aTBEPAKEHHS.
118 KCENOAA® TabneTku, BKPUTI ®.XohcpmaHH- | Lseiiyapi Brpo6HMUTBO HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/5142/01/01
NNiBKOBOK 060/I0HKOHO, Na Pow N1a A Hepo3dacoBaHOl a/ AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHMYOT AinbHUL peuenmom
no 150 mr, no 10 npoaykKuii, LLsenuapi (Brntovaroun ginbHuLi ans A®I, npoMiXXHOro NpoaykTy abo
TabneTok y 6nictepi, no BUNPOOYBaHHS a roTOBOrO NiKapPCbKOro 3acoby, AiNbHULI 415 NPOBEEHHSN
6 6nicTepiB y KAPTOHHIi KOHTPOJIO SIKOCTI: nakyBaHHs, BUPOGHWMKa, BiAMNOBifa/IbHOrO 3a BMMYCK cepild, Micue
ynakoBLii Ekcenna 'm6X eHp, NpoBeAEeHHS KOHTPOO cepil) abo nocTavyasibHUKA BUXigHOMO
Ko. KI', HimeuunHa; marepiany, peareHTy abo AONOMIXHOT peHOBMHU (SIKLLO 3a3HAaYeHO
MepBuHHE Ta y [OCbE) - BUTyYEHHS BUPO6HMYOT AinbHuui MpoaykToc Pow C.A.
BTOPUHHE MakyBaHHA, ne C.B., Mekcuka, BignoBigasibHOi 3a BUPOOGHMLTBO
BUNPOOYBaHHS Hepo3dacoBaHOi MPOAYKLIi, NEPBUHHE Ta BTOPUHHE MakKyBaHHS,
KOHTPOJIO SIKOCTI: BMNPOGYBaHHS KOHTPONIO SKOCTi [/13. BBEAEHHSA 3MiH NPOTArom 6-
®.XohcpmaHH-/15 PoLu TV MiCALIB NicNa 3aTBEPMXEHHS. 3MiHW | Tuny - AMiHiCTpaTMBHI
NTa, Weeiiuapis; 3MiHW. Brny4yeHHs BUPOOHUYOI AiNbHULI (BKIOUAKUN AiNbHULI ANsS
Bunpo6yBaHHs A®I, npomixxHOro NpoAykTy abo rotoBoro nikapcbkoro 3acoby,
KOHTPOJIO SIKOCTI: AINbHULI ANS NpOBeAEeHHS NakyBaHHS, BUPOOHMKa,
Pow d®apma AT, BiZJNOBIAa1IbHOrO 3a BUMYCK Cepili, MiCLie NPOBELEHHSA KOHTPOSIIO
HimeuuunHa; cepii) abo nocTavya/ibHUKa BUXiAHOrO MaTepiany, peareHty abo
Bunyck cepii: [OMOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCHE) - BUTyYEHHS
®.XohpmaHH-/15 Pow BMPO6HMYOI AinbHuLi MpoaykToc Pow C.A., Mekcuika,
Nitp, Weeliuapis BiANoBiAaIbHOT 32 BUPOBHULTBO HEpo3hacoBaHOi NpoayKLii,
nakyBaHHs, BUNpobyBaHHA KOHTPOso AKocTi /13 y dhopmi in bulk.
BBeAEeHHSA 3MiH NPOTArOM 6-TU MicALIB NiCNSA 3aTBEPAKEHHS.
119, KCENOAA® TabneTku, BKPUTI ®.XothcpmaHh- | LLBeiiuapi Bupo6HMLTBO HimeuuunH BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/5143/01/02
NNiBKOBOK 060/TI0HKOHO, Nia Pow N1A A Hepo3dgiacoBaHol a/ AZMIHICTpaTVBHI 3MiHW. BUy4eHHs1 BUpOOHMYOT AiNbHALI peuyenmom
no 500 wr, in bulk: no 10 NpoAyKLUiT, LLisevLapis (Bkntoyaroun ginbHuL Ans A®I, npoMixxHOro NpoaykTy abo
Tabnetok y 6nicrepax BMNPOGYBaHHSA roTOBOrO /iKapCbKOro 3acoby, AiNbHULI 418 NPOBEAEHHS

KOHTPOJIIO SIKOCTI:
Ekcenna M'm6X,
HimeuuuHa;
MNepBuHHE Ta
BTOPUHHE NaKyBaHHs,
BMNPOGYBaHHSA
KOHTPOJIIO SIKOCTI:
® . XohpmaHH-/15 Pow
N1, Weeiiuapis;
Bunpo6yBaHHs
KOHTPO/HO SIKOCTi:
Poww ®apma AT,
HimeuumnHa;
Bunyck cepii:

nakyBaHHs1, BUPOOHWKA, BifnoBigasibHOro 3a BMNYCK Cepiit, Micue
NpOBeLEHHSI KOHTPO/IO cepii) abo nocTavasibHVKa BUXIGHOTO
maTepiany, peareHty abo AONOMiXHOT peYOBMHY (SKLLO 3a3HAYEHO
Y OOCbE) - BUNyYeHHs BUPOGHNYOI AinbHuui MpogykTtoc Pow C.A.
e C.B., Mekcuka, BiANoBiga/ibHOI 32 BUPOOHMLTBO
Hepo3dhacoBaHO! NPOAYKLi, NepBUHHE Ta BTOPUHHE NakKyBaHHS,
BMNPOGYBaHHSA KOHTPO/I0 AkocTi [/13. BBeAeHHS 3MiH NpoTArom 6-
TU MicAUIB Nicnsa 3aTBEPXEHHSA. 3MiHU | TUNYy - AgMIHICTPaTUBHI
3MiHW. BunyyeHHs BUPOOHUYOI AiNbHULI (BKIOYAOUN AiNbHULI ANS
A®I|, NPOMIKHOTO NPOAYKTY abo roTOBOrO JliKapCbKOro 3acoby,
OiNbHULI ANS NPOBeAEeHHS NakyBaHHS, BUPOOHMKa,
BiZJNOBIAAILHOO 3a BUMYCK Cepild, MicLie NPOBELEHHSA KOHTPOSIIO
cepii) abo nocTayasibHUKA BMXiZHOTO MaTepiany, peareHty abo
[10MOMDKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCLE) - BUTYYEHHS
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
®.XothpmaHH-/15 PoLu BMPO6HUYOI AinbHULi MpogykToc Pow C.A., Mekcuika,
Ntp, Weeliuapisa BiANOBIAA/IbHOI 32 BUPOOHMLITBO Hepo3dhacoBaHOi NpoayKLii,
nakyBaHHs1, BUNPo6yBaHHA KOHTPOO AKOCTiI /13 'y chopmi in bulk.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB Micia 3aTBEPAKEHHS.
120, KCENOAA® TabneTku, BKPUTI ®.XohcpmaHH- | Lseiiyapi Brpo6HMUTBO Kuraii/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/5142/01/02
NNiBKOBOIO Na Pow N1a A Hepo3dacoBaHOl HimeuuunH AOMIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHMYOT AinbHUL peuenmom
o6onoHkotono 500 wmr, nNpoAyKLii: a/ (Brntovaroun ginbHuLi ans A®I, npoMiXXHOro NpoaykTy abo
no 10 TabneTtok y LllaHxai Pow Lseliuapi roTOBOrO NiKapPCbKOro 3acoby, AiNbHULI 415 NPOBEEHHSN
6nictepi, no 12 dapmacsbioTikans /174, a nakyBaHHs, BUPOGHWMKa, BiAMNOBifa/IbHOrO 3a BMMYCK cepild, Micue
6nicTepiB y KApPTOHHIi Kntai; NpoBefEeHHS KOHTPOSIO cepii) abo nocTavanbHMKa BUXIAHOTO
ynakoBLi Bnpo6H1LTBO maTepiasy, peareHTy abo AONOMIKHOT Pe4YOBMHY (SKLLO 3a3Ha4YeHO
Hepo3dacoBaHOl Y OOCbE) - BUNYyYEHHS BUPO6GHNYOI AinbHuui MpoaykTtoc Pow C.A.
npoaykKuii, e C.B., Mekcuka, BiANoBigasibHOI 3a BUPOOHMLTBO
BUNPOOYBaHHS Hepo3dacoBaHOi MPOAYKLIi, NEPBUHHE Ta BTOPUHHE MakKyBaHHS,
KOHTPOJIO SIKOCTI: BMNPOGYBaHHS KOHTPONIO SKOCTi [/13. BBEAEHHSA 3MiH NPOTArom 6-
Ekcenna N'm6X eHpg, TV MicsLiB nicns 3aTBepMpKeHHS. 3MiHu | Tuny - AgMiHiCTpaTUBHI
Ko. KI', HimeuuunHa; 3MiHW. Brny4yeHHs BUPOOHUYOI AiNbHULI (BKIOUAKUN AiNbHULI ANsS
MepBuHHE Ta A®I, npomiXXHOro NPoAyKTY abo roToBOro nikapcbkoro 3acoby,
BTOPUHHE MaKyBaHHS, AINbHULI ANS NpOBeAEeHHS NakyBaHHS, BUPOOHMKa,
BUNPOOYBaHHS BiZJNOBIAa1IbHOrO 3a BUMYCK Cepili, MiCLie NPOBELEHHSA KOHTPOSIIO
KOHTPOJIO SIKOCTI: cepii) abo nocTavya/ibHUKa BUXiAHOrO MaTepiany, peareHty abo
®.XothcpmaHH-/15 PoLu [OMOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y AOCHE) - BUTyYEHHS
NTa, Weeiiuapis; BMPO6HMYOI AinbHuLi MpoaykToc Pow C.A., Mekcuika,
BunpobyBaHHs BiANoBiAaIbHOT 32 BUPOBHULTBO HEpo3hacoBaHOi NpoayKLii,
KOHTPOJIO SIKOCTI: nakyBaHHs, BUNpobyBaHHA KOHTPOso AKocTi /13 y dhopmi in bulk.
Pow ®apma Al BBefeHHA 3MiH NPOTAroM 6-TM MICALIB NiC/1A 3aTBEPIKEHHS.
HimeuunHa,;
Bunyck cepii:
®.XohpmaHH-/15 Pow
Nitp, WBeliuapis
121, KCE®POKAM® | TabneTku, BKpUTI Takega ABCTpisi Takega M'm6X, Micue HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/10245/01/01
NMiBKOBOK 0G0/OHKOMO, AscTpia FTM6X BMPOGHMLTBA a 3MiHu | TUNYy - 3MiHK BUNPOByBaHb ab0 JONYCTUMUX MEX, peyenmom
no 4 mr; no 10 Tabnetok OpaHieHbypr BCTaHOB/EHMX Y cnewmdikayisx, nig yac BUpobHULITBA rOTOBOrO
y 6nicTepi; no 1 NIKapCbKOro 3acoby - PO3LUMPEHHST MEX KOHTPOJI0 BUNPOOYBaHHS
6nicTepy B KapTOHHiii MiLHOCTI TabneTok nifg Yac BUPOGHULITBA FOTOBOTO NiKApCbKOro
Kopobui 3aco6y, L0 He BN/IMBAE Ha 3arasibHy SKICTb FOTOBOr0 NPOAYKTY
122 KCE®POKAM® | Tabnetku, BKpUTI Takena ABCTpIs Takepa 'm6X, micue HimeuunH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/10245/01/02
NNiBKOBOK 060/1I0HKOHD, ABcTpisf TM6X BUPOGHMLTBA a 3MiHM | TUNYy - 3MiHW BUNPOBYyBaHb abo AONYCTUMUX MEX, peuenmom
no 8 mr; no 10 Tabnetok OpaHieHbypr BCTaHOB/IEHMX Y cnewmdikayisx, nig yac BMpobHULTBA rOTOBOrO
y 6nicTepi; no 1 NiKapCbKOro 3acoby - PO3LUMPEHHS MeX KOHTPOJ/TH0 BUNPObYBaHHSA
6nicTepy B KApTOHHIi MiLHOCTI Tab/1eToK Nif Yac BUPOGHULITBA FOTOBOTO NiKApCbKOro
Kopobui 3aco6y, L0 He BN/IMBAE Ha 3arasibHy sIKICTb TOTOBOr0 NPOAYKTY
123, NTA30/IBAH® | nactwuiku no 15 mr no TOB "CaHodi- YkpaiHa BMPOGHMLTBO, HimeuumnH BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3430/05/01
10 nacTunok y 6nictepi; ABEHTIC nakyBaHHs, a 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y peyenma
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
no 2 a6o no 4 6nictepu Ykpaina" MapKyBaHHA Ta TepMiHax NnpuaaTHoCTi abo ymoBax 36epiraHHsi roTOBOro
Y KapTOHHiIli kopobui KOHTPO/Ib AKOCTI (3a NiKapCcbKoro 3acoby (3MeHLIeHHS TePMiHY NPWAATHOCTI FOTOBOTO
BUHSATKOM TecTy nikapcbKoro 3acoby) - [ns TOProBoi YNakoBKW - 3MEHLUEHHS
"Mikpob6ionoriyHa TEPMiHy NPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby. 3aTBepaKeHo:
yucrorta'): 3 poku.
Bonpep 3anponoHoBaHo: 2 poku. 3MiHK | Tuny - 3MiHK 3 SKOCTi. F0TOBMIA
ApuHaiimittens MiexX nikapcbkuii 3aci6. KOHTpob roTOBOro Mikapcbkoro 3acoby. 3miHa y
eHg Ko. K, mMeToAax BUNPoBYBaHHSA rOTOBOTO J1iKapCbKOro 3acoby (HesHauyHa
HimeuuuHa; 3MiHa y 3aTBEepAXEHNX MeToAax BUNPOOYBaHHS) BHECEHHS
KOHTPO/Ib SKOCTI He3HayHWX 3MiH 40 MeTogiB BUNpobysaHHs /13, 3o0kpema: -
(nuwe 3a TecTom OHOB/IEHHA MeToAukn BEPX ansa BunpobyBaHb 3a NOKasHUKaMmu:
"Mikpo6ionoriyHa "loeHTudbikauis”, "KinbkicHe BU3HauYeHHs (ambpokcony
ymcToTa"): rigpoxnopug)”, "OAHOPIAHICTb A030BaHNX OANHULB" Y
BioXewm N1s60p hrop cneuudikauii npy Bunycky [/13; - BBeAEHHS aHasTiTUYHOT
Bionoriwe yHg, npouenypu (Metog BEPX) ans BunpobyBaHHS 3a NOKa3HUKOM
Xewmiwe AHaniTik "KinbkicHe BM3Ha4YeHHs (ambpokcony rigpoxnopua)” oo
'm6X, HimeuunHa; cneumdikauii Ha TepMiH npuaaTtHocTi M/13. MponoHyeTbCA
BUNYyCK cepil: 3a3HauMTK ABi OKpeMi aHaNiTUYHI MeTOAVKN: ofHa byae
BepiHrep IHrenbxanm npuaaTHoOK 415 BUNpo6yBaHHs nig yac sunycky 13 ( B Tomy
dapma M'mbX i Ko.KT, yncni 4NS OLiHKU OQHOPIAHOCTI OAMHULE [03YBaHHS (OAHOPIAHICTb
HimeuunHa BMICTY), gpyra - A58 BunpobysaHb NpoTAroM TepMiHy NpUAaTHOCTI
rn3.
124, NAMI®PEH® renb 1 % no 15 r abo no MPAT Ykpaina MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH 1O peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 6e3 UA/6136/02/01
30 ry T1y6i; no 1 Ty6i B "®ITOPAPM" AAMiHICTpaTNBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro 3acoby. 3mMiHa peuyenma
nauuj 3 KapToHy Has3BW NikapcbKoro 3acoby: 3aresepmxeHa: JlamideH.
3anponoHoBaHo: JlamiheH®. BBeeHHA 3MiH NPOTAToM 6-Tn
MiCSILiB Nicns 3aTBEPAKEHHS.
125, IAHOTAH® Kpansi ouHi, 0,05 mr/mn, MAT "dapmak” Ykpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/11416/01/01
no 2,5 mn 'y dpnakoxi 3 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FoTOBUIA NiKapCbKuii 3aci6. 3MiHN Y peuyenmom
KpanesibHuueto, no 1 BMPOOHULITBI. 3MiHa po3mipy cepii (BktoYatoun fgianasoH po3mipy
donakoHy B mauuj cepii) roToBOro nikapcbkoro 3acoby (36inbLweHHs go 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHSA AOAATKOBUX
po3mipis cepii: 150 n (57 Tuc. cpn.), 250 n (95 Tuc. cpn.), 500 n
(190 Tuc. chn.) fo BXe 3aTBEpLKEHOro po3mipy cepii 100 i1 (38
Tnc. n.).
126.| NEBITPA TabneTkn, BKpUTI Baiiep AT, HimeuumnH Baitep Al HimeuumnH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/0226/01/01
060/10HKOI0, N0 5 Mr; No a a 3MiHM | TUNY - 3MiHa napameTpis cneyudikaliin Ta/abo gonyctumnx |  peyenmom

1 Tabnetuyj y 6nictepi;
no 1 6nictepy B
KapTOHHIM navui

MeX 151 AOMOMiXKHOT PEUOBUHM (3BY)XXEHHSA A0NYCTUMUX MEX);
3MiHK | TUNY - 3MiHa NapameTpiB crneyudikaliin Ta/abo fonycTUMmnX
MeX 4151 AONOMIKHOT pevoBMHN (AOMOBHEHHS crieumdikalii HOBUM
MOKa3HWKOM 3 BigMoBigAHM METOLOM BUNPOOYBaHHS); 3MiHM | Tuny

- 3MiHa napameTpiB cneyudikaLiii Ta/abo AonyCcTUMUX MeX ANns

[OMOMDKHOT peyoBrHY (BUTyYeHHS 3i cnevumdikauii He3HayHoro

nokKasHuka (Hanpvknag 3acTapisioro NokasHuka)); 3MiHu | Tuny -
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20
nocsio4YeHHs

3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4PY abo €sponeiicbkoi thapmakonei, abo iHwoi
HaLlioHanbHOT hapmakonei gepxasu €C (3MiHa y cneuudikauii
HedhapmakoneiiHoro A®| ansa npusefeHHs y BiANOBIAHICTb A0
Bumor dY abo €sponelicbkoi hapmakonei, abo iHLwoil
HauioHanbHOT hapmakonel gepxasun €C) - JonomixHa
peyoBMHa/BUXIAHWIA MaTepian ans BupobHuuyTea API

127,

NEBITPA

TabneTku, BKPUTI
060/10HKOI0, N0 20 Mr No
1 a6o no 4 TabneTkn y
6nictepi; no 1 6nictepy
B KapTOHHII naui

Baiiep Al

HimeuunH
a

Baiiep Al

HimeyunH
a

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHa NapameTpiB crneyudikauiii Ta/abo fonycTUMUX
MeX A5 AONOMDKHOT PEYOBUHM (3BY)XXEHHS [ONYCTUMUX MEX);
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiin Ta/abo 4onycTUMUX
MeX A/151 [OMOMDKHOI PEHOBUHM (JONOBHEHHS cneuudikauii HoBUM
MOKa3HWKOM 3 BigMoBigHM METOLOM BUNPOBYBaHHS); 3MiHu | Tuny
- 3MiHa napameTpiB cneuudikauiii Ta/abo 4OMYCTUMUX MeX ANs
[0NOMDKHOT peYOBMHM (BUYYEHHS 3i cneuudikallii He3HauyHoro
nokasHuka (Hanpvknag 3actapifioro nokasHuka)); 3Mmiiu | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo iHWoT
HaLjioHanbHOI thapmakonei aepxasun E€C (3miHa y cneumdikauii
HedhapmakoneiiHoro A®| ansa npuBeAeHHs y BiANOBIAHICTb A0
Bumor AdY a6o €sponelicbkoi hapmakonei, abo iHLWoi
HaLjioHanbHOI thapmakonei aepxasu €C) - [lonoMixHa
pevoBUHA/BMXIAHWI MaTepian ans Bupo6HuuTea AdI

3a
peyenmom

UA/0226/01/03

128,

NEBO

po34nH ana iHdysili, 500
Mr/100 mn, no 100 mny
nasawyi; no 1 nnawwiy
KapTOHHIlA ynakoBLi

CKAH BIOTEK
nTp

IHais

KYMNEP EC.EN.

Mpevys

BHECEHHS 3MiH 10 peeCcTpaLiiiHnX maTepianis: 3mMiHa 3asBHMKa
(BnacHvKa peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Bif
23.07.2015 Ne 460); 3MiHu | TUNy - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. BeefeHnHs abo 3MiHu
[0 y3ara/lbHeHUX JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPO cucTemy chapMakoHarisay,
3MiHa YNOBHOBaXXEHOT 0CO6M, BiANOBIAALHOI 32 3MiACHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobm 3 hapmakoHarnagy 3asBHuKa
ONA 34jicHeHHs hapMakoHarsay B YKpaiHi, K0 BOHa BigMiHHA
Bifl yNOBHOB&XeHOI 0c0o6u, BiANoBiAabHOI 3a 3A4iAICHEHHSA
hapmakoHarnsgy (BKIHYatoumM KOHTaKTHI AaHi) Ta/abo 3MiHW y
PO3MiLLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - amiHa
KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0co6y, BiANOBIAALHOI 3a
hapMakoHarnsg. 3miHa Micusi 34ilCHEHHS1 OCHOBHOI AisS/TbHOCTI 3
hapMakoHarnsay. 3miHa MicLie3HaxomKeHHs1 MacTep-thainna

3a
peyenmom

UA/14046/01/01

129,

NEBO®IOKC
AUMH

po34nH Ana iHdysil, 5
mr/ma no 100 mny
donakoHi; no 1 dpnakoHy
B KapPTOHHIili KOpO6L

"HOHiK
PapmacbTHK
an
Na6opaTtopisz"
(BipgineHHs
ipmu "Ox.B.

IHais

"FOHiK
PapmacboTuKaU
Na6opaTtopiz”
(BigaineHHs cipmm
"x. B. Kemikans eHpg,
PapmacbioTrKans

IHais

BHECEHHS 3MiH 10 peeCcTpaLiiiHnX maTepianis: 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BM Jlikapcbkoro 3acoby - 3miHa
Ha3BW Jlikapcbkoro 3acoby: 3aTBepmkeHo: 30J/IEB® NHPY3IA
ZOLEV® INFUSION 3anponoHosaHo: JIEBO®JIOKCALIVH
LEVOFLOXACIN (BBeggeHHs 3MiH MPOTAroM 3-x Micsyis nicns
3aTBEepPAKEHHS); 3MiHW | Tuny - 3MiHK Woao 6e3nekn/edekTUBHOCTI

3a
peyerimom

UA/15760/01/01
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Kewmikans eHg,
PapmacbioTuK
ans ita.")

nrp")

Ta hapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS 3aTBEPKEHOrO
TEKCTY MapKyBaHHS NePBUHOI Ta BTOPUHHOT ynakosku J13
(BBefeHHs 3MiH NPOTAroM 3-X MicALiB Nic/s 3aTBepAKeHHS)

130,

NEMCUN®
NMNMOH

MOPOLLIOK ANt
OpasibHOTO PO3UMHY; MO
4,8 r NOPOLLKY Yy calle;
no 5 a6o 10 cawe B
KapTOHHIA KopoobLi

PekkiTT
BeHkizep
Xerckep

(HOKeiA)
Nimiteq

Benvka
BpuTaHis

PekkiTT BeHkizep
Xenckep (HOKeiA)
Nimiten

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3miHu | TUNY - 3MiHK Woao0 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3arasibHEHNX AaHUX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobw,
BiANOBIAA/IbHOI 32 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarns4y 3asBHUKa 415 34iACHEHHS
hapmMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy (BKuvatum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsagy) 3MmiHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifNOBiAaNbHOI 32 34iACHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pegakuis: TeTaHa [y6ay. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BifNOBiAaNbHOI 3a 3iCHEHHS
hapmakoHarnsgy B Ykpaii.

6e3
peyenma

UA/8690/01/01

131,

NEMCUN®
MAKC
NMNMOH

NOPOLLOK ANs
OpasibHOTO PO3YMHY; N0
4,8 1 NOPOLLKY y calle;
no 5 a6o no 10 cawe B
KapTOHHilA KOpo6Li

PekkiTT
BeHkizep
Xenckep

(HOKelA)
Nimiten

Benuka
BpuTtaHis

PekkiTT BeHkizep
Xenckep (FOKei)
Nimiteq

Benuka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3araslbHeHNX JaHux
npo cuctemMy chapmMakoHarnsay (BBefeHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT 0cobu,
Bi4NOBiAA/IbHOT 32 3AiICHEHHS hapMakoHars4y; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOB&XXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
thapmakoHarnagy (BkIouatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy) 3miHa
KOHTaKTHOI 0CO6M 3as1BHMKA, BigMNoBiAa/IbHOT 32 34iCHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuin: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6M 3asiBHMKA, BigNoBiAa/IbHOT 32 34iCHEHHS
thapmakoHarnsay B YkpaiHi

6e3
peyenma

UA/8583/01/01

132,

NE®NOLMH®

po34nH Ana iHdysil, 5
mr/mn no 50 ma a6o no
100 mn, abo no 150 mn,
abo no 200 mn y
naswui; no 1 nasawyiy
naJui; no 100 mn a6o
150 mn, a6o no 200 mn
Y KOHTeliHepi; no 1
KOHTEliHepy B mayLli

TOB "tOpis-
Papm"”

Ykpaina

TOB "tOpisi-Papm"

YkpaiHa

BHECEHHS 3MiH 10 peeCcTpaLiiiHnX maTepianis: 3miHu | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOYaUM Ai/lbHULI BUNYCKY cepii abo micue
NpoBeLEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEp, BK/IOUaUM BUMYCK Cepiid) - 3MiHa agpecu
BUpo6HMKa 13 TOB "HOpia-Papm”, YkpaiHa (3aMiHa 3 1opuanYHOT
agpecy Ha hakTnyHy), 6e3 3MiHM MicLA BUPOOHMLTBA:
3arBepaxeHo: YkpaiHa, 03680, m. Kuis, Bys1. M. Amocosa, 10.

3a
peyerimom

UA/8639/01/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
3anponoHoBaHo: YkpaiHa, 18030, Yepkacbka 0611., M. Yepkacy,
By/1. Ko63apcbka, 108. BBeAeHHS 3MiH NPOTAroM 6-TW MicsLiB
nicnsa 3aTBepKEHHS.
133 nMI3nHonNPu Tabnetkn no 5 mr; no 10 paTiodhapm HimeuumnH BVMPOGHMLTBO HimeuunH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1572/01/01
N-TEBA Tabnetok y 6nictepi; no 6X a Hepo3dhacoBaHO| a 3MiHu | TUNY - 3MiHKM 3 AKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHN Y peyenmom
3 abo 6 6nicTepiB y npoaykuii, 403BiN Ha BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIOYarumn gianasoH po3mipy
Kopoobui BUMYCK cepii: Mepkne cepil) roToBOro nikapcbkoro 3acoby (36inbweHHsA fo 10 pasis
'm6X, HimeuunHa; NMOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) BBEAEHHS 40AATKOBOro
nepBuHHa Ta po3Mipy cepii rpaHynauii ana gosysaHHA 5 mr - 420, 00 kr. 3miHa
BTOPVHHA ynakoBkKa, po3mipy cepii TabneTyBaHHs AN AO3YBaHHA 5 Mr: 3milLyBaHHSA 40
KOHTPO/b AKOCTI: BOCbMWU cepiii no 105, 00 kr abo fo ABOXx cepili o 420, 00 kr (4
Mepkne M'vbX, MJIH. TabneTok 6e3 NOKPUTTS). BHECEHHS pefaKLiiiHOro yTOUYHEHHS
HimeuunHa y BUPOGHWYI peLenTypi, 30KpemMa: 3a3HauyeHHs AjanasoHy
KiNIbKOCTi BOAM OUULLIEHOT, L0 BUKOPUCTOBYETLCA Ha CTaj,i
rpaHynALinHOro po3ynHy. BHeCEHHS He3HauYHMX pefakuiiHuX
npasok Ao p.3.2.P.3. MNpouec BUpo6HULTBA MIKAPCbKOTO 3acoby.
134, NMi3HoNPu Tabnetku no 10 mr; no patiohapm HimeuuunH BVMPOGHMLTBO HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/1572/01/03
N-TEBA 10 Tabnetok y 6nictepi; 6X a Hepo3dgracoBaHOl a 3MiHu | TUNY - 3MiHK 3 KOCTI. ToTOBUIA NiKapCbKuii 3aci6. 3MiHW y peyenmom
no 3 abo 6 6rictepiB y npoaykuii, 403BiNT HA BMPOGHULTBI. 3MiHa pO3Mipy cepii (BK/IOUaKumM gianasoH po3mipy
KopoobLi BUNyCK cepii: Mepkne cepil) roToBOro nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
M6X, HimeuuunHa; MOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS 40AAaTKOBOIO
nepBuHHA Ta po3Mipy cepii rpaHynsayii gns gosyBaHHA 5 mr - 420, 00 kr. 3miHa
BTOPWHHA ynakoBkKa, po3Mipy cepii TabneTyBaHHS ANA [03yBaHHA 5 Mr: 3MiLLyBaHHA [0
KOHTPOb AKOCTI: BOCbMM cepili no 105, 00 kr abo Ao ABoX cepili no 420, 00 kr (4
Mepkne 'vbX, MJTH. TabN1eToK 6e3 NOKPUTTS). BHECEHHST peAakLUiiHOTO YTOYHEHHS
HimeuyunHa Yy BUPOGHWMUI peLenTypi, 30KpeMa: 3a3HauyeHHs AianasoHy
KIIbKOCTi BOAW OYULLLEHOT, L0 BUKOPUCTOBYETLCA Ha cTagil
rpaHyNsALiiHOro po3ynHy. BHECEHHSI HE3HAYHNX peaakuinHmX
npasok A0 p.3.2.P.3. Mpouec BUpo6HMLTBA iKapCbKoro 3acoby.
135, MI3NHONPU Tabnetkun no 20 mr; no paTiodhapm HimeuumnH BVMPOGHMLTBO HimeuunH BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 3a UA/1572/01/02
N-TEBA 10 TabneTok y 6nicTepi; 6X a Hepo3dacoBaHol a 3MmiHu | TUNYy - 3MiHKW 3 AKOCTI. FOTOBMIA NiKapCbKuiA 3aci6. 3MiHM y peyenmom
no 3 abo 6 6nictepis y npoaykuii, L03BiN Ha BMPOOHULTBI. 3MiHa po3Mmipy cepii (BkIoYarumn gianasoH po3mipy
Kopoo6ui BUMNYCK cepii: Mepkne cepii) roToBOro nikapcbkoro 3acoby (36inbweHHsA fo 10 pasis
'vm6X, HimeuunHa; MOPIBHSAHO i3 3aTBEPXEHUM PO3MIPOM) BBEAEHHS 40AAaTKOBOrO
nepBuHHa Ta po3Mipy cepil rpaHynauii gna gosysaHHA 5 Mr - 420, 00 kr. 3miHa
BTOPVHHA ynakoBkKa, po3mipy cepii TabneTyBaHHs 415 AO3YBaHHA 5 Mr: 3MiLLyBaHHA 40
KOHTPO/b AKOCTI: BOCbMWU cepiii no 105, 00 kr abo fo ABox cepili no 420, 00 kr (4
Mepkne 'mbX, MJIH. TabneTok 6e3 NoKpUTTS). BHECEHHS pefaKLiiiHOro yTOUHEHHS
HimeuyunHa y BUPOGHWYIl peLenTypi, 30KpeMa: 3a3HauYeHHs! AianasoHy
KINIbKOCTi BOAW OYMLLLEHOT, WO BUKOPUCTOBYETLCA Ha cTagil
rpaHynAuinHOro po3yrHy. BHeCeHHS He3HauYHWX pefakuiiHnX
npasok Ao p.3.2.P.3. MNpouec BUpo6HULTBA NIKAPCLKOTO 3aco0by.
136. IHO3UA, pO34uH N8 iHQysiid, 2 YOPNA TypeuuunH Medpbap Inauy CaH. TypeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/14840/01/01
mr/mn; no 300 mny MEANLWVH a A.LLL a 3MiHu | TMny - 3MiHKM Wonao 6e3nekn/eeKTUBHOCTI Ta peuyenmom
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
chnakoHi; no 1 donakoHy INIAY CAH. BE thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHNX JaHnx
B KapPTOHHI kopobui TIOK. A.LL. npo cucteMy chapmakoHarnsgy (BBeAeHHs y3araslbHEHUX AaHNX
npo cucTemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cucteMmn papmakoHarnsagy) - 3MiHa
YNOBHOBaXXEHOT 0CO6U BigNOBiAabHOI 3a thapmakoHariag;: dirova
pepakuis: XtoceliH ToHisni / Mr. Huseyin Tonyali. NponoHoBaHa
pegakuisi: MeBcim Inbkbaxap AiHyens / Mrs. Mevsim llkbahar
Dincel. 3miHa KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0Co6M,
BiANOBIAa/IbHOI 32 hapMakoHar/is4. 3MiHa KOHTaKTHUX JAaHnX
KOHTaKTHOT 0c0o6W, BignoBigansHoi 3a hapMakoHarnsg. 3miHa
MiCUS1 34iACHEHHA OCHOBHOI Ais/IbHOCTI 3 hapMakoHarnisgy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-haiina.
137, MENCI Tabnetku no 7,5 mr, no TOB Ykpaina TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/8397/01/01
10 TabneTok y 6nicTepi; "ACTPA®APM AfMiHIiCTpaTMBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro 3acoby - peyenmom
no 2 6nictepu y kopobui " 3arBepaxeHo: MEJTOKCUKAM-ACTPA®APM 3anponoHoBaHo:
MENCI
138, MENCI Tabnetku no 15 mr, no TOB Ykpaina TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 4,0 PEeECTpaLiiHNX MaTepiasliB: 3MiHM | Tuny - 3a UA/8397/01/02
10 TabneTok y 6nicTepi; "ACTPA®APM AfMiHiCTpaTuBHI 3MiHW. 3MiHa Ha3BW JlikapCcbKoro 3acoby - peuyenmom
no 2 6nictepu y kopobui " 3artBepakeHo: MEJTOKCUKAM-ACTPA®APM 3anponoHoBaHo:
MENCI
139 MEPAJIC® cnpeii HasaslbHUiA, AapaH- Xopsaris ApapaH-TaneHcbkuit Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/12207/01/01
po3uuH 0,05 % no 10 mn FaneHcbKuii Na6opartopiii 4.4. 3MiHM | TUNy - NogaHHA oHoBneHoro CepTudikarty BiANOBIAHOCTI peyenma
a6o no 15 mn po3umnHy y Na6opaTopii €Bponevicbkin hapmakonei R1-CEP 2006-286-Rev 01 Big Bxe
chnakoHi 3 4O3yH0UnM a.a. 3aTBepAXEHOro BUpo6HUKa ana APl KennomeTasoniHy
NpPUCTPOEM; no 1 rigpoxnopuay BHacnifoK 3MiHN Ha3BM BUPOOHNKa A®| 3 BASF
h/1aKOHY B KapTOHHIi PharmaChemikalien GmbH & Co. KG, Germany Ha Siegfried
Kopoo6Ui PharmaChemikalien Minden GmbH, Germany
140, MEPANIC® cnpeii HasasTbHUIA, AfpaH- Xopsartis Apnpan-TaneHcbkumin Xopsartis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/12207/01/02
po3uuH 0,1 % no 10 mn [aneHcbkuit Na6opartopiit 4.4. 3MiHM | TUMy - NogaHHA oHoBneHoro CepTudikaty BiAMNOBIAHOCTI peyenma
a60 no 15 MmN po3unHy y Na6opaTopiii €Bponelicbkiit hapmakonei R1-CEP 2006-286-Rev 01 Big Bxe
h1akoHi 3 403y0UnM a.4. 3aTBEPKEHOr0 BUPOOHMKa Anst AD| kcmnomeTasoniHy
npucTpoem; no 1 rigpoxnopvay BHacMifoK 3MiHM Ha3BM BUpo6OHNKa A®| 3 BASF
(h/1aKOHY B KapTOHHiiA PharmaChemikalien GmbH & Co. KG, Germany Ha Siegfried
KopobL, PharmaChemikalien Minden GmbH, Germany
141, METOTPEKC KOHUEHTpaT ans EBEBE ABCTpIf NOBHUIA LMK ABcTpis/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/1209/02/01
AT "EBEBE" PO34UHy AN1s1 iHQY3il, dapma BUPOGHMLTBA: HimeuuunH 3MiHu | TUNy - 3MiHa y meTogax BunpobysaHHA AdP| abo BUXiAHOTO peuenmom
100 mr/mn no 5 mn (500 lec.m.6.X. EBEBE ®apma a mMarepiany/npoMiXHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
mr), a6o no 10 mn (1000 Hdor.KI lec.m.6.X. Haor. KT, y npoLieci BUpo6HMUTBa AD| - He3HauHi 3MiHM Y MeToauui BEPX 3a

Mr) a6o no 50 mn (5000

ABCTpist

nokasHukamu «KisbkicHe BU3Ha4YeHHs1» Ta «CynposifHi 4OMILLKN»
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
Mr) y donakoHi; no 1 TEeCTyBaHHS: 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS rOTOBOrO
h/1aKoHY B KapTOHHIi MM Mikpo6ionoriwec nikapcbKoro 3acoby - He3HauHi 3MiHM y MeToauui BEPX 3a
Kopobui Mptocpnabop M6X, nokasHukamu «KisibkicHe BU3Ha4YeHHs» Ta «CynpoBifHi OMILLKN»
AscTpis
TeCTyBaHHS:
Na6op N+C Ar’,
HimeuunHa
142, METOTPEKC pO34uH ANa iH'ekuid, 100 TeBa 13painb Papmaxemi b.B. HigepnaH BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/0818/01/02
AT-TEBA mr/mn, no 10 mny dapmaLeBTika on TeXHiYHa MOMUSIKA B IHCTPYKLT 418 MeAUYHOro 3aCTOCyBaHHSA peyenmom
donakoHi; no 1 dpakoHy N lHgacTpi3 nikapcbKoro 3acoby
B KOPOOL nra.
143 MET®OPMIH- | TabneTtku, BKpUTI TeBa 13painb AT dapmaLeBTUYHWI YropLumHa BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis: 3a UA/12382/01/01
TEBA NNiBKOBOK 060/I0HKOHO, dapmaueBTika 3aBog TEBA, / 3MiHn | TUny - 3MiHK 3 AkocTi. CepTudiikaT BignosigHoCTI/IE- peuyenmom
no 1000 mr no 10 n lHpacTpi3 YropwmHa (nepBrHHa I13pains/ cepTudikaT BignoBigHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
TabneTtok y 6nictepi; no nra. Ta BTOpVHHa Yecbka MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI a6o
3 6nicTepun y Kopobu,i ynakoBKa, KOHTPO/1b Pecny6nik BWUTyYEHHS cepTudikaTa BignoBigHOCTIi €EBpONeichbkiii
SAKOCTi Ta [03BiN Ha a thapmakonei: gns A®l; ans BUXiAHOrO
BUMYyCK cepiii); TeBa marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
dapmaueBTiKan BUKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 4151 AONOMIKHOT PeyOBUHN
IHoacTpi3 T4, 13pains (cepTtudpikaT BignoBigHOCTI EBponelickkiii hapmakonerl) -
(BUPOGHMLTBO 3a OHOB/EHMIA cepTUIKAT Bif YXe 3aTBEPXXEHOr0 BUPOOHUKA
NOBHUM LMK/IOM; nogaHHsa oHoBsieHoro CepTucpikaTty BignoBigHOCTI €Bponeiichbkiii
BVMPOGHMLTBO hapmakonei R1-CEP 1998-079-Rev 08 (nonepeaHs Bepcia R1-
Hepo3dgracoBaHOl CEP 1998-079-Rev 07) Bif BXe 3aTBEpP)KEHOrO BUPOOHMKA
NPOAYKL,iT, KOHTPO/b Wanbury Limited gna Ad®l meTdhopMiHy rigpoxaopugy.
SAKOCTi Ta [03BiN Ha
BUMYyCK cepiid); TeBa
Yex IHgacTpis c.p.o.,
Yecbka Pecny6bnika
(BpPO6HMLTBO
Hepo3dg)acoBaHol
NPOAYKLIT, KOHTPO/Ib
AKOCTI)
144 MIACEP® TabneTku, BKpUTI Pisochapm CA | Lseiiyapi PiBochapm CA LLiBefiuapi BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/14722/01/01
NNiBKOBOK 060/1I0HKOHD, A a 3MiHu Il TUny - 3MiHK 3 AkocTi. AP, (iHLWi 3MiHM) BHECEHHS 3MiH B peuenmom

no 10 mr; no 10
Tabnetok y 6nictepax,
no 2 6nictepu B
KapTOHHI navui

p. 3.2.S. AKTMBHWIA hapmaLeBTUYHWIA iHrpegieHT:

- B p. 3.2.S.2.1. BUpo6HVK/ OHOBMEHA iHthopMaLia LWOoA0 AaHWX
niyeHsii, BuaaHoT perynsiTopHUM opraHoM BUPOBHUYOT AiNbHULL
Adl;

- B p. 3.2.S.2.2. Onmc BMPOBHMYOro NpoLiecy i NpoLecy KOHTPOsI
[JeTanisoBaHo onuc npouecy BUpo6HuLTBa AP| Ha KOXHOMY eTani
CUHTE3Y, BK/1H0YAK0UN PO3UNHHUKN Ta peareHTu;

- B p. 3.2.S.3.2. JOMiLLKM BK/IIOYEHO AaHi 040 AOMILIOK Ta
MeTogy BignosigHocTi B EP ana MiaHcepuHy rigpoxnopua,; AaHi
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npo O — Aminobenyzlalcohol, N — Methylelamine, nigTeepaxeHHs
cTpareprii KoHTponto ans 1,2 — dicloprane;

- B p. 3.2.S.4.1. CneuudikaLis 3mMiHM B cneumdikavii 3a/MwLKoBoro
PO34YMHHKKA: AoAaBaHHA BeHseH; BUuIyyYeHHs [oAaTKoBOro Tecty
NS OpraHiyHNX AOMILLIOK, L0 SIErKO BUMAPOBYIOTLCSA, Ta
cynposigHnx gomiwwok (TLC);

- B p. 3.2.S.5. CTaHAapTHi 3pasku Ta npenapaTy BKIIOYEHO
iHchopmawito Wwoao pechepeHTHUX cTaHaapTiB 419 AOMILKN B
MiaHcepuH rigpoxnopug CRS Ta cuctemu BignosigHocTi CRS;

- B p. 3.2.S.7. C1abinbHicTb 40AAITLCS OHOBMEHI AaHi
CTabiNIbHOCTI

145,

MIACEP®

TabneTkn, BKpUTI
M/1iBKOBOK 060/I0HKOI0,
no 30 wmr; no 10
Tabnetok y 6nicrepax,
no 2 6nictepu B
KapTOHHI navi

Pisochapm CA

LLBeiiuapi
a

Pisodapm CA

LLieiiuapi
a

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3miHu |l TUny - 3MiHm 3 akocTi. A®I. (iHWi 3MiHW) BHECEHHS 3MiH B
p. 3.2.S. AKTBHWIA chapMaLeBTUYHWIA IHTpeaieHT:

- B p. 3.2.S.2.1. BUpo6H1K/ OHOBMIEHA iHGhopMaLLis LWoA0 AaHNX
niueHsii, BugaHoi peryisaTopHYM OpraHoM BUPOOHWYOT AibHNL
Adl;

- B p. 3.2.S.2.2. Onnc BUpOo6GHMYOro npoLecy i Npouecy KOHTPOsIo
JeTanizoBaHo onuc npotecy BupobHuuTea APl Ha KOXHOMY eTani
CUHTE3Y, BK/1H0HA0UN PO3UNHHUKK Ta peareHTu;

- B p. 3.2.S.3.2. JOMILLKM BKIOYEHO faHi LWoa0 AOMILIOK Ta
mMeToay BignosigHocTi B EP ans MiaHcepuHy rigpoxnopug; gaHi
npo O — Aminobenyzlalcohol, N — Methylelamine, niaTBepaxeHHs
cTparteprii koHTponto ana 1,2 — dicloprane;

- B p. 3.2.S.4.1. Cneyudpikauis 3miHM B cneumdikavii 3a11wkoBoro
PO3UMHHMKA: AofaBaHHA BeH3eH; BUIyYeHHs [0AaTKOBOro Tecty
AN opraHivyHMX AOMILLIOK, LLO SIErKo BUNapoBYIOTLCS, Ta
cynpoBigHux gomiwok (TLC);

- B p. 3.2.S.5. CtaHgapTHi 3pasku Ta npenaparu BKIHOYEHO
iHbopMmaLito o0 pedhepeHTHNX cTaHA4apTiB ANs AOMIllkM B
MiaHcepuH rigpoxnopug CRS Ta cuctemu BignosigHocTi CRS;

- B p. 3.2.S.7. CTabinbHicTb 40OAAKTLCS OHOBMEHI AaHi
cTabinbHOCTI

3a
peyenmom

UA/14722/01/02

146.

MIACEP®

TabneTkn, BKpUTI
N/iIBKOBOK 0GO/OHKOM0,
no 60 mr; no 10
TabneTtok y 6nicrepax,
no 2 6nictepu B
KapTOHHI navui

PiBochapm CA

LLIseliyapi
a

PiBodhapm CA

LLiseliyapi
a

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MiHu 1l TUny - 3MiHKn 3 akocTi. A®I. (iHWi 3MiHWM) BHECEHHSA 3MiH B
p. 3.2.S. AKTUBHWIA hapmaLeBTUYHWIA iHrpegieHT:

- B p. 3.2.S.2.1. BUpo6HMK/ OHOB/IEHA iHGhopMaLis WOoA0 AaHNX
niueHsii, BuAaHoi peryisaTopHYM OpraHoM BUPOGHMYOT Ai/TbHUL
ADl;

- B p. 3.2.S.2.2. Onnc BUpOGHMYOro NpoLecy i Npouecy KOHTPOsI0
JAeTanizoBaHo onuc npotecy BUpo6HuuTBa A®| Ha KOXHOMY eTani
CUHTE3Y, BK/1H0YA0UN PO3UNHHUKN Ta peareHTy;

- B p. 3.2.S.3.2. [JOMILLKM BK/THOYEHO faHi Wo40 AOMILIOK Ta
MeToay BignosigHocTi B EP ans MiaHcepuHy rigpoxaopua; AaHi

3a
peyenmom

UA/14722/01/03
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
npo O — Aminobenyzlalcohol, N — Methylelamine, nigTeepaxeHHs
cTpareprii KoHTponto ans 1,2 — dicloprane;
- B p. 3.2.S.4.1. CneuudikaLis 3mMiHM B cneumdikavii 3a/MwLKoBoro
PO34YMHHKKA: AoAaBaHHA BeHseH; BUuIyyYeHHs [oAaTKoBOro Tecty
NS OpraHiyHNX AOMILLIOK, L0 SIErKO BUMAPOBYIOTLCSA, Ta
cynposigHnx gomiwwok (TLC);
- B p. 3.2.S.5. CTaHAapTHi 3pasku Ta npenapaTy BKIIOYEHO
iHchopmawito Wwoao pechepeHTHUX cTaHaapTiB 419 AOMILKN B
MiaHcepuH rigpoxnopug CRS Ta cuctemu BignosigHocTi CRS;
- B p. 3.2.S.7. C1abinbHicTb 40AAITLCS OHOBMEHI AaHi
CTabiNIbHOCTI
147 HATPIO pO34uH aNs iHQysild, 9 TOB "HOpis- Ykpaina TOB "HOpia-dapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/8331/01/01
xnoenpg mr/mn; no 100 mn a6o Papm"” AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
200 mn a6o 400 mny MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nnswkax; no 100 mn niKapcbKoro 3acoby, BKIOUaumM AifibHULI BUNYCKY cepii abo micue
ab6o 200 mn a6o 250 mn NpoBefEeHHS KOHTPO/IIO AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
abo 400 mn a6o 500 mn BMPOGHMK/IMNOpTEp, BK/OUaoUM BUMYCK Cepiid) - 3MiHa agpecu
a60 1000 mn a6o 2000 BUpo6HuKa 13 TOB "HOpia-Papm”, YkpaiHa (3amiHa 3 1opuanYHOT
mn a6o 3000 mn abo agpecy Ha hakTnyHy), 6e3 3MiHu1 MicLA BUPOGHMLTBA:
5000 M1y KOHTeliHepax 3arBepmxeHo: YkpaiHa, 03680, M. Kuis, Byn. M. Amocosa, 10.
noniMepHuUx 3anponoHoBaHo: YkpaiHa, 18030, Yepkacbka 061., M. Yepkacu,
Byn. Ko63apcbka, 108 BBefeHHS 3MiH NpOTArom 6-Tv MicsiLiB nicns
3aTBEPAKEHHS.
148 HEOBITAM TabneTkn, BKpUTI AT Ykpaina AT "KNIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/11551/01/01
NNiBKOBOK 060/I0HKOHO, "KNIBCbKWI BITAMIHHW 3MiHn | TUny - 3MiHK 3 AkocTi. CepTudiikaT BignosigHoCTI/IE- peuyenma
no 10 TabneTok y BITAMIHHMIA 3ABO4" cepTudikaT BignoBigHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
6nictepi, no 3 6nictepn 3ABOA" MopaHHA HOBOro abo OHOBNEHOTO cepTudikaTa BifgnoBigHOCTI a6o
B nauui BWUTyYEHHS cepTudikaTa BignoBigHOCTIi €EBpONechbkiii
thapmakonei: gns A®l; ans BUXiAHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI API; ANs [OMNOMDKHOI peYOBUHN
(cepTtudpikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hoswii
cepTudikaT Bif, BXe 3aTBepAKeHOro BUPo6HMKa -
nogaHHs Hoeoro CepTudikaty RO-CEP 2013-165-Rev 01 gnsa Adl
MipnAoKCUHY TifpoXI0pua Bif BXe 3aTBEpAKEHOro BUPo6HMKa
Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutaii, sik Hacnigok
BWUTyYEHHS 3i cneymdikauii AD| KOHTPOIb 3a MOKA3HMKOM “"Badkki
meTanu" ans Bupo6Huka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
KvTaii
149, HE®ANBXWUK | po3unH ans in'ekuin 20 BIOKOAEKC ®paHuis Bupo6HMLTBO: ®paHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/6564/01/01
Mr/2 M7, No 2 MN B LENbOAPM TYP, 3MiHu | TUny - 3MiHKn Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
amnyni; no 5 amnyn Ha ®paHuis; thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHNX JaHux
NiAA0HI B KAPTOHHIi BignosiganbHuii 3a npo cuctemMy chapmakoHarnisgy (BBeAeHHs y3araslbHEHUX AaHNX
ynakoBLi BUMYCK cepii: npo cucTemy dpapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT 0cobw,
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BIOKOJEKC, ®paHLjist

BIANOBIAA/LHOI 32 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,

YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BKIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEHHI MacTep-ghaiina cucteMmn papmakoHarnsagy) - 3MiHa
KOHTaKTHOI 0cobu, BiAnoBifasibHOI 3a 3AjACHEHHSA
hapmakoHarnsgy: Aitoua pegakuis: HaropHa KatepuHa IBaHiBHa.
MponoHoBaHa pepakuisi: bapaHiBcbkuii Mukona OnekciiioBuy.
3MiHa KOHTaKTHMX AaHMX KOHTaKTHOT 0CO6MU, BigNoBigabHOI 3a
34iicHeHHs1 chapmakoHarnsgy

150,

HYPO®EH®
EKCMPEC
PO3UYNHHUN

MOPOLLOK OpasibHUiA Mo
400 wr; no 5 a6o 10,
ab6o 12, abo 15 cawe B
KapTOHHIA KOopooLi

PekkiTT
BeHkizep
Xernckep

IHTEpHeLHN

Nimiteq

Benvka
BpuTtaHis

PekkiTT BeHkizep
Xenckep IHTepHeLwHN
Nimiteq

Benvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3minu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnX
npo cucteMy papmakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o5 34iACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0c06U, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
hapmakoHarnagy (BkIYatoUum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3milLeHHi macTep-chaiina cuctemmn hapmakoHarnsagy) 3MmiHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BigNoBiAa/bHOI 3a 3MiACHEHHS
thapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuis: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asiBHMKA, BigNoBiAa/bHOI 3a 3MjACHEHHS
hapmakoHarnsay B YkpaiHi

6e3
peuyenma

UA/10906/02/01

151,

HYPO®EH®
IHTEHC/B

TabneTkn, BKpUTI
N/iIBKOBOK 0GO/OHKOM0,
no 6 abo 12 tabnetok y
6nicTepi; no 1 6nictepy
B KapTOHHI kopobui

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xerickep IHTepHeLLHN
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MmiHu | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHsa abo 3mMiHM [0 y3araslbHEHNX faHux
npo cuctemy thapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBIAANbHOI 3a 34jiiCHEHHS hapMakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHVKa A5 34iACHEHHS
hapmMakoHarnsagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXeHOI 0cobK, BifANOBIfa/IbHOT 3a 34iICHEHHS
hapMakoHarnsay (BkIYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0C06M 3asBHUKA, BiANOBIAa/IbHOI 32 3MiiCHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuisi: TeTaHa [ly6ay. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0C06M 3asBHUKA, BiANOBIAA/IbHOI 32 3AiiCHEHHS
hapMakoHarnsay B YkpaiHi

6e3
peyenma

UA/14588/01/01

152,

HYTPUHIN

pO34MH Anisi

Bakctep

IpnaHgis

Bakctep Xenckea C.A.

IpnaHgis

BHECEHHS 3MiH [10 peecTpaLiiiHuX MaTepianis: 3MiHu | Tuny -

3a

UA/4981/01/01
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
na4 3 1,1% nepuTOHeas1bHOro Xernckea C.A. AZMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peyenmom
BMICTOM gdianisyno2ny MiCLiAl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
AMIHOKUCH NAacTUKOBOMY MILLIKY, niKkapcbKoro 3acoby, BKIYaum AifibHULI BUNYCKY cepii abo micue
oT obnagHaHomy NpoBeLEHHSA KOHTPOJIIO AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
iH EKUiAHMM NOpPTOM i BMPOGHMK/IMNOpTEp, BK/OUaoUM BUMYCK Cepiid) - 3MiHa agpecu
3’eflHyBayeM, Bupo6Huka N3 bakctep Xenckea C.A., IpnaHais, 6e3 3miHW MicLs
BKNafeHoMy B BMPO6HMLTBA (BBEAEHHA 3MiH NPOTArOM 6-TU MicALiB nicns
iHOVBIAyaNbHWI NakeT; 3aTBEPMKEHHS); 3MiHU | TUNy - AgMIHICTpaTUBHI 3MiHW. 3MiHa
no 5 komMnnekTiB y HalilMeHyBaHHs1 Ta/abo agpecy 3asBHVKa (BNnacHuKa
KapTOHHI Kopo6Li; no 2 peecTpavuiiiHoro NoCBigYEHHS) - 3MiHa agpecu 3asBHUKaA
Ny N1acTMKoBOMY (BBeaeHHs 3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepAKEHHS)
MiLLKy, 06n1agHaHoOMy
iH €KUiliHMM nopToM, 3
iHTerposaHvm 3a
[10MOMOroL0 BOX
marictpanein i Y-
3’efHyBaya NopoXxHim
MILLKOM AN APeHaxy,
BKI1aAEHUX B
iHOVBIAyaNbHWI NakeT;
no 5 komMnnekxTiB y
KapTOHHI/ KopoobLi
153.] OKCANINNAT | KoHueHTpaT ans TeBa 13painb Papmaxemi b.B. HigepnaH BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8832/01/01
NH-TEBA pO34UHy ANs iHgysild, 5 dapmaLeBTika on 3MiHu 3 sikocTi. CepTuddikat BignosigHocTI/lE-cepTudikat peuenmom
mr/Mn no 4 mn (20 mr) n lHgacTpi3 BiANOBIAHOCTI EBponeiickbkili hapmakonei/MmoHorpadii. 3miHu,
a6o no 10 mn (50 wmr), nra. noB's3aHi 3 HeOOXiAHICTIO MPUBEAEHHS Y BiANOBIAHICTb A0

a60 no 20 mn (100 wmr),
a60 no 40 mn (200 mr) y
donakoHi; no 1 dpnakony
B KOpPOOLL

MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, abo iHwoT
HaujioHanbHOT thapmakonei aepxasu E€C (3miHa y cneyudikauisx,
nos'sizaHa 3i 3miHamu B 1®Y, abo €Bponeiickbkili hapmakonei, abo
iHWI HauioHanbHIN hapmakonei aepxasun €C) NnpuBeeHHs
30BHILUHBLOTO BUIIAAY B cneuudikauii A®l 4o BUMOT YNHHOI
MOHorpadgii "OkcaninnatuH" EP. BBefeHHSA 3MiH NpoTArom 3-x
MiCAILiB MicNs 3aTBEPAKEHHS.
3MmiHu | TURY - 3MiHK 3 AKOCTi. FoTOBWIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM Y NpoLieci BUPOGHMLITBA FOTOBOTO /iKapCbKOro
3aco0y, BK/OYatUM NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCA NpU
BMPOGHULITBI FOTOBOrO MiKapCbKOro 3acoby (iHLwi 3MiHu)

y po3gini 3.2.P.3.3. oHOB/IEHO OnuC Npouecy cTepuinizawii NycTnx
(hN1aKoHIB, LU0 BUKOPUCTOBYETLCA /15 BUPOOGHULITBA NiKAPCLKOro
3acoby - NpYBeAEHO A0 YMHHOTO ONKCY NpoLiecy cTepunisaw;i,
SIKWIA 3aCTOCOBYETLCSA Yy kKOMNaHii Pharmachemie. Mpouec
cTepwnisayii nycTux go1akoHiB BiANOBILAE YNHHUM HAcCTaHOBaM 3
HBI. BBeAeHHs 3MiH MPOTAroM 3-X MiCALB NicNs 3aTBEPMAKEHHS.
3MiHM | TMNy - 3MiHK 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK Y
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BMPOGHMLTBI. 3MiHN Y NpoLieci BUPO6HMLITBA FOTOBOTO NiKApPCbKOro
3aco0y, BK/IOYaUM MPOMDKHWA NPOAYKT, L0 3aCTOCOBYETHLCA NpK
BMPOBHULTBI rOTOBOTO /iKapCbKOro 3acoby (iHLi 3MiHK) y po3aini
3.2.P.3.4 " KOHTPONb KPpUTUYHUX CTagili i MPOMIXHOI NpoayKuii "
yac po3nMBY NPOAYKTY 36iMbLueHO 3 24 roavH fo 30 roguH Ha
nigcrasi
OHOBJ/IEHUX Pe3y/IbTaTiB OLiHKM CepefoBuLLa Ha CTadil po3nuey.
BBefeHHS 3MiH NPoTArom 3-x MIiCALIB MiC/1A 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6GHMLTBA roTOBOro
NiKapcbKoro 3acoby (3BY)XXEHHS JOMYCTUMMUX MeX) Y po3aini
3.2.P.3.4 "KOHTPONb KPpUTUYHUX CTagii i NPOMDKHOI NpoaykKuii "
30BHILWHIN BUMNSAA B cneuudikauii NpoaykTy B NpoLeci
BMPOGHMLTBA NPUBEAEHO Y BiANOBIAHICTL A0 MOHOrpadii 2.2.2
"CTyniHb 3a6apsneHHs piauH" EP i cneundikauii FN3(«He
npeBbILAeT No CTENEHN OKpalLUMBaHWS 3TasIOHHbI pacTeop 7
Han6os1ee NoOAXOASLLErO OTTEHKAa»). BBEAEHHS 3MiH NPOTAroM 3-X
MicSLiB NiCNs 3aTBEPAYKEHHS.
3MmiHu | TUNY - AgMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpOGHUYOT
OinbHUUI (BKNOYatoun AinbHULi Ana APl TPOMDKHOIO NPOAYKTY
ab0 roToBOro Mikapcbkoro 3acoby, AiNbHULI 415 NPOBeAEHHS
nakyBaHHs, BUPOGHWKa, BifMNoBigasIbHOT0O 3a BUMYCK Cepild, Micue
npoBeAeHHs KOHTPOIO cepil) abo noctavyasibHUKa BUXiLHOrO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHM (SIKLLLO 3a3HAYEHO
y [OCbE) BUTyYEHHSI BUPOOHUYOI AinbHULj — AT ®apmaueBTUYHWIA
3aBog, TEBA, YropLumHa BignosiganbHOI 3a BUPOOHULTBO,
nepBUHHE | BTOPUHHE NaKyBaHHS, KOHTPO/Ib | BUMYCK Cepiit
roTOBOrO JlikapcbKoro 3acoby. B Hacnigok Toro, Wo BUpobHuYa
AinbHuus AT dapmaueBTuyHMiA 3aBog TEBA He byae
BMKOPVCTOBYBATUCA /151 BUPOGHMLITBA | NaKyBaHHSA KOHLEHTPATY
okcaniniatuHy Ans po3unHy Ans iHdysiii 5 mr/mn, Bes
iHbopMmauisi, sika cTocyeTbes AinbHULI TEBA, BUOanseTbes 3
peecTpavuinHoro gocbe. PefakuiiHi 3mMiHM 3asBHUK XOTIiB 61,
KOPVCTYIOUMCh MOX/UBICTIO, MepeddopMaTyBaTh yCi OHOBJIEHI
po3ginu gocke (3.2.S.5, 3.2.5.7.3, 3.2.P.2.4, 3.2.P.3.4, 3.2.P .4,
3.2.P.3.5, 3.2.P.6, 3.2.P.7, 3.2.P.8) 3rigHO 3 YNHHUM LLaB/IOHOM
dapmaxemi. BBegeHHs 3MiH MpoTAroM 3-x micsyis nicns
3aTBEPKEHHS.

154,

OME3®

Kancynu no 40 mr no 10
Kancyn y 6nictepi; no 1
6nicTepy B KApTOHHiiA

Kopob6ui; no 7 kancyny
6nicTepi; no 4 6nictepn

[-p Peppi'c
NabopaTtopic
ntg

IHais

[-p Peaai'c
Na6opaTopic /T4,

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTtepianis: 3MiHu | Tuny -
AAMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLSi NPOBAaMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
NiKapcbKoro 3acoby, BK/OUAUM Ai/lbHULI BUNYCKY cepii abo micue
npoBeAeHHs KOHTPOJTH SKOCTI. (AisiSIbHICTb, 3a SKY BignoBigae

6e3
peyenma

UA/0235/02/03
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B KQpPTOHHIi kopo6Li

BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepili) - 3MiHa agpecun
MiCLiAl MPOBaXEHHS Ais/IbHOCTI BAPOOHMKA rOTOBOrO NiKapCbKoro
3acoby, 6e3 3MiHM MicLA BUPOo6HMLTBA (BBEAEHHS 3MiH NPOTArom

6-TV MicALIB MiC/1s 3aTBEPKEHHS)

155,

OME3®

Kancynu no 10 mr, no 10
Kancyn y 6nictepi; no 1
abo no 3 6nictepu B
KapTOHHIA KopoobLi

O-p Peppi'c
Nab6opaTtopic
nrp,

IHAjA

A-p Peppi'c
Nab6opaTopic /Tg,

IHAjia

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaKUy AinbHNLi BUNYCKY cepii abo micue
nNpoBeAeHHSA KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepili) - 3MiHa agpecun
MiCLiAl MPOBaXEHHS Ais/IbHOCTI BUPOOHMKA FOTOBOrO NiKapCbKoro
3acoby, 6e3 3MiHM MicLa BUpo6HMLTBA (BBEAEHHSA 3MiH NPOTArom
6-TV MicALIB MiC/1A 3aTBEPKEHHS)

6e3
peyenma

UA/0235/02/02

156,

OPHIBAT 250

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 250 wmr; no 10
Tabnetok y 6nictepi; no
1, 2 abo 3 6nictepn y
KapTOHHI KOpooLi

JensTa
Megiken
MNpomoyLiH3
Al

LLiBeiuapi
A

AB/AI IBPAXIM Inay
CaHai Be TigpxapeTt
A.LL.

TypeyyuH
a

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3araslbHEHNX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT ocobu,
Bi4NOBIAA/IbHOT 32 3AiICHEHHS hapmakoHaris4y; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa 4715 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHA BigMiHHA Bif,
YMOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
thapmakoHarnagy (Bkouvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-thaiina cuctemun chapmakoHarnsgy) fAiova
peaakuisi: YNnoBHOBaXkeHa ocoba 3asBHMKa, BignosiganbHa 3a
thapmakoHarnag — Arzu Kosar/Ap3y Ko3zap. KoHTakTHa ocoba
3a0BHVIKa, BignosigansbHa 3a thapmakoHarnsg B Ykpaii— MopTHos
AHppin CeprilioBuy. MponoHoBaHa pefakLisi: YNOBHOBaXXeHa
ocoba 3asBHWKa, BigNOBiAaIbHA 3a hapmakoHarnsag — PorMHebka
OneHa MaBnisHa. 3MiHa KOHTAKTHUX AaHWX YNOBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOT 32 hapmakoHarnsag. 3MiHa micus 34iACHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3HaX0oKeHHst MacTep-dhaiina.

3a
peyenmom

UA/3099/01/01

157,

OLIMNOKOKL,
IHYM®

rpaHynn fo3osaHi, no 1
Iy neHani; no 6 neHanis
Y KapTOHHii Kopobuj

BYAPOH

®paHuis

BYAPOH

®paHuis

BHECEHHS 3MiH [0 peecTpaLiiiHuX maTepianis: 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. BunyyeHHsA BUPOOGHMYOT AiNbHUL
(Brntovaroun ginbHuL ans A®I, NpoOMiXXHOro NPoaykTy abo
rOTOBOrO JliKapCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHS

nakyBaHHs, BUPOGHMKa, Bi4NoBifa/IbHOrO 3a BUMYCK cepild, Micue

NpoBeLeHHS KOHTPOIO cepii) abo nocTavasnibHMKa BUXIAHOTO

marepiany, peareHTy abo JONOMIXHOT pe4OBMHU (SKLLO 3a3HaYeHo

Yy OOCbE) - BUNYyYeHHSA BUPOOBHNYOI AiNIbHULi BUpoBHUKa 13

BYAPOH, ®paHLisi, po3TalloBaHOi 3a agpecoto: By/1. JlibepacboH,
20 CeHT-®ya-ne-JlioH 69110, ®paHuis. 3asmMwnam 3aTBepmkeHy
BMPOGHMYY AiNbHULI0, pocTalloBaHy 3a aApecoro: ABEHIO Ae

6e3
peyenma

UA/9265/01/01
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n 3acoby 20
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n'Yecrt Nlione, 2 — Meccimi 69510, ®paHujis, sika BUKOHYE Ti cami
QOYHKU,T, L0 i BUTyYeHa
158., MAHTEHOI/- Ma3b 5 % no 35 masiy TOB "TeBa Ykpaina Bunyck cepii: HimeuuunH BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - 6e3 UA/7142/01/01
TEBA Ty6i; no 1 Ty6i y YkpaiHa" Mepkne T'M6X, a 3MiHu 3 sKocTi. FoToBwMIA Nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y peyenma
KapTOHHIA KopoobLi HimeuunHa,; cknagi (4oNoMiKHUX peYOBMHAX) rOTOBOrO MikapcbKoro 3acoby
Brvpo6HMuTBO (iHWi f,ONOMDKHI pe4yoBKHK) - 3aMiHa OfHIET LONOMIKHOT pe4YOBUHU
Hepo3chacoBaHol Ha iHLWWY 3 TUMKU camrMmn DYHKLIOHaIbHMUN XapakTepucTukamy Ta

nNpoAyKLUii, nepBnHHa
Ta BTOpPVHHA
ynakoBkKa, KOHTPO/1b
AKOCTI:
Mepkne M'vbX,
HimeuunHa

Ha TOMYy camMOMy PiBHI - 3aMiHa eMY/Ibryto4Ooi [ONOMIXHOT
PeyOoBMHM, LLIO BXOAWTb A0 CKIay roTOBOro NikapCbKoro 3acoty
MaHTeHoN-TeBa, Masb 3 "I300KTageKkaHoONAIriLepPon CyKUMHaT" Ha
"Monirniuepwn-3 MonipuuuHonear” 3 TakMm X OyHKLiOHaTbHUMMN
XapakTepucTukamu Ta nogibHUMU i3nKo-XiMIYHUMU
B/1ACTMBOCTAMM.

BBefeHHA 3MiH NPOTAroM 6-Tu MICALIB NiC/1A 3aTBEPIKEHHS.
3MiHu | TUNY - 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3MiHa y MeToAax
BMNPO6YBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHN Yy
MeToAax BMNpobyBaHb (BK/IOYaKUM 3aMiHy abo JONOBHEHHS))
3amiHa MeToAiB KOHTposito sakocTi 13 «aeHTudmkaums,
KonunyecteeHHoe onpegenexne 1 Yuctota gekcnaHTeHona,
KonnuectseHHoe onpefeneHne kanus copbota (S-01672501(Ha
MOMeHT BuMnycky) Ta D-00556501(Ha TepMiH NpnaaTHOCTI) Ha
€ANHWIA MeTog, «MaeHTudmkaums, KonmyecTseHHoe onpejeneHme
n YnctoTa fekcnaHteHona, KonnyectBeHHoe onpegenexHne kams
cop6ara (D-02720502)». PegakuiitHi 3miHu: 1. Po3gin 3.2.P.3.4.
KOHTpO/b KpUTUYHKX CTaAjiil Ta NpoMiXHUX eTaniB: Onuc
MeToamkm TLUX, o BrkopucToByBasiacs Ans igeHTudikauii
[eKcnaHTeHony i kanito copbaty, 6y/10 BUSTyYEHO 3 PO34iny
3.2.P.3.4. HasiBHuMiA onvc MeToAy Y LibOMY pO34iNni po3rnsgaerbcs
K MIUTaHHS, WO BigHOCUTLCA A0 GMP, TOMy Taky iHhopmaLito
MOXHa BunaamuTun. 2. Cneumdikalis Ha BUNycK Ta Ha TepMiH
npugaTHocTi 6yna ckombiHoBaHa B 0AHy cneuudikaito.
[MoKa3HWKN Ta MeXi He MIHAIOTLCA, 3MIHIOETLCA NnLLe WabnoH
[OKYMeHTY. 3. YTOUHeHHs hopMy oBaHHSA 415 nokasHuka Onuc y
cneunqikauii Ha TepMiH NpUAaTHOCTI 3rigHO cneuudikauii Ha
Bunyck. byno 3miHeHo cnoBo "typical odour" Ha "characteristic
odour". B cneyucpikauii HaBegeHili B MKA 3miH He Bigbynocs. 4.
BvMoru oo mikpo6ionoriyHoi YucToTr Tenep 3asHadeHi 6inbLu
KOHKPETHO B NnofaHunx AokymeHTax. [lo cux nip, B cneuudikaw,i
6y/10 3a3Ha4YeHO "HeperynsapHbIA KOHTPO/IL". Lie BUNpo6yBaHHsS
NPOBOAUTLCA Ha MoYaTKy i B KiHUj TEpMiHY NpuaaTHoOCTI. 3MiHa
BBAXAETbCA pefakLiliHOw, OCKiNbKM s iHhopMaLis nonepesHb0
y3rofxeHa 3 3aTBepipkeHnM po3gisiom BucHosku no
CTabinbHOCTI(3.2.P.8.1) Ta PesynbTtatamum cTabinbHOCTI(3.2.P.8.3).
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5. KopucTytounch Harofor 3asiBHUK 6axae 3MiHUTW MOBY SIKOO
BMKIageHo po3gin "Cknag” Ta "Cneumdikauis” y Metogax
KOHTPOJHO SIKOCTi 3 POCIACbKOI Ha YKpaiHCbKy 6€3 XXOAHMX 3MiH B
TEKCTi, OKpiM 3MiH 3asiBIeHNX BULLE. BBEAEHHSA 3MiH NpoTArom 6-
TV MicSILiB Nicnsa 3aTBepAKEHHS
159., MAHTO30/ TabneTkn, BKpUTI "HOHiK IHais HOHiKk ®apmacbkloTrKan IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/11508/01/01
KMLLKOBOPO3UYNHHOKO PapmacboThK NabopaTopis AAMiHICTpaTVBHI 3MiHW. 3MiHA Ha3BW MikapCbKOro 3acoby; peyenmom
060/10HKOI0, No 40 Mr nNo an (BipAineHHs chipmu 3MiHa Ha3BW fikapcbkoro 3acoby: 3arBepmxeHo: MAHTOMPA3O/
10 Tabnetok y 6nictepi; Nab6opaTtopiz" "Ix. B. Kemikans eHpg, €BPO PANTOPRAZOLE EURO 3anponoHoaHo: NMAHTO30/1
no 1 a6o 2, a6o 3 (BigaineHHs dapmacboTukans PANTAZOL. BBeAeHHsI 3MiH MPOTAroM 3-x MicsiliB micns
6nicTepu B KOpoo6Li 3 hipmn "OxK.B. nrp.) 3aTBEpMXEHHS. 3MiHKM | Tuny - 3MiHW Woao 6e3nekn/edeKTUBHOCTI
KapToHy Kemikans eHp, Ta hapmakoHarnsagy (iHwi 3miHu). 3MiHU BHECEHi B TEKCT
PapmacboTHK MapKyBaHHS ynakoBOK LoA0 Ha3su J13. BBeeHHS 3MiH NpoTArom
ans Jita.") 3-X MicsILiB MicNs 3aTBEPKEHHS.
160 MEHTAKCWUM | nopowok Haemophilus CaHodi PpaHuis CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis: 3a UA/13010/01/01
® BAKUVHA influenzae Tuny b Ta MacTep dpaHuis Italy/ 3MiHK | TURy - 3MiHK 3 AKOCTi. ADI. (iHWi 3MiHK) - BHECEHHS peuyenmom
ana CyCneHsist aNs iH'ekuiid CAHO®I C.IN.A,, ltaly | YropwuHa pejakuiiHux npaBok go po3ginis: 3.2.S5.2.1, 3.2.5.2.2, 3.2.5.3.1,
MPO®INAKT (0,5 mn); no 1 chnakoHy CaHodi-ABeHTIiC 3.2.S.5, 3.2.5.6 3 MeTOI Y3ropKeHHs [JOKYMeHTaL,i 3 AKOCTi 3
NKN 3 nopowkom Ta 1 Mpaisit Ko. /1T4. BMPOBHNYOI0 NPaKTMKOK. TepMiH BBEAEHHS 3MiH - )XOBTEHb 2021
OUNOTEPII, nonepeHL0 YropuHa p.
NMPABLA, 3anoBHEHOMY LLUNPpULY 3MiHU | TUny - 3MiHK 3 AKocTi. A®l. BUpobHMLTBO. 3MiHW B NpoLeci
KALLUTIOKY (0,5 mn) 3 npukpinIeHo BUpo6HMLTBa AD| (HE3HAYHA 3MiHa y npovueci BUpobHuuTBa AdI) -
(ALUENONAP | ronkotw (abo 2 3MiHW Y ONKCi PO3AiNEHHSA Ta 06'eQHaHHS cepili MPOMIXHMX
HUIA OKpeMUMU rosikamu), Lo PEYOBUH, SKi BUKOPUCTOBYIOTLCA 415 BUPOOHMLTBA KOH'HOroBaHOro
KOMMOHEHT | micTuTb cycneHsito ans nonicaxapugy Haemophilus polysaccharide type b bulk (PRP-T), B
), iH'EKLI, B KAPTOHHIN TOMY YMC/li 3MiHa MPOMMUC/IOBOT NPaKTUKK: OHA Cepisi MPOMDKHOIo
noniomiesni Kopo6Li abo B NPOAYKTY MOXe BUKOPUCTOBYBATUCA A1 BUPOOHMLTBA Ki/TbKOX
TY CTaHA4apTHO-eKCMOPTHIl cepiit ounweHoro PRP y 6ygisni V16.
IHAKTUBOBA | ynakoBLji B KapTOHHiA TepMiH BBEEHHS 3MiH - )XOBTeHb 2021 p.
HATA Kopoo6Ui
BAKLUMVHA
ana
APO®INAKT
NKn
IHDEKLIA,
CMPUYMNHEH
nx
HAEMOPHIL
us Tuny B
KOH’'IOrOBA
HA,
AICOPBEOBA
HA
161 NEPCEH® TabneTkun, BKpUTI AnsoreH ManbTa Jlek PapmaLeBTU4Ha CnoBeHisg BHECEHHS 3MiH 10 PEECTpaLiiHMX MaTepiasiB: 3MiHa 3asiBHMKA 6e3 UA/9536/01/01
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060/10HKO0, M0 10
Tabnetok y 6nictepi; no
4 6nicTepun y KapTOHHiIl
Kopoo6ui

ManbTa
OnepeiiweHc
(POY) N1a

KOMMaHis 4.4,
(Bupo6HuuTso in bulk,
nakyBaHHs, BUNYCK
cepir;
MakyBaHHS, BUNYCK
cepir)

(BnacHvika peecTpauiiHoro noceigueHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) (BBefeHHs 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS); 3MiHM | TUny - 3MiHKM Woao 6e3nekn/eeKTUBHOCTI
Ta (hapmakoHarnsgy. BeegeHHst abo 3MiHM [0 y3arasibHeHuX
AaHux Npo cuctemy apmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa ynoBHOBaXeHol
ocob6u, BiANOBIAA/IbHOI 3a 34iICHEHHA ddapmakoHarnagy;
KOHTaKTHOT 0co6U 3 chapMakoHarnsay 3asaBHVKa A1 34iCHEHHS
thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 38 34iCHEHHS
thapmakoHarnsgy (BkIo4yatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLLeHHI MacTep-chaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBAXXEHOT 0CO6MU, BignoBiganbHoi 3a hapmakoHarang;: ditoua
pepakuis: Mabpiena Xekep-bapT. MNMponoHoBaHa pepakuis: CopiHa
Niana MNato (Sorina Liana Paiu), MD. 3MiHa KOHTakTHOI 0co6u
3a8BHWKa, BiANOBIAA/IbHOI 3a 34iiCHEHHSA thapmakoHarnagy B
YkpaiHi. [itova pegakuis: Opnos Bsuecnas. MponoHoBaHa
pepakuis: MNepexpect OneHa IBaHiBHA. 3MiHa KOHTaKTHUX JaHWX
YNOBHOBaXEHOI 0c06u, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
3pificHeHHs chapMakoHarnsay B YkpaiHi. 3MiHa Micus 34ilicHeHHSA
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLle3HaxoMKEHHs1 MacTep-thaina

peyenma

162,

NEPCEH®
KAPfIO

Kancynu Teepai, 200
Mr/160 mr no 8 kancyny
6nictepi; no 2 6nictepn
Y KapTOHHiIli kopobLi

AnsoreH
ManbTa
OnepeiiweHc
(POY) N1a

ManbTa

ek ®dapmaueBTuyHa
KOMMaHis 4. 4.

CnoseHis

BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis: 3MiHa 3asiBHMKa
(BnacHvika peecTpaLliiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460): 3arBepmxeHo: CaHao3 ®apmacbioTikans 4.4.,

CnoseHis/Sandoz Pharmaceuticals d.d., Slovenia
3anponoHoBaHo: AnsoreH Manbta OnepelilweHc (POY) 14,
ManbTta/Alvogen Malta Operations (ROW) Ltd, Malta. BBegeHHs
3MiH NPOTArOM 6-TW MICALB Nic/A 3aTBEPMAKEHHSA. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy.
BBegeHHS abo 3MiHM A0 y3arasibHEeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeeHHs y3arasibHeHUX AaHux Npo cuctemy
hapmakoHarnisgy, 3MiHa yrnoBHOBaXXeHOT 0co6U, BignoBigabHOT
3a 3[iiCHEHHA thapMakoHarnsay; KOHTaKTHoOT 0cobm 3
thapmakoHarnsgy 3asBHuKa Ans 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA (hapMakoHarnagy (Bk4akum
KOHTaKTHI flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-galina
cuctemn chapmakoHarnsgy). 3MiHa ynoBHOBaXXEHOT 0coou,

BiANOBiAaNbHOI 3a chapmakoHarnsag: [itoya pegakuis: Fabpiena

Xekep-bapT.lMponoHoBaHa pepakuin: CopiHa JliaHa Mato (Sorina
Liana Paiu), MD.3MiHa KOHTaKTHOI 0CO6M 3asiBHUKA,
BiANOBigaNIbHOI 3a 3AjliCHEHHS] dapMakoHarnsay B YKpaiHi.

6e3
peuyenma

UA/10415/01/01
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[Litoua pepakuin: OpnoB B suecnas. [MponoHoBaHa pegakuis:
MepexpecTt OneHa IBaHiBHA. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOT 0C06MU, BiANOBiLaNbHOI 3a (hapmakoHarnag,. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMOBIAa/IbHOI 3a
3fificHeHHs hapmakoHarnsgy B YkpaiHi. 3MiHa Micus 34iicHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLie3HaxXoMKEHHSI MacTep-dainna.

163,

MEPCEH®
HAWAT

Kancynu Teepai, no 10
Kancyn y 6nictepi; no 2
abo no 4 6nictepu B
KapTOHHIA KopoobLi

AnBoreH
ManbTa
OnepeiieHc
(POY) N1g

MasnbTa

ek dapmaueBTnyHa

KoMnaHis 4. 4.

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHiX MaTepiasiB: 3MiHa 3asBHMKa
(BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460): 3atBepgxeHo: CaHao3 dapmackioTikans a.4.,

CnoseHisa/Sandoz Pharmaceuticals d.d., Slovenia.
3anponoHoBaHo:

AnsoreH ManbTa OnepeiiweHc (POY) Jitg, ManbTa/Alvogen Malta
Operations (ROW) Ltd, Malta. BBejeHHs1 3MiH NpoTAroMm 6-Tn
MiCALB Nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3ara/ibHEeHUX JaHux npo cuctemy hapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX JaHUX NMPO cucTemy hapmaxkoHarnsagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMOBIAA/IbHOI 3a 3A4IICHEHHS
dhapmakoHarnsgy; KOHTaKkTHOi 0cobu 3 thapmakoHarnagy 3asBHuKa
ONA 34iicHEeHHsT hapMakoHarsay B YKpaiHi, KO0 BoHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6Mu, BifnoBifasibHOI 3a 34iACHEHHS
thapmakoHarnagy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MiLLLeHHi MacTep-haiina cuctemm hapmakoHarnsgy). 3miHa
YNOBHOBaXXEHOT 0CO6MU, BignoBiganbHoi 3a hapmakoHaring;: ditoua
pepakuis: Mabpiena Xekep-bapT. MponoHoBaHa pefakuis:
CopiHa /liaHa Mato (Sorina Liana Paiu), MD. 3MiHa KOHTaKTHOI
0co6U 3asBHVKa, BifNOBIAaNbHOI 3a 34iiCHEHHS thapmakoHarnsgy
B YkpaiHi. [itova pepakuisi: Opnos B siuecnas. MponoHoBaHa
pepakuis: MNepexpect OneHa IBaHiBHA. 3MiHA KOHTaKTHUX JaHWX
YNOBHOBaXeHOI 0cobu, BifNoBiAabHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI 0COo6M 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
3piicHeHHs hapmakoHarnsgy B YkpaiHi. 3MiHa Micus 34ilicHeHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLle3Hax0oMKEHHs1 MacTep-haiina.

6e3
peyenma

UA/14451/01/01

164,

NEPCEH®
DOPTE

Kancynu Teepgi, no 10
Kancyn y 6nictepi; no 2
6nicTepun y KapTOHHiIl
Kopoo6Li

AnsoreH
ManbTa
OnepeiiweHc
(POY) N1a

ManbTa

ek dapmaLeBTUYHA

KOMnaHis 4. 4.

CnoseHis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3mMiHa 3asBHMKa
(BnacHvKa peecTpauiiHoro noceig4eHHs) (3rigHo Hakasy MO3 Bif,
23.07.2015 Ne 460): 3aTBepmxeHo: CaHao3 ®apmacbiloTikans 4.4.,

CnoseHisa/Sandoz Pharmaceuticals d.d., Slovenia.
3anponoHoBaHo:

AnBoreH ManbTta OnepeiiweHc (POY) /lTa, Manbta/Alvogen Malta
Operations (ROW) Ltd, Malta. BBegeHHsi 3MiH NpoTAroM 6-Tn
MiCALB Nica 3aTBepMKEHHS. 3MiHN | Tuny - 3MiHM WoA0
6e3nekn/eddeKTBHOCTI Ta chapMakoHarnsay. BeefeHHs1 a6o 3MiHK

6e3
peyenma

UA/2838/02/01
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[0 y3ara/ibHEHNX JaHuX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3arasibHEHMX AaHUX NPo cucTemy thapmakoHarisgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnagy; KOHTakTHOi 0cobu 3 hapmakoHarnagy 3asBHUKa
ONA 34jicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BOHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0c06MU, BiAnoBigabHOI 3a 34iACHEHHS
thapmakoHarnsgy (BKIuvaoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLieHHi MacTep-ghaiina cuctemm papmakoHarnsagy). 3miHa
YNOBHOBA&XEHOT 0C06M, BignoBigancHoi 3a hapmakoHarniag: ditoya
pegakuis: Mabpiena Xekep-bapT. MNMponoHoBaHa pegakuis: CopiHa
NiaHa MNato (Sorina Liana Paiu), MD. 3MiHa KOHTaKTHOI 0CO6U
3asBHIKA, BiANOBIAAILHOI 3a 34iicCHEHHS (hapMakoHarnsay B
YKpaiHi.

[itoua pepakuisi: Opnos B'auecnas. [MponoHoBaHa pepakuis:
Mepexpect OneHa IBaHiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOI 0c06U, BifNOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
3pificHeHHs chapMakoHarnsgy B YkpaiHi. 3MiHa Micus 34ilicHeHHSA
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLle3Hax0oMKEHHS1 MacTep-haiina.

165,

NIPUAOKCU
HY
rAPOX/IOPU
I (BITAMIH
B6)

NOPOLLOK KpUCTaNiuHmiA
(cybcTaHuis) B nakeTax
nonieTUIeHOBMX ANs
chapmaLeBTUUHOTO
3acToCyBaHHS

AT

"KNIBCBKN

BITAMIHHW
3ABOS"

YkpaiHa

[KAHrcn TAHKCUH
dapmac'toTiken Ko.

nTa

Kutait

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TNy - nogaHHsa HoBoro CepTtudikaty RO-CEP 2013-165-
Rev 01 ana A®I MipuaoKcuHy rigpoxnopuy, Big Bxe
3aTBEpPXEHOro BUPO6HYVKa 3 BIANOBIAHMMMN 3MiHAMU B
Cneuudpikauii Ta MeTogax BUNpo6yBaHHS roTOBOTr0 NiKapCbKOro
3acoby BifnoBiAHO BUMOr MoHorpadii EP, 3okpema: Buny4eHi
TecTy «PO3UYMHHICTb» Ta «Baxkki MeTasn», BHECEHO NMOKa3HMK
«Temneparypa nnasfeHHs», po3ain «BTparta B Maci npu
BUCYLLYBaHHI» [JONOBHEHO Ta BUKNAAEHO B OHOB/EHIN pefakuii;
OHOBJIEHO po3Ain «laeHTudikauis»

UA/13894/01/01

166,

APEAHITON

XunpHa masb, 0,25% no
10r,a6030r,a6050r
y Ty6i; no 1 Ty6i B
KapTOHHIW nauuj

Lepmacapm
Al

HimeuumnH
a

Mi6e Mm6X

ApuHaiimitTTens

HimeuumnH
a

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHW | TUNY - 3MiHK
3 aKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Onuc Ta ckiag. 3miHa y
cknagi (A0NoMiKHUX peyoBrMHaX) roTOBOro MikapcbKoro 3acoby
(iHWi 3miHW) - Ha3Ba [OMOMIKHOI pevoBuHM glycerol mono-oleate
OHOBJIEHA BignoBigHo A0 EP(nonepeHs HalimeHyBaHHSA "oleic
acid monoglyceride"). Po3gin «Cknag» He noTpedye 3MiH, TOMy
LLIO YKpaiHCbKa Ha3Ba B AOKyMeHTax - “r/liLepos MoHoonear".
Ockinbkn moHorpacis EP Ha glycerol mono-oleat 3a3Havae 3
pi3HUX BMICTW MOHoauunraitepugis: 40, 60 i 90%, 6ynu nposepeHi
PEOIOTiYHI JOCNIMKEHHS | AOCAIIKEHHS MPU BUMAYCKY in
vitro(Franz-cell-diffusion), siki nigTBEPAXYIOTH MOX/INBICTb
BVIKOPVCTAHHA [ONOMDKHOI PEYOBUHY B YCiX BapiaHTax KislbkKicHOro
BMICTy. BHeceHO pegakuiliHi 3miHn go po3giny 3.2.P.8.3.; 3miHu |
TMNY - 3MiHKW 3 AKOCTI. FOTOBWIA SliKAPCbKMiA 3aci6. Onuc Ta ckniag,.

3a
peyenmom

UA/10283/01/01




111

Hassa
NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo
20
nocsio4YeHHs

3miHa y cknagi (4OoNOMIKHUX peyoBMHaX) roTOBOTO J1iKapCbKOro
3ac00y (iHWi AOMOMiXHI peyoBMHN) - Byab-sika He3Ha4Ha 3MiHa
KiNIbKiCHOro cknajy AOMOMIKHUX PEYOBUH Y FOTOBOMY NiKapCbKOMy
3ac006i - 3a3HAYEHHA B CKnagi 4OMOMDKHUX PEYOBUH
aHTnokcugaHTa (BignosigHo Ao EP moHorpadii "paraffin, white
soft"). Hassa gonomikHoi pevoBuHK paraffin, white soft 6yna
OHOBJ/IEHA Y BiANoBigHOCTI A0 EP (nonepegHs HaliMeHyBaHHSA
3rigHo DAV "white vaseline"). BHeceHHs pefakuiiiHuX 3MiH 0
po3sgainiB peecTpadiiHoro gocke(3.2.P.1., 3.2.P.4.1, 3.2.P.3.1);
3MiHK | TUNy - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapcbkuii 3aci6. KOHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB cneumdikaw,ii
Ta/abo fonyCcTUMUX MEX FOTOBOrO NikapCbKOoro 3acoby (iHLUi 3MiHK)
- foAaBaHHA NpUMITKM 4o N. "laeHTudikauis” Ta "mMaca BMicTy
Ty6u" y cneumdikauii Ha TepMiH 36epiraHHs: napameTpu
nepeBipAlTLCA NULe Ha NoYaTKy BUNPOGYBaHHA TEPMiHY
npuaaTHocTi

167,

APEAHITON

XupHa Masb, 0,25% no
10r,a6030r,a6050r
y Ty6i; no 1 Ty6i B
KapTOHHI navi

Jepmacbapm
Al

HimeyvunH
a

mibe Mm6X
ApuHaiimitTTens

HimeyunH
a

BHECEHHS 3MiH A0 peecTpaLiiiHux MaTepiasiis: 3MiHW | Tuny - 3MiHK
woao 6e3snekun/edpekTMBHOCTI Ta hapmakoHarnsgy. 3MiHn y
KOPOTKIiil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUiT 4719 MEANYHOIO 3aCTOCYBaHHS
reHepUYHMX/ribpUAHNX/6ioNoAIGHNX NikapCbkMx 3ac06iB nicns
BHECEHHS Ti€i caMoi 3MiHV Ha pechepeHTHMII npenapart (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX AOAATKOBUX AaHUX) - 3MiHU
BHECEHI [0 IHCTPYKUii y po3ain "MNMoka3aHHSA", Ta po3ainu:
"®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHs", "B3aemogis 3
IHLIMMKM NiKapCbKMMK 3acobamu Ta iHLWi BuAW B3aeMoSiid",
"Oco611BOCTi 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHs y nepiog,
BariTHOCTI abo rogyBaHHA rpyaat™), "Cnocib 3acTocyBaHHsS Ta
[o3n” (y T. 4. peparyBaHHs iHchopmau,ii po3ainy "Oitn"),
"Mpepo3yBaHHs", "Mo6IYHI peakuii”; yTOYHEHHS (DOPMY/IHOBaHHS
hapmakoTepaneBTUUHOI Fpynu 3rigHo 3 kacudikatopom dapm
rpyn i kogis ATX BOOS; 3MiHKM BiANoBiAHO A0 iHdopmaLii
pedrepeHTHOro nikapcbkoro 3acoby Dermatop® Fettsalbe (Sanofi-
Aventis Deutschland GmbH) BeegeHHs 3MiH npoTsarom 6-Tu
MicSUIB NicNsA 3aTBEPAKEHHS

3a
peyenmom

UA/10283/01/01

168,

NMPEAHITON

Kpem, 0,25% no 10,
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHI navui

[Jepmachapm
Al

HimeyunH
a

Mmi6e Mm6X
ApuHalimiTTenb

HimeyunH
a

BHECEHHS 3MiH [0 peecTpauiiiHnx maTepianis: 3miHu | Tuny - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. 3MiHn y
KOPOTKIil XapakTepuCTuLj NikapCcbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUIT 418 MEeANYHOro 3aCTOCYBaHHS
reHepUUHNX/TiIGPUAHNX/6IONOAIGHMX NTiKapPCbKMX 3ac06iB Micas
BHECEHHS Ti€l caMoi 3MiHM Ha pechepeHTHMII npenapart (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX AOAATKOBUX AaHUX) - 3MiHU
BHECEHI [0 IHCTPYKLii y po3ain “MNokasaHHs", Ta po3ainn:
"®apmakonoriyHi BnactmeocTi", "lMpoTunokasaHHs", "B3aemogais 3

3a
peyenmom

UA/10283/03/01
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IHLIMMK NikapCbkMK 3acobamu Ta iHWi Buan B3aeMogin',
"Oco61BOCTiI 3acTocyBaHHS" (Y T. Y. "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHA rpyaato™), "Cnocibé 3acTocyBaHHsS Ta

[osn" (y T. u. pegaryBaHHs iHchopmadii posginy "Oitn"),
"Mpepo3yBaHHsA", "MobiuHI peakwi”; yTo4UHEeHHST hopMyoBaHHS
hapmakoTepaneBTUYHOT rpynu 3rigHo 3 knacudikatopom dapm

rpyn i kogis ATX BOO3; 3miHv BiANOBIAHO A0 iHGopmaLii
pedhepeHTHOro nikapcbkoro 3acoby Dermatop® Creme (Sanofi-
Aventis Deutschland GmbH) BBegeHHs1 3MiH NpoTAroM 6-tu
MicsLiB Nicns 3aTBEPAKEHHS

169,

APEAHITON

ma3b 0,25 % no 10,
a6o 30r,a6050ry
Ty6i; no 1 Ty6i B
KapTOHHI navi

Jepmachapm
Al

HimeyvunH
a

mibe Mm6X
ApuHaiimitTTens

HimeyunH
a

BHECEHHS 3MiH A0 peecTpaviiiHux MaTepiasis: 3MiHW | Tuny - 3MiHK
woao 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsgy. 3MiHn y
KOPOTKIiil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUiT 4719 MEANYHOIO 3aCTOCYBaHHS
reHepUYHMX/ribpUAHNX/6ioNoAIGHNX NikapCbkMX 3ac06iB Micns
BHECEHHS Ti€i caMoi 3MiHM Ha pechepeHTHMIn npenapart (3MiHa He
noTpebye HaflaHHS XOAHNX HOBUX AOAATKOBUX AaHUX) - 3MIHU
BHECEHI [0 iIHCTPYKLi y po3ain "Moka3aHHs" , Ta po3ginu:
"®apmakonoriyHi BnactusocTi", "lMpoTunokasaHHsa", "B3aemogis 3
IHLIMMKM NiKapCbKMMK 3acobamu Ta iHLWi BUAW B3aeMoSiid",
"Oco611BOCTi 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”), "Cnocib 3acTocyBaHHsS Ta
[o3n” (y T. 4. peparyBaHHs iHchopmau,ii po3ainy "Oitn"),
"Mpepno3yBaHHs", "Mo6IYHI peakuii”; yTOYHEHHS (DOPMY/THOBaHHS
hapmakoTepaneBTUUHOI Fpynu 3rigHo 3 kacudikatopom dapm
rpyn i kogis ATX BOOS3; 3MiHKM BiANoBiAHO A0 iHdopmaLii
pedrepeHTHOro fiikapcbkoro 3acoby Dermatop® Salbe (Sanofi-
Aventis Deutschland GmbH) (BBefgeHHs 3MiH NpoTarom 6-tu
MicALiB MiCNsa 3aTBEPMKEHHS)

3a
peyenmom

UA/10283/02/01

170,

NMPECAPTAH
® H-50

TabneTku, BKPUTI
NNiBKOBOK 060/TI0HKOHO,
no 50 mr/12,5 mr Ne 28
(14x2), Ne 30 (10x3) y
6nictepax

Inka
NabopaTtopi3
Nimiten

IHais

Inka Na6opatopi3
NimiTeq

IHais

BHECEHHS 3MiH 10 peecTpavljiiiH1ux maTepianis:
3MiHM | TUNY - 3MiHa NapameTpiB cneuudikauiii Ta/abo 4onycTuMmx
MEeX rOTOBOrO MikapCbKOro 3acoby; CynyTHS 3MiHa:
3MiHa y MeTogax BUnpobyBaHHsA roTOBOTO NiKapCbKoro 3acoby -
[IOMOBHEHHSA TEKCTY MeTOAMKV BUNpobyBaHb "CynposifHi
[OMILLKV" BUMOTamy «Ha MOMEHT BUMYCKY» MOKa3HNKOM CyMWU
6yAb-AKNX HEBIAOMUX AOMILLIOK

3a
peyenmom

UA/14414/01/01

171,

NPIOPUKC-
TETPA™
KOMBIHOBA
HA
BAKLIVHA
ans
NPO®INAKT

niochinizoBaHuii
MOPOLLIOK ANst iH'eKuji, 1
h/1aKOH 3 MOPOLLUKOM Y
KOMMNIEeKTi 3
PO34MHHMKOM (BOAa AN
iH'ekuiiA) no 0,5 mn (1
[03a) y nonepeaHL0

nakcoCmiTKn
SH EkcnopT
Nimiteq

Benuka
BpuTaHis

nakcoCmiTKnsiiH

Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHu I TUny - 3MiHK 3 AkocTi. APl BupobHMUTBO. 3MiHW B npoLeci
BMPO6HMLTBA AP| (3MiHA CTOCYETLCS aKTUBHOI PEYOBUHM
6i010ri4HOro/iMyHO/OMNYHOTO MOXOKEHHS 260 BUKOPUCTaHHS
XiMiuHMX AD| y BUPOBHULTBI NiKapCcbKoro 3acoby
6i010r4YHOro/iMyHO/OrYHOrO MOXOKEHHS, SiKa MOXe MaTu
3HA4YHWI BNMB Ha SIKICTb, 6e3neKy Ta eqpeKTMBHICTb /ikapCbKoro

3a
peyenmom

UA/16549/01/01
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Ymosu
BionyckKy

Homep
peecmpayiliHo
20
nocsio4YeHHs

VKU KOPY,
EMNIAEMIYHO
ro
NAPOTUTY,
KPACHYXW
TA BITPSIHOI
BICMN,
XXVBA
ATEHYOBA
HA

HarnosHeHOMY Lwnpuui (y
KOMNeKTi 3 ABOMa
rofikamy abo 6e3 rosok)
abo y amnynax y
BaKyyMHill CTepUbHili
ynakosLi; no 1
BaKyyMHiil CTepUbHIl
YMaKoBLi y KAPTOHHIi
Kopobui; 1 dhnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHVKOM (BOAa AN
iH’exuiii) no 0,5 mn (1
[03a) y nonepegHbL0
HarnoBHeHOMY Lnpuui (y
KOMNNekTi 3 ABOMa
ronKkamu) y BakyyMHii
CTepUsbHIli ynakoBLi; no
10 BaKyyMHUX
CTEPUIIbHUX YNaKOBOK Y
KapTOHHI kopobuj; 1
ch/1aKoH 3 NOPOLLKOM Y
KOMMEKTi 3
PO34MHHMKOM (BoAa AN
iH’exuiii) no 0,5 mn (1
[03a) y nonepegHbL0
HanoBHEHOMY LWNpuLi y
BaKyyMHill CTepUbHIl
ynakosLi; no 1, 10, 20
ab6o 50 BaKyyMHMX
CTepU/IbHUX YNakKoBOK Y
KapTOHHI Kopobuyj; 1
ch/1aKoH 3 NOPOLLKOM Y
KOMM/EKTi 3
PO34MHHMKOM (BOAA ANA
iH’exuiii) no 0,5 mn (1
[03a) B amnyni y
BaKyyMHiil CTepUIbHIl
ynakosui; no 1, 10 a6o
100 BaKyyMHUX
CTEPUSIbHUX YNaKOBOK Y
KapPTOHHI KOpooLyi

3aco0y, i He CTOCYETbCS NPOTOKO/Y) - BNnpoBagkeHHS HOBOTO
anbTepHaTuBHOro obnagHaHHs (centrifugation system named
Unifuge) ans Bupo6bHMLUTBa NpoMikHOro npoaykty Varicella virus
bulk antigen

172,

NMPOrPA®®

KOHLUeHTpart ans
MPUrOTYBaHHS! PO3UNHY
[Ns1 BHYTPILUHEOBEHHOTO

AcTtennac
dapma HOpon
b.B.

HigepnaH
an

Actennac lpnaHg Ko.,
nTg

Ipnangis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW Il TMny - 3MiHK JO0 IHCTPYKLIT 415 MeAUYHOro 3acToCyBaHHSA
NikapcbKoro 3acoby Ao po3giny “MNobivHi peakuii” (aetanizopaHo

3a
peyenmom

UA/4994/01/01
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
BBEAEHHS, 5 Mr/mi no 1 Ta JOMNOBHEHO ONUC 600 Y KIHLiBKAX SIK YaCTUHMW iHAYKOBAHOro
M B amnysii; no 10 iHribiTopamn KanbuMHEBPUHY 601b0BOro cuHapomy (KIBC)).
amnyn y naacTUKoBii BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB Nic/A 3aTBePAKEHHS
YapyHKOBII ynakoBLi; No
1 ynakoBL,i B KAPTOHHIl
nauui
173 NYNbMO3WUM | po3uuH gns iHranauiin, ®.XohcpmanH- | Lseiiyapi Brpo6HMLUTBO CLUA/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | Tuny: 3a UA/12438/01/01
® 2,5 Mr/2,5 m1; no 2,5 mn Na Pow N1a A Hepo3dhacoBaHO| LLiBefiuapi AaMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
B amnyni; no 6 amnyny NpOAYKLUT: al MiCLSi NPOBAMKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa roToBoro
KOHTelHepi; no 1 [xeHeHTek IHK., CLUA; HimeuyunH | nikapcbKoro 3acoby, BKIUaKUM AiNbHALL BUNYCKY cepii abo micue
KOHTEeiHepy B KapTOHHIl MepBUHHE NaKkyBaHHSA: a NpoBeAeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae

ynakoBLii

KeTeneHt ®apma
ContowHs JUIC, CLUA,
BTopuHHe nakyBaHHs,

BUNYCK cepil:
®.XohcpmaHH-/15 PoLu

NTa, Weeiiuapis;

Bunpo6yBaHHs

KOHTPOJIO SIKOCTI:

Pow ®apma AT,

HimeuunHa

BMPOGHMK/IMNOPTEP, HEe BK/IOYaoUM BUMYCK Cepili) - 3MiHa Ha3Bu
BMPOGHMKa [hxeHeHTeK IHK., BignoBifanbHOro 3a BUPO6HULITBO
Hepo3dhacoBaHOT NpoAyKLii, 6e3 3MiHM MicLs BUPOGHMLTBA
(BBefeHHs 3MiH NPOTArom 6-Tv MiCAILB MiCNs 3aTBEPKEHHS);
3MiHW | TUNY: AgMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
aapecy MicLs NPoBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NMikapCbKoro 3acoby, BKIYaUK AiNbHULL BUNYCKY cepil
ab0o micue NnpoBefeHHs KOHTPOII AKOCTI. (AISNbHICTb, 3a SKy
BiANOBIAa€e BUPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK CEpiid) - 3MiHa
Ha3Bu i agpecu (3 PUANYHOI Ha (PakTUYHY) BUPOGHMKa M3
®.XothcpmanH-/15 Pow /T4, BiANOBigaIbHOMO 3a BUnyck cepii, 6e3
3MiHM MicLst BUPO6HULTBA. 3MiHW BHECEHI B iHCTPYKLil0 Ans
MeAMYHOIO 3aCTOCYBaHHS W00 HaliMeHyBaHHA Ta
MicLie3HaxX0)KEeHHS BUPOOHUKA, SIK HACNiA0K — BiANOBIAHI 3MiHN Y
TEKCT MapKyBaHHS yNakoBKMW /likapCbKoro 3acoby (BeefeHHs 3MiH
NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXKEHHS); 3MiHW | TUny:
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIOUaUmM AifibHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/II0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOPTEpP, He BK/IOYaUM BUMYCK Cepiii) - 3MiHa Ha3Bu
BMPOGHWMKa, BiNOBIAAIbHOTO 3a NEePBMHHE NakyBaHHS, 3 KeTeneHt
dPapma ContowwHs, CLUA Ha KeteneHT ®apma ContowHs J1/1C,
CLLUA Ta BUIy4EHHS 3 HA3BU BUPOGHMKA 3a3HavYeHHs KpaiHu, 6e3
3MiHM MicLA BUPO6HMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTtBepakKeHHs); 3MiHv | Tuny: AOMiHICTpaTMBHI 3MiHX. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaIXEHHS Ais/IbHOCTI
BMpO6HUKa/iMnopTepa roToBOro JlikapcbKoro 3acoby, BKIHYakoun
AinbHUUI BUNYCKy cepil abo Micue NPOBeAEHHSI KOHTPOJIO SIKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPOOHMK/IMNOPTEP, HE BKOUAUN
BUWMYCK Cepiii) - 3MiHa Ha3BW Ta agpecu BUPo6HMKa @ . XohdMaHH-
Na Pow /174, BIANOBIAA/IbHOTO 32 BTOPUHHE NakyBaHHS, 6e3 3MiHn
Micus BUpo6HMLUTBA (BBEAEHHS 3MiH NPOTAroM 6-T1 MicsiLiB nicns
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3aTBEPKEHHS); 3MiHU | TUNy: AAMIHICTPATVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaIXEHHS Ais/IbHOCTI
BMpOOGHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby, BKIHYaoun
AinbHUUI BUNYCKy cepil abo Micue NPOBeAEHHSI KOHTPOJIIO SIKOCTI.
(misnbHicTb, 3a AKy BignoBigae BUPOOHMK/IMNOPTEP, HE BKOUAOUN
BMNYCK Cepiit) - 3MiHa Ha3BMW Ta agpecu BUpobHuka Poww dapma
AT ,BigNoBifaNbHOr0 3a BUNPOGYBaHHSA KOHTPO/IIO AKOCTI, 6e3
3MiHM Micus BUpO6HMUTBA (BBEAEHHS 3MiH NPOTArom 6-Tu MicAuiB
nicns 3aTBepKEHHS)

174,

PENBAP™
ENNINTA

MOPOLLIOK ANS iHraNALii,
[030BaHuii, no 92
MKr/22 MKr/go3sy; no 14
a60 30 go3y
NOPOLLKOBOMY
iHranaTopi; no 1
iHraNsATOpY Y KapPTOHHIi
Kopoo6Li

FnakcoCmiTKn
AinH EkcnopT
Nimiten

Benvka
BpuTaHis

nakco OnepeiilHc
IOK Nimiteq

Benvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MmiHu | TNy - 3MiHK 3 AkocTi. A®l. BupobHuLTBO. 3MiHa po3mipy
cepii (Bkitovatoun gianaszoHun) A®| abo NPOMiIXXHOr0 NPOAYKTY,
AKUIA 3aCTOCOBYETHCA Y npoveci BUpobHuutea AP (36inbLUeHHS
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM Po3mipoMm) ansA M3
Pensap™ EnninTta, NOPOLLOK A5 iHransuiid, fo3osaHuii, no 92
MKr/22 MKr/003y: 36i/bLUEeHHs po3Mmipy cepil BUXigHOro martepiany
dhnymeTasoHy, L0 BUKOPUCTOBYETLCA Ha cTafii 1 cuHTesy AdI
h/1H0TMKA30HY ypoaTty, Ha 3anponoHoBaHili AibHMLI MOHTpo3a 3
40 kr Ha 60 kr. 3miHu | Tuny - 3miHn 3 aKocTi. A®l. BUpo6HMLTBO.
3MiHa BUpPOGHYVKa BMXIiAHOTO/MPOMIXHOIO NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci AP, abo 3MiHa
BMPOGHMKa (BK/IKOYAUM, Ae HeobXigHo, MicLie NpoBeAeHHs
KOHTPOIO SIKOCTI) AP (3a BiACYTHOCTI cepTuddikara BiAnoBi4HOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHOMY [0ChE)
(3anponoHoBaHWit BUPOGHNK HAJIEXUTb A0 TiEl camoi BUPOGHMYOT
rpynu NignpuMeMCTB, LUO i 3aTBepmxeHuid) ansa N3 Pensap™
EnninTa, nopowwok Ans iHransuiiA, 4030BaHWii, no 92 mkr/22
MKr/A03y: foAaHHsA anbTepHaTMBHOI AinbHULi Glaxo Operations
UK Limited (trading as Glaxo Wellcome Operations), Cobden
Street, Montrose, Angus DD10 8EA, United Kingdom ans
BWUIOTOB/IEHHSA NpoMiXHOro npoaykty CCI11400 (etan 1 cuHTesy) B
npoLeci BUPOGHMLITBA aKTUBHOT pevoBrHY hyTnKa3oHy ypoary.
3anponoHoBaHUiA BUPOGHUK € YaCTUHO rpyny KOMNaHili
GlaxoSmithKline

3a
peyerimom

UA/14565/01/01

175,

PENBAP™
ENNINTA

MOPOLLIOK AN1s1 iHraNALiiA,
[030BaHnit, no 184
MKF/22 MKr/go3y; no 14
a6o 30 go3 y
NMOPOLLKOBOMY
iHranaTopi; no 1
iHransTopy y KapTOHHIi
Kopoo6Li

nakcoCmiTKn
sH EkcnopT
NimiTen

Benuka
BpuTtaHis

nakco OnepeiiLlHc
tOK Nimiten

Benuka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHu | TUNY - 3MiHK 3 aKocTi. A®l. BUpobHMLTBO. 3MiHa po3mipy
cepii (Bktovaroum gianasoHn) A®| abo NpoMiXXHOrO NPOAYKTY,
SIKWIA 3aCTOCOBYETLCA Y NpoLieci BUPOGHMLTBA AD (36inbLUEHHSA
0 10 pasis NOPIBHAHO i3 3aTBEPKEHNM po3mipom) ansa M3
PenBap™ EnninTa, NOpOLIOK 415 iHransuiA, 4030BaHuiA, No no
184 mkr/22 MKr/po3y: 36inbLLEHHS PO3MipYy cepii BUXiAHOMO
mMartepiany piymeTasoHy, L0 BUKOPUCTOBYETLCA Ha cTagil 1
cnHTesy AdI dontoTrkasoHy diypoary, Ha 3anponoHOBaHil AinbHUL
MoHTpo3a 3 40 kr Ha 60 Kr. MoTOYHWUIA 3apeecTPOBaHMt Po3Mip

3a
peyenmom

UA/14565/01/01
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cepii BUXigHOro MaTepiany 40 Kr 3aIMWaETbCSA HE3MIHHUM Ha
iHLIMX 3apeecTpoBaHMX AiNbHULAX. 3MiHM | TURY - 3MiHW 3 AKOCTI.
A®l. BUpo6bHMLTBO. 3MiHa BUPOOHMKA BUXIAHOTO/NPOMIXHOr0o
NPOAYKTY/peareHTy, Lo BUKOPUCTOBYOTLCSA Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpobHuKa (BK/IHoHakouu, ae HeobxigHo,
MicLe NpoBefeHHS KOHTPoo AkocTi) A®I (3a BigCyTHOCTI
cepTudiikaTa BignosigHOCTI EBponelickkiin hapmakonei y
3aTBEPXEHOMY [1OCbE)(3anpOnoHOBaHWn BUPOOHUK HANEXUTb A0
Tiei camoi BUPOBHMYOT rpynu NigNpUEMCTB, LLO i 3aTBEPAKEHNIA)
ana M3 Pensap™ Enninta, NOPOLIOK AN iHraNALR, 4030BaHU,
no no 184 mkr/22 Mkr/po3y: AoAAaHHS albTePHATVBHOI Ai/TbHUL
Glaxo Operations UK Limited (trading as Glaxo Wellcome
Operations), Cobden Street, Montrose, Angus DD10 8EA, United
Kingdom ansi BUrotToBneHHs npomikHoro npogykty CCI111400
(eTan 1 cuHTE3Y) B NpoLeci BUPOOHULITBA aKTUBHOI PEYOBUHN
nyTrKasoHy thypoaty. 3anponoHOBaHUA BUPOOHWK € YaCTUHO
rpynu komnaHin GlaxoSmithKline

176,

PENI®®

Ma3b pekTasibHa no 28,4
r B Ty6i; mo 1 Ty6i pasom
3 ansikatopom y
KapTOHHI KOpoo6Li

TOB "BAVEP"

YkpaiHa

damap A.B.E. As/ioH
MnaHT

Mpeuis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHW | TURY - 3MiHK 3 AKocTi. A®I. (iHWi 3MiHW) - oHOBNEHHS EDMF
Ha A®| deHinedpiny rigpoxnopug Big BupobHuka Schenzhen
Oriental Pharmaceutical Co., Ltd, China

6e3
peuyenma

UA/3173/01/01

177,

PEHENPO

PO34MH ONs1 iH EKLiA,
250 mr/mn no 4 mn B
amnyni; no 5 amnyn y
KaceTi; no 1 kaceTi B
nauuji 3 KapToHy; no 4
M B amnysi; no 5
amnyn y kacerTi; no 2
KaceTu B nauui 3
KapTOHY

TOB HaykoBo-
BMPOGHMYa
hipma
"MIKPOXIM"

YkpaiHa

BiANOBIAA/IbHWIA 32
BMPOGHULITBO Ta
KOHTpO/b/BUNpobyBaH
HS1 cepil, He
BK/THOHAI0UMN BUNYCK
cepii:
MpuBatHe akLioHepHe
TOBapuCTBO " JIEKXiM-
Xapkis",
YkpaiHa;
BiANoBiganbHNIA 3a
BMPOGHULITBO Ta
KOHTpONb/
BMNpOoGYBaHHS cepii,
BK/IOYA0UM BUMYCK
cepit:

TOB Haykoso-
BMPOGHMYA hipma
"MIKPOXIM",
YkpaiHa

YKpaiHa

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHW | TUNY - 3MiHK
3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3amiHa
ab0 BBeAEHHA AOAATKOBOT AiNTbHUL BUPOBHMLTBA ANS YAaCTUHN
ab0 BCbOro BUPOGHMYOro MpoLecy roToBOro fikapcbKoro 3acoby
(minbHUUSA, Ha AKil NpoBOASATLCSA ByAb-sKi BAPOOHUUYI CcTagii, 3a
BUHATKOM BUMYCKY Cepii, KOHTPO/IIO AKOCTi Ta BTOPUHHOIO
nakyBaHHS /151 CTEPU/IbHUX NiKaPCbKNX 3ac06iB (BKIOUAUM
BMPOGEHI acenTUYHUM MEeTOA0M), KpPiM JliKapCbKnx 3aco6iB
6i010riYHOro/iMyHO/OMNYHOTO NOXOKEHHS) - BBEAEHHS [,04aTKOBOI
OiNbHULI BUPOGHMLTBA A4/18 BCbOTO BUPOGHMYOro mpoLecy
roToBOro nikapcbkoro 3acoby TOB HaykoBo-Bupo6Huya chipma
"MIKPOXIM" (BBEAEHHSA 3MiH NPOTArom 3-X MicALiB nicns
3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHU 3 AKOCTI. FOTOBUIA NiKapCbKWii
3aci6. 3miHM y BUpo6HULTBI. 3aMiHa abo BBeAEHHS A0AaTKOBOT
AiNbHULI BUPOBHMLTBA 418 YacTUHU abo BCbOro BUPOBHNYOro
npoLecy roToBOro Nikapcbkoro 3acoby (AiNbHULA 4151 BTOPUHHOTO
nakyBaHHS) - BBEAEHHS A0AATKOBOT AiNbHULI 4151 BTOPUHHOTO
nakyeaHHs BUNpobysaHHs, TOB HaykoBo-BUpo6HUYa dipma
"MIKPOXIM", YkpaiHa, 93000, JlyraHcbka 06/1., M. PybixHe, By/I.
NeHiHa, 6ya. 33, (BBEAEHHS 3MiH NPOTAroM 3-x MicsLiB nicns
3aTBEPLKEHHS); 3MiHU | TUNY - 3MiHK 3 IKOCTI. FOTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYHOTbCSI BUNYCKY Cepii Ta KOHTPO/IK0 AKOCTi FOTOBOTO

3a
peyenmom

UA/14966/01/01
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nikapcbKoro 3acoby (3amiHa abo foAaBaHHSA BUPOGHMKA, Lo
BiANOBiAaE 3a BBe3eHHs Ta/abo BMNycK cepii) - Bkaoyatoun
KOHTPONb/BUNPOBYBaHHSA cepil - BBEAEHHS A04ATKOBOI AiNbHULY,
LLIO BiAMOBIAAE 3a KOHTPO/b/ BUNpobyBaHHsA, TOB HaykoBo-
BMpo6HMYa chipma "MIKPOXIM", YkpaiHa, 93000, /lyraHcbka 0611,
M. PybixHe, Byn. JleHiHa, 6ya. 33, (BBeAEHHS 3MiH NPOTArom 3-X
MiCALIB MiC/1A 3aTBEPKEHHS)

178,

PEONOANIrN
FOKIH

pO34uH A8 iHQysili, no
200 mn a6o no 400 mny
nAsWKax

TOB "HOpis-
Papm”

YKpaiHa

TOB "HOpia-Papm”

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIOYaKUy AinbHNLi BUNYCKy cepii abo micue
nNpoBeAeHHSA KOHTPOSIIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYAOUM BUMYCK Cepili) - 3aMiHa agpecu
BMpo6HUKa 13 TOB "tOpis-®apm"”, YkpaiHa 3 puanyHOi Ha
hakTnyHy, 6e3 3MiHK MicLa BUpo6HMLTBA (BBEAEHHS 3MiH
npoTArom 6-Tn MicALUiB Nicns 3aTBepPAKEHHS)

3a
peyenmom

UA/8337/01/01

179,

PENNArCAN

KOHLieHTpaT Ans
pO34nHy Ans iHdysii, 1
mr/mn no 3,5 mn
KOHUEHTpaTy Yy ¢h/1akoHi;
no 1 donakoHy y
KapTOHHI KOpooLi

Laviep
PapmacboTHK
an3 AlineHg
nrg

IpnaHgis

BiANoBiganbHNIA 3a
BUMNYCK Cepii:
Laiep
PapmacboTrKan3
Alineng Ntp,

Ipnangis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu Il Tuny -
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta yMOB Buaadi
peecTpauiiHoro NocBigYeHHs, BkIYatoum MNnaH ynpasniHHA
pu3nKkamm (3acCTocyBaHHA 3MiH(M), siki(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHS HOBMMW [0AaTKOBUM AAHUMM, WO
MalTb HaaBaTUCs KOMNETEHTHUM OpraHoM, OCKINbKM
BMMaraeTbCs CyTTEBA OLLiHKA KOMNETEHTHUM OpraHoMm) -
BukoHaHHS 3060B'A3aHb BiAMOBIAHO A0 NigNyHKTY 1.8.2 nyHKTy 1.8
nopatky 5 o MNopsaky NpoBeAeHHS eKcnepTu3n peecTpavlinHnx
marepianis Ha nikapcbki 3acobu, Lo NoAanTbCSA Ha AepXasHy
peecTpauito (nepepeecTpallito), a TakoX eKkcnepTu3n MaTepiasis
NpOo BHECEHHS 3MiH 10 peecTpauiliHix MaTepianis NpoTArom fii
peecTpaLiiiHoro NocBiAYeHHs, 3aTBepAXeHoro Hakasom MOS3 Bif,
26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/15890/01/01

180,

PUBOKCUH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,
no 200 mr Ne50 (10x5) y
6nictepax

MNAT
"Tannucbapm"

Ykpaina

MNAT
"KviBmegnpenapar”,
YKpaiHa
MAT "Fanunuchbapm”,
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
dhapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPAKEHOTO TEKCTY
MapKyBaHHS BTOPVMHHOI Ta NEPBUHHOT YNakoBKN NiKapCbKoro
3ac06y 3 BHECEHHSIM 404aTKOBOI iHhopMaL,ii (BHECEHHS
no3Ha4yeHb OAVHMLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
naTtvHCcbKoro andasiTy Ta Tolo). BBefeHHs 3MiH NnpoTArom 6-tu
MiCAILiB nic/sa 3aTBepAKEHHSs!

3a
peyerimom

UA/4137/01/01

181,

PIHASAN®

Kpanni Ha3asibHi, PpO34nH
1mr/mMano10 mny
h1akoHi 3
KpanenbHuLelo; no 1

MpAT
"®bapmaueBTu
YyHa hipma
"OapHuus"

YKpaiHa

MpAT
"®apmMaueBTNYHa
thipma "AapHuusg”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUMY - 3MiHW BHECEHI LWOA0 3aTBEPAKEHHS OKPEMOT
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS Jlikapcbkoro 3acoby ans
[03yBaHHA 1 mr/M. BBeieHHS 3MiH NPOTArom 6-Tv MicauiB nicas

6e3
peuyenma

UA/1751/01/02
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n/ | nikapcbko2o BionycKy peecmpayjiliHo

n 3acoby 20

nocsio4eHHs1

donakoHy y nayui 3aTBEPKEHHSA

182, CENNIEHA3A® | po3uuH Ans iH'ekuiin, 50 6iocuH HimeuuunH Brpo6HMUTBO HiMeuyumH | BHECEeHHS 3MiH A0 peecTpaLiiiHuxX MaTepiasiiB: 3MiHW | Tuny - 3MiHK 3a UA/8796/02/01
Mkr/mn; no 10 mn a6o no | ApuHaimitten a Hepo3dhacoBaHOro a 3 sikocTi. A®l. Cuctema KoHTeliHep/3akynoptoBasibHUiA 3aci6. 3MiHa |  peyenmom
20 mn y conakoHi; no 10 b F'M6X NPOAYKTY, NEPBUHHE

(h/1aKOHIB Y KapTOHHIl
Kopobui

Ta BTOPWHHE
nakyBaHHS:
Baccepbyprep
ApuHaiimiTTeNbBEPK
'mM6X, HimeuunHa;
6iocyH
ApuHalimitTTens M6X,
HimeuuunHa (BTOpuHHE
nakyBaHHS1; BUNYCK

cepii)

y 6e3nocepefHiin ynakoBui Ad| (skicHi Ta/abo KiNbKIiCHI 3MiHK
cknafy) - 4OAAaBaHHA albTepHaTUBHOMO MaTepiasty A8 YNakoBKu
A®| (NnepBrHHE Ta BTOPUHHE NaKyBaHHS); 3MiHW | TUNY - 3MiHN 3
AKocTi. [O0TOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasbHWiA 3aci6. 3MiHa 6yab-aKOi YaCcTUHN
maTepiany NepBrHHOT YNaKoBKK, L0 HE KOHTaKTye 3 FOTOBUM
NiKapcbkum 3aco60M (Hanpukiag, Kosip KpULEYOoK 3 KOHTPosieM
nepLUoro BIAKPUTTA, KOMIP KOLOBYWX Kinewlp Ha amnynax,
KOHTeliHepa A1 rofoK (pi3Hi Buay nnactmacw) (3MiHa, sika He
BM/IMBAE HA KOPOTKY XapakTepuCTrKy NikapcbKoro 3acoby) - 3miHa
HOMepy mMaTepiany 3allinkyBaslbHUX KOBMaYkiB 4718 hNakoHiB Nno
20 mn; 3MiHu | TUnNy - AAMIHICTpaTMBHI 3MiHU. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby, BKIYaloum
AinbHUUI BUNYyCKy cepii abo micue NpoBeAeHHS KOHTPOJO AKOCTI.
(misnbHiCcTb, 3a AKy BignoBigae BUPOGHMK/IMNOPTEP, HE BKIOUAOUM
BWMYCK Cepiii) - 3MiHa Ha3BMW ByNWLj BUPOOHMKA, BiAMoBigaIbHOMO
3a BUPOOHMLTBO, NEPBUHHE Ta BTOPUHHE NakyBaHHS
Baccep6yprep ApuHaiimiTTensepk MM6X, HimeuunHa; 3amiHn |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo [OMYyCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac BUpo6HMLTBA rOTOBOrO
niKapcbKoro 3acoby (iHLi 3MiHW) - pO3LIMPEHHS NiMITIB pH B
npoueci BUpOoOHULITBA NiKapCbKOro 3acoby nounHaroum 3i cragii
BMPOGHMLITBA Micnsa fgoBedeHHsA pH, 3anponoHoBaHa
pernaMmeHTauisa 3HaxoANTbCS B MeXax BUMOT, 3aTBepIKeHNX 4N
'N3; 3MiHM | TUNY - 3MiHK 3 sSiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHN BUNpoByBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisix, nig vyac BUpo6GHMLTBA rOTOBOrO
nikapcbKoro 3acoby (fofaBaHHA HOBOTO MeToAy BUNpobyBaHHA Ta
[OMNyCTUMUX MEX) - 3MiHM 3a NMokasHWKoM Appearance. 3okpema
Bifj0yBaETHCA [AOMOBHEHHS ONMUCY XapaKTepUCTUKOD
«Bbe3bapBHUiA»; 3MiHK | TUNY - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkuii
3aci6. 3MiHM y BUPOOHULTBI. 3MiHW BUNPOGYBaHb abo JOMyCTUMUX
MeX, BCTAHOBJIEHVX Y cneumndikalisx, nig vyac BMpobHuuTBa
roTOBOrO NiKapCbKOro 3acoby (BUy4YEeHHS HECYTTEBOrO
BMNPOBYyBaHHA B NPOLLECi BUPOGHMLTBA) - BUAANIEHHS NOKa3HuKa
free from visible particles Ha cTagji npUroTyBaHHA Po34nHy; 3MiHK |
TMny - 3MiHK 3 AkocTi. API. KoHTponb A®l. 3miHa y napameTpax
cneumndikauin Ta/abo 4ONYCTUMUX MEX, BUSHAYEHUX Y
cneungikauiax Ha A®Il, abo BUXIAHWIA/NPOMIXKHUI
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECi BUPO6HMLTBA
A®| (3BYy)KEHHS AONYCTUMUX MEX, BU3HAYEHNX Y cneuudikadii) -
3BY)XEHHS NiMITIB TECTOBOro napameTpy Tenypiii B cneuudikadii
A®I 3 300 ppm go 60 ppm; 3MiHu | TURY - 3MiHK 3 AKkocTi. ADI.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHMUX BUNpobyBaHb/nepioay
36epiraHHa abo ymoB 36epiraHHa AP (3a BiACYTHOCTI y
3aTBEpAKEHOMY AOCbe cepTuddikarta BiANOBIAHOCTI EBPONENChKii
thapmakonei, Lo BK/IYae nepiod NOBTOPHOrO BUNPOOYBaHHS)
(nepioz noBTOpHOro BMNpobyBaHHA/Mepio 36epiraHHs) -
36inbLIeHHs abo BBEAEHHS nepiogy NOBTOPHOMO
BMNpoGyBaHHs/Nepioy 36epiraHHsA Ha OCHOBI pe3ynbTaTiB
JocnigkeHb y peanbHOMY 4aci - 3MiHa nepiofy NOBTOPHUX
BunpobyeaHb A®I 3 9 no 23 micauis
183, CETO®EH Kancynu no 10 mr; no 10 AT "Apamep, Monbla BVMPOGHMLTBO Monblwa BHECEHHS 3MiH O peECTpaLiiHNX MaTepiasniB: 3MiHa 3asBHMKa 3a UA/5258/01/01
Kancyn y 6nictepi; no 1 dapma” Hepo3dacoBaHOl (BnacHvka peecTpaLiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuenmom
abo no 2 6nictepn y npoayKuii, nepBuHHe 23.07.2015 Ne 460) (BBegeHHs 3MiH MpOTArom 6-Tv MicsLiB nicns
KapTOHHIA Kopoo6Li Ta BTOPUHHE 3aTBEPKEHHS)
nakyBaHHS:
3aknag
dapmanleBTUYHNI
Apavepg ®apma C.A,,
MonbLa;
BUNYCK cepil:
Ma6'aHiLbKni
hapmavueBTUYHWI
3aBog Monbha A.T.,
MNonblua
184, CIHO)KXAPAI® | TabneTku, BKpUTI BepiHrep HimeuumnH KOHTPO/Ib SKOCTI (3a HimeuumnH BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/15721/01/01
NMiBKOBOK 0G0/OHKOMO, IHrenbxaim a BUHATKOM TecTy a/ 3MiHK | TUNY - BBEAEHHA [0A4aTKOBUI NapameTp crneuudikadii 3 peyenmom
12,5 mr/850 mr; no 10 IHTEepHeLUHN "Mikpob6ionoriyHa Mpevys BiAANOBIAHUM METOA0M BUNPOBYBaHHA [/19 BUXiAHOT Pe4OBUHM
TabneTok B 6aicTepi; no X ynctoTa'): A eHg Em MarHito I3onponinxnopua /NiTito Xx/10pyg 3a TECTOM «4ncToTa» A5

6 6nicTepiB y KApTOHHIi
Kopoo6Li

LTabTecTt MM6X,
HimeuuuHa;
BMPOBHMLTBO,
KOHTPO/Ib AKOCTI (3a
BUHSATKOM TecTy
"Mikpob6ionoriuHa
yucrota"), NnepBuHHE
Ta BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: bBepiHrep
IHrenbxaiim Ennac
A.E., I'peuis;
BUPOBHMLTBO,

KOHTPOJIIO iOHIB 3ani3a; 3anponoHOBaHoO, TECT: YACTOTA,
efleMeHTapHuii aHanis YucToTn, aHaniTuyHa metoauka: Mac-
CMeKTPOMeTpis 3 iIHAYKTUBHA 3B 13aHa N1a3moro abo
anbTepHaTMBHa ATOMHO-EMICiliHa CNEKTPOMETPIS 3 iIHAYKTUBHA
3B°A3aHOI0 N1a3MOM0, KpUTePIlA NPUAHATHOCTI < 3ppm); 3MiHK |
TUNYy - 3MiHN Y MeTofax BUNpobysaHHsA Ad| - BBefeHHS
[0[aTKOBOT a/IbTEPHATUBHOI METOAMKM A5 ifeHTudikawii marHito
y BMXifHI pe4yoBrHi MarHito 13onponinxnopug /niTito xnopug, aka
BUKOPUCTOBYETLCS A1 CUHTE3Y CyOCTaHLjii emnariigpio3nHy;
3anpornoHoBaHo: peakLisi 3 BunagaHHaM ocagy abo
anbTepHaTuBHa PeHTreHdnoopecLeHTHa CnekTpoMeTpis
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Hassa
NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo
20
nocsio4YeHHs

nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BMNYCK cepii: BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI,
HimeuunHa;
a/lbTepHaTUBHa
na6oparopis Ans
KOHTPO/O TECTY
"MikpobionoriyHa
yucrora™ Crc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op N+C Ar,
HimeuunHa;
K'oEiCIEc ENE,
Mpeuis;
albTepHaTUBHI
OinbHUUI ans
BTOPVHHOTO
nakyBaHHS:
LLTeremaHH
JTboHhepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuuHa; ®apm/lor
dapma JlogxicTik
v6X, HimeuumHa

185,

CIHIXAPAI®

TabneTkn, BKpUTI
M/1iBKOBOK 060/10HKOI0,
12,5 mr/1000 wmr; no 10
TabneTtok B 6nicTepi; no
6 6nicTepiB y KapTOHHIi
Kopoo6Li

BepiHrep
IHrenbxanm
IHTEepHeLHN
6X

HimeuunH
a

KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
ynctoTa"): A eHg Em
LWTa6Tect Mm6X,
HimeuunHa,;
BUPOBHULTBO,
KOHTPO/Ib AKOCTI (3a
BUHATKOM TecTy
"Mikpo6ionoriyHa
yncroTa"), NepBrHHE
Ta BTOPUHHE
nakyBaHHs, BUNYCK
cepii: bepiHrep
IHrenbxaiim Ennac

HimeyunH
a/
peuis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHM | TUNY - BBEAEHHA A0AATKOBWI napameTp crneumdikavii 3
BijNOBIAHUM METOA0M BUNPOGYBAHHA A4/15 BUXIAHOT PeYOBUHN
MarHito I3onponinxnopug /NiTivo Xx10puz 3a TECTOM «4ucToTa» A1
KOHTPO/II0 iOHIB 3a1i3a; 3anponoHOBaHo, TECT: YACTOTA,
efleMeHTapHWi aHani3 YucToTu, aHaniTuyHa metoguka: Mac-
CMeKTPOMETPIA 3 iIHAYKTVMBHA 3B si3aHa nnasmoto abo
anbTepHaTuBHa ATOMHO-eMICiliHa CNeKTPOMETPIS 3 iIHAYKTUBHA
3B si3aHa Nna3moto, KpUtepili NPUIAHATHOCTI < 3ppm); 3MiHW | TUny
- 3MiHM y MeToAax BunpobysaHHA AP| - BBEAEHHS A04ATKOBOI
anbTepHaTUBHOI METOAMKM ANS iAeHTudiIKaLlii MarHito y BUXigHii
peyoBuHi MarHito 13onponinxnopug, /NiTito xnopug, axka
BUKOPUCTOBYETbLCS A1 CUHTE3Y CyOCTaHLii emnarnipio3nHy;
3anporoHoBaHo: peakLis 3 BunagaHHaM ocagy abo

3a
peyenmom

UA/15722/01/01
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NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo
20

186,

A.E., I'peuis;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPUHHE NakyBaHHS,
KOHTPO/b SIKOCTI,
BUNycK cepii: bepiHrep
IHrenbxanm ®apma
v6X i Ko. K,
HimeuunHa,
anbTepHaTUBHa
nab6oparopia gns
KOHTPOIO TecTy
"MikpobionoriyHa
yucrora™ Crc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op N1+C AT,
HimeuunHa,
K'toENCIEc ENE,
pewis;
aNbTepHaTUBHI
AinbHUUI Ans
BTOPVHHOTO
nakyBaHHS:
LLiteremaHH
JNlboHbepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuyumHa; dapm/lor
dapma JlogxicTik
'M6X, HimeyunHa

anbTepHaTMBHA PeHTreHditoopecyeHTHa CnekTpoMeTpis

nocsio4YeHHs

CIHIKAPAI®

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOIO,
5 mr/850 wmr; no 10
Tabnetok B 6nicTepi; no
6 6nicTepiB y KAPTOHHIi
Kopoobui

BepiHrep
IHrenbxanm
IHTepHeLwHN

6X

HimeyvunH
a

KOHTPO/Ib AKOCTI (3a
BUHSATKOM TecTy
"MikpobionoriuHa
yuctoTa"): A eHg Em
LWTabTecT MM6X,
HimeuunHa;
BMPOGHMLITBO,
KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
"Mikpob6ionoriyHa
ynuctoTa"), NnepBuUHHE
Ta BTOPUHHE

HimeyunH
a/
pevis

nakyBaHHA, BUMYCK

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - BBEAEHHSI 40AATKOBWIA NnapaMeTp crneumdikauii 3
BiANOBIAHUM METOA0M BUNPOBYBaHHA [/19 BUXiAHOT Pe4YOBUHM
MarHito I3onponisixnopug /NiTito X/10pug 3a TeCTOM «4yucToTa» A1s
KOHTPO/II0 IOHIB 3a1i3a; 3anponoHoBaHo, TECT: YACTOTA,
efleMeHTapHWn aHani3 YNCToTU, aHaniTMYHa metoamka: Mac-
CMeKTPOMETPIA 3 iHAYKTVBHA 3B si3aHa nias3moto abo
afibTepHaTMBHa ATOMHO-EMICiiHa CNEKTPOMETPIS 3 iIHAYKTUBHA
3B"s13aHa Nn1a3moto, Kputepili NPUIAHATHOCTI < 3ppm); 3MiHW | Tuny
- 3MiHM y MeTogax BunpobyBaHHa AP - BBeAEeHHSA 40AATKOBOI
anbTepHaTUBHOI METOAMKM ANS iAeHTUdiKaLlii MarHito y BUxiaHii
peyoBuHi MarHito 13onponinxnopug, /nitito xnopug, sxka
BWKOPWUCTOBYETHCSA A1 CUHTE3Y CybCTaHLii emnarnich103uHy;

3a
peyenmom

UA/15723/01/01
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NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo
20

187,

cepii: bepiHrep
IHrenbxaiim Ennac
A.E., I'peuis;
BMPOGHMLITBO,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b SIKOCTI,
BMNyCK cepii: BepiHrep
IHrenbxaiim ®apma
v6X i Ko. K,
HimeyuunHa;
anbTepHaTuBHa
naboparopia ans
KOHTPO/O TecTy
"Mikpob6ionoriyHa
yucrtota™ CIrc
IHCTUTYT Ppe3eHiyc
'M6X, HimeuuunHa,;
Na6op N+C Al,
Himeuunha;
K'oEiCIEc ENE,
pewjs;
anbTepHaTUBHI
OinbHUUI ans
BTOPVHHOTO
nakyBaHHS:
LLiteremaHH
JNboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuuunHa; ®apm/lor
dapma JlogxicTik
M6X, HimeuynHa

3anponoHOBaHO: peakLis 3 BuNnagaHHaM ocagy abo
anbTepHaTVBHa PeHTreH(h1I00pecLeHTHa CNeKTPOMETPIs

nocsio4YeHHs

CIHIKAPAI®

TabneTkn, BKpUTI
NMiBKOBOK 0G0/OHKOI0,
5 mr/1000 mr; no 10
TabneTok B 6nicTepi; no
6 6nicTepiB y KapTOHHIi
Kopobui

BepiHrep
IHrenbxanm
IHTEpHeLHN

m6X

HimeyunH
a

KOHTPO/Ib AKOCTI (3a
BUHATKOM TeCTy
"Mikpo6ionoriyHa
ynctoTa"): A eHg Em
LTa6bTecTt MM6X,
HimeuuunHa;
BMPOGHMLITBO,
KOHTPO/Ib AKOCTI (3a
BUHATKOM TecTy
"MikpobionoriuHa
yncrorta'"), NepBrMHHE

HimeyunH
a/
Mpeuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

3MiHM | TUNY - BBEAEHHS 40AATKOBWI NnapaMeTp crneumdikawii 3

Bi4NOBIAHMM METOA0M BUMNPOOYBaHHA A4/151 BUXIAHOT pe4YOBUHU
MarHito I3onponinxnopug, /niTito x1opug 3a TECTOM «4ucToTa» Ans

KOHTPOJII0 iOHiB 3aU1i3a; 3anponoHoBaHo, TECT: YACTOTA,
efleMeHTapHuii aHanis YucToTu, aHaniTuyHa metoauka: Mac-
CnekTpoMeTpis 3 iIHAYKTMBHA 3B S3aHa Na1asmoro abo

anbTepHaTuBHa ATOMHO-EMICiliHa CNEKTPOMETPIS 3 iIHAYKTUBHA
3B si3aHa NN1a3mot, KpUTepili NPUAHATHOCTI < 3ppm); 3MiHK | TUny

- 3MiHM y MeTogax BunpobyBaHHa A®I - BBeAEeHHSA [40AATKOBOI
a/bTepHaTMBHOI METOAUKM NS iAeHTUdIKaLii MarHito y BUXiaHil

3a
peyerimom

UA/15724/01/01
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Ta BTOPVHHE
nakyBaHHS, BUNYCK
cepii: BepiHrep
IHrenbxaiim Ennac
A.E., l'peuis;
BUPOBHULTBO,
nepBuHHE Ta
BTOPWHHE MaKyBaHHS,
KOHTPONb SIKOCTI,
BMNYCK cepii: BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI,
HimeuuuHa;
a/lbTepHaTUBHa
na6oparopis Ans
KOHTPO/O TECTY
"MikpobionoriyHa
yucrora™ Crc
IHCTUTYT PpeseHiyc
'm6X, HimeuuunHa;
Na6op N+C Ar,
HimeuunHa;

K oEiCIEc ENE,
Mpeuis;
aflbTepHaTUBHI
OinbHUUI ans
BTOPVHHOTO
nakyBaHHS:
LLTeremaHH
JTboHhepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeuuuHa; ®apm/lor
dapma JlogxicTik
v6X, HimeuumHa

peyoBuHi MarHito 13onponinxnopuvg, /nitito xnopug, sxka
BVIKOPVICTOBYETbLCS A/151 CUHTE3Y CyOCTaHLii emMnarnigp/iosnHy;
3anponoHOBaHO: peakLis 3 BunagaHHAM ocagy abo
anbTepHaTMBHA PeHTreHditoopecyeHTHa CnekTpoMeTpis

188,

COAEPM

masb 0,1 % no25r,50r
y Ty6i, no 1 Ty6i B
KapTOHHI navi

Lepmachapm
Al

HimeuunH
a

Mi6e Fm6X
ApuHaiimitTTens

HimeyunH
a

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3minu | TUny - 3Miln 3 axkocTi. CepTudikat BignosigHocTI/IE-
cepTudiikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBNEHOTO cepTudikaTa BifgnNoBigHOCTI a6o
BUYYEHHS cepTudikaTa BignoBigHOCTI EBponelichkii
thapmakonei: gnsa A®l; ans BUxigHOro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI pEYOBUHM
(cepTudbikat BignoBiAHOCTI €Bponelicbkili hapmakonei) -

3a
peyenmom

UA/10254/02/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
OHoBneHwnin cepTuddikart Big yxe 3aTBEPAKEHOTO BUPOOHMKA -
nogaHHs oHoBneHoro CepTudiikaty BiANoBigHOCTI EBponechbkili
thapmakonei R1-CEP 2003-095-Rev 03 (nonepeaHs Bepcis R1-
CEP 2003-095-Rev 02) Big BXe 3aTBEpAKEHOr0 BUpobHMKa Teva
Pharmaceutical Industries LTD, India gnsi A®| 6eTameTasoHy
189, COAEPM eMy/bCist HawkipHa 0,1 Jepmachapm HimeuuunH Mmi6e Mm6X HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/10254/01/01
% no 20 mn, 50 mny Al a ApuHalimiTTeNb a 3MiHn | Tuny - 3MiHKn 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenmom
chnakoHi; no 1 hnakoHy cepTudikaT BignoBigHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
B KapTOHHI nauui MopgaHHA HoBOro abo OHOBMIEHOroO cepTudiikaTa BignNoBiAHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: gna A®l; gns suxigHoro
mMartepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMDKHOT pEHOBUHM
(cepTtuchikaT BignoBigHOCTI EBponelickkiii hapmakoner) -
OHOB/NEHWi cepTUdikaT Bif, yxe 3aTBEpAXEHOr0 BUPOOHUKA -
nogaHHs oHoBneHoro CepTudiikaty BiAnoBigHOCTI EBponechkili
thapmakonei R1-CEP 2003-095-Rev 03 (nonepeaHs Bepcis R1-
CEP 2003-095-Rev 02) Bif Bxe 3aTBepxeHoro BupobHuka Teva
Pharmaceutical Industries LTD, India gna A®| 6eTameTaszoHy
Basiepary.
190, COny- MOPOLLOK Ta PO3UYUHHUK Mdcpaiizep IHK. CLA Mdcpaiizep Benebris BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHu | Tuny - 3a UA/9891/01/01
KOPTE® 0151 pO34UMHY ANst MeHtodekUypUHT AZMIHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo agpecun peuyenmom
iH'ekyin no 100 mr/2 M, Benbris HB MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
MOPOLLIOK Ta 2 M/ nNikapcbKoro 3acoby, BKNOYaoUn AibHULi BUNYCKY cepii abo micue
PO34MHHMKa (CNUpT NpoBeAEeHHS KOHTPOJIIO AKOCTI. (LisiNIbHICTb, 3a AKY Bignosigae
6eH3unoBwuii (9 mr/mn), BMPOGHMK/iIMNOpPTEp, BK/IOYAKUM BUMYCK Cepili) YTOUHEHHS aapecu
BOJa ANS iH'EKLR) y BMpOo6HMKa MN3 MNdaiizep MeHodekyypuHr Benbria HB, Benbris,
onakoHi Tuny Act-O-Vial 6€e3 3MiHM MicLs BUPOOHMLTBA: 3MiHN BHECEHO B iHCTPYKLitO A5
Y KapTOHHI Kopobuyj MeAMYHOr0 3aCTOCYBaHHS W00 HaliMeHyBaHHA Ta
MiCLie3HaXOp)KEHHS BUPOOHUKA, SIK HACNiA0K — BiANOBIAHI 3MiHW Y
TEKCT MapKyBaHHA yNakoBKM /liKapCbKoro 3acoby. BeefeHHs 3MiH
NpOTArom 6-T1 MicsAUIB NicNs 3aTBEPAKEHHS
191, COny- NMOPOLLOK A/19 PO3UNHY Mdcpaiizep IHK. CLWA Mdcpaiizep Benbris BHECEHHS 3MiH [0 peecTpauiiiHux matepianis: 3mMiHu | Tuny - 3a UA/9873/01/01
KOPTE® Ans iH'ekuii no 100 mr; 1 MeHtochekuypuHr AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
oNakoH 3 MOPOLLUKOM Y Benbris HB MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
KapTOHHI Kopobuj; 25 niKapcbKoro 3acoby, BKOYaUM Ai/lbHULI BUNYCKY cepii abo micue
h/1aKOHIB 3 MOPOLLKOM Y NpoBeLEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
nigooHi Ans BMPOGHMK/IMNOpPTEp, BK/IOUAKUM BUMYCK Cepili) YTOUHEHHS aapecu
TpaHcnopTyBaHHsA (6e3 BMpOo6HMKa MN3 MNdaiizep MeHodekyypuHr Benbris HB, Benbris,
BTOPUHHOI yNakoBKM) 6e3 3MiHN MicLsa BUPOBGHMLTBa: 3MiHV BHECEHO B iIHCTPYKLiIO A71A
MeAMYHOr0 3aCTOCYBaHHS W00 HaliMeHyBaHHA Ta

MicLie3HaXO[PKEHHS BUPOOHUKA, SIK HACNiAO0K — BifNOBIAHI 3MiHW Y
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TEKCT MapKyBaHHS yNakoBKM NikapcbKoro 3acoby. BeeAeHHs 3MiH
NpoTArom 6-TM MicALiB Nic/1a 3aTBepAKEHHS

192,

CTPENCIIC®
BE3 LLYKPY,
31 CMAKOM
NTMMOHA

NbOAAHUKM; No 8
NbOASAHUKIB Y BnicTepi;
no 2 6nictepu B
KapTOHHI Kopobuyj;

no 12 NbogsHUKIB y
6nictepi; no 1 a6o no 2
6nicTepn B KApTOHHIA
Kopoobui

PekkiTT
BeHkizep
Xernckep

IHTEpHeLHN

Nimiteq

Benvka
BpuTtaHis

PekkiTT BeHkizep
Xenckep IHTepHeLWwHN
Nimiteq

Benvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3minu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHU [0 y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy (BBefieHHs y3arasibHeHUX AaHnX
npo cuctemy papmakoHarnsgy, 3aMiHa yrnoBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA ddapMakoHarnsay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMOBHOBaXEHOI 0c06y, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKNYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
po3milLeHHi macTep-chaiina cuctemmn hapmakoHarnsagy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BigNnoBiAa/bHOI 3a 3MjACHEHHS
thapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuisn: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO6M 3asiBHMKA, BigNoBiAa/bHOI 3a 3MjACHEHHS
hapmakoHarniagy B YKpaii.

6e3
peuyenma

UA/4927/01/01

193,

CTPENCIIC®
3

BITAMIHOM
ca3l
CMAKOM
AMNENbCUHA

NbOASAHUKK, No 12
NbOASAHUKIB Y BnicTepi;
no 2 6nictepu B
KapTOHHI KOpooLi

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiten

Benuka
BpuTaHis

PekkiTT BeHkizep
Xerickep IHTepHeLLHN
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis:
3MmiHu | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeefeHHsa abo 3MiHM [0 y3araslbHeHNX JaHux
npo cuctemy thapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBIAANbHOI 3a 34jiICHEHHS hapMmakoHarnsay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asiBHVKa A5 34iACHEHHS
hapmMakoHarnsagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOBaXXeHOI 0cobK, BifANOBIfa/IbHOT 3a 34iICHEHHS
hapMakoHarnsay (BkIYatoumn KOHTaKTHI AaHi) Ta/abo 3MiHW y
pO3MilLeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) - 3MiHa
KOHTaKTHOI 0C06M 3asBHUKA, BiANOBIAa/bHOI 32 3AiiCHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuisi: TeTaHa [ly6ay. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOI 0C06M 3asBHUKA, BiANOBIAA/IbHOI 32 3AiiCHEHHS
dhapmakoHarisgy B YKpaiHi.

6e3
peyenma

UA/7436/01/01

194,

CTPENCINC®
3 MEAOM TA
NMMMOHOM

NbOASAHUKM, No 12
NbOAAHUKIB Y 6nicTepi;
no 2 6nictepu B
KapTOHHiA KOpooLi

PekkiTT
BeHkizep
Xernckep

IHTEepHeLHN

Nimiteq

Benvka
BpuTtaHis

PekkiTT BeHkizep
Xenckep IHTepHeLHN
NimiTeq

Benwvka
BputaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHU [0 y3araslbHEHVX AaHnX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS ddapMakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnsay 3asaBHVKa o151 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
YMOBHOB&XEHOI 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYatoUm KOHTaKTHI AaHi) Ta/abo 3MiHW

6e3
peyenma

UA/6400/01/01
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npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobw,
BiANOBIAA/IbHOI 32 3AiiCHEHH:A ddapMakoHarnsay; KOHTakTHol

Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
pO3MilLEeHHI MacTep-ghaiina cuctemmn papmakoHarnsagy) - 3miHa
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBiAabHOI 3a 3MjCHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuisn: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBiAabHOI 3a 3MjCHEHHS
hapmakoHarniagy B YKpaii.
195 CTPEMNCIIC® | nbogsaHuku; no 12 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 0 peecTpauiiHux maTepianis: 6e3 UA/6401/01/01
3 NbOASAHUKIB Y BnicTepi; BeHkizep BpuTaHis Xenckep IHTepHeLWHN BpuTaHis 3miHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
MEHTO/IOM no 2 6nictepu B Xenckep Nimiten thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3arasibHEHUX AaHUX
TA KapTOHHI/ KopoobLi IHTepHeLwHN npo cuctemy chapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHNX
EBKANIATO Nimiten npo cucTemy chapmakoHarnsay, 3MiHa ynoBHOBakeHOoi ocobu,
M BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsgy; KOHTakTHOT
0cobu 3 chapmakoHarns4y 3asiBHUKa 415 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, AKLWO BOHA BigMiHHa Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBiAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy (BKouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsagy) 3MiHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BifNOBiAaNbHOI 3a 3iCHEHHS
hapmakoHarnsgy B Ykpaini: [itoua pegakuis: OneHa Boesoga.
MponoHoBaHa pegakuis: TeTaHa [y6ay. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BifNOBiAaNIbHOI 3a 34iCHEHHS
hapmakoHarnsgy B Ykpaii.
196. CTPEMCI/IC® | cnpeii OpOMYKO3HWIA, PekkiTT Benuka BUNYyCK cepil: Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/15692/01/01
IHTEHC/B po3unH 8,75 mr/gosa, no BeHkizep BpuTtaHis PekkiTT BeHkizep BpuTtaHis/ 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
15 mn y doiakoHi; no 1 Xenckep Xenckep IHTepHeLwHN TainaHg hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX
chakoHy B KapTOHHIiA IHTepHeLHN Nimitea, Benvka npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
Kopoo6Ui Nimiten BputaHis npo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBakKeHOi ocobu,
BMPOBHMLTBO, Bi4NOBIAA/IbHOT 32 3AiICHEHHS hapmakoHaris4y; KOHTakTHOT
nakyBaHHs Ta 0cobu 3 chapmakoHarnagy 3asBHVKa 4715 34iNCHEHHS
NepPBUHHWIA BUMYCK thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
roTOBOrO NiKapCbKOro YMOBHOBaXXEHOT 0CO6MU, BigNOBIfa/IbHOI 3a 34iAICHEHHS
3acoby: thapmakoHarnagy (Bko4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
PekkiTT BeHkizep po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy) 3miHa
Xenckep KOHTaKTHOI 0CO6M 3asiBHMKA, BigNoBiAa/IbHOT 32 34iCHEHHS
MaHydekuypiHr hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
(Tainang) Nimiteq, MponoHoBaHa pepakuis: TeTaHa [ly6ay. 3MiHa KOHTaKTHUX AaHnX
Tainanpg, KOHTaKTHOI 0CO6M 3as1BHMKA, BigNoBiAa/IbHOT 3a 34iCHEHHS
thapmakoHarnsay B YKpaiHi.
197 CTPENCIIC® | nbogsaHuky no 8,75 mr; PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 6e3 UA/7696/01/01
IHTEHCUKB 3 no 8 NboASAHVKIB Yy BeHkizep BpuTtaHis Xenckep IHTepHeLwH BputaHis 3miHu | TYny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
MEAOM TA 6nictepi; no 2 6nictepn Xenckep NimiTen hapmakoHarnsgy. BeefeHHs abo 3miHW 0 y3arasibHEHUX AaHuX
NMMOHOM Y KapTOHHii Kopobuj IHTEepHeLHN npo cuctemy thapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHnX
NimiTen
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198,

CTPENCINIC®
OPUIHA/IbH

NbOASHUKK, No 12
NbOASHUKIB y BnicTepi,

PekkiTT
BeHkizep

Benvka

PekkiTT BeHkizep

Benvka

0cobu 3 chapmakoHarnsgy 3asBHUKa 415 34iACHEHHS

thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA Big,

YNOBHOBaXeEHOI 0c06Y, BiANOBIAAIbLHOI 32 34iiCHEHHS
thapmakoHarnsgy (BKIuvatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLeHHi macTep-chaiina cuctemun chapmakoHarnsagy) 3MiHa

KOHTaKTHOI 0CO6U 3asiBHMKA, BiNOBiAaNbHOI 3a 34iNCHEHHS
hapmakoHarnsgy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pegakuis: TeTaHa [y6ay. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBiAaNbHOI 38 3iCHEHHS
hapmakoHarnsgy B Ykpaii.

nocsio4YeHHs

199,

CTPENCIIC®
nnoc

nn

no 2 6nictepu B
KapTOHHIA Kopoo6Li

NbOASAHUKM; MO 8

Xerckep
IHTEepHeLHN
Nimiten

PekkiTT

BpuTaHis

Benvka

Xerickep IHTepHeLLHN

Nimiteq

PekkiTT BeHkizep

BpuTaHis

Benwvka

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHu | TUny - 3MiHKM Wopao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHM 40 y3arasibHEHUX AaHUX
npo cuctemy hapmakoHarnsgy (BBefleHHs y3arasibHeHnX AaHuX
npo cuctemy thapmakoHarnsgy, 3MiHa ynosHOBaxkeHOoi ocobu,
BIANOBIAANbHOI 3a 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
0cobu 3 chapmakoHarnagy 3asBHVKa 471 34iNCHEHHS
hapMakoHarnsay B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOB&XEHOI 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy (Bkouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
KOHTaKTHOI 0CO6U 3asBHWKa, BiANOBIAaNbHOI 3a 34iACHEHHS
hapmakoHarnsagy B Ykpaini: [itova pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuin: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHWX
KOHTaKTHOI 0CO6U 3asBHWKA, BiANOBIAaNbHOI 38 34iACHEHHS
hapmakoHarnsay B YKpaiHi.

6e3
peyenma

UA/6479/01/01

200,

CTPENCINIC®
nnaroc

NbOASHUKIB y 6AicTepi;
no 2 6nictepu B
KapTOHHilA KOpo6Li

cnpeii OPOMYKO3HWIA; MO
20 My chnakoHi 3

BeHkizep
Xernckep
IHTEepHeLUHN
NimiTen

PekkiTT

BpuTaHis

Benvka

Xenckep IHTepHeLwHN

damvap HigepnaHam

Nimiten

BpuTaHis

HinepnaH

BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis:
3MiHM | TUny - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3MiHU 0 y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy (BBefeHHs y3araslbHeHUX AaHnX
npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT ocobw,
BiANOBIAA/ILHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT
0co6m 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
YMNOBHOBaXEHOI 0c06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BKo4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
po3MileHHI MacTep-haiina cuctemn dhapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBiAaNbHOI 3a 3iCHEHHS
hapmakoHarnsgy B YkpaiHi: [itoua pegakuis: OneHa Boesoga.
MponoHoBaHa pegakuin: TetaHa [y6ay. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBiAaNbHOI 3a 3iCHEHHS
hapmakoHarnsgy B Ykpaiti.

6e3
peyenma

UA/3915/01/01

BeHkizep

BpuTaHis

B.B.

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:

an

6e3

3MiHu | TMny - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta

peyenma

UA/6372/01/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
[,03Y04NM MPUCTPOEM; Xenckep thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHNX JaHnx
no 1 donakoHy B IHTepHeLHN npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
KapTOHHIA KOpoo6Li Nimiten npo cuctemy hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOT ocobu,
BIANOBIAA/IbHOI 3a 34iiCHEHHA ddapmakoHarnsaay; KOHTakTHOT
0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
thapMakoHarnsgy B YkpaiHi, KLU0 BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
KOHTaKTHOI 0CO6M 3asBHWKa, BiANOBIAaNbHOI 38 3iCHEHHS
thapmakoHarnagy B Ykpaini: [itoua pegakuis: OneHa Boesoga.
MponoHoBaHa pepakuin: TeTaHa Jy6ay. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0CO6M 3asBHWMKa, BiANOBIAaNbHOI 38 3iICHEHHS
chapmakoHarsisgy B YKpaii.
201, TAKHI Kancynu Teepai no 0,5 TeBa I13painb Nabopatopies LinHda IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14248/01/01
mr, no 10 kancyny dapmaueBTika C.A., IcnaHis 3MiHM | TUny - 3MiHK Wogo 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nictepi; no 5 6nictepis n lHpacTpi3 (BMpPOGHMLTBO thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux
y 3anasiHomy nakeTi B n1p. Hepo3dacoBaHoi npo cuctemy thapmakoHarnsay (BBefeHHs y3araibHeHUX faHnx
Kopoobui npoayKuii, nepBuHHa npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBakKeHOT ocobu,
Ta BTOPUHHA BifjNOBIfaNbHOI 3a 3iICHEHHS hapmakoHarnsaay; KOHTaKTHOI
ynakoBkay); 0cobu 3 chapmakoHarnsay 3asaBHVKa 15 34iIACHEHHS
Na6opaTtopies LinHda thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
C.A., IcnaHig YMOBHOBaXEHOI 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
(nepBuHHa Ta hapmakoHarnagy (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
BTOPWHHA YNaKoBKa, po3milLeHHi macTep-ghaiina cuctemmn chapmakoHarnsagy) - fioua
[103BiN Ha BUMYCK pepakuis: YnosHoBaxxeHa ocoba 3asBHUKa, BigMnoBifanbHa 3a
cepii) thapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD. MNMponoHoBaHa
pefakuis: YnoBHoBaxkeHa ocoba 3asBHWKa, BignosifanbHa 3a
hapmakoHarnsg — Orit Stern-Maman. KoHTakTHa ocoba 3asiBHIKa,
BignosiganbHa 3a hapmakoHarnsg - buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6M, BiANOBIAA/IbHOI
3a thapmakoHarnag. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu,
BiANOBIAabHOI 3a thapmakoHarnisg. 3MiHa Micus 34iCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.
202, TAKHI Kancynu TBepai no 1 mr, TeBa I13painb Jlabopatopies LinHda IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/14248/01/02
no 10 kancyn y 6nictepi; | ®apmaueBTika C.A., IcnaHis 3MiHM | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peuyenmom
no 5 6nictepis y n lHaacTpi3 (BpPO6HMLTBO thapmakoHarnagy. BeefeHHsa abo 3MiHM [0 y3arasibHEHNX JaHux
3anasHomy naketi B n1g. Hepo3dacoBaHoi npo cuctemy thapmakoHarnsgy (BBefieHHs y3arasibHeHUX faHnx
Kopoo6Li NPOAYKLIT, NnepB1MHHA npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
Ta BTOpPVHHA BiNOBIAANbHOI 3a 34jiiCHEHHS hapMakoHarnsay; KOHTaKTHOI
ynakoBKa); 0cobu 3 hapmakoHarnsgy 3asiBHVKa A4/1s 34iACHEHHS
Jlabopatopies LimHda (hapmakoHarnsay B YkpaiHi, SKU0 BOHa BigMiHHA Bif,
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
C.A., IcnaHis YMOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iCHEHHS
(nepBuHHa Ta thapmakoHarnsgy (BkIo4yatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
BTOPVHHA ynakoBkKa, po3MilLieHHi MacTep-thaiina cuctemun hapmakoHarnsgy) - Airoua
[03BiN Ha BUMYCK pefakuis: YnoBHoBaxeHa ocoba 3asBHWKa, BignosijasibHa 3a
cepii) thapmakoHarnag — Dr. Hedva Voliovitch MD, PhD. MponoHoBaHa
pejakuisn: YnoBHoBaXKeHa ocoba 3asBHMKa, BignosiganbHa 3a
thapmakoHarnag — Orit Stern-Maman. KoHTakTHa ocob6a 3asiBHuKa,
BignoBigasbHa 3a dpapmakoHarnsag - buctpoea OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHnX YNOBHOBAXEHOI 0CO6M, BiANOBIAa/IbHOI
3a thapmakoHarnag. 3miHa KOHTaKTHUX JaHnX KOHTakTHOI ocobu,
BiANOBIAaNbHOI 3a thapMakoHarnsg. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fisi/IbHOCTI 3 (hapmakoHarnagy. 3miHa
MicLle3Hax0MKEHHS1 MacTep-haiina.
203, TAKHI Kancynu Teepgi no 5 mr, TeBa 13painb Na6opaTtopies LiHda Icnanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/14248/01/03
no 10 kancyn y 6nictepi; | ®apmaueBTika C.A., IcnaHis 3MiHK | TRy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 5 6nictepiB y n lHpacTpi3 (BMpPOGHMLTBO thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux
3anasHomy naketi B n1p. Hepo3dacoBaHoi npo cuctemy thapmakoHarnsay (BBefeHHs y3araibHeHUX faHnx
Kopoobui npoayKuii, nepBuHHa npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBakKeHOT ocobu,
Ta BTOPUHHA BifjNOBIfaNbHOI 3a 3iICHEHHS hapmakoHarnsaay; KOHTaKTHOI
ynakoBkay); 0cobu 3 chapmakoHarnsay 3asaBHVKa 15 34iIACHEHHS
Na6opaTtopies LinHda thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Big,
C.A., IcnaHig YMOBHOBaXEHOI 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
(nepBuHHa Ta hapmakoHarnagy (BkIoYatoum KOHTaKTHI AaHi) Ta/abo 3MiHW Yy
BTOPWHHA YNaKoBKa, po3milLeHHi macTep-ghaiina cuctemmn chapmakoHarnsagy) - fioua
[103BiN Ha BUMYCK pepakuis: YnosHoBaxxeHa ocoba 3asBHUKa, BigMnoBifanbHa 3a
cepii) thapmakoHarnsg — Dr. Hedva Voliovitch MD, PhD. MNMponoHoBaHa
pefakuis: YnoBHoBaxkeHa ocoba 3asBHWKa, BignosifanbHa 3a
hapmakoHarnsg — Orit Stern-Maman. KoHTakTHa ocoba 3asiBHIKa,
BignosiganbHa 3a hapmakoHarnsg - buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6M, BiANOBIAA/IbHOI
3a thapmakoHarnag. 3miHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu,
BiANOBIAabHOI 3a thapmakoHarnisg. 3MiHa Micus 34iCHEHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLLe3HaX0KEHHS1 MacTep-doaiina.
204, TAY®POH Kpansi ouHi, 40 mr/mn no | ToBapucCTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/5345/01/01
5 My dpnakoHi; no 3 06MexeHo 06MexeHo 3MiHM | TUNYy - 3MiHa Ha3BW BUPOOHMKa AD| TaypurHy, 6€3 3MiHK peyenmom
h/1aKoHM pa3om 3 BiANOBiAabHI BiANOBIAA/LHICTIO Micus BUPO6HMLITBA. BUpo6HMYa finbHULA Ta YCi BUPOGHWYI
KPULLIKOLO- cTHO "[ocnigHuii 3aBog, onepawii 3aMwaTbCst HE3MIHHUMMN
KpanesibH1LEer y nayi 3 "focnigHnii "r'HUNC", YkpaiHa (BCi
KapToHy; no 10 MmNy 3aBoj, cTagjii BUpobHUUTBa,
donakoHi; no 1 dpakoHy "rHUNC KOHTPO/b SIKOCTI,

Pa3oM 3 KpPULLKOHO-

BUNyCK cepil);
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Hassa
NiKapcbKo20
3acoby

Popma surnycky

3asaBHUK

Kpaina

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo
20
nocsio4YeHHs

KpanenbHULEe Y navui 3
KapTOHy

ToBapucTso 3
0bMexeHot
BiANOBIAA/LHICTIO
"®APMEKC rPyn",
YkpaiHa (Bci cTagii
BMpPOBHULTBA,
KOHTPO/b SIKOCTI,
BMNYyCK cepii)

205,

TE/MINNAKC
nnoc

Tabnetkn no 80 mr/ 12,5
Mr Ne28 (14x2) y
6nictepax

M.BioTek
Nimiteq

Benvka
BpuTtaHis

AnbTepHaTMBHa
AinbHUUA ans
npoBefeHHs
aHaniTUYHNX
BMNPOGYBaHb:
Na6opaTtopio Ap. P.
EueBapHe, AHanicic,
C.A., IcnaHis
Bupo6HuK, Lo
3[iACHIOE MOBHWIA LK
BMPOGHMLTBA i
BiAnoBifae 3a BUMYCK
cepi:
NABOPATOPIOC
JIIKOHCA, C.A.IcnaHis

IcnaHis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis:
3MiHV | TUMY - 3MiHW [0 IHCTPYKLIT 418 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu: "dapmMakonoriyHi BnactmeocTi",
"Ocob6nmBocTi 3acTocyBaHHsA","M0o6iYHI peakuii” BigNoOBIigHO A0
OHOBJIEHOT iHGhopMaLii 3 6e3nekn 4ito4oT PpeyoBMHN
rigpoxnopTiasug,

3a
peyenmom

UA/16755/01/01

206.

TENMINTAKC
nnoc

Tabnetku no 40 mr/ 12,5
mr Ne28 (14x2) y
6nictepax

M.BioTek
NimiTen

Benuka
BpuTaHis

AnbTepHaTuBHa
OinbH1UA ons
npoBefeHHs
aHaniTUYHUX
BMNPOOYBaHb:
Na6opaTtopio Ap. P.
EueBapHe, AHanicic,
C.A., IcnaHis
Bupo6HuK, Lo
3[ilACHIOE NOBHWIA LyKN
BUPOOHMUTBA i
BiAnoBifae 3a BUMYCK
cepii:
NNABOPATOPIOC
NIKOHCA, C.A,,
Icnanis

IcnaHis

BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis:
3MiHM | TURY - 3MiHW A0 IHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu: "dapmMakonoriyHi BnactTmeocTi",
"Oco6nmBoCTi 3acTocyBaHHA","M06IYHI peakuii” BifNOBIAHO A0
OHOBJIEHOT iHGhopMaLii 3 6e3nekn A4ilo4oi PpeyoBMHN
rigpoxnopTiasug,

3a
peyenmom

UA/16754/01/01

207,

TENMINAKC
nnroc

Tabnetku no 80 mr/ 25
Mmr Ne28 (14x2) y
6nictepax

M.BioTek
NimiTen

Benuka
BpuTaHis

AnbTepHaTuBHa
OinbHUUA ons
npoBefeHHsA
aHasTITUYHNX
BMNPO6YBaHb:

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis:
3MiHM | TUNY - 3MiHW [0 IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y po3ainu: "dapmakonoriyHi BnactmeocTi",
"Oco6nmBoCTi 3acTocyBaHHA","M06IYHI peakuii” BiANOBIAHO JO
OHOB/IEHOI iH(hopMaLii 3 6e3nekn Aity0i pevyoBUHM

3a
peyenmom

UA/16754/01/02
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Hassa

3asaBHUK

Popma surnycky Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayiliHo
n 3acoby 20
nocsio4eHHs1
NabopaTtopio Ap. ®. rigpoxnopTiasug,
EueBapHe, AHannicic,
C.A., IcnaHis
Bupo6HuK, Lo
3[iAiCHIOE MOBHWIA LMKN
BUPOGHMUTBA i
BiAnosigae 3a BMMNycK
cepii:
NABOPATOPIOC
NIKOHCA, C.A,,
Icnaxis
208, TENMNPEC Tabnetku no 40 mr/12,5 "KcaHTic Kinp MoBHWIA UMKN IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15949/01/01
nntoc Mr no 14 TabneTtok 'y dapma BMPOGHULITBA, BUMYCK 3MiHY | TUMY - 3MiHW BHECEHI A0 IHCTPYKLi 4158 MeguyHoro peyenmom
6nictepi; no 2 abo no 7 NimiTen" cepii: 3acToCyBaHHS NiKapCcbKoro 3acoby y po3ainu: "®apmakonorivHi
6nicTepiB y KAPTOHHIl NABOPATOPIOC BnacTmeocTi", "OcobnmBocCTi 3acTocyBaHHs", "Mo6iYHI peakuii”
nauuj NIKOHCA, C.A,, BiANOBIAHO [0 OHOBMIEHOT iHGhopMaLii 3 6e3nekun Aitoyoi pevoBUHN
Icnanis rigpoxnoportias3ng,. BeefeHHs 3MiH npoTaromM 6-tu micAuis nicns
KoHTponb AkocTi: 3aTBEPAKEHHS
NABEOPATOPIO [P.
®. EMEBAPHE,
AHANICIC, C.A,,
Icnanis
209, TENNPEC Tabnetku no 80 mr/25 mMr "KcaHTic Kinp MoBHWIA UMK IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/15949/01/02
nnroc no 14 tabnetok y dapma BMPOGHULITBA, BUMYCK 3MiHU | TUMY - 3MiHW BHECEHI A0 IHCTPYKLT 4159 MegnyHoro peuyenmom
6nicTepi; no 2 abo no 7 Nimiteg" cepii: 3acToCyBaHHS NikapCcbKoro 3acoby y po3ginu: "®apMakoiorivHi
6nicTepiB y KAPTOHHIl NABOPATOPIOC BnactmsocTi", "Oco6/mBoCTi 3acTocyBaHHs", "IN0o6Gi4HI peakuii”
nauuj NIKOHCA, CA,, BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoyol pevoBUHN
IcnaHis rigpoxnoportiasng,. BeeaeHHst 3MiH MpoTAroM 6-Tu micsuiB nicns
KOHTponb AKkoCTi: 3aTBEPAKEHHS
NABOPATOPIO [P.
®. EMEBAPHE,
AHANICIC, C.A.,
Icnanis
210 TENNPEC Tabnetku, no 80 mr/12,5 "KcaHTic Kinp MoBHWI UMK Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3a UA/15949/01/03
nnroc Mr, no 14 Tabnetok y Papma BMPOGHMLTBA, BUMYCK 3MiHM | TUNY - 3MiHW BHECEHI [0 iHCTPYKLUi 418 MegUyHOro peyenmom
6nictepi; no 2 a6o no 7 Nimiten" cepii: 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3ginu: "®apmakonoriyHi
6nicTepiB y KAPTOHHIM NABOPATOPIOC BnactmsocTi", "Ocob6mBocCTi 3acTocyBaHHsA", "lN06GiYHI peakuii”
nauui NIKOHCA, C.A., BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neky Ailo4oi PeYoBUHU
Icnanis rigpoxnopoTiasng. BeefgeHHA 3MiH NpOTArom 6-Tu micslis nicns

KoHTposb sikocTi:
NNTABOPATOPIO AP.
®. EMEBAPHE,
AHANICIC, C.A.,
IcnaHis

3aTBepKeHHA
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
211 TEMOAAN® kancynv no 100 mr, no 1 LWepiHr-Mnay LLsenuapi Brpo6HMuTBO PiHnaHaia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/4893/01/03
Kancyni y cawe; no 5 CeHtpan lct A Hepo3dacoBaHoi Benebris 3miHu | TUNYy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
abo no 20 cawey Al npoAayKLUii, nepBnHHa hapmakoHarnsgy. BeefeHHs abo 3miHW 10 y3arasibHEHUX AaHUX
KapTOHHI/ KopoobLi ynaKkoBKka Ta KOHTPO/b npo cuctemy thapmakoHarnsgy (BBefeHHS y3araslbHEHUX AaHNX
AKOCTI: npo cucTemy chapmakoHarnsgy, 3MiHa ynoBHOBakeHOoi ocobw,
OpioH dapma, BiANOBIAA/IbHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
PiHNAHgis; 0ocobu 3 thapmakoHarnsgy 3asasBHVKa 415 34iNCHEHHSA
MepBrHHaA Ta thapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA Big,
BTOPWHHA ynakoBkKa, YNOBHOBaXeHOi 0cobu, BiANOBIfa/IbHOT 3a 34iICHEHHS
[03BiN Ha BUMYCK thapmakoHarnsgy (BKIuvaum KOHTaKTHi AaHi) Ta/abo 3MiHn y
cepii: pO3MilLeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) - 3miHa
LWepiHr-Mnay Na6o MicLs 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy.
H.B., Benbrig 3MiHa MicLe3HaxomKeHHs1 MancTep-aina
212, TEMOOAN® Kancynu no 20 mr, no 1 LepiHr-Mnay LLiBeiuapi Brpo6HMUTBO PiHnangia/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/4893/01/02
Kancyniy cawe; no 5 CeHTpan Ict A Hepo3dacoBaHOl Benbris 3MiHu | TUny - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
abo no 20 cawey Al npoayKuii, NnepBuHHa thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHNX gaHux
KapTOHHI KOpo6Li ynakoBka Ta KOHTpO/Ib npo cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
AKOCTI: npo cuctemy hapmakoHarnsgy, 3aMiHa yrnoBHOBaXeHOT 0cobu,
OpioH ®apwma, BIANOBIAAbHOI 32 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
diHNgaHais; 0cobu 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
MepBuHHaA Ta thapMakoHarnsay B YkpaiHi, K0 BOHa BigMiHHA Big,
BTOPVHHA ynakoBkKa, YMOBHOB&XEHOI 0C06U, BifNOBIAaIbHOI 3a 34iiCHEHHS
[03BiN Ha BUMYCK thapmakoHarnagy (BkIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
cepil: PO3MiLLEHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) - 3MiHa
LWepiHr-Mnay a6o MicLis 34iICHEHHSA OCHOBHOI Aisi/IbHOCTI 3 (dapMakoHarnsay.
H.B., benbriga 3MiHa MicLle3HaxomKeHHs1 MaiicTep-thaiina
213, TEMOAAN® MOPOLLOK A/19 PO3UNHY LepiHr-Mnay Lseliuapi Bupo6HMLTBO HimeuuunH BHECEHHS 3MiH 10 peecTpavLiiiH1ux maTepianis: 3a UA/4893/02/01
ONns iHdysiii no 100 wr; CeHTpan Ict A Hepo3dgiacoBaHol a/ 3MiHK | TNy - 3MiHK Woao 6e3nekn/etheKTMBHOCTI Ta peuyenmom
1 chnakoH 3 NOPOLLKOM Y Al npoAayKuii, NepByHHe Benbris thapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX JaHux
KapTOHHilA KOpo6Li nakyBaHHs Ta npo cuctemy thapmakoHarnsgy (BBefeHHs y3araslbHeHUX AaHnX
KOHTPO/1b SIKOCTI: npo cucTemy dpapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHoT ocobw,
BakcTep OHkonoaxi BiANOBIAA/ILHOI 32 34iiCHEHHS dapMakoHarnsay; KOHTakTHOT
M6X, HimeuunHa 0co6m 3 chapmakoHarnagy 3asBHuKa A5 34iINCHEHHS
BTOpUHHE MaKkyBaHHS hapMakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Big,
Ta [j03BiN Ha BUMYCK YNOBHOBaXXeHOi 0cobK, BiANOBIAaUIbHOT 3a 34iICHEHHS
cepii: thapmakoHarnsgy (BKo4vatoum KOHTaKTHi AaHi) Ta/abo 3MiHu y
LWepiHr-Mnay /1a6o po3MileHHI MacTep-haiina cuctemmn hapmakoHarnsgy) - 3miHa
H.B., Benbria MicLs 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsay
3MiHa MicLe3HaxoMKeHHA MalicTep-dhaina
214 TIEHAM® MOPOLLIOK A1 PO3UMHY Mepk Wapn i LLiseiuapi Brpo6HMK CLIA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0524/01/01
ans iHdysiit; 10 Ooym IAEA A Hepo3dacoBaHOl PpaHuia/ 3MiHu | TUny - 3MiHKn Wopao 6e3nekn/edeKTUBHOCTI Ta peuenmom
h/1aKOHIB 3 NMOPOLLKOM Y 6X NpoAyKuii, NnepBuHHe Higepnax thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHNX JaHux
NAacTUKOBOMY MifA0HI 3 nakyBaHHS: an npo cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx

MapKyBaHHSIM

Mepk Wapn i Joym

npo cucTemy dpapMakoHarisay, 3MiHa ynoBHOBaXXeHOT 0co6u,
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
YKparHCbLKOK MOBOIO Kopn., CLWA BIANOBIAA/LHOI 32 34iiCHEHH:A ddapmakoHarnsaay; KOHTakTHOT
BTopuHHE nakyBaHHs, 0co6u 3 chapmakoHarnsay 3asaBHVKa 415 34iACHEHHS
[03BiN Ha BUMNYCK thapMakoHarnsgy B YkpaiHi, KO0 BOHa BigMiHHA Bif,
cepii: YNOBHOBaXEHOI 0C06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
NabopaTtopii Mepk thapmakoHarnsgy (BKIouyatoum KOHTaKTHi AaHi) Ta/abo 3MiHn y
Wapn i oym LLUn6pe, po3milLieHHi MacTep-chaiina cuctemun chapmakoHarnsgy) 3MiHa
PpaHuin MiCLA 3AiICHEHHA OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
Mepk Wapn i Joym MiCL,e3HaxoMKeHHs macTep-dainna.
5.B., Higepnanau
215/ TOMOCKAH® | po3suuH ans iH'ekuiii, 300 | MAT "dapmak” Ykpaina Contochapm HimeuunH BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - - UA/13682/01/01
mr iogy/mn in bulk: no dapmaueyTiwe a nogaHHsa oHoBneHoro CepTudiikaty BiANoBigHOCTI EBponechbkili
50 mn, 100 mn, 200 mn y EpuolirHicce MvoX hapmakonei R1-CEP 1999-090-Rev 02 Bif BXe 3aTBepKEHOr0
chnakoHi; no 10 BMPO6HUKa Ana A®I ionamigony y 38’aA3Ky 3i 3MIHOK Ha3Bu
ch1akoHIB y kopobuy; in BVPOGHMKa
bulk: no 500 mny
chnakoHi; no 6 dhnakoHis
y Kopooui
216, TOMOCKAH® | po3uuH ans in'ekuid, 370 | MAT "dapmak” Ykpaina Contochapm HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - - UA/13682/01/02
mr nogy/mn in bulk: no dapmaueyTiwe a nogaHHsa oHoBsieHoro CepTucpikaTty BignoBigHOCTI €Bponeiichbkiii
50 mn, 100 mn, 200 mny EpuolirHicce Mv6X thapmakonei R1-CEP 1999-090-Rev 02 Bif BXe 3aTBepaKEHOro
thnakoHi; no 10 BUPOGHMKa ans A®| onamifony y 38’A3Ky 3i 3MiHOO Ha3BwW
doNakoHIB y Kopobu,i BUPOBHMKA
217, TOP3AKC® TabneTkn, BKPUTI ANIKANOIQ AL | Pecny6nik | Ankanoig AL - Ckon'e | Pecny6nik BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/12770/01/01
NNiBKOBOK 060/TI0HKOHO, Ckon'e a a 3MiHK | TUMY - 3MiHWM BHECEHI 40 IHCTPYKLiT y po3ainu: peyenmom
no 10 mr no 10 Ta6neTok MakefoHis MakegoHis | “"®apmakosnoriyHi BnactusocTi", "MNpoTunokasaHHsA", "B3aemogis 3
B 6nicTepi; no 3 IHLWIMMK niKkapCcbKMMK 3acobamu Ta iHLWi BUAW B3aEMoSiid",
6nicTepy B KAPTOHHIl "Oco6nmBOCTi 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta fo3n',
Kopoobui "Mo6iyHi peakyji 3rigHO 3 AaHVMU LWOA0 6e3nekun gityol
PEeYOoBWHM
218, TOP3AKC® TabneTkun, BKpUTI AJIKANOIL AL | Pecny6nik | Ankanoig ALl - Ckon'e | Pecny6nik BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/12770/01/02
NAiBKOBOK 060/10HKOLO, Ckon'e, a a 3MiHM | TUMY - 3MiHW BHECEHI A0 IHCTPYKLi y po3ainu: peyenmom
no 20 mr, no 10 Pecny6nika MakefioHist MakefioHiss | "®apmakonoriyHi BnactusocTi, "lMpoTunokasaHHsa", "B3aemopis 3
Tabnetok B 6nicTepi; no MakegoHis IHLIMMK NikapCbkMK 3acobamu Ta iHWi Buan B3aeMogin',
3 6nicTepu B KAPTOHHIl "Oco61BOCTI 3acTocyBaHHs", "Crnocib 3acTocyBaHHs Ta fo3un’,
Kopobui "Mo6ivHi peakui™ 3rigHO 3 aHUMK LWOA0 6e3nekun Aityoil
PEYOBUHM
219, TOP3AKC® TabneTku, BKPUTI ANKANOIL AL | Pecny6nik | Ankanoig Al - Ckon'e | Pecny6nik BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12770/01/03
NNiBKOBOK 060/I0HKOHO, Ckon' a a 3MiHM | TUNY - 3MiHW BHECEHI 40 IHCTPYKLIT Yy po3ainu: peuenmom
no 40 mr no 15 Tabnetok MakefoHis MakefoHis "®apmakonoriyHi BnactusocTi”, "lMpoTunokasaHHsa", "B3aemogis 3
y 6nicTepi; no 2 IHLIMMKM NiKapCbKMMK 3acobamu Ta iHLWi BUAW B3aEMoSiid",
6nicTepun y KapTOHHiIl "Oco61BOCTi 3acTocyBaHHSA", "Cnocib 3acTocyBaHHs Ta 403un",
Kopoobui "Mo6iyHi peakuii" 3rigHO 3 AaHUMU LWOA0 6e3nekun Airyol
PeYOoBMHM
220 TOP3AKC® TabneTkun, BKPUTI AJIKANOIA ALL | Pecny6nik | Ankanoig Al - Ckon'e | Pecny6nik BHECEHHS 3MiH 10 peecTpavjiiiH1ux maTepianis: 3a UA/12770/01/04
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
NNiBKOBOK 060/TIOHKOHO, Ckon'e a a 3MiHK | TUMY - 3MiHWM BHECEHI 40 IHCTPYKLiT y po34inu: peyenmom
no 80 mr no 10 Ta6neTok MakefoHis MakegoHis | “"®apmakosnoriyHi BnactusocTi", "MNpoTunokasaHHsA", "B3aemogis 3
B 6nicTepi; no 3 iHWXMK NniKkapCcbKMMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",
6nicTepu B KApTOHHI "Oco6nmBoCTi 3acTocyBaHHs", "Crnoci6 3acTocyBaHHs Ta fosn",
Kopoo6Ui "Mo6iyHi peakuji” 3rigHO 3 AaHVMU LWOA0 6e3nekun gityol
pPeYOoBWHM
221, TPUAEPM® Kpem; no 151 B LepiHr-Nnay LLisefuapi LWepinr-Mnay Na6o Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/2022/01/01
anoMiHieBIi Ty6i; no 1 CeHTpan Ict A H.B. AaMiHIiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Ty6i Y KapTOHHiIl Al 3asiBHUKA (BNacHMKa PpeecTpaLiiHoro NocBigYeHHs1) - 3MiHa agpecu
Kopob6ui; no 30 1 B 3asBHVKa (BNacHWKa peecTpauiiHoro nocBig4eHHs)
anoMiHieBIN Ty6i; no 1
Ty6i Y KAPTOHHIlA KOpoobLi
222 TPUDAC® 10 | po3uuH g iH'ekuiit, 10 MeHapiHi Nokcemby A. MeHapiHi ITanis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/2540/03/01
AMNOYNN Mr/2 M1 N0 2 MN B IHTepHeLLoHan pr MaHyakTypiHr 3MiHY | TUMY - BUNYYEHHA BUPOOHNYOT AiNbHULI (BKIOYaOYM peuyenmom
amnyni; no 5 amnyn'y OnepeiiwoHc NoricTikc eHp, AinbHuui Ana A®l, npoMixHoro npoAykTy abo rotosoro
Kopobui Jrokcembypr Cepsicec C.p.J1. NiKapCcbKoro 3acoby, Ai/bHUL 4151 NPOBEAEHHS NaKyBaHHS,
C.A. BMPOGHWKA, BiAMoBifaibHOro 3a BUMYCK Cepili, MicLie MPOBEeAEHHS
KOHTPONtO cepii) abo nocTavasibHMKa BUXIAHOrO MaTepiasy,
peareHTy abo A0NOMiXKHOT PEYOBWHM - BUTyYEHHS OfHIET 3
BMPOGHUYMX AiNbHUUL A1 BUpo6HMKa ZNEJIANG NUAHAI
PHARMACEUTICAL CO., LTD gns A®| Topacemig; 3MiHu | Tuny -
nogaHHs oHoBsieHoro Ceptudpikata R1-CEP 2006-287-Rev 02 ans
A®| TopaceMmia Bif BXe 3aTBepAKeHOro BUpo6HMKa
223 TPUPAC® 20 | po3unH ANs iH'ekuiid, 20 MeHapiHi NMokcemby A. MeHapiHi ITanis BHECEHHS 3MiH 10 peecTpaljiiiHux maTepianis: 3a UA/2540/03/02
AMOYNA Mr/4 mn no 4 mn B IHTEepHeLLoHan pr MaHyhakTypiHr 3MiHM | TUNy - NogaHHsA oHoBneHoro CepTtudikata R1-CEP 2006- peyenmom
amnyni; no 5 amnyn y OnepeiiwoHc JoricTikc eHp, 287-Rev 02 ana A®| Topacemif Big, Bxe 3aTBepAKeHoro
KapTOHHilA KOpo6Li TNMokcembypr Cepsicec C.p.J1. BMPOGHWKA,;
C.A. 3MiHM | TUMY - BUAYYEHHS BUPOOHNYOT AiNbHWLI (BKIOYAUM
AinbHuUi ans A®I, npomixHoro NnpoAykTy abo rotoBoro
nNikapcbKoro 3acoby, AiNbHUL AN NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMoBifaIbHOrO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS
KOHTPO/IO cepii) abo nocTayasibHMKa BUXIAHOIrO MaTepiany,
peareHTy ab0 AONOMDKHOI PEYOBUHY - BUNYYEHHS OfHIET 3
BMPOGHWYMX AiNbHUUbL 4515 BUpo6HMKka ZNEJIANG NUAHAI
PHARMACEUTICAL CO., LTD gns A®Il Topacemig,
224 TPUDAC® po3unH ans iHdysili, 200 MeHapiHi NMokcemby A. MeHapiHi ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/2540/02/01
200 PO34YNH mr/20 mn no 20 mn B IHTepHeLLoHan pr MaHythakTypiHr 3MiHY | TUMY - BUYYEHHS BUPOOHNYOT AiNbHWLI (BKIOYaUM peyenmom
ONA IHOY3IA | amnyni, no 5 amnyn y OnepeiioHc JoricTikc eHp, AinbHuUl ansa A®I, npomixHoOro NnpoaykTy abo rotoBoro
KapTOHHI/ KopoobLi TNokcembypr Cepsicec C.p.J1. NikapcbKoro 3acoby, AinbHNULi 418 NPOBEAEHHS NaKyBaHHS,
C.A. BMPOGHWKA, BiAMoBigaIbHOrO 3a BUMYCK Cepili, MicLie MPOBEeAEHHS

KOHTPO/IO cepii) abo nocTayasibHMKa BUXIAHOTO MaTepiany,
peareHTy abo AONOMDKHOI PEYOBUHY - BUNYYEHHS OJHI€ET 3
BUPOOHNYMX AinbHUUG Anst BUpobHuka ZNEJIANG NUAHAI
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n/ | nikapcbko2o BionycKy peecmpayjiliHo
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nocsio4eHHs1
PHARMACEUTICAL CO., LTD gnsa A®| Topacemig; 3miHu | Tuny -
nopaHHs oHoBneHoro Ceptudpikata R1-CEP 2006-287-Rev 02 ans
A®I TopaceMmif Bif BXe 3aTBepXeHOro BupobHuka
225, T-TPIOMAKC PO34nH A1 iH'eKUiR, 25 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTtepianis: 3MiHu | Tuny - 3a UA/13848/01/01
Mmr/mn no 2 mn a6o no 4 "®PapmaueBTu "®apmMaueBTUYHa AIMiHICTpaTMBHI 3MiHW. 3MiHa Kogy ATX - 3MiHW BHECEHI LWoA0 peyenmom
M/1 B amnyni; no 5 YyHa hipma hipma "JapHuus” hapmakoTepaneBTUYHOI rpynu Ta kogy ATX 3rigHo 3
amnys y KOHTYpPHIi "fapHuus” knacudpikatopom chapm.rpyn i kogis ATX BOO3: 3aTtBepaxeHo:
YapyHKOBIl1 yrnakoBLij; No KapgionoriyHi npenapatu. Kog ATX CO1E B. 3anponoHoBaHo:
2 KOHTYpPHI YapyHKOBI KapgionoriyHi npenapatu. IHWi kapgionoriyHi npenapatu. TiazoTHa
YNaKoBKM y maywi kucnota. Kog ATX CO1E B23
226. YHOEBIT apaxe, no 50 gpaxe y AT Ykpaina AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7922/01/01
KOHTelHepax "KNIBCbKWI BITAMIHHWIA 3Minu | TUNY - 3MiHK 3 axocTi. CepTudikar BignosigHocTI/IE- peyenma
(6aHoukax); no 50 BITAMIHHMIA 3ABO/" cepTuaikaT BiAMOBIAHOCTI €BpoNechKin hapmakonei/MoHorpadii.
[Apaxe y KOoHTelHepi 3ABOA" MopaHHA HOoBOro abo OHOBJIEHOrO cepTuUdikaTa BignoBiAHOCTI abo
(6aHouL); no 1 BU/TyYeHHs cepTudikaTa BignoBiAHOCTI EBpoNenchkii
KOHTeliHepy (6aHouuj) y hapmakonei: gnsa A®l; ans BUXigHOro
nauui mMartepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT pEHOBUHM
(cepTudpikat BignoBigHOCTI €Bponeiicbkili hapmakoner) - HoBwui
cepTudikaT Bif, BXe 3aTBEPAKEHOr0 BUPOGHMKA -
nogaHHa Hosoro Ceptudikaty RO-CEP 2013-165-Rev 01 ansa Adl
MipnAOKCHHY TiApOX/I0pUA Bif, BXE 3aTBEPMAKEHOro BUPOOGHNKA
Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutaii, sik Hacnigok
BUYYEHHS 3i cneuundikauii Al KOHTPONb 3a NOKA3HMKOM “"Badkki
MeTasin" ans Bupo6Huka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kutaii.
227 ®ABPA3VM® | nopowlok s LbxeHsalim Higepnax BTOPWHHA YNaKoBKa, Benuka BHECEHHS 3MiH 10 peecTpavljiiiHux maTepianis: 3a UA/10306/01/01
NPUroTYBaHHS tOpon B.B. an [03BiN Ha BUMYCK BpuTaHis/ 3MiHM | TUMy - 3MiHM y MeToAax BunpobyBaHHA AdI (beTa- peyenmom
KoHueHTpary (5 mr/mn) cepii: [xkeHzalim Cnony4yeHi arancugasn) BugasnieHHs npouenypu TectyBaHHs HPAEC-PAD
019 pO3UvHY AN Nimiten, Benvka Wrartun (High Performance Anion Exchange Chromatography with Pulsed
iHcpysiiA, no 5 mr a6o no BputaHis; Amepukun/ Amperometricm Detection) A58 NepBUHHOIO €TasloOHHOT0
35 mry donakoHi; no 1 BUPOBHULTBO, Ipnangis ctaHaapty (PRS), HasBHWI1 anbTepHaTuBHUIA MeTog LC/MS/MS
(h/1aKOHY B KapTOHHiiA nepBrHHA yNakoBKa: (Liquid Chromatography with Mass Spectrophotometric detection);
Kopoobui Xocnipa IHk. pejakuiiiHi npaBku fo po3giny 3.2.S.5 ctaHaapTHI 3pasku abo
Cnonyueni Wratn npenaparu
Amepuiku;
BVPOGHMLTBO

KIHLLeBOro NpoayKTy
(fillffinish), KoHTpONb
cepil, NepBrHHa Ta
BTOPWHHA ynakoBka,
[03BiN Ha BUNYycK cepii
(ansa 35 mr):
[bxeH3aim lpnaHa
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Nimiten, lpnaxgis
228, PABPA3VM® | nopoLLoK A [hxeHzaiim HigepnaH BTOPVHHA yNnakoBKa, Benvka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/10306/01/01
NPUroTyBaHHSA tOpon B.B. on [03BiN Ha BUMNYCK BputaHis/ 3MiHu | TUNy - 3MiHK y MeTogax BunpobysaHHA Ad| (arancugasu peuenmom
KoHUeHTpaTy (5 mr/m) cepii: [hkeHsalim CnonyJeHi 6eTa) - peAakuiiHa npaBkn A0 TECTY «Ki/IbKiCHE BU3HAYEHHS
AN PO34nHY An1A Nimitea, Benvka LWTaTtn nenTWAHOI KapTh»: 3anpoNOHOBaHO BUKOPUCTaHHA Bydepy Ans
iHcpysiiA, no 5 Mr a6o no BpuTaHis; Amepuku/ BiAHOBNEHHS | ankinysaHHa 6M ryaHignHy HCL/0,25M Tris -Cl pH
35 mry hnakoHi; no 1 BMPOGHMLITBO, Ipnangis 8,5 +0,1 3amicTb 6M ryaHignHy HCL/0,1M Tris -Cl pH 8,5+0,1;
chakoHy B KapTOHHIiA nepBMHHA yrakoBKa: 3MiHM | TUNY - 3MiHK Y MeTofdax BUNpobyBaHHA A®I| (arancmaasmw
Kopobui Xocnipa IHK, 6eTa) - peAakuiliHa npaBk1 KOHLUEHTpaLii peareHTy choccaty
CnonyueHi Wratn kanito pH6,0 3 100 mM Ha 167mM [0 TecTy «BMICT 3a/INLLKIB
AmepuKu; i3oacnapriHoBoi kucnotu» metofom BEPX 3 06epHeHoto ha3olo;
BUPOGHMLTBO 3MiHK | TUNy - 3MiHa y meTogax BunpobyBaHHA Ad| (arancugasu
KiHL,EBOro NpoAyKTy 6eTa) - pegakuiiHa npaskn koHueHTpauii gumepa (NeuAc dimer) B
(fill/finish), koHTpONb peareHTi Big 323 puM go 310 puM, Tpumepa (NeuAc trimer)sig 539
cepii, NnepBuHHa Ta no 512 pM; 3amiHa HPAEC Eluant B 3 100 mM sodium sodium
BTOPWHHA YNaKoBKa, hydroxide, 500mM sodium acetate Ha 100mM sodium hydroxide,
[03BiN Ha BUNYyCK cepil 508 mM sodium acetate B TecTi «onirocaxapuiHe npodisitoBaHHA
(ans 35 mr): meTogom BEPX aHioHOO6MiHHOI xpomatorpadii 3 nynbcytoumm
[bxensainm lpnaHg amnepmeTpuyHum getektopom (HPAEC-PAD)»
JNimiTeq, lpnangis
229 ®ABPA3VM® | nopollok ans [bxeHzalim Higepnax BTOPWHHA YnakoBKa, Benuka BHECEHHS 3MiH 10 peecTpavLjiiiHux maTepianis: 3a UA/10306/01/01
NpUroTyBaHHs tOpon b.B. an [103BiN1 HA BUMYCK BputaHis/ 3MiHN Il TUNY - 3MiHK A0 IHCTPYKLIT 4N MeNYHOro 3aCTOCYBaHHS peyernmom
KoHueHTpary (5 mr/mn) cepii: [xeHzalim CnonyyeHi nikapcbkoro 3acoby A0 po3ainis: "®apmakonoriyHi BnactmsocTi”,
015 PO3UMHY ANns Nimiten, Benuka LWratn "Cnoci6 3acTtocyBaHHs Ta go3un", "Oitn" (YTouHeHHs iHdopmadi),
iHdysilA, no 5 mr a6o no BpuTaHis; Amepuku/ "Mo6iyHi peakui” BigNOBIAHO A0 MaTepiasliB peecTpauiiHoro
35 mry donakoHi; no 1 BMPOGHMLITBO, Ipnangis [ocbe. BBeeHHS NpoTArom 6-Tu MiCALIB NiCia 3aTBepAKEHHS
chnakoHy B KapTOHHilA nepBUHHa ynakoBkKa:
Kopobui Xocnipa IHK.,
Cnonyuyeni Wratn
Amepuku,
BUPOBHMLTBO
KIHLLeBOro NpoayKTy
(fill/finish), koHTPONb
cepii, NnepBuHHa Ta
BTOPWHHA ynakoBkKa,
[03BiN Ha BUNYycK cepii
(ans 35 mr):
[bxeH3aim lpnaHg
Niviten, lpnaxgis
230 dDNIIKCOTUA cycneHsisa ons nakcoCmiTKn Benuka nakcoCmiTKnsiiH AscTpanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/7512/01/01
™ HEBY/IM™ | iHranauii, 2 mr/2 mn no SH EkcnopT BpuTaHis AscTpania Mty 114 3MiHU | TUNY - BHECEHHA 3MiH A0 p.3.2.P.3. MNMpouec BupobHMLUTBa peuenmom

2 MmNy Hebyni; no 5
Hebyn y nakerTi 3
/1IOMIHIEBOIT dO1bru, Mo

Nimiteq

nikapcbKoro 3acoby, 3okpema: 3MiHa knacy umctotn 3 A Ha C, ge
posTaloBaHe BFS-o06naaHaHHA (061afHaHHS 419 HANMOBHEHHS
Hebyn). JoaaTtkoBuii dinbTp HEPA, 110 po3TalloBaHuii Haj
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nocsio4eHHs1
2 NakeTwn y KapTOHHil pobouoto 30HOK BFS, 3a6e3neuye cepefoBuLLe Kacy Ynctotn A
Kopobui
231, PIKCOTUA cycneHsisa ans nakcoCmiTKn Benuka nakcoCmiTKnsinH AscTpanis BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/7512/01/02
™ HEBY/IN™ | iHranauini, 0,5 mr/2 mn AnH EkcnopT BpuTaHis AscTpanisa Mty N14. 3MiHK | TUNY - BHECEHHSA 3MiH A0 p.3.2.P.3. MNMpouec BupobHMuTBa peyenmom
no 2 MmNy Hebyni; no 5 Nimiten nikapcbKoro 3acoby, 3okpema: 3MiHa knacy umctoti 3 A Ha C, ge
Hebyn y nakeTi 3 posTawoBaHe BFS-06nagHaHHsA (06n1agHaHHS 415 HANOBHEHHS
antoMiHieBOT hosbrn, No Hebyn). fogatkosuii inbTp HEPA, Lo po3TalloBaHuin Hag
2 nakeTn y KapTOHHiA po6ouoto 30HOI BFS, 3ab6e3neuye cepefoByLLe knacy Yyuctotm A
Kopobui
232, ®IOPOCIMAS | po3unH A5 iH'ekuiit, Mo MPOPAPMA ManbTa Lendapm Typ dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3a UA/17113/01/01
Min 40 mr/0,04 mr/4 mn; no 4 IHTEpHeLLHN 3MiHU | TUNY - NpUBEAEHHS PO3AiNiB TEKCTY MapKyBaHHA BTOPUHHOT peyenmom
M B amnysi; no 10 TpeianHr Ta NepPBUHHOI YNakoBOK A0 BUMOr Hakazy MO3 Ykpaiu Bif,
amnyn y KOHTYpHIN NimiTen 23.07.2019 p. Ne 460 Ta gogaHHs iHchopmau,ii wogo 2D-koay
YapyHKOBII1 yNakoBLi; no Ta/abo SN koay, Ta/abo PC kogy. BBegeHHs 3MiH NpoTsiroM 6-Tu
1 KOHTYpHIli YapyHKOBI MicALiB NiCNsA 3aTBEPAYKEHHS
yNakoBLi Y KAPTOHHIl
Kopobui
233, ®TYKOHA3O | po3uuH ans iHdysii, 2 TOB "tOpis- Ykpaina TOB "lOpis-®Papm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/3041/01/01
n mr/mn no 50 ma a6o no dapm” AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
100 mn y naawi; no 1 MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nasawyi y navyi 3 niKapcbKoro 3acoby, BKIOYaUM Ai/lbHULI BUNYCKY cepii abo micue
KapToHy; no 50 mn, 100 NpoBeLEeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a Ky Bignosigae
M abo 200 mny BMPOGHMK/IMNOPTEp, BK/IOUaUM BUMYCK Cepiid) - 3MiHa agpecun
nasLwkax BMpO6HMKa 13 TOB "tOpia-®apm"”, YkpaiHa, 6e3 3MiHn Micua
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-TU MicALiB nicns
3aTBEPAKEHHS)
234, POPT-TENb renb 2,5 % no 30 r abo TOB Ykpaina TOB "TepHodhapm" YkpaiHa 3MiHK | TUNy - BBeAeHHA PC3 cy6eTaHLii keTonpodyeHy B meToam 3a UA/2550/01/01
50 ry Ty6i; no 1 Ty6i y "TepHodhapm" KOHTPO/I0 Ha roTOBWIA Nikapcbkuii 3aci6 («CynpoBigHi OMILLKU», peyenmom
nauui 3 KapToHy «KinbkicHe B1U3HaueHHsi. KeTonpodeH») Ta B METOAU KOHTPOJIHO Ha
npoMikHUIA NpoaykT («KinbkicHe BU3HaueHHs. KeTonpodieH»)
235, UENECTOAOE | kpewm; no 30y Ty6i; no LepiHr-Mnay LLiBeiuapi LWepinr-Mnay Na6o Benbris BHECEHHS 3MiH 1O peecTpaLjiiiHux maTepianis: 3MiHu | Tuny - 3a UA/3403/01/01
PM-B® 3 1 Ty6i B KAPTOHHIlA CeHTpan Ict A H.B. AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peuenmom
FTAPAMIUVH Kopobui Al 3asiBHMKa (B/1aCHMKA peecTpaLiiHoro nocBigyeHHs) - 3MiHa agpecu
oM 3asaBHVKA
236. LENICTA® cnpeit Ans poToBof MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHNX MaTepianiB: BHECEHHSA 3MiH A0 6e3 UA/16494/01/01
NOpPOXHWHK, 0,1 Mr/mn "dbapmaueBTn "hapMaueBTUYHA peecTpauiinHMx MaTepianis: 3MiHX | TURy - 3MiHN 3 SKOCTi. FOTOBUI peuyenma
no 50 mn y dpnakoHi; no YyHa hipma ipma"apHuus” nikapcbkuii 3aci6. CtabinbHiCTb. 3MiHa y TepMiHax NpuMAAaTHOCTI
1 donakoHy 3 HacaKot- "AapHuus" abo ymoBax 36epiraHHsi roTOBOrO /iKapCbKoro 3acoby
po3nuaBayeM y nadi (36inbLUEHHS TepMiHY NPUAATHOCTI FTOTOBOrO NiKapCbKOro 3acoby) -
[ns Toprosoi ynakoBku (NiATBEPAXKYETLCA JaHNMUN peasibHOro
yacy) - 36iNbLUEHHA TEPMiHY NPUAATHOCTI FOTOBOrO JiKapCbKOro
3acoby. 3aTBepakeHo: 1,5 poku. 3anpornoHOBaHO: 2 POKu
(BBeaeHHsi 3MiH NPOTArom 6-Tv MicsILB MicNs 3aTBEpAXXEHHS)
237, LUE®PTA3NAN | nopoLLOK A5 PO3UUHY [hxeHochapm Benuvka HCINC Xe6eii XyamiH Kntaii BHECEHHS 3MiH 10 peecTpauiiiHux maTtepianis: 3miHu | Tuny - 3a UA/17046/01/01
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
M HOPISA- Ans iH'ekuiri no 1000 mr nrp, BpuTtaHis dapmacbloTikan AfMiHICTpaTMBHI 3MiHN. 3MiHa Ha3BW likapcbKoro 3acoby peyenmom
PAPM no 1 a6o 10 dpnakoHiB 3 KomnaHi Mimiteq 3arBepmkeHo: LEDTA3MAMM. 3anponoHoBaHo: LLEEGTA3VANM
NMOPOLLKOM Y KapTOHHiIl OPiIA-GAPM. 3MiHu | TNy - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI
Kopoo6ui Ta hapmakoHarnagy (iHwi 3miHn) 3miHW BHECEHi B TEKCT
MapKyBaHHS W00 Ha3Bwy /13 Ta fgofdaHHs iHdhopmadii Wwoao
KoMnaHii guctpmbyTopa. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHn) 3MiHKn
BHECEHI B iHCTPYKLIitO 4719 MeAUYHOro 3actocyBaHHs /13, fofaHHsA
iHhopmaii woao0 KoMnaHii AucTpubyTopa.
238, LEDPTA3NAN | nopoLLOK 415 PO3UUHY [xeHocbapm Benvka HCIMC Xeb6en XyamiH Kutan BHECEHHS 3MiH [0 peecTpaviiiHux matepianis: 3miHu | Tuny - 3a UA/17046/01/02
M HOPISA- Ans iH'ekuii no 2000 mr nrp, BpuTaHis dapmacbioTikas AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW JlikapcbKoro 3acoby peyenmom
DAPM no 1 a6o 10 chnakoHis 3 KomnaHi Mimiteq 3aTtBepmxkeHo: UE®TA3NAMM. 3anponoHosaHo: LE®TA3INANM
MOPOLLKOM Y KapTOHHIl FOPiA-®APM. 3MiHn | TURY - 3MiHN WoA0 6e3nekn/edeKTUBHOCTI
Kopoo6Li Ta papmakoHarnsgy (iHwi 3miHW) 3MiHN BHECEHI B TEKCT
MapKyBaHHS LWoA0 Ha3BK /13 Ta goAaHHs iHhopmal,ii woao
KomnaHii guctpubyTtopa. 3miHu | Tuny - 3miHK Wwoao
6e3nekn/edeKTUBHOCTI Ta papmakoHarnagy (iHwi 3mMiHn) 3MiHKn
BHECEHI B iHCTPYKLit0 4719 MeAUYHOro 3actocyBaHHs /13, fofaHHA
iHchopmalii LLoAo KomMaHii AncTpuéyTopa.
239, LEDPTA3NAN | nopoLLOK ANs PO3YUHY [bxeHodhapm Benuvka HCIMC Xeb6en XyamiH Kutaii BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3miHu | Tuny - - UA/17047/01/02
M HOPIA- AN iH'ekuiii no 2000 mr nrp, BpuTtaHis PapmachbloTikan AfMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW NiKapcbKOro 3acoby
PAPM in bulk: no 10 chnakoHiB KomnaHi Mlimiteq 3aTtBepmkeHo: LEGTA3NAMM. 3anponoHoBaHo: LLEGTA3NANM
3 MOPOLLKOM B KapTOHHiIl FOPiA-®APM. 3MiHn | TUNY - 3MiHK LWoA0 6e3nekn/edheKTUBHOCTI
Kopoo6Ui Ta hapmakoHarnagy (iHwi 3mMiHn) 3MiHW BHECEHI B TEKCT
MapKyBaHHS o0 Ha3Bw /13 Ta fofAaHHs iHdhopmadii woao
KOMNaHii ancTpmobyTopa.
240, LEDPTA3NAN | nopoLLOK 4515 PO3UUHY [xeHocbapm Benuka HCMC Xe6eli XyamiH KnTaii BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHu | Tuny - - UA/17047/01/01
M HOPISA- Ans iH'ekuii no 1000 mr nTg BpuTtaHis dapmachbloTikan AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW JlikapCbKoro 3acoby
DPAPM in bulk: no 10 chnakoHis KomnaHi Nimiteq 3aTtBepmkeHo: UE®TA3NAMM. 3anponoHosaHo: LE®TA3INANM
3 NMOPOLLKOM B KapTOHHiA FOPiA-®APM. 3MiHn | TUNY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI
Kopoobui Ta dhapmakoHarnsagy (iHwi 3miHn) 3MiHWM BHECEHi B TEKCT
MapKyBaHHS LWoA0 Ha3BK /13 Ta godaHHs iHhopmal,ii woao
KoMnaHii agucTpubyTopa.
241 UNCNNATWUH | koHueHTparT gns EBEBE ABCTpIs NOBHUIA LWKN AscTpis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/0032/01/02
"EBEBE" pO34UHy ANs iHGy3il, dapma BUPOGHMLTBA: HimeuuunH 3MiHU | TUNY - BHECEHHA 3MiH f0 po3giny 3.2.P.7. Cuctema peuenmom
0,5 mr/mn no 20 mn (10 lec.m.6.X. EBEBE ®apma a KOHTeliHep/3akynopoBabHWi 3aci6 (pedakuiliHi OHOBMIEHHS Ta
mr) abo no 50 mn (25 Hdpr.KI lec.m.6.X. Haor. KT, afanTauis po3giny peectpauiiiHoro Aocbe). XXoaHVX BUyYeHb Ta

mr), abo no 100 mn (50
Mr) y donakoHi; no 1
h/1aKoHY B KapTOHHIi
Kopobui

ABCTpIs
TECTYBaHHS:
Na6op N1+C AT,
HimeuunHa
TECTYBaHHS:
MM Mikpo6ionoriwec
Mptocpnabop M'm6X,

3MiH Y KOMMNOHEHTax ynakoBKku He Bigbynocb
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Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
ABcTpist
242, UNCNNATUH | KoHueHTparT A TeBa 13painb Papmaxemi b.B. HigepnaH BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny - 3a UA/7552/01/01
-TEBA PO34UHy ANs iHQY3il, dapmaLeBTika on AOMiHICTPaTUBHI 3MiHWU. BunyyeHHs BUPOGHMYOT AinbHUL peuenmom
0,5 mr/mn no 20 mn abo n lHgacTpi3 (Brntovaroun ginbHuLi ans A®l, npoMiXXHOro NpoaykTy abo
no 50 mn, a6o no 100 nra.

My ¢hnakoHi; no 1
donakoHy y nauui

roTOBOrO NiKapPCbKOro 3acoby, AiNbHULI 415 NPOBEEHHSN
nakyBaHHs, BUPOGHMKa, BiAMNoBifa/IbHOrO 3a BMMNYCK cepild, Micue

NpoBefEeHHs KOHTPOSIO cepii) abo nocTavanbHMKa BUXIAHOTO

maTepiany, peareHTy abo AONOMIKHOT Pe4YOBMHY (SKLLO 3a3Ha4YeHO

Y OOCbE) - BUNYyYEHHS BUPOOGHWYOI AinbHuui M3 AT
dapmaveBTuyHUli 3aBog TEBA (BBefeHHst 3MiH NpoTsArom 6-tu

MiCAILiB MicNs 3aTBEPIKEHHS); 3MiHU | TUNY - 3MiHW 3 AKOCTI.

[oTOBWIA Nikapcbkunii 3aci6. 3MiHWM Y BUPOBHULTBI. 3MiHW Y NpoLeci

BUPOGHMLTBA FOTOBOIO JiKAPCbKOr0 3ac0o0y, BKIKOYaoun
MPOMIXHWI NPOAYKT, L0 3aCTOCOBYETLCA NMPW BUPOGHULITBI
roTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK) - HE3HaYHa 3MiHa B
OnuCi 3ara/ibHOI NpoLeaypu npouecy cTepuisadii nycTux
onakoHiB, y 3B’A3KY 3 NPUBEAEHHAM [0 YNHHUX HacTaHoB 3 HBIM.

3MiH B npoLeci BUpo6bHMLTBA He BiAbynocs; 3MiHn | Tuny - 3MiHu 3

akocTi. CepTudikaT BignosigHocTi/lE-cepTudikar BiAnoBigHOCTI

€Bponelicbkiin hapmakonei/MoHorpadii. 3MiHW, NoB'A3aHi 3
HEOOXiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4PY

abo €sponeicbkoi thapmakonei, abo iHLWOT HaLioHaIbHOT
thapmakonei gepxasu €C (3miHa y cneuundikauisx, nos'asaHa 3i
3MiHamu B 1Y, abo €Bponeiickkili hapmakonei, abo iHLwil

HaLjioHasbHIl hapmakonei gepxasu €C) - He3Ha4yHa 3MiHa B OnuCi

KOHTPOJIO SIKOCTi BOAW ANS iH'EKLiA:

- p. 3.2.P.3.4. KOHTPO/b KPUTUYHUX CTafili OHOBIEHO i MPOMIXKHOI
npoaykuii (3amicTb 3a3Ha4YeHNX MeX A0AAHO NOCUNAHHA Ha
MoHorpadii EP Ta USP). Ta BHECEHHS pefaKLiiiHNX 3MiH:

-y p 3.2.P.3.2. BUganeHo oavHuLI BUMIpY 3a NOKa3HWKOM
«BigHOCHa rycTuHa», OCKifIbKM 3a3Ha4eHO NOMW/IKOBO. [aHwi
NOKa3HUK € 6€3MIPHO0 BE/TMUVHOIO;

- iHhopMaLito MPo KOHTPOsIb 06’EMY HANOBHEHHS B NPOLLECI
BMPOGHMLTBA NepeHeceHo 3 p. 3.2.P.3.3. y po3gin 3.2.P.3.4. 3

METOI rapMoHi3auii MbXHapoAHOro Jockbe, focke ALMN ta €C;

-y p. 3.2.P.3.4. ons Bunpo6yBaHHSA Ha 6ionoriyHe 3a6pyAHEeHHS

[,00aHO nocusiaHHAa Ha EP 2.6.12;
-y p. 3.2.P.8.1. BUNpaB/sieHO NOMU/IKY B ONUCI CTafil po3BedeHHS.
(JocnigxyBaHi kKoHLeHTpauii cknagatoTe 14 Mkr/mn Ta 144 mkr/mn,
To4i Ak y Tabnuui 3.2.P.8.1-18 Ta y Tabnuui 3.2.P.8.1-20, a Takox
y TEKCTi OLjiHKM pe3y/ibTaTiB NOMU/IKOBO 3a3HaveHo 0,014 mkr/mn
Ta 0,144 mkr/mMn BiANOBIAHO).
- Y 3B’A3KYy 3 BUJly4eHHAM BUpOo6HWKa /13 oHoBNeHo Ta
nepedopmaroBaHo HacTynHi posgiam 3.2.P.3.1., 3.2.P.3.2,,
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
3.2P.3.3,3.2P.34,32P35,32P54,32P.3.7.,3.2.P8.
3MiHM He BN/IMBalOTb Ha SIKiCTb, e(peKTUBHICTbL Ta 6e3neky 1
243, UNCINNIATUH | KoHueHTpart a/is TeBa 13painb dapmaxewmi b.B. Hinepnax BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/7552/01/02
-TEBA po3unHy ANns iHdysin, 1 dapmaueBTika an AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPO6HNYOI AinbHUL peyenmom
mr/mn no 100 mny n lHpacTpi3 (Bkntoyaroun ginbHuL Ans A®I, npoMixxHOro NnpoaykTy abo
donakoHi; no 1 dpnakoHy nra.

y nauui

roTOBOrO NikapCbKOro 3acoby, AiNbHULI 418 NPOBEAEHHS
nakyBaHHs, BUPO6HMKa, BiANOBifaIbHOTO 3a BUMYCK Cepil, Micue
NpoBefeHHA KOHTPOSIO cepii) abo nocTavasbHUKa BUXIAHOTO
mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO
y [OCbE) - BUTYYeHHSI BUPO6HUYOI AinbHuLi TN3 AT
dapmaveBTUyHUIA 3aBog TEBA (BBeAeHHS 3MiH NpOTArom 6-tu
MiCAILiB MicNs 3aTBEPMKEHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oToBWIA Nikapcbknit 3aci6. 3MiHWM Y BUPOOHULTBI. 3MiHW Y npoueci
BMPOOHMLTBA FOTOBOTO /liKAPCLKOro 3acoby, BK/IKOHaoUm
NPOMIXKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOGHULITBI
rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK) - HE3HAYHA 3MiHa B
onwci 3arasibHOI NpoLesypu NpoLecy crepwisauii nycTmx
oNakoHIB, y 3B’A3KY 3 NPUBEAEHHAM [0 YNHHUX HacTaHoB 3 HBIM.
3MiH B mpoueci BUpobHULTBa He Bifbynocs; 3MiHu | Tuny - 3MiHn 3
AKocTi. CepTudpikaT BignosigHocTI/IE-cepTudikaT BiANOBIAHOCTI
€Bponelicbkiint hapmakonei/MoHorpadii. 3mMiHW, NoB's3aHi 3
HeobXiAHICTIO NpMBeAEHHS Y BIANOBIAHICTb A0 MoHOrpadii Y
abo €sponelicbkoi hapmakonei, abo iHLWOT HaLioHaNbHOT
hapmakonei gepxasu EC (3miHa y cneuumdikauisx, nos'a3aHa 3i
3MiHamu B [1I®Y, abo €sponeiicbkili hapmakonei, abo iHLwil
HaLjioHanbHili hapmakonei gepxasu €C) - He3Ha4Ha 3MiHa B ONKCi
KOHTPOJtO SIKOCTi BOAW ANS1 iH'EKLiA:
- p. 3.2.P.3.4. KOHTPOb KPUTUYHUX CTafili OHOBMEHO i MPOMDKHOI

NPOAYKLiT (3amiCTb 3a3HaYeHNX MEX [A0A4aHO NOCUMIAHHA Ha

MoHorpadii EP Ta USP). Ta BHECEHHS pefaKLiiiHUX 3MiH:
-y p 3.2.P.3.2. BUAA/IEHO OAUHULI BUMIPY 38 MOKa3HUKOM
«BifHOCHa rycTUHa», OCKiNIbK1 3a3Ha4eHO NOMWIKOBO. [aHuii
NoKasHWK € 6e3MipHOI0 BE/TMUYNHOIO;

- iHhopMaLiito NPO KOHTPO/Ib 06’€MY HAMOBHEHHS B NPOLIECI
BMPOGHMLITBA NepeHeceHo 3 p. 3.2.P.3.3. y po3gin 3.2.P.3.4. 3
METOI rapMOoHi3aLii MbXHapoAHOro Aockbe, fAocke LM Ta €C;

-y p. 3.2.P.3.4. gns BunNpo6yBaHHA Ha 6ionoriyHe 3abpyaHEHHS
[0[aHO NocuiaHHA Ha EP 2.6.12;
-y p. 3.2.P.8.1. BunpaBsieHO NOMU/IKY B ONUCI CTafil pO3BeAEeHHS.
(OocnimkyBaHi KOHUEHTpauii cknagatoTb 14 Mkr/mn Ta 144 mkr/mn,
Toai Ak y Tabnuui 3.2.P.8.1-18 Ta y Tabnuuj 3.2.P.8.1-20, a Takox
y TEKCTI OLiHKM pe3y/bTaTiB NOMU/IKOBO 3a3HavyeHo 0,014 mkr/mn
Ta 0,144 mkr/mn BignoBigHO).

- Y 3B'13KY 3 BU/Iy4EHHSIM BUPO6HMKA /13 OHOBNEHO Ta
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Ne Hassa Popma surnycky 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
nepechopmaroBaHo HacTynHi posginn 3.2.P.3.1., 3.2.P.3.2,,
3.2P.33,3.2P.34,32P35,32P54,32P.3.7,3.2P.38.
3MiHV He BM/IMBalOTb Ha AKiCTb, e(peKTUBHICTbL Ta 6e3neky T
244 YoPHULUI naroHu (cybcTaHuis) y MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: - UA/3389/01/01
MArOHN MiLlKax, TIoKax 4 "NikTpasun" 3MiHM | TUNy - 3MiHa y napameTpax cneuudikauii Ta/abo
hapMaLeBTUUYHOIO OONyCTUMMX MEX, BU3HAUEHUX Yy crneundikalisx Ha A®l, abo
3aCcTOCyBaHHA BVIXiZHWA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npouieci BUpo6HuLTBa AdI; CynyTHS 3MiHa: 3MiHa Yy MeToAax
BMNpo6yBaHHA APl abo BuxigHOro martepiany/npoMikKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NpOLeci
BMPOGHMLUTBA ADI (iHLWI 3MiHM y MeToAax BUNPoOyBaHHS
(BKNtOUatoum 3amiHy abo fonoBHeHHs) APl abo
BWXiHOro/MPOMiXXHOro NPoAyKTY)
245, HOHIMAK® pO34uH ANs iH'ekuiid, 350 "HOHIK IHais "tOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9838/01/02
mr/mMn no 20 Mn B PapmacbloTmK PapmacboTVKas 3MiHY | TUNy - 3MiHa y MeTogax BUnNpobyBaHHSA roToBOro peyenmom
amnyni; no 5 amnyn Ha an Na6opaTtopis” NiKapcbKoro 3acoby - 3MiHa NPO6oNiArOTOBKM B MeTOANWL,
NOTKy; No 1 noTky B Na6opaTtopiz" (BipAineHHs chipmu BMNPOGYBaHHS TOTOBOTO JliKapcbKOro 3acoby 3a NokKasHUKOM
KapTOHHIiA Kopo6Li; no (BipAineHHs "x. B. Kemikans eHg «CnopigHeHi cnonyku»; 3miHu | Tuny - 3miHa po3mipy cepii
50 mn, abo no 100 mn, dipmn "Ox. B. dapmacboTukans (BK/THOYAKOUM Aiana3oH po3mipy cepil) rOTOBOrO JliKapCbKOro 3acoby
a6o no 200 mn y Kemikans eHpg, nrp.) - 3MiHa po3Mipy cepili roTOBOro NikapCbKoro 3acoby B ynakoBLii Mo
donakoHi; no 1 dpnakoHy dapmacboTHK 50 mn, abo no 100 mn, a6o no 200 Mn y dh1aKoHi;
B KOpPOOLL ans ita.") 3anponoHoBaHo: 5001, 15001 i 7001.
246. HOHIMAK® pO34uH ANs iH'ekuid 350 "HOHIK IHais "HOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/9839/01/02
mr/mn in bulk: no 20 mn PapmacbioThK PapmMacbioTUKa 3MiHKM | TUNY - 3MiHa Yy MeTogax BUNpobyBaHHS rOTOBOr0O
B amnynax Ne 500, no an Na6opaTopis" nikapcbKoro 3acoby - 3MiHa Npo6oniAroToBKM B METOAML
50 mn 'y chnakoHax Ne Nab6opaTtopiz" (BipaineHHs chipmu BMNPOBYBaHHSA /ikapcbkoro 3acoby y chopmi in bulk 3a nokasHvkom
100 (BipgaineHHs "x. B. Kemikans eHg «CnopigHeHi cnonyku»; 3miHu | Tuny - 3miHa po3mipy cepii
chipmm "Ox. B. dapmacbloTrKans (BkNtOUaKOUM AjanasoH po3mipy cepii) FoTOBOro NikapcbKoro 3acoby
Kemikans eHp, nrp.) - 3MiHa po3Mmipy cepili nikapcbkoro 3acoby y cpopmi in bulk B
PapmacbloThK ynakosui no 50 mn y donakoHi; 3anponoHosaHo: 500/, 15001 i
ans ita.") 700n.
247, HOHIMAK® pO34uH ANs iH'ekuiid, 300 "HOHIK IHais "HOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3a UA/9838/01/01
mr/mn no 20 Mn B PapmacboTHK PapmacboTuKas 3MiHM | TMNy - 3MiHa y MeTodax BUNPO6yBaHHS rOTOBOrO peyenmom
amnyni; no 5 amnyn Ha an Na6opaTopiz" nikapcbKoro 3acoby - 3MiHa Npo6oniAroToBKM B METOAML
NOTKy; No 1 NoTKy B Nab6opaTtopiz" (BipAineHHs chipmu BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOrO 3ac06y 3a NOKa3HUKOM
KapTOHHI Kopo6L; no (BipggineHHs "x. B. Kemikans eHg «CnopigHeHi cnosnyku»; 3miHu | Tuny - 3miHa po3mipy cepii
50 mn, abo no 100 mn, chipmm "Ox. B. dapmacbloTvkans J1Tg, (BkNtOvatoUM AjanasoH po3mipy cepii) FoTOBOro NikapcbKoro 3acoby
ab6o no 200 mny Kemikans eHg, - 3MiHa po3Mipy cepili roTOBOro NiKapCbKOro 3acoby ans
donakoHi; no 1 dpnakoHy dapmacbTHK nakyBaHHs no 50 ma, a6o no 100 mn, abo no 200 My dh1akoHi;
B KOPOOLI ans ita.") no 1 cpsrakoHy B Kopobui; 3anponoHoBaHo: 5001, 1500 i 700n.
248, HOHIMAK® PO34UH A5 iH'EKLA NO "HOHiK IHais "HOHiK IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: - UA/9839/01/01
300 mr/mn in bulk: no 20 PapmacbTHK PapmacboTnKas 3MiHM | TMNy - 3MiHa y MeTogax BUNPOo6yBaHHS rOTOBOrO
M B amnynax Ne 500, an Na6opaTopiz" nikapcbKoro 3acoby - 3MiHa Npo6oniAroToBKM B METOAML

no 50 mn y donakoHax Ne

JlabopaTtopis"

(BigAineHHs chipmu

BMNPOGYBaHHS JlikapcbKoro 3acoby y dpopmi in bulk 3a nokasHvkom
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Ne Hassa Popma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o BionycKy peecmpayjiliHo
n 3acoby 20
nocsio4eHHs1
100 (BipggineHHs "x. B. Kemikans eHg «CnopigHeHi cnonyku»; 3miHu | Tuny - 3miHa po3mipy cepii

chipmm "Ox. B. dapmacbloTrKans (BkNtOvaKoUM AjanasoH po3mipy cepii) FoTOBOro NikapcbKoro 3acoby

Kemikans eHg, nrp.) - 3MiHa po3Mmipy cepili nikapcbkoro 3acoby y chopmi in bulk ans

PapmacbTHK nakyBaHHs o 50 mMn y donakoHi, no 100 hNakoHiB y KapTOHHIN

an3 itg." Kopo6ui; 3anponoHoBaHo; 5001, 1500 i 700n.

HavyanbHUK Bigainy 3 nutaHb papmaueBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peasiisauii NONITUK

T.M. IacKOBCbKUA
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